
  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 1 of 953

Case Number: Gender:
Weight:

The patient was on the contraceptive pill while also taking zoloft 100mg daily with normal menstrual function. when the dose of 
zoloft was increased to 150mg she experienced abnormal bleeding and headaches.

06/01/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A4Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ORAL CONTRACEPTIVE NOS (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily150.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1114294

Preferred Term Severity Report Description Treatment
Menorrhagia Abnormal bleeding The problems resolved when 

the dose was reduced to 
100mg.Headache

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 2 of 953

Case Number: Gender:
Weight:06/01/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

19/12/1996 26/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1114295

Preferred Term Severity Report Description Treatment
Dizziness Patient advised to stop zoloft 

and recommence sinequan.
Rash

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 3 of 953

Case Number: Gender:
Weight:06/01/1997

02/12/1996
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 29/10/1996 139
Sodium 13/11/1996 132
Sodium 03/12/1996 119
Sodium 06/12/1996 118
Sodium 17/12/1996 138
Urine Potassium 04/12/1996 48
Urine Sodium 04/12/1996 71

Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified As necessary2.0

PANADEINE (Other drug)

16/10/1996

Reason:

Stopped:Started:Batch:

As necessary InhalationInhalation 0.0

ATROVENT (Other drug)

28/10/1996 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily InhalationInhalation 1.0

FLIXOTIDE (Other drug)

13/10/1996 CONTIN

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily InhalationInhalation 4.0

SEREVENT (Other drug)

13/10/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1114312

Preferred Term Severity Report Description Treatment
Hyponatraemia
Inappropriate antidiuretic hormone secretion
Malaise

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 4 of 953

Case Number: Gender:
Weight:06/01/1997

02/12/1996
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Urine osmolality 04/12/1996 600
Urine osmolality 06/12/1996 249

Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

04/11/1996 04/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1114312

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 5 of 953

Case Number: Gender:
Weight:06/01/1997

03/12/1996
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 21/11/1996 129
Sodium 03/12/1996 123
Sodium 05/12/1996 120
Sodium 11/12/1996 129
Urine Sodium 15/12/1996 21
Urine osmolality 15/12/1996 395

Laboratory Investigations:

92YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram As necessary OralOral application 10.0

MORPHINE NOS (Other drug) Reason:

Stopped:Started:Batch:

Millilitre Daily OralOral Liquid 20.0

DUPHALAC (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 4.0

COLOXYL WITH SENNA (Other drug) Reason:

Ac upr resp inf,mult,unsp stes

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

CIPROXIN (Other drug)

10/11/1996 15/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1114327

Preferred Term Severity Report Description Treatment
Dizziness
Hyponatraemia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 6 of 953

Case Number: Gender:
Weight:06/01/1997

03/12/1996
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

92YAge:

Additional Information:

Medicine Details:
Ac upr resp inf,mult,unsp stes

Stopped:Started:Batch:

Milligram Daily OralCapsule 750.0

CECLOR (Other drug)

21/11/1996 28/11/1996

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 20.0

FELDENE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 25.0

DOTHEP (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

DISPRIN (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1114327

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 7 of 953

Case Number: Gender:
Weight:06/01/1997

03/12/1996
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

92YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

MS CONTIN (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

22/11/1996 28/11/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

29/11/1996 02/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1114327

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 8 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

08/01/1997

31/12/1996
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1114394

Preferred Term Severity Report Description Treatment
Tremor Zoloft discontinued

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 9 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

08/01/1997

31/12/1996
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    1W

Reason:

Hospitalisation:

Report Details:
Seq: 1114395

Preferred Term Severity Report Description Treatment
Vaginal haemorrhage Vaginal spotting.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 10 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

08/01/1997

31/12/1996
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1114396

Preferred Term Severity Report Description Treatment
Tremor Zoloft discontinued

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 11 of 953

Case Number: Gender:
Weight:08/01/1997

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily300.0

AURORIX (Interaction) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1114400

Preferred Term Severity Report Description Treatment
Chills
Confusional state
Flushing
Serotonin syndrome
Tremor
Urinary incontinence

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 12 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

08/01/1997

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT Liver function tests 12 months ago were normal. tests performed 
6 weeks ago showed elevations of alt (117) and ast (52). two 
weeks later these figures had almost trebled. zoloft was 
discontinued on 5 december 1996, and tests done 11 days later 
(16 december) were still elevated and had risen slightly.

Laboratory Investigations:

A2Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/06/1996 05/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1114401

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Zoloft discontinued

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 13 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

08/01/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

31YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/05/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1114407

Preferred Term Severity Report Description Treatment
Hypochromic anaemia Referred for specialist opinion
Microcytic anaemia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 14 of 953

Case Number: Gender:
90.00Weight:10/01/1997

18/10/1996
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily80.0

ZOLOFT (Suspected)

15/10/1996 05/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1114443

Preferred Term Severity Report Description Treatment
Hypertension Bp 170/100
Confusional state
Erectile dysfunction
Fatigue

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 15 of 953

Case Number: Gender:
Weight:10/01/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1114462

Preferred Term Severity Report Description Treatment
Rash

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 16 of 953

Case Number: Gender:
Weight:10/01/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1114463

Preferred Term Severity Report Description Treatment
Rash

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 17 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

10/01/1997

31/12/1996
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

82YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

MELLERIL (Other drug) Reason:

Stopped:Started:Batch:

0.0

PANADEINE FORTE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

   16M

Reason:

Hospitalisation:

Report Details:
Seq: 1114464

Preferred Term Severity Report Description Treatment
Neurosis Therapy changed to anafranil

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 18 of 953

Case Number: Gender:
Weight:

A 38 years old breast feeding mother took zoloft from the time that her baby was 10 days old. during this time the baby slept 
constantly, and was diagnosed as having low muscle tone, with a flopy head and apparently some hearing problems. after 
discontinuation of zoloft by mother the baby's condition dramatically improved.  - the date of onset is not accurate but indicates 
that onset occurred sometime during the year.

10/01/1997

31/12/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Breast milk transferOral application 0.0

ZOLOFT (Suspected)

    3M

Reason:

Hospitalisation:

Report Details:
Seq: 1114465

Preferred Term Severity Report Description Treatment
Hypotonia neonatal Low muscle tone with a floppy head
Somnolence neonatal Sleepiness
Deafness

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 19 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

10/01/1997

31/12/1996
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    3M

Reason:

Hospitalisation:

Report Details:
Seq: 1114466

Preferred Term Severity Report Description Treatment
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 20 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

10/01/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

01/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1114467

Preferred Term Severity Report Description Treatment
Menorrhagia
Menstrual disorder

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 21 of 953

Case Number: Gender:
Weight:13/01/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

    2M

Reason:

Hospitalisation:

Report Details:
Seq: 1114512

Preferred Term Severity Report Description Treatment
Flushing
Insomnia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 22 of 953

Case Number: Gender:
Weight:13/01/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:
Migraine

Stopped:Started:Batch:

OralTablet 0.0

PERIACTIN (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    2W

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

    1W

Reason:

Hospitalisation:

Report Details:
Seq: 1114524

Preferred Term Severity Report Description Treatment
Flushing Heat in upper part of body.
Agitation
Insomnia
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 23 of 953

Case Number: Gender:
Weight:14/01/1997

Causality possibleNot yet recovered
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

14/12/1996 14/12/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily300.0

MOCLOBEMIDE (Suspected)

12/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1114533

Preferred Term Severity Report Description Treatment
Abdominal pain Supra pubic pain
Agitation
Chills
Dyspnoea
Dysuria
Hyperhidrosis
Hypertension Cessation of sertraline.
Nausea
Pyrexia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 24 of 953

Case Number: Gender:
60.00Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

14/01/1997

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

01/06/1996 10/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1114536

Preferred Term Severity Report Description Treatment
Glossitis
Tongue ulceration

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 25 of 953

Case Number: Gender:
Weight:15/01/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A4Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1114554

Preferred Term Severity Report Description Treatment
Glossitis Strange sensation in tongue

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 26 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

16/01/1997

31/12/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A6Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

EVENING PRIMROSE OIL (Other drug) Reason:

Stopped:Started:Batch:

OralTablet 0.0

GARLIC (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

05/05/1995 02/08/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1114565

Preferred Term Severity Report Description Treatment
Fatigue Lack of engery.
Arthralgia Severe Pain in both shoulders.
Lymphadenopathy Swelling in the lymph nodes of the groin.
Dizziness
Headache
Tremor
Urinary retention

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 27 of 953

Case Number: Gender:
Weight:16/01/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A4Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1114567

Preferred Term Severity Report Description Treatment
Insomnia Currently taking zoloft in 

morning. change treatment to 
night.Somnolence

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 28 of 953

Case Number: Gender:
Weight:20/01/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Dose Unspecified Daily OralCapsule 1.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1114625

Preferred Term Severity Report Description Treatment
Agitation Cns stimulation.
Fatigue
Hallucination
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 29 of 953

Case Number: Gender:
75.00Weight:20/01/1997

20/12/1996
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily150.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily20.0

PREPULSID (Suspected)

    3D

Reason:

Hospitalisation:

Report Details:
Seq: 1114627

Preferred Term Severity Report Description Treatment
Abdominal pain
Agitation Severe
Diarrhoea
Headache
Nausea
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 30 of 953

Case Number: Gender:
52.00Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage start 
date is not necessarily accurate but indicates that start occurred sometime during the month.

20/01/1997

31/12/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

79YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

NORVASC (Interaction)

01/01/1996 31/12/1996

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily100.0

BETALOC (Interaction)

01/01/1996 31/12/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily150.0

ZOLOFT (Interaction)

14/08/1996 31/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1114628

Preferred Term Severity Report Description Treatment
Orthostatic hypotension

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 31 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage stop 
date is not necessarily accurate but indicates that stoppage occurred sometime during the month.

20/01/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

01/02/1996 28/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1114655

Preferred Term Severity Report Description Treatment
Purpura Bleeding into cubital fossa
Hypoaesthesia Numbness in arms and legs
Vaginal haemorrhage Some vaginal bleeding
Arthralgia
Epistaxis
Flushing
Hyperhidrosis
Palpitations
Rash

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 32 of 953

Case Number: Gender:
Weight:22/01/1997

14/01/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

06/12/1996

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected)

14/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1114683

Preferred Term Severity Report Description Treatment
Rash

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 33 of 953

Case Number: Gender:
Weight:

Patient commmenced zoloft at 50mg daily, increased to 100mg and then increased dose to 200mg.  zoloft dose reduced back to 
100mg and events began to improve.  - the date of onset is not necessarily accurate but indicates that onset occurred sometime 
during the month.

22/01/1997

31/01/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

18YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected)

08/01/1997 14/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1114684

Preferred Term Severity Report Description Treatment
Breast enlargement
Breast pain
Galactorrhoea
Headache

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 34 of 953

Case Number: Gender:
Weight:24/01/1997

02/01/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

28/11/1996 06/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1114724

Preferred Term Severity Report Description Treatment
Menstrual disorder Abbreviated period
Pruritus Severe Itching of forearms/thighs/calves/feet. Antihistamines, cortisone 

cream, oral cortisone.
Breast engorgement Swollen breasts
Rash erythematous
Skin exfoliation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 35 of 953

Case Number: Gender:
Weight:24/01/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1114733

Preferred Term Severity Report Description Treatment
Convulsion Commenced on aurorix.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 36 of 953

Case Number: Gender:
Weight:

Zoloft was ceased abruptly and patient experienced reaction on withdrawal. zoloft resumed at same dose and reaction resolved 
and recently ceased once again and experienced same reaction.  patient to recommence on zoloft and withdraw gradually.  - the 
date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date is 
not necessarily accurate but indicates that start occurred sometime during the month.

24/01/1997

31/12/1996
Causality certainRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A3Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

01/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1114753

Preferred Term Severity Report Description Treatment
Dizziness
Drug withdrawal syndrome
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 37 of 953

Case Number: Gender:
82.00Weight:28/01/1997

11/01/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

VOLTAREN (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Microgram Daily625.0

PREMARIN (Other drug)

CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

11/01/1997 13/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1114762

Preferred Term Severity Report Description Treatment
Urinary retention

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 38 of 953

Case Number: Gender:
Weight:

- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date 
is not necessarily accurate but indicates that start occurred sometime during the month. the dosage stop date is not necessarily 
accurate but indicates that stoppage occurred sometime during the month.

28/01/1997

31/12/1996
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

01/12/1995 28/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1114800

Preferred Term Severity Report Description Treatment
Visual disturbance Visual disturbance
Hyperacusis Warped sound/hearing
Anxiety
Diarrhoea
Drug withdrawal syndrome
Hypoaesthesia
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 39 of 953

Case Number: Gender:
Weight:

Zoloft was recommenced and reaction returned and ceased when drug stopped.

29/01/1997

31/12/1996
Causality certainRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1114811

Preferred Term Severity Report Description Treatment
Diarrhoea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 40 of 953

Case Number: Gender:
Weight:29/01/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

SERTRALINE HYDROCHLORIDE (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily7.5

PERICYAZINE (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily75.0

AMITRIPTYLINE HYDROCHLORIDE (Interaction) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1114833

Preferred Term Severity Report Description Treatment
Serotonin syndrome

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 41 of 953

Case Number: Gender:
Weight:

Patient experienced reaction when dose of zoloft was increased

30/01/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1114841

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 42 of 953

Case Number: Gender:
Weight:30/01/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1114843

Preferred Term Severity Report Description Treatment
Coordination abnormal
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 43 of 953

Case Number: Gender:
Weight:30/01/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1114844

Preferred Term Severity Report Description Treatment
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 44 of 953

Case Number: Gender:
Weight:

Patient currently on dose of 25 mg of zoloft.

30/01/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1114845

Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 45 of 953

Case Number: Gender:
Weight:30/01/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1114846

Preferred Term Severity Report Description Treatment
Agitation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 46 of 953

Case Number: Gender:
Weight:30/01/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1114847

Preferred Term Severity Report Description Treatment
Arthralgia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 47 of 953

Case Number: Gender:
Weight:30/01/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

AEAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1114849

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Liver enzyme problems

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 48 of 953

Case Number: Gender:
Weight:30/01/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1114850

Preferred Term Severity Report Description Treatment
Libido decreased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:16AM Database: pusime02 ADRS004 Page 49 of 953

Case Number: Gender:
Weight:30/01/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    3W

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1114852

Preferred Term Severity Report Description Treatment
Myalgia Deep muscular aches and pains.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 50 of 953

Case Number: Gender:
Weight:30/01/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A4Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1114861

Preferred Term Severity Report Description Treatment
Dizziness
Paraesthesia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 51 of 953

Case Number: Gender:
Weight:30/01/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A4Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1114862

Preferred Term Severity Report Description Treatment
Insomnia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 52 of 953

Case Number: Gender:
Weight:30/01/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1114865

Preferred Term Severity Report Description Treatment
Asthenia
Dizziness
Nausea
Vomiting

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 53 of 953

Case Number: Gender:
Weight:30/01/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1114872

Preferred Term Severity Report Description Treatment
Anorgasmia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 54 of 953

Case Number: Gender:
Weight:

Zoloft was repeated a day or two later with the same result.

30/01/1997

Causality certainUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    3D

Reason:

Hospitalisation:

Report Details:
Seq: 1114873

Preferred Term Severity Report Description Treatment
Dizziness Severe
Nausea Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 55 of 953

Case Number: Gender:
Weight:30/01/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

92YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 90.0

CARDIZEM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily TransdermalCream 50.0

TRANSIDERM-NITRO (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 1.0

STELAZINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1114874

Preferred Term Severity Report Description Treatment
Hypertonia Muscular rigidity
Confusional state
Hyperhidrosis
Neuroleptic malignant syndrome
Tachycardia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 56 of 953

Case Number: Gender:
Weight:03/02/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

26/08/1996 20/12/1996

Reason:

Osteoporosis

Stopped:Started:Batch:

Microgram Daily OralCapsule 0.5

ROCALTROL (Suspected)

17/07/1995 20/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1114904

Preferred Term Severity Report Description Treatment
Anorgasmia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 57 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

03/02/1997

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A2Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1114926

Preferred Term Severity Report Description Treatment
Diarrhoea
Flatulence

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 58 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

03/02/1997

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

18YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected)

01/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1114930

Preferred Term Severity Report Description Treatment
Acne

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 59 of 953

Case Number: Gender:
Weight:06/02/1997

28/01/1997
Causality certainNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

ZOLOFT (Suspected)

29/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1114991

Preferred Term Severity Report Description Treatment
Rash Prednisone 25mg daily 

reducing, zyrtec 20mg.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 60 of 953

Case Number: Gender:
92.00Weight:06/02/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

As necessary0.0

TYLENOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1114992

Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome
Vertigo

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 61 of 953

Case Number: Gender:
Weight:

Patient experienced reaction on withdrawal of zoloft.  commenced aurorix but ineffective and recommenced on zoloft.  zoloft 
ceased and once again patient experienced muscle cramps on withdrawal.

06/02/1997

Causality certainUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115009

Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome
Myalgia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 62 of 953

Case Number: Gender:
Weight:

Patient had been taking zoloft 100mg daily and experienced nausea and dizziness on sudden  self withdrawal of zoloft. zoloft 
recommenced and withdrawn on patient's initiative and same reaction recurred. zoloft zoloft recommenced and dose tapered until 
ceased.  the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

06/02/1997

Causality certainUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

01/04/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1115010

Preferred Term Severity Report Description Treatment
Dizziness
Drug withdrawal syndrome
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 63 of 953

Case Number: Gender:
Weight:

Patient treated for depression with zoloft for the full term of the pregnancy. for two days after the birth, the baby was treated for 
irritability and rapid breathing.

06/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115011

Preferred Term Severity Report Description Treatment
Agitation neonatal Irritability
Respiratory disorder Rapid breathing
Drug withdrawal syndrome neonatal

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 64 of 953

Case Number: Gender:
Weight:

Patient has history of hodgkins disease and coronary artery bypass surgery.

06/02/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115015

Preferred Term Severity Report Description Treatment
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 65 of 953

Case Number: Gender:
Weight:

- the date of onset is not accurate but indicates that onset occurred sometime during the year. the dosage start date is not 
necessarily accurate but indicates that start occurred sometime during the month. the dosage stop date is not necessarily 
accurate but indicates that stoppage occurred sometime during the month. the dosage start date is not necessarily accurate but 
indicates that start occurred sometime during the month.

06/02/1997

31/12/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A4Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

01/12/1996 28/12/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1115016

Preferred Term Severity Report Description Treatment
Visual field defect Sudden visual field defect in left eye

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 66 of 953

Case Number: Gender:
Weight:06/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

NORVASC (Suspected) Reason:

Stopped:Started:Batch:

OralTablet 0.0

ZOCOR (Suspected) Reason:

Stopped:Started:Batch:

OralTablet 0.0

PEPCIDINE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    2M

Reason:

Hospitalisation:

Report Details:
Seq: 1115017

Preferred Term Severity Report Description Treatment
Breast enlargement Swollen breasts
Anxiety
Gravitational oedema
Hyperhidrosis
Rash
Weight increased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 67 of 953

Case Number: Gender:
Weight:06/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A5Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115018

Preferred Term Severity Report Description Treatment
Abdominal pain
Diarrhoea Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 68 of 953

Case Number: Gender:
Weight:06/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A2Age:

Additional Information:

Medicine Details:
Contraception

Stopped:Started:Batch:

OralOral application 0.0

ORAL CONTRACEPTIVE NOS (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115019

Preferred Term Severity Report Description Treatment
Vaginal haemorrhage Spotting

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 69 of 953

Case Number: Gender:
Weight:06/02/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115020

Preferred Term Severity Report Description Treatment
Anorgasmia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 70 of 953

Case Number: Gender:
Weight:06/02/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115025

Preferred Term Severity Report Description Treatment
Headache Feeling funny in the head

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 71 of 953

Case Number: Gender:
Weight:06/02/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115026

Preferred Term Severity Report Description Treatment
Headache Feeling funny in the head

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 72 of 953

Case Number: Gender:
Weight:06/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

   02W

Reason:

Hospitalisation:

Report Details:
Seq: 1115027

Preferred Term Severity Report Description Treatment
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 73 of 953

Case Number: Gender:
Weight:06/02/1997

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

    3W

Reason:

Hospitalisation:

Report Details:
Seq: 1115035

Preferred Term Severity Report Description Treatment
Hallucination Visual hallucinations
Coordination abnormal
Insomnia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 74 of 953

Case Number: Gender:
Weight:06/02/1997

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A5Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115037

Preferred Term Severity Report Description Treatment
Agitation Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 75 of 953

Case Number: Gender:
Weight:06/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

79YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115042

Preferred Term Severity Report Description Treatment
Diarrhoea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 76 of 953

Case Number: Gender:
Weight:06/02/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram 1 time OralTablet 25.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115043

Preferred Term Severity Report Description Treatment
Asthenia Heaviness of the limbs.
Disturbance in attention
Fatigue
Insomnia
Nervousness

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 77 of 953

Case Number: Gender:
Weight:

History of dependence on codeine and alcohol.

07/02/1997

01/01/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115059

Preferred Term Severity Report Description Treatment
Drug dependence

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 78 of 953

Case Number: Gender:
Weight:07/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

29/10/1996 29/01/1997

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected)

30/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1115071

Preferred Term Severity Report Description Treatment
Agitation
Dizziness
Hyperhidrosis
Hypotension
Muscle twitching
Palpitations

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 79 of 953

Case Number: Gender:
Weight:07/02/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115072

Preferred Term Severity Report Description Treatment
Neuralgia Sharp pains like electric shocks 

buttocks/leg.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 80 of 953

Case Number: Gender:
Weight:

Patient treated for melanoma of right eye 1997.

07/02/1997

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

26/10/1996 03/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1115073

Preferred Term Severity Report Description Treatment
Abdominal pain
Diarrhoea
Metastasis
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 81 of 953

Case Number: Gender:
Weight:

the dosage start date is not accurate but indicates that start occurred sometime during the year. the dosage stop date is not 
necessarily accurate but indicates that stoppage occurred sometime during the month. the dosage start date is not necessarily 
accurate but indicates that start occurred sometime during the month.

07/02/1997

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A5Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/01/1993 28/10/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

01/10/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1115075

Preferred Term Severity Report Description Treatment
Hyperkinesia
Insomnia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 82 of 953

Case Number: Gender:
Weight:07/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115078

Preferred Term Severity Report Description Treatment
Agitation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 83 of 953

Case Number: Gender:
Weight:07/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115079

Preferred Term Severity Report Description Treatment
Anorgasmia Delayed orgasm
Crying Difficulty in crying

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 84 of 953

Case Number: Gender:
Weight:07/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115080

Preferred Term Severity Report Description Treatment
Agitation Recommenced on prothiaden

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 85 of 953

Case Number: Gender:
Weight:10/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected)

   12M

Reason:

Hospitalisation:

Report Details:
Seq: 1115088

Preferred Term Severity Report Description Treatment
Arthralgia Joint pain in knees and hips.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 86 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

10/02/1997

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1115090

Preferred Term Severity Report Description Treatment
Anxiety
Bruxism
Diarrhoea
Dyspepsia
Muscle twitching
Nervousness
Parosmia
Somnolence
Yawning

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 87 of 953

Case Number: Gender:
Weight:10/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected)

31/01/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1115091

Preferred Term Severity Report Description Treatment
Flushing
Palpitations
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 88 of 953

Case Number: Gender:
Weight:10/02/1997

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Interaction)

    3D

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 900.0

AURORIX (Interaction)

    1Y

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1115092

Preferred Term Severity Report Description Treatment
Salivary hypersecretion Patient was suffering serotonergic 

syndrome.Abdominal pain
Nervousness
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 89 of 953

Case Number: Gender:
Weight:10/02/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115093

Preferred Term Severity Report Description Treatment
Anxiety Severe
Delusion Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 90 of 953

Case Number: Gender:
Weight:10/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115094

Preferred Term Severity Report Description Treatment
Somnolence Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 91 of 953

Case Number: Gender:
Weight:10/02/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

67YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

   15D

Reason:

Hospitalisation:

Report Details:
Seq: 1115096

Preferred Term Severity Report Description Treatment
Hallucination Therapy changed to tricyclic 

antidepressant.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 92 of 953

Case Number: Gender:
Weight:10/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily900.0

AURORIX (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1115097

Preferred Term Severity Report Description Treatment
Agitation
Hyperkinesia
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 93 of 953

Case Number: Gender:
Weight:10/02/1997

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115098

Preferred Term Severity Report Description Treatment
Eczema Discoid eczema

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 94 of 953

Case Number: Gender:
Weight:10/02/1997

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115099

Preferred Term Severity Report Description Treatment
Urticaria

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 95 of 953

Case Number: Gender:
Weight:10/02/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1115103

Preferred Term Severity Report Description Treatment
Hypertension

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 96 of 953

Case Number: Gender:
Weight:10/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

AEAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115104

Preferred Term Severity Report Description Treatment
Dyspepsia Gastrointestinal upset

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 97 of 953

Case Number: Gender:
Weight:10/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

AEAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115105

Preferred Term Severity Report Description Treatment
Dyspepsia Gastrointestinal upset

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 98 of 953

Case Number: Gender:
Weight:10/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115107

Preferred Term Severity Report Description Treatment
Dermatitis

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 99 of 953

Case Number: Gender:
Weight:

Same reaction experienced with other selective serotonin reuptake inhibitors and tricyclic antidepressants.

10/02/1997

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Daily OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115108

Preferred Term Severity Report Description Treatment
Nocturia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 100 of 953

Case Number: Gender:
65.00Weight:

Patient has had a hypertensive reaction to aurorix. prozac 20mg gave intensive nausea.

13/02/1997

21/10/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

79YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

VISKEN (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram 1 time50.0

ZOLOFT (Suspected)

21/10/1996 21/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1115173

Preferred Term Severity Report Description Treatment
Eructation Continuous burping
Vomiting Vomited "coffee ground"
Diarrhoea
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 101 of 953

Case Number: Gender:
Weight:

Patient suffered a grand mal seizure 4 years ago during labour.

12/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1115179

Preferred Term Severity Report Description Treatment
Convulsion Seizure

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 102 of 953

Case Number: Gender:
Weight:12/02/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115180

Preferred Term Severity Report Description Treatment
Dyspepsia Commenced on aurorix

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 103 of 953

Case Number: Gender:
Weight:13/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Ulcer of stomach w/o ment perf

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

SOMAC (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115201

Preferred Term Severity Report Description Treatment
Rash Rash on chin, face, inside of elbows.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 104 of 953

Case Number: Gender:
Weight:13/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    3W

Reason:

Hospitalisation:

Report Details:
Seq: 1115202

Preferred Term Severity Report Description Treatment
Agitation
Dizziness
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 105 of 953

Case Number: Gender:
Weight:13/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

PREDNISOLONE (Other drug) Reason:

Stopped:Started:Batch:

0.0

SOMAC (Other drug) Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected)

    1D

Reason:

Hospitalisation:

Report Details:
Seq: 1115204

Preferred Term Severity Report Description Treatment
Dyspepsia Stomach was burning - on fire.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 106 of 953

Case Number: Gender:
Weight:14/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115228

Preferred Term Severity Report Description Treatment
Chest pain
Headache
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 107 of 953

Case Number: Gender:
Weight:14/02/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115229

Preferred Term Severity Report Description Treatment
Pruritus
Rash morbilliform

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 108 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

14/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1115230

Preferred Term Severity Report Description Treatment
Fatigue
Somnolence

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 109 of 953

Case Number: Gender:
61.00Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

17/02/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:
Congestive heart failure

Stopped:Started:Batch:

Milligram Daily0.2

LANOXIN (Other drug)

L TERM

Reason:

Congestive heart failure

Stopped:Started:Batch:

Dose Unspecified Daily1.0

MODURETIC (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 0.2

ROHYPNOL (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

01/09/1995 09/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1115292

Preferred Term Severity Report Description Treatment
Anxiety
Diarrhoea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 110 of 953

Case Number: Gender:
Weight:17/02/1997

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115319

Preferred Term Severity Report Description Treatment
Agitation "like a panic attack" Temporary withdrawal, 

reintroduction at lower dose.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 111 of 953

Case Number: Gender:
Weight:17/02/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115321

Preferred Term Severity Report Description Treatment
Rash

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 112 of 953

Case Number: Gender:
Weight:17/02/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A5Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115322

Preferred Term Severity Report Description Treatment
Dyspepsia
Malaise
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 113 of 953

Case Number: Gender:
Weight:17/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115332

Preferred Term Severity Report Description Treatment
Alopecia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 114 of 953

Case Number: Gender:
Weight:17/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected)

    2D

Reason:

Hospitalisation:

Report Details:
Seq: 1115333

Preferred Term Severity Report Description Treatment
Rash Rash on right arm and face

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 115 of 953

Case Number: Gender:
Weight:17/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115334

Preferred Term Severity Report Description Treatment
Anxiety
Nausea
Vomiting

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 116 of 953

Case Number: Gender:
Weight:17/02/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    3M

Reason:

Hospitalisation:

Report Details:
Seq: 1115335

Preferred Term Severity Report Description Treatment
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 117 of 953

Case Number: Gender:
Weight:17/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

SURGAM (Other drug) Reason:

Stopped:Started:Batch:

OralTablet 0.0

DI-GESIC (Other drug) Reason:

Stopped:Started:Batch:

OralTablet 0.0

RANITIDINE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115340

Preferred Term Severity Report Description Treatment
Chills Trembling chin (teeth chattering)
Nausea
Pyrexia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 118 of 953

Case Number: Gender:
Weight:17/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A4Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115342

Preferred Term Severity Report Description Treatment
Hypokinesia Psychomotor retardation.
Fatigue Severe
Thinking abnormal

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 119 of 953

Case Number: Gender:
Weight:17/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A4Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115343

Preferred Term Severity Report Description Treatment
Hypokinesia Psychomotor retardation
Fatigue Severe
Thinking abnormal

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 120 of 953

Case Number: Gender:
Weight:17/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A4Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115344

Preferred Term Severity Report Description Treatment
Hypokinesia Psychomotor retardation
Fatigue Severe
Thinking abnormal

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 121 of 953

Case Number: Gender:
Weight:

the dosage start date is not accurate but indicates that start occurred sometime during the year.

17/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ALPRAZOLAM (Other drug)

01/01/1994

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

08/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1115346

Preferred Term Severity Report Description Treatment
Asthenia
Diarrhoea
Headache
Nausea
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 122 of 953

Case Number: Gender:
Weight:17/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

58YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    2M

Reason:

Hospitalisation:

Report Details:
Seq: 1115349

Preferred Term Severity Report Description Treatment
Dystonia Clenching of the jaw.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:17AM Database: pusime02 ADRS004 Page 123 of 953

Case Number: Gender:
Weight:17/02/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115350

Preferred Term Severity Report Description Treatment
Leukopenia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 124 of 953

Case Number: Gender:
Weight:17/02/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115352

Preferred Term Severity Report Description Treatment
Insomnia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 125 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage stop 
date is not necessarily accurate but indicates that stoppage occurred sometime during the month. the dosage start date is not 
necessarily accurate but indicates that start occurred sometime during the month.

19/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

DIANE-35 ED (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/07/1996 28/11/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

01/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1115424

Preferred Term Severity Report Description Treatment
Galactorrhoea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 126 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage start 
date is not accurate but indicates that start occurred sometime during the year.

20/02/1997

03/02/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

89YAge:

Additional Information:

Medicine Details:
Diabetes mellitus

Stopped:Started:Batch:

Dose Unspecified Daily2.0

RASTINON (Other drug)

01/01/1990

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

01/12/1996 06/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1115429

Preferred Term Severity Report Description Treatment
Coordination abnormal
Tremor Ducene

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 127 of 953

Case Number: Gender:
84.00Weight:20/02/1997

30/01/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

30/01/1997 12/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1115435

Preferred Term Severity Report Description Treatment
Headache
Nausea
Visual disturbance

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 128 of 953

Case Number: Gender:
59.00Weight:21/02/1997

19/02/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

17/02/1997 20/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1115458

Preferred Term Severity Report Description Treatment
Agitation
Depression
Drug ineffective
Headache
Hyperventilation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 129 of 953

Case Number: Gender:
63.00Weight:24/02/1997

14/02/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected)

13/12/1996 15/02/1997

Reason:

Abnormal involuntary movement

Stopped:Started:Batch:

Milligram Daily OralTablet 30.0

LIORESAL (Suspected)

13/12/1996 15/02/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1115471

Preferred Term Severity Report Description Treatment
Convulsion Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 130 of 953

Case Number: Gender:
Weight:24/02/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115498

Preferred Term Severity Report Description Treatment
Erectile dysfunction

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 131 of 953

Case Number: Gender:
Weight:24/02/1997

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115507

Preferred Term Severity Report Description Treatment
Headache
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 132 of 953

Case Number: Gender:
Weight:24/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A8Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    3D

Reason:

Hospitalisation:

Report Details:
Seq: 1115508

Preferred Term Severity Report Description Treatment
Hyperhidrosis
Paraesthesia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 133 of 953

Case Number: Gender:
Weight:

Compression of the ulnar nerve and compression of the radial nerves in both arms.

24/02/1997

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115509

Preferred Term Severity Report Description Treatment
Neuropathy peripheral Peripheral neuropathies.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 134 of 953

Case Number: Gender:
Weight:

Patient with panic disorder and agoraphobia, was found to be abusing rivotri -  and was addmitted to hospital for 3 weeks to 
manage rivotril withdrawal. epilepsy as a teenager.

24/02/1997

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115510

Preferred Term Severity Report Description Treatment
Dyskinesia Dystonic movements/arm waving/cant walk 

unaidedHyperaesthesia Hypersensitive skin
Arthralgia
Paresis

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 135 of 953

Case Number: Gender:
Weight:24/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected)

13/02/1997 15/02/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1115511

Preferred Term Severity Report Description Treatment
Chills
Hypertonia Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 136 of 953

Case Number: Gender:
80.00Weight:

Patient recommenced zoloft with reaction reoccurring.  the dosage start date is not necessarily accurate but indicates that start 
occurred sometime during the month.

28/02/1997

19/01/1997
Causality certainNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily20.0

ZOLOFT (Suspected)

01/07/1996 29/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1115634

Preferred Term Severity Report Description Treatment
Rash maculo-papular

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 137 of 953

Case Number: Gender:
Weight:26/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115643

Preferred Term Severity Report Description Treatment
Muscle twitching Eye twitching

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 138 of 953

Case Number: Gender:
Weight:26/02/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115644

Preferred Term Severity Report Description Treatment
Erectile dysfunction

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 139 of 953

Case Number: Gender:
Weight:26/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115652

Preferred Term Severity Report Description Treatment
Hypoaesthesia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 140 of 953

Case Number: Gender:
Weight:26/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

OESTROGENS NOS (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115653

Preferred Term Severity Report Description Treatment
Agitation
Anxiety Zoloft ceased, aurorix 

commenced.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 141 of 953

Case Number: Gender:
Weight:26/02/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

22/06/1996 05/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1115655

Preferred Term Severity Report Description Treatment
Pollakiuria Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 142 of 953

Case Number: Gender:
Weight:26/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115656

Preferred Term Severity Report Description Treatment
Somnolence Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 143 of 953

Case Number: Gender:
Weight:26/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115657

Preferred Term Severity Report Description Treatment
Somnolence Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 144 of 953

Case Number: Gender:
Weight:26/02/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115658

Preferred Term Severity Report Description Treatment
Agitation Zoloft ceased, aurorix 

commenced.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 145 of 953

Case Number: Gender:
Weight:26/02/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115676

Preferred Term Severity Report Description Treatment
Agitation Zoloft ceased and aurorix 

commenced.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 146 of 953

Case Number: Gender:
Weight:26/02/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115678

Preferred Term Severity Report Description Treatment
Agitation Zoloft ceased and aurorix 

commenced

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 147 of 953

Case Number: Gender:
Weight:26/02/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115679

Preferred Term Severity Report Description Treatment
Agitation Ceased zoloft and 

commenced aurorix.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 148 of 953

Case Number: Gender:
Weight:27/02/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

58YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115681

Preferred Term Severity Report Description Treatment
Hyperhidrosis Night sweats.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 149 of 953

Case Number: Gender:
Weight:26/02/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    1W

Reason:

Hospitalisation:

Report Details:
Seq: 1115682

Preferred Term Severity Report Description Treatment
Salivary hypersecretion Frothing at the mouth.
Convulsion
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 150 of 953

Case Number: Gender:
Weight:27/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115683

Preferred Term Severity Report Description Treatment
Bruxism

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 151 of 953

Case Number: Gender:
Weight:27/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

TRYPTANOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115685

Preferred Term Severity Report Description Treatment
Suppressed lactation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 152 of 953

Case Number: Gender:
Weight:27/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115687

Preferred Term Severity Report Description Treatment
Hyperhidrosis Night sweats.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 153 of 953

Case Number: Gender:
Weight:28/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

SEREPAX (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    3W

Reason:

Hospitalisation:

Report Details:
Seq: 1115694

Preferred Term Severity Report Description Treatment
Agitation
Diarrhoea Severe
Vomiting Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 154 of 953

Case Number: Gender:
Weight:28/02/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

    2Y

Reason:

Hospitalisation:

Report Details:
Seq: 1115695

Preferred Term Severity Report Description Treatment
Ejaculation failure Delayed ejaculation
Libido decreased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 155 of 953

Case Number: Gender:
Weight:28/02/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115696

Preferred Term Severity Report Description Treatment
Hypertonia Spasm in the jaw and neck.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 156 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage start 
date is not necessarily accurate but indicates that start occurred sometime during the month.

28/02/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/12/1996

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

ZOLOFT (Suspected)

01/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1115697

Preferred Term Severity Report Description Treatment
Abdominal pain
Headache
Hyperhidrosis
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 157 of 953

Case Number: Gender:
Weight:28/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1115701

Preferred Term Severity Report Description Treatment
Libido decreased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 158 of 953

Case Number: Gender:
Weight:03/03/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

15YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115731

Preferred Term Severity Report Description Treatment
Aggression

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 159 of 953

Case Number: Gender:
Weight:03/03/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Other&unspecified epilepsy

Stopped:Started:Batch:

OralTablet 0.0

TEGRETOL (Other drug) Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

OralTablet 0.0

DILANTIN (Other drug) Reason:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1115732

Preferred Term Severity Report Description Treatment
Cerebrovascular disorder
Convulsion

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 160 of 953

Case Number: Gender:
Weight:

Patient ceased zoloft for 2 days and symptoms began to resolve, when drug restarted symptoms reoccurred.

03/03/1997

Causality certainRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115733

Preferred Term Severity Report Description Treatment
Mouth ulceration Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 161 of 953

Case Number: Gender:
Weight:03/03/1997

26/02/1997
Causality possibleUnknown

DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily Breast milk transferOral application 50.0

ZOLOFT (Suspected)

22/02/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1115740

Preferred Term Severity Report Description Treatment
Oliguria Breast fed infant did not pass urine 

overnight.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 162 of 953

Case Number: Gender:
Weight:03/03/1997

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115744

Preferred Term Severity Report Description Treatment
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 163 of 953

Case Number: Gender:
Weight:03/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115745

Preferred Term Severity Report Description Treatment
Coordination abnormal Inability to drive
Dizziness

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 164 of 953

Case Number: Gender:
Weight:03/03/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115747

Preferred Term Severity Report Description Treatment
Nightmare

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 165 of 953

Case Number: Gender:
Weight:03/03/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1115749

Preferred Term Severity Report Description Treatment
Abdominal pain
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 166 of 953

Case Number: Gender:
Weight:03/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115750

Preferred Term Severity Report Description Treatment
Nocturia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 167 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

03/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1115754

Preferred Term Severity Report Description Treatment
Depersonalisation Anxiety and feeling spaced out.
Paraesthesia Tingling in hands and feet.
Depression
Diarrhoea
Drug withdrawal syndrome

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 168 of 953

Case Number: Gender:
Weight:03/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115757

Preferred Term Severity Report Description Treatment
Anorgasmia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 169 of 953

Case Number: Gender:
Weight:05/03/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1115796

Preferred Term Severity Report Description Treatment
Paraesthesia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 170 of 953

Case Number: Gender:
Weight:05/03/1997

21/02/1997
Causality probableRecovered
15/06/1939DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

57Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115809

Preferred Term Severity Report Description Treatment
Diarrhoea
Diplopia
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 171 of 953

Case Number: Gender:
79.00Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

06/03/1997

16/02/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

01/10/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily200.0

ZOLOFT (Suspected)

14/02/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1115827

Preferred Term Severity Report Description Treatment
Dyskinesia Involuntary muscular contraction and 

shaking.
Pethidine, midazolam and 
diazepam

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 172 of 953

Case Number: Gender:
Weight:12/03/1997

08/01/1997
Causality possibleUnknown
30/01/1919DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 26/11/1996 135
Sodium 08/01/1997 129
Sodium 20/01/1997 128
Sodium 30/01/1997 138

Laboratory Investigations:

77Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

SERTRALINE HYDROCHLORIDE (Suspected)

03/01/1997 13/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1115915

Preferred Term Severity Report Description Treatment
Hyponatraemia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 173 of 953

Case Number: Gender:
Weight:12/03/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115941

Preferred Term Severity Report Description Treatment
Alopecia
Drug ineffective
Sleep disorder

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 174 of 953

Case Number: Gender:
Weight:12/03/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

82YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

NEULACTIL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 0.5

SERENACE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115942

Preferred Term Severity Report Description Treatment
Anxiety
Hyperkinesia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 175 of 953

Case Number: Gender:
Weight:12/03/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115947

Preferred Term Severity Report Description Treatment
Psychotic disorder

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 176 of 953

Case Number: Gender:
Weight:12/03/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Interaction) Reason:

Stopped:Started:Batch:

OralTablet 0.0

LITHIUM CARBONATE (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1115948

Preferred Term Severity Report Description Treatment
Drug level increased High lithium plasma levels.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 177 of 953

Case Number: Gender:
Weight:12/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115950

Preferred Term Severity Report Description Treatment
Rash

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 178 of 953

Case Number: Gender:
Weight:12/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

SEREPAX (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115953

Preferred Term Severity Report Description Treatment
Diarrhoea
Vomiting

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 179 of 953

Case Number: Gender:
Weight:12/03/1997

01/03/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115955

Preferred Term Severity Report Description Treatment
Dizziness
Drug withdrawal syndrome
Nausea
Tinnitus

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 180 of 953

Case Number: Gender:
Weight:12/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

KINIDIN DURULES (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected)

    1D

Reason:

Hospitalisation:

Report Details:
Seq: 1115958

Preferred Term Severity Report Description Treatment
Aggression
Agitation
Thrombocytopenia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 181 of 953

Case Number: Gender:
Weight:12/03/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115959

Preferred Term Severity Report Description Treatment
Migraine

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 182 of 953

Case Number: Gender:
Weight:12/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

WARFARIN SODIUM (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1115960

Preferred Term Severity Report Description Treatment
Hypokalaemia Very low serum potassium
Prothrombin level decreased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 183 of 953

Case Number: Gender:
Weight:12/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115961

Preferred Term Severity Report Description Treatment
Dyskinesia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 184 of 953

Case Number: Gender:
Weight:12/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

86YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115962

Preferred Term Severity Report Description Treatment
Retinal haemorrhage

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 185 of 953

Case Number: Gender:
Weight:12/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115964

Preferred Term Severity Report Description Treatment
Anxiety

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 186 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage stop 
date is not necessarily accurate but indicates that stoppage occurred sometime during the month.

12/03/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

01/10/1996 28/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1115966

Preferred Term Severity Report Description Treatment
Abnormal dreams Vivid creams.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 187 of 953

Case Number: Gender:
Weight:12/03/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115969

Preferred Term Severity Report Description Treatment
Libido decreased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 188 of 953

Case Number: Gender:
Weight:12/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    1W

Reason:

Hospitalisation:

Report Details:
Seq: 1115970

Preferred Term Severity Report Description Treatment
Rash

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 189 of 953

Case Number: Gender:
Weight:13/03/1997

01/02/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

20/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1115994

Preferred Term Severity Report Description Treatment
Agitation
Anxiety
Diarrhoea
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 190 of 953

Case Number: Gender:
Weight:13/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

OralCapsule 0.0

LOSEC (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116003

Preferred Term Severity Report Description Treatment
Headache Cluster headaches

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 191 of 953

Case Number: Gender:
Weight:14/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116034

Preferred Term Severity Report Description Treatment
Amnesia
Disturbance in attention

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 192 of 953

Case Number: Gender:
Weight:14/03/1997

11/03/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected)

10/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116035

Preferred Term Severity Report Description Treatment
Hyperhidrosis Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 193 of 953

Case Number: Gender:
Weight:14/03/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116038

Preferred Term Severity Report Description Treatment
Dyskinesia Involuntary movements.
Orthostatic hypotension
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 194 of 953

Case Number: Gender:
78.00Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage stop 
date is not necessarily accurate but indicates that stoppage occurred sometime during the month. the dosage start date is not 
necessarily accurate but indicates that start occurred sometime during the month. the dosage stop date is not necessarily accurate 
but indicates that stoppage occurred sometime during the month. the dosage start date is not necessarily accurate but indicates 
that start occurred sometime during the month. the dosage stop date is not necessarily accurate but indicates that stoppage 
occurred sometime during the month.

14/03/1997

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram As necessary5.0

HALOPERIDOL (Suspected)

01/05/1996 28/12/1996

Reason:

Stopped:Started:Batch:

Milligram As necessary50.0

THIORIDAZINE HYDROCHLORIDE (Suspected)

01/05/1996 28/12/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily200.0

SERTRALINE HYDROCHLORIDE (Suspected)

01/05/1996 28/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116045

Preferred Term Severity Report Description Treatment
Hyperkinesia Continuous movement of the legs and feet.
Dyskinesia Orolingual dyskinesia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 195 of 953

Case Number: Gender:
Weight:18/03/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116086

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 196 of 953

Case Number: Gender:
Weight:

Patient commenced on zoloft in november 1996 and dose increased to 100mg daily in february 1997.  patient described feeling 
"odd" so dose reduced to 75mg daily then increased to 100mg daily again.  patient now describes lack of taste and smell and 
weight loss of 1.5 stone.  patient previously treated with aurorix which was reported to have lost its effect and recommenced 
smoking in november 1996.  the dosage start date is not necessarily accurate but indicates that start occurred sometime during 
the month. the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month. the 
dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

18/03/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/11/1996 28/02/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

01/02/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

ZOLOFT (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116087

Preferred Term Severity Report Description Treatment
Ageusia
Constipation
Parosmia
Weight decreased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 197 of 953

Case Number: Gender:
Weight:

Patient commenced on zoloft 50mg daily one month ago which was increased to 100mg daily then 150mg daily (which patient has 
been taking for past 3 weeks). patient has experienced bruising for the past week.  - the date of onset is not necessarily accurate 
but indicates that onset occurred sometime during the month.

18/03/1997

31/03/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116089

Preferred Term Severity Report Description Treatment
Purpura

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:18AM Database: pusime02 ADRS004 Page 198 of 953

Case Number: Gender:
Weight:18/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116091

Preferred Term Severity Report Description Treatment
Depersonalisation Spaced out
Agitation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 199 of 953

Case Number: Gender:
Weight:18/03/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116092

Preferred Term Severity Report Description Treatment
Tongue disorder Unable to move tongue properly.
Speech disorder Unable to talk

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 200 of 953

Case Number: Gender:
Weight:18/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Depression

Stopped:Started:Batch:

OralTablet 0.0

MELLERIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116093

Preferred Term Severity Report Description Treatment
Epistaxis

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 201 of 953

Case Number: Gender:
Weight:18/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116094

Preferred Term Severity Report Description Treatment
Diarrhoea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 202 of 953

Case Number: Gender:
Weight:18/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116095

Preferred Term Severity Report Description Treatment
Diarrhoea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 203 of 953

Case Number: Gender:
Weight:18/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116097

Preferred Term Severity Report Description Treatment
Diarrhoea
Weight decreased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 204 of 953

Case Number: Gender:
Weight:18/03/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:
Contraception

Stopped:Started:Batch:

Dose Unspecified 1 time OralPill 1.0

ORAL CONTRACEPTIVE NOS (Other drug) Reason:

Stopped:Started:Batch:

Milligram 1 time OralTablet 25.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116098

Preferred Term Severity Report Description Treatment
Confusional state

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 205 of 953

Case Number: Gender:
Weight:18/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116099

Preferred Term Severity Report Description Treatment
Weight increased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 206 of 953

Case Number: Gender:
Weight:19/03/1997

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

17/02/1997 09/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116164

Preferred Term Severity Report Description Treatment
Agitation
Depression
Diarrhoea
Hot flush
Insomnia
Nausea Severe
Pruritus
Rash
Suicide attempt

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 207 of 953

Case Number: Gender:
52.00Weight:20/03/1997

17/02/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Microgram Weekly50.0

ESTRADERM (Other drug)

L TERM

Reason:

Smoker

Stopped:Started:Batch:

Milligram Daily20.0

NICORETTE GUM (Other drug)

13/01/1997

Reason:

Stopped:Started:Batch:

Milligram Daily5.0

PROVERA (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

08/01/1997 17/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116178

Preferred Term Severity Report Description Treatment
Agitation
Disturbance in attention
Hyperhidrosis
Insomnia
Nervousness
Yawning

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 208 of 953

Case Number: Gender:
Weight:

Cause of death unknown but was not due to an overdose of zoloft.

20/03/1997

Causality possibleDeath, maybe drug
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116196

Preferred Term Severity Report Description Treatment
Drug ineffective
Suicide attempt

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 209 of 953

Case Number: Gender:
Weight:20/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116198

Preferred Term Severity Report Description Treatment
Pruritus Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 210 of 953

Case Number: Gender:
Weight:20/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116199

Preferred Term Severity Report Description Treatment
Paraesthesia Tingling sensation in the limbs.
Throat tightness

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 211 of 953

Case Number: Gender:
Weight:20/03/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116201

Preferred Term Severity Report Description Treatment
Disturbance in attention Deadening or not being alert as usual.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 212 of 953

Case Number: Gender:
Weight:

Patient commenced on zoloft 12.5mg daily and experienced side effects which settled.  dose of zoloft increased to 50mg daily 
over the next few weeks and patient complained of "deadening" or not being as alert as usual.  zoloft dose reduced to 37.5mg 
daily and 25mg daily with improvement in alertness.

20/03/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

PREMARIN (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

ZOLOFT (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 37.5

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116202

Preferred Term Severity Report Description Treatment
Disturbance in attention Not being as alert as usual

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 213 of 953

Case Number: Gender:
Weight:

Patient commenced on zoloft 12.5mg daily and experienced side effects which settled.  dose of zoloft increased to 50mg daily 
over the next few weeks and patient complained of "deadening" or not being as alert as usual.  zoloft dose reduced to 37.5mg 
daily and 25mg daily with improvement in alertness.

20/03/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116202

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 214 of 953

Case Number: Gender:
Weight:20/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116204

Preferred Term Severity Report Description Treatment
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 215 of 953

Case Number: Gender:
Weight:20/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

COGENTIN (Other drug) Reason:

Stopped:Started:Batch:

Daily OralTablet 0.0

SERENACE (Other drug) Reason:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116205

Preferred Term Severity Report Description Treatment
Rash erythematous

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 216 of 953

Case Number: Gender:
Weight:21/03/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116244

Preferred Term Severity Report Description Treatment
Nightmare

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 217 of 953

Case Number: Gender:
Weight:24/03/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116255

Preferred Term Severity Report Description Treatment
Gingival bleeding Bleeding gums.
Epistaxis

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 218 of 953

Case Number: Gender:
Weight:

Patient experienced severe agitation within a few hours of taking zoloft. same reaction reappeared on third day after dose of zoloft 
administered.

24/03/1997

Causality certainUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified 1 time OralTablet 1.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116256

Preferred Term Severity Report Description Treatment
Agitation Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 219 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

24/03/1997

31/12/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

87YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

ZOLOFT (Suspected)

    1M

Reason:

Hospitalisation:

Report Details:
Seq: 1116265

Preferred Term Severity Report Description Treatment
Dystonia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 220 of 953

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

24/03/1997

31/03/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    2W

Reason:

Hospitalisation:

Report Details:
Seq: 1116266

Preferred Term Severity Report Description Treatment
Agitation
Insomnia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 221 of 953

Case Number: Gender:
Weight:24/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A3Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

As necessary0.0

XANAX (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116267

Preferred Term Severity Report Description Treatment
Hepatic function abnormal
Hepatomegaly
Leukocytosis
Malaise

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 222 of 953

Case Number: Gender:
Weight:24/03/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    2W

Reason:

Hospitalisation:

Report Details:
Seq: 1116268

Preferred Term Severity Report Description Treatment
Hallucination

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 223 of 953

Case Number: Gender:
Weight:24/03/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116269

Preferred Term Severity Report Description Treatment
Somnolence

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 224 of 953

Case Number: Gender:
Weight:24/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

79YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected)

    1D

Reason:

Hospitalisation:

Report Details:
Seq: 1116270

Preferred Term Severity Report Description Treatment
Hallucination Severe
Headache Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 225 of 953

Case Number: Gender:
Weight:24/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116271

Preferred Term Severity Report Description Treatment
Arthritis Ankylosing spondylosis

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 226 of 953

Case Number: Gender:
85.00Weight:24/03/1997

06/03/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

25/02/1997 18/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116294

Preferred Term Severity Report Description Treatment
Anorgasmia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 227 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

25/03/1997

31/12/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116296

Preferred Term Severity Report Description Treatment
Tremor Parkinsonian tremors in all limbs

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 228 of 953

Case Number: Gender:
Weight:

Patient diagnosed with carcinoma of the vulva, with extensive lymph node involvement.

25/03/1997

18/03/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

17/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116297

Preferred Term Severity Report Description Treatment
Insomnia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 229 of 953

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

25/03/1997

31/03/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    2W

Reason:

Hospitalisation:

Report Details:
Seq: 1116298

Preferred Term Severity Report Description Treatment
Nausea Therapy changed to lovan.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 230 of 953

Case Number: Gender:
Weight:25/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116302

Preferred Term Severity Report Description Treatment
Crying Crying more
Anxiety
Drug ineffective
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 231 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

26/03/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/09/1996 08/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1116314

Preferred Term Severity Report Description Treatment
Dizziness
Headache
Hot flush Dose of zoloft reduced to 25mg 

daily.Nausea
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 232 of 953

Case Number: Gender:
Weight:26/03/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected)

01/01/1997 28/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116315

Preferred Term Severity Report Description Treatment
Flushing Dose of zoloft reduced to 75mg 

daily.Hyperhidrosis
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 233 of 953

Case Number: Gender:
Weight:26/03/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116316

Preferred Term Severity Report Description Treatment
Pollakiuria

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 234 of 953

Case Number: Gender:
Weight:26/03/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116317

Preferred Term Severity Report Description Treatment
Epistaxis

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 235 of 953

Case Number: Gender:
Weight:26/03/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

    6M

Reason:

Hospitalisation:

Report Details:
Seq: 1116318

Preferred Term Severity Report Description Treatment
Diarrhoea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 236 of 953

Case Number: Gender:
Weight:26/03/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116343

Preferred Term Severity Report Description Treatment
Nausea Severe
Syncope

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 237 of 953

Case Number: Gender:
75.00Weight:

the dosage start date is not accurate but indicates that start occurred sometime during the year.

26/03/1997

01/03/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

19YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

MICROGYNON 30 ED (Other drug)

01/01/1994

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

04/02/1997 14/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116347

Preferred Term Severity Report Description Treatment
Gingival bleeding Bleeding from gums
Epistaxis
Menstrual disorder

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 238 of 953

Case Number: Gender:
Weight:

Patient also taking codeine and other medications (unspecified) for the treat- ment of multiple sclerosis.

01/04/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralOral application 0.0

CODEINE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116365

Preferred Term Severity Report Description Treatment
Headache
Photophobia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 239 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

01/04/1997

31/12/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

0.0

METHADONE HYDROCHLORIDE (Interaction)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1116372

Preferred Term Severity Report Description Treatment
Drug ineffective
Pain

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 240 of 953

Case Number: Gender:
Weight:01/04/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116374

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Raised ast and alt

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 241 of 953

Case Number: Gender:
Weight:

Patient rechallenged with zoloft and again developed same reaction.

01/04/1997

Causality certainUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified 1 time OralTablet 1.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116375

Preferred Term Severity Report Description Treatment
Dizziness
Orthostatic hypotension

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 242 of 953

Case Number: Gender:
56.00Weight:01/04/1997

15/03/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

14/03/1997 21/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116392

Preferred Term Severity Report Description Treatment
Dyskinesia Muscle jerks - arm flexed, jaws snapped 

shut x 4Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 243 of 953

Case Number: Gender:
Weight:

Known epilepsy very well controlled on known adequate levels of valproate.  the dosage start date is not necessarily accurate but 
indicates that start occurred sometime during the month.

01/04/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Interaction)

11/03/1997 19/03/1997

Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

Gram Daily1.0

EPILIM (Interaction)

01/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1116394

Preferred Term Severity Report Description Treatment
Convulsion

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 244 of 953

Case Number: Gender:
52.00Weight:

Patient was rechallenged on zoloft at a dose 25mg with same reaction occurring

01/04/1997

Causality certainRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

29/01/1997 20/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116395

Preferred Term Severity Report Description Treatment
Bone pain Deep pain like fractured bone
Hypoaesthesia Numbness on left side of body
Hemiparesis Weakness on left side of the body.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 245 of 953

Case Number: Gender:
50.00Weight:03/04/1997

18/03/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily7.5

VALIUM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily10.0

PHENERGAN (Other drug) Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily5.0

ZESTRIL (Other drug) Reason:

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116425

Preferred Term Severity Report Description Treatment
Agitation
Dysphagia
Flushing
Insomnia
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 246 of 953

Case Number: Gender:
70.00Weight:03/04/1997

11/03/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 11/03/1997 531
ALT = SGPT 12/03/1997 729
ALT = SGPT 17/03/1997 290
ALT = SGPT 13/03/1997 565
ALT = SGPT 24/03/1997 67
AST = SGOT 11/03/1997 579
AST = SGOT 12/03/1997 678

Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:
Otr&nos disord of heart rhythm

Stopped:Started:Batch:

0.0

WARFARIN SODIUM (Other drug) Reason:

Congestive heart failure

Stopped:Started:Batch:

Milligram Daily50.0

CAPOTEN (Other drug)

L TERM

Reason:

Congestive heart failure

Stopped:Started:Batch:

Milligram Daily80.0

UREX (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

02/03/1997 09/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116430

Preferred Term Severity Report Description Treatment
Hepatic function abnormal

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 247 of 953

Case Number: Gender:
70.00Weight:03/04/1997

11/03/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

AST = SGOT 13/03/1997 364
AST = SGOT 24/03/1997 40
AST = SGOT 17/03/1997 121
Bilirubin 11/03/1997 71
Bilirubin 12/03/1997 68
Bilirubin 13/03/1997 75
Bilirubin 17/03/1997 55

Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:
Otr&nos disord of heart rhythm

Stopped:Started:Batch:

0.0

WARFARIN SODIUM (Other drug) Reason:

Congestive heart failure

Stopped:Started:Batch:

Milligram Daily50.0

CAPOTEN (Other drug)

L TERM

Reason:

Congestive heart failure

Stopped:Started:Batch:

Milligram Daily80.0

UREX (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

02/03/1997 09/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116430

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 248 of 953

Case Number: Gender:
70.00Weight:03/04/1997

11/03/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Bilirubin 24/03/1997 76
GGT = SGGT = 
GGTP

11/03/1997 113
GGT = SGGT = 
GGTP

12/03/1997 113
GGT = SGGT = 
GGTP

13/03/1997 121
GGT = SGGT = 
GGTP

17/03/1997 113
GGT = SGGT = 
GGTP

24/03/1997 99
LDH 11/03/1997 688

Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:
Otr&nos disord of heart rhythm

Stopped:Started:Batch:

0.0

WARFARIN SODIUM (Other drug) Reason:

Congestive heart failure

Stopped:Started:Batch:

Milligram Daily50.0

CAPOTEN (Other drug)

L TERM

Reason:

Congestive heart failure

Stopped:Started:Batch:

Milligram Daily80.0

UREX (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

02/03/1997 09/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116430

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 249 of 953

Case Number: Gender:
70.00Weight:03/04/1997

11/03/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

LDH 12/03/1997 485
LDH 13/03/1997 432
LDH 17/03/1997 313
LDH 24/03/1997 ND

Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:
Otr&nos disord of heart rhythm

Stopped:Started:Batch:

0.0

WARFARIN SODIUM (Other drug) Reason:

Congestive heart failure

Stopped:Started:Batch:

Milligram Daily50.0

CAPOTEN (Other drug)

L TERM

Reason:

Congestive heart failure

Stopped:Started:Batch:

Milligram Daily80.0

UREX (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

02/03/1997 09/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116430

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 250 of 953

Case Number: Gender:
Weight:03/04/1997

13/03/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116443

Preferred Term Severity Report Description Treatment
Anxiety
Flushing
Palpitations

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 251 of 953

Case Number: Gender:
Weight:

Patient diagnosed with gastric lymphoma - gastrectomy 1988.

04/04/1997

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

02/03/1997 09/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116461

Preferred Term Severity Report Description Treatment
Hepatic function abnormal

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 252 of 953

Case Number: Gender:
Weight:04/04/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116462

Preferred Term Severity Report Description Treatment
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 253 of 953

Case Number: Gender:
Weight:04/04/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116487

Preferred Term Severity Report Description Treatment
Vomiting Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 254 of 953

Case Number: Gender:
Weight:

Allergy to penicillin - rash.

04/04/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116488

Preferred Term Severity Report Description Treatment
Rash maculo-papular

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 255 of 953

Case Number: Gender:
Weight:04/04/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116489

Preferred Term Severity Report Description Treatment
Libido decreased No interest in sex

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 256 of 953

Case Number: Gender:
Weight:04/04/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116490

Preferred Term Severity Report Description Treatment
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 257 of 953

Case Number: Gender:
Weight:07/04/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116500

Preferred Term Severity Report Description Treatment
Dizziness
Headache

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 258 of 953

Case Number: Gender:
Weight:07/04/1997

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116501

Preferred Term Severity Report Description Treatment
Headache
Rash

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 259 of 953

Case Number: Gender:
Weight:07/04/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116502

Preferred Term Severity Report Description Treatment
Nausea
Vomiting

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 260 of 953

Case Number: Gender:
Weight:07/04/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A3Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116512

Preferred Term Severity Report Description Treatment
Weight increased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 261 of 953

Case Number: Gender:
Weight:

- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date 
is not necessarily accurate but indicates that start occurred sometime during the month.

07/04/1997

31/03/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116517

Preferred Term Severity Report Description Treatment
Abdominal pain Burning feeling in intestines.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 262 of 953

Case Number: Gender:
Weight:

Past history of severe carotid vascular disease and recurrent strokes.

08/04/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily150.0

AURORIX (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1116554

Preferred Term Severity Report Description Treatment
Convulsion Tonic-clonic seisure

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 263 of 953

Case Number: Gender:
Weight:09/04/1997

Causality probableRecovered
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116612

Preferred Term Severity Report Description Treatment
Chest pain

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 264 of 953

Case Number: Gender:
Weight:09/04/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116614

Preferred Term Severity Report Description Treatment
Thrombocytopenia Borderline low platelet count
Bleeding time prolonged
Hyphaema

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 265 of 953

Case Number: Gender:
Weight:

Patient complains of insomnia and hot flushes when she tries to increase the dose of zoloft from 25mg/day to 25mg and 50mg on 
alternate days.

09/04/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116618

Preferred Term Severity Report Description Treatment
Hot flush
Insomnia
Rash

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 266 of 953

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

09/04/1997

31/03/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116619

Preferred Term Severity Report Description Treatment
Agitation
Anorexia
Anxiety
Diarrhoea
Hyperhidrosis
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 267 of 953

Case Number: Gender:
Weight:09/04/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralOral application 0.0

ASPIRIN (Other drug) Reason:

Stopped:Started:Batch:

OralTablet 0.0

WARFARIN SODIUM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116621

Preferred Term Severity Report Description Treatment
Hypotension

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 268 of 953

Case Number: Gender:
54.00Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage start 
date is not necessarily accurate but indicates that start occurred sometime during the month.

10/04/1997

20/01/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Chloride 20/01/1997 88
Chloride 02/04/1997 96
Creatinine 20/01/1997 0.04
Creatinine 02/04/1997 0.06
Sodium 20/01/1997 123
Sodium 02/04/1997 133

Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

PROTHIADEN (Other drug)

01/06/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

01/11/1996 25/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116652

Preferred Term Severity Report Description Treatment
Dizziness
Hyponatraemia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 269 of 953

Case Number: Gender:
Weight:10/04/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

LITHIUM CARBONATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116654

Preferred Term Severity Report Description Treatment
Muscle twitching Body jerking while asleep

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 270 of 953

Case Number: Gender:
Weight:10/04/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116656

Preferred Term Severity Report Description Treatment
Chest pain Therapy changed back to 

paroxetine.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 271 of 953

Case Number: Gender:
Weight:10/04/1997

13/03/1997
Causality possibleRecovered
15/08/1916DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

80Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily500.0

THEOPHYLLINE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily100.0

SERTRALINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116685

Preferred Term Severity Report Description Treatment
Agitation
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 272 of 953

Case Number: Gender:
Weight:10/04/1997

05/03/1997
Causality possibleRecovered
09/12/1923DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily100.0

SERTRALINE HYDROCHLORIDE (Suspected)

06/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116691

Preferred Term Severity Report Description Treatment
Serotonin syndrome

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 273 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

10/04/1997

17/02/1997
Causality probableRecovered
27/10/1980DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

16Age:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily20.0

TEMAZEPAM (Other drug)

01/12/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

SERTRALINE HYDROCHLORIDE (Suspected)

30/01/1997 18/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116700

Preferred Term Severity Report Description Treatment
Rash maculo-papular

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 274 of 953

Case Number: Gender:
Weight:

Patient also reported currently suffering from benzodiazepine withdrawal.

14/04/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116731

Preferred Term Severity Report Description Treatment
Anxiety

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 275 of 953

Case Number: Gender:
Weight:14/04/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116743

Preferred Term Severity Report Description Treatment
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:19AM Database: pusime02 ADRS004 Page 276 of 953

Case Number: Gender:
Weight:14/04/1997

03/04/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

02/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116744

Preferred Term Severity Report Description Treatment
Anxiety
Flushing
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 277 of 953

Case Number: Gender:
Weight:14/04/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116745

Preferred Term Severity Report Description Treatment
Weight increased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 278 of 953

Case Number: Gender:
Weight:

Patient experienced symptoms of crpal tunnel syndrome.

14/04/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116747

Preferred Term Severity Report Description Treatment
Erythema nodosum
Paraesthesia
Sensory disturbance

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 279 of 953

Case Number: Gender:
Weight:14/04/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A3Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1116748

Preferred Term Severity Report Description Treatment
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 280 of 953

Case Number: Gender:
Weight:14/04/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralOral application 0.0

CLONIDINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

OralOral application 0.0

RIVOTRIL (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116749

Preferred Term Severity Report Description Treatment
Amnesia
Insomnia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 281 of 953

Case Number: Gender:
Weight:14/04/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116754

Preferred Term Severity Report Description Treatment
Dizziness
Hallucination
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 282 of 953

Case Number: Gender:
Weight:14/04/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116755

Preferred Term Severity Report Description Treatment
Micturition disorder
Urinary retention

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 283 of 953

Case Number: Gender:
Weight:14/04/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116756

Preferred Term Severity Report Description Treatment
Muscle twitching
Sleep disorder

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 284 of 953

Case Number: Gender:
Weight:

Previous similar reaction with fluoxetine.

15/04/1997

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

24/01/1997 26/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116778

Preferred Term Severity Report Description Treatment
Ejaculation failure Delayed ejaculation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 285 of 953

Case Number: Gender:
45.00Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

15/04/1997

01/12/1996
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected)

01/10/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1116781

Preferred Term Severity Report Description Treatment
Anorgasmia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 286 of 953

Case Number: Gender:
Weight:16/04/1997

10/04/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

10/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116820

Preferred Term Severity Report Description Treatment
Insomnia
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 287 of 953

Case Number: Gender:
Weight:

Patient restarted zoloft which resulted in reaction reoccurring agian.

16/04/1997

Causality certainRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116825

Preferred Term Severity Report Description Treatment
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 288 of 953

Case Number: Gender:
Weight:

Patient felt his zoloft caused a compulsive need for alcohol of an addictive nature which ceased when zoloft ceased.  the dosage 
start date is not necessarily accurate but indicates that start occurred sometime during the month.

18/04/1997

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram As necessary25.0

CHLORPROMAZINE HYDROCHLORIDE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

01/06/1996 20/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116865

Preferred Term Severity Report Description Treatment
Neurosis Compulsive need for alcohol

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 289 of 953

Case Number: Gender:
Weight:18/04/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A3Age:

Additional Information:

Medicine Details:
Contraception

Stopped:Started:Batch:

Dose Unspecified Daily OralPill 1.0

ORAL CONTRACEPTIVE NOS (Other drug) Reason:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116905

Preferred Term Severity Report Description Treatment
Metrorrhagia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 290 of 953

Case Number: Gender:
Weight:21/04/1997

13/04/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

03/04/1997 15/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116940

Preferred Term Severity Report Description Treatment
Rash erythematous Rash on face, neck and trunk.
Face oedema
Pruritus Required 

Specialist 
Consultation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 291 of 953

Case Number: Gender:
Weight:21/04/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116945

Preferred Term Severity Report Description Treatment
Acidosis

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 292 of 953

Case Number: Gender:
Weight:21/04/1997

14/04/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

0.0

LEXOTAN (Other drug) Reason:

Essential benign hypertension

Stopped:Started:Batch:

0.0

TRITACE (Other drug) Reason:

Migraine

Stopped:Started:Batch:

0.0

INDERAL (Other drug) Reason:

Other diseases of esophagus

Stopped:Started:Batch:

0.0

ZOTON (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1116946

Preferred Term Severity Report Description Treatment
Headache Severe Severe frontal headache Lextoan.
Vasodilatation Veins in arms & hands swelled up, hands 

ached

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 293 of 953

Case Number: Gender:
Weight:21/04/1997

14/04/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected)

14/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116946

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 294 of 953

Case Number: Gender:
Weight:21/04/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A3Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116947

Preferred Term Severity Report Description Treatment
Migraine Increase in frequency and severity of  

headaches.Drug ineffective

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 295 of 953

Case Number: Gender:
Weight:

- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date 
is not necessarily accurate but indicates that start occurred sometime during the month.

21/04/1997

31/03/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected)

01/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1116948

Preferred Term Severity Report Description Treatment
Glaucoma
Hyperglycaemia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 296 of 953

Case Number: Gender:
Weight:22/04/1997

15/04/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

64YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

As necessary0.0

ANGININE (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

ZOCOR (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 10.0

TEMAZEPAM (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

0.0

FENTANYL CITRATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116974

Preferred Term Severity Report Description Treatment
Acidosis

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 297 of 953

Case Number: Gender:
Weight:22/04/1997

15/04/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

64YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

PANCURONIUM BROMIDE (Suspected) Reason:

Stopped:Started:Batch:

0.0

MIDAZOLAM (Suspected) Reason:

Stopped:Started:Batch:

0.0

Keflin Neutral (Suspected) Reason:

Stopped:Started:Batch:

0.0

TRASYLOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116974

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 298 of 953

Case Number: Gender:
Weight:22/04/1997

15/04/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

64YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1116974

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 299 of 953

Case Number: Gender:
70.00Weight:22/04/1997

10/04/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:
Chron isch heart dis no hyper

Stopped:Started:Batch:

0.0

CARDIPRIN 100 (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily20.0

PRAVACHOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116989

Preferred Term Severity Report Description Treatment
Photosensitivity reaction Sunburn feeling on arms and legs
Pruritus

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 300 of 953

Case Number: Gender:
Weight:23/04/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116997

Preferred Term Severity Report Description Treatment
Acne Pimply rash around neck and top part of 

chest.
Antibiotics.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 301 of 953

Case Number: Gender:
Weight:

Zoloft 50mg taken on 18 april 1997 and patient has experienced some nausea but  is not as agitated.

23/04/1997

Causality certainRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralTablet 100.0

ZOLOFT (Suspected)

17/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116998

Preferred Term Severity Report Description Treatment
Agitation
Diarrhoea
Nausea
Vomiting

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 302 of 953

Case Number: Gender:
Weight:23/04/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116999

Preferred Term Severity Report Description Treatment
Haematuria

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 303 of 953

Case Number: Gender:
Weight:23/04/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117001

Preferred Term Severity Report Description Treatment
Fatigue
Headache
Weight increased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 304 of 953

Case Number: Gender:
Weight:

- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date 
is not necessarily accurate but indicates that start occurred sometime during the month.

23/04/1997

31/03/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

01/02/1997    03M

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1117002

Preferred Term Severity Report Description Treatment
Nightmare Vivid dreams.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 305 of 953

Case Number: Gender:
Weight:23/04/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected)

    3M

Reason:

Hospitalisation:

Report Details:
Seq: 1117004

Preferred Term Severity Report Description Treatment
Paraesthesia Tingling in the upper limbs
Hypoaesthesia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 306 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

23/04/1997

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

PARACETAMOL (Other drug) Reason:

Stopped:Started:Batch:

0.0

DOXYLAMINE SUCCINATE (Other drug) Reason:

Migraine

Stopped:Started:Batch:

Milligram Daily60.0

CODEINE (Other drug) Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

01/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117006

Preferred Term Severity Report Description Treatment
Therapeutic response unexpected Relief of pain from pre-existing polyarthritis.
Anorexia
Dry mouth
Nausea Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 307 of 953

Case Number: Gender:
Weight:23/04/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117011

Preferred Term Severity Report Description Treatment
Agitation Therapy changed to aropax.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 308 of 953

Case Number: Gender:
Weight:23/04/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117012

Preferred Term Severity Report Description Treatment
Dyskinesia Oral dyskinesia
Agitation Therapy changed to aropax.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 309 of 953

Case Number: Gender:
Weight:23/04/1997

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

26YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117013

Preferred Term Severity Report Description Treatment
Somnolence Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 310 of 953

Case Number: Gender:
Weight:23/04/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117014

Preferred Term Severity Report Description Treatment
Somnolence

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 311 of 953

Case Number: Gender:
Weight:23/04/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117015

Preferred Term Severity Report Description Treatment
Dyskinesia Oral dyskinesia Zoloft ceased, aurorix 

commencedBruxism
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 312 of 953

Case Number: Gender:
54.00Weight:24/04/1997

22/04/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

19YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected)

21/04/1997 22/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117021

Preferred Term Severity Report Description Treatment
Asthenia
Dizziness
Headache
Nausea
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 313 of 953

Case Number: Gender:
Weight:28/04/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 05/03/1997 131
Sodium 23/03/1997 126
Sodium 09/04/1997 122
Sodium 12/04/1997 125
Sodium 16/04/1997 129
Sodium 21/04/1997 131

Laboratory Investigations:

88YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

WARFARIN SODIUM (Other drug)

04/04/1997

Reason:

Stopped:Started:Batch:

Gram As necessary1.0

PARACETAMOL (Other drug)

04/04/1997

Reason:

Stopped:Started:Batch:

Milligram Daily5.0

PREDNISOLONE (Other drug)

04/04/1997

Reason:

Stopped:Started:Batch:

Milligram Daily200.0

PHENYTOIN SODIUM (Other drug)

04/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117045

Preferred Term Severity Report Description Treatment
Hyponatraemia Fluid restricion, sodium chloride

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 314 of 953

Case Number: Gender:
Weight:28/04/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

88YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Microgram Daily125.0

DIGOXIN (Other drug)

04/04/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

SERTRALINE HYDROCHLORIDE (Suspected)

17/03/1997 10/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117045

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 315 of 953

Case Number: Gender:
Weight:28/04/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117085

Preferred Term Severity Report Description Treatment
Weight decreased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 316 of 953

Case Number: Gender:
Weight:28/04/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117086

Preferred Term Severity Report Description Treatment
Retinal disorder Choroid neovascularisation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 317 of 953

Case Number: Gender:
Weight:28/04/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1117087

Preferred Term Severity Report Description Treatment
Hyponatraemia
Nausea
Vomiting

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 318 of 953

Case Number: Gender:
Weight:28/04/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117088

Preferred Term Severity Report Description Treatment
Dystonia Jawlock.
Insomnia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 319 of 953

Case Number: Gender:
Weight:

the dosage start date is not accurate but indicates that start occurred sometime during the year.

28/04/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/01/1997 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1117108

Preferred Term Severity Report Description Treatment
Hot flush
Insomnia
Nervousness

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 320 of 953

Case Number: Gender:
Weight:28/04/1997

19/04/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

17/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117109

Preferred Term Severity Report Description Treatment
Fatigue
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 321 of 953

Case Number: Gender:
Weight:28/04/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117110

Preferred Term Severity Report Description Treatment
Flushing
Pruritus Required 

Specialist 
Consultation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 322 of 953

Case Number: Gender:
Weight:28/04/1997

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117112

Preferred Term Severity Report Description Treatment
Agitation Patient recommenced on 

dothiepinDizziness
Flushing
Tachycardia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 323 of 953

Case Number: Gender:
Weight:28/04/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

18YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117115

Preferred Term Severity Report Description Treatment
Acne
Pruritus
Rash

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 324 of 953

Case Number: Gender:
Weight:30/04/1997

04/03/1997
Causality possibleRecovered
08/01/1928DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

04/03/1997 1400
Creatine 
phosphokinase

05/03/1997 2600

Laboratory Investigations:

69Age:

Additional Information:

Medicine Details:
Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram As necessary1.0

HALOPERIDOL (Interaction)

13/02/1997 04/03/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

SERTRALINE HYDROCHLORIDE (Interaction)

18/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117117

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increased
Hyperhidrosis
Hypertonia Benzodrozepines, 

bromocriptine, panadol
Pyrexia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 325 of 953

Case Number: Gender:
80.00Weight:29/04/1997

01/04/1997
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

RENITEC (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

PLENDIL ER (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

APRINOX (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/04/1997 22/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117135

Preferred Term Severity Report Description Treatment
Ejaculation failure Delayed ejaculation
Diarrhoea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 326 of 953

Case Number: Gender:
Weight:30/04/1997

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117142

Preferred Term Severity Report Description Treatment
Acidosis

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 327 of 953

Case Number: Gender:
Weight:30/04/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117145

Preferred Term Severity Report Description Treatment
Muscle twitching

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 328 of 953

Case Number: Gender:
Weight:30/04/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    4D

Reason:

Hospitalisation:

Report Details:
Seq: 1117146

Preferred Term Severity Report Description Treatment
Diarrhoea Severe
Nausea Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 329 of 953

Case Number: Gender:
Weight:

Patient has history of systemic lupus erythematosus and scleroderma.

30/04/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

LOSEC (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1117147

Preferred Term Severity Report Description Treatment
Bleeding time prolonged Prolonged bleeding after surgery
Purpura

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 330 of 953

Case Number: Gender:
Weight:30/04/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117148

Preferred Term Severity Report Description Treatment
Muscle twitching Twitching muscle in the instep of one foot.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 331 of 953

Case Number: Gender:
Weight:30/04/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

NORMISON (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram 2 times OralTablet 5.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117149

Preferred Term Severity Report Description Treatment
Agitation
Anxiety

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 332 of 953

Case Number: Gender:
70.00Weight:

Previous palpitations with psuedoephedrine (sudafed).

01/05/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

28/04/1997 29/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117169

Preferred Term Severity Report Description Treatment
Micturition disorder
Palpitations

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 333 of 953

Case Number: Gender:
Weight:

Had previously experienced seizure at age 3 but with no recurrence after this and with no medication to control seizure initiated.

01/05/1997

18/03/1997
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

13YAge:

Additional Information:

Medicine Details:
Constipation

Stopped:Started:Batch:

Millilitre As necessary20.0

PARAFFIN-LIQUID (Other drug)

L TERM CONTIN

Reason:

Othr diseases of urinary tract

Stopped:Started:Batch:

Milligram Daily250.0

KEFLEX (Other drug)

L TERM CONTIN

Reason:

Stopped:Started:Batch:

Millilitre Daily OralOral Liquid 5.0

PENTA-VITE ADULT (Other drug)

L TERM CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected)

20/01/1997 21/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117194

Preferred Term Severity Report Description Treatment
Convulsion Seizure Diazepam

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 334 of 953

Case Number: Gender:
Weight:02/05/1997

25/03/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

25/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117220

Preferred Term Severity Report Description Treatment
Yawning Excessive/uncontrollable yawning
Bruxism

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 335 of 953

Case Number: Gender:
73.00Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage start 
date is not accurate but indicates that start occurred sometime during the year.

05/05/1997

26/04/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29YAge:

Additional Information:

Medicine Details:
Asthma

Stopped:Started:Batch:

InhalationInhalation 0.0

VENTOLIN (Other drug)

L TERM

Reason:

Contraception

Stopped:Started:Batch:

Dose Unspecified Daily OralPill 1.0

BREVINOR (Other drug)

01/01/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

01/11/1996 24/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117222

Preferred Term Severity Report Description Treatment
Fatigue Anergic ++
Affect lability Feeling tearful
Amnesia Poor memory
Confusional state
Dizziness
Drug withdrawal syndrome
Headache Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 336 of 953

Case Number: Gender:
60.00Weight:05/05/1997

07/04/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

07/04/1997 10/04/1997

Reason:

Stopped:Started:Batch:

Microgram Daily TransdermalCream 25.0

ESTRADERM (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

PROVERA (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.5

ASIG (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117244

Preferred Term Severity Report Description Treatment
Purpura Bruising across the back and down both 

legs.Crying Incessant crying
Tremor Uncontrollable shaking

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 337 of 953

Case Number: Gender:
60.00Weight:05/05/1997

07/04/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 180.0

CARDIZEM (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117244

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 338 of 953

Case Number: Gender:
Weight:

Patient was rechallenged on zoloft and same reaction occurred.  - the date of onset is not necessarily accurate but indicates that 
onset occurred sometime during the month. the dosage start date is not necessarily accurate but indicates that start occurred 
sometime during the month.

05/05/1997

31/03/1997
Causality certainUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117284

Preferred Term Severity Report Description Treatment
Suppressed lactation Reduction in the flow of breast milk

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 339 of 953

Case Number: Gender:
Weight:07/05/1997

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117355

Preferred Term Severity Report Description Treatment
Back pain
Myalgia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 340 of 953

Case Number: Gender:
Weight:

Doctor suspects siadh and has ordered futher testing.

07/05/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117356

Preferred Term Severity Report Description Treatment
Pollakiuria Voiding bladder 10 times daily

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 341 of 953

Case Number: Gender:
Weight:

Event worsened when zoloft dose increased to 100mg daily.

07/05/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    1W

Reason:

Hospitalisation:

Report Details:
Seq: 1117357

Preferred Term Severity Report Description Treatment
Insomnia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 342 of 953

Case Number: Gender:
Weight:07/05/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117358

Preferred Term Severity Report Description Treatment
Insomnia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 343 of 953

Case Number: Gender:
Weight:08/05/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 4 times OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117367

Preferred Term Severity Report Description Treatment
Pruritus Pruritus of the scalp and body.
Euphoric mood

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 344 of 953

Case Number: Gender:
63.00Weight:09/05/1997

26/03/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ESTRADERM (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

0.0

LOSEC (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

0.0

OROXINE (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

10/03/1997 26/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117404

Preferred Term Severity Report Description Treatment
Urticaria Wheals on neck, arms and trunk.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 345 of 953

Case Number: Gender:
Weight:09/05/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

AEAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117408

Preferred Term Severity Report Description Treatment
Nightmare

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 346 of 953

Case Number: Gender:
Weight:09/05/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A3Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1117414

Preferred Term Severity Report Description Treatment
Diarrhoea Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 347 of 953

Case Number: Gender:
Weight:09/05/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117415

Preferred Term Severity Report Description Treatment
Diarrhoea Severe Iv fluids.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 348 of 953

Case Number: Gender:
Weight:

Patient treated with zoloft 50mg daily for two weeks. dose of zoloft increased  to 100mg daily and patient experienced severe 
nausea. zoloft ceased for 3 days than recommenced at dose of 50mg daily.

12/05/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117449

Preferred Term Severity Report Description Treatment
Nausea Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 349 of 953

Case Number: Gender:
Weight:12/05/1997

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

MOGADON (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117450

Preferred Term Severity Report Description Treatment
Insomnia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 350 of 953

Case Number: Gender:
Weight:12/05/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117451

Preferred Term Severity Report Description Treatment
Insomnia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 351 of 953

Case Number: Gender:
62.00Weight:

Zoloft restarted and reaction returned.

12/05/1997

Causality certainRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117455

Preferred Term Severity Report Description Treatment
Abdominal pain

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 352 of 953

Case Number: Gender:
100.00Weight:12/05/1997

07/05/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

SERTRALINE HYDROCHLORIDE (Suspected)

05/05/1997 07/05/1997

Reason:

Otr&nos infec&parasit diseases

Stopped:Started:Batch:

Gram Daily2.0

CEPHALEXIN (Suspected)

30/04/1997 07/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117456

Preferred Term Severity Report Description Treatment
Abdominal pain
Diarrhoea
Dyspnoea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 353 of 953

Case Number: Gender:
Weight:13/05/1997

17/04/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

06/04/1997 30/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117523

Preferred Term Severity Report Description Treatment
Fatigue
Somnolence
Yawning

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 354 of 953

Case Number: Gender:
70.00Weight:

Patient was rechallenged on zoloft with same reaction occurring.

13/05/1997

12/04/1997
Causality certainRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Gout

Stopped:Started:Batch:

Milligram As necessary25.0

INDOCID (Other drug)

L TERM

Reason:

Gout

Stopped:Started:Batch:

Milligram Daily300.0

ZYLOPRIM (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

11/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117530

Preferred Term Severity Report Description Treatment
Diarrhoea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:20AM Database: pusime02 ADRS004 Page 355 of 953

Case Number: Gender:
Weight:13/05/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117535

Preferred Term Severity Report Description Treatment
Palpitations

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 356 of 953

Case Number: Gender:
Weight:13/05/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117536

Preferred Term Severity Report Description Treatment
Neuropathy peripheral Zoloft ceased, prothiaden 

commenced.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 357 of 953

Case Number: Gender:
Weight:13/05/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A2Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified 1 time OralTablet 1.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117537

Preferred Term Severity Report Description Treatment
Agitation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 358 of 953

Case Number: Gender:
70.00Weight:14/05/1997

25/02/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralOral application 10.0

MELLERIL (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

ZOLOFT (Suspected)

10/01/1997 02/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117545

Preferred Term Severity Report Description Treatment
Diarrhoea Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 359 of 953

Case Number: Gender:
75.00Weight:15/05/1997

15/04/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

15/04/1997 09/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117582

Preferred Term Severity Report Description Treatment
Libido decreased Complete loss of libido

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 360 of 953

Case Number: Gender:
Weight:15/05/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    9M

Reason:

Hospitalisation:

Report Details:
Seq: 1117591

Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome Confusion and moodiness
Weight increased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 361 of 953

Case Number: Gender:
Weight:15/05/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

    7D

Reason:

Hospitalisation:

Report Details:
Seq: 1117592

Preferred Term Severity Report Description Treatment
Confusional state
Delirium
Migraine

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 362 of 953

Case Number: Gender:
Weight:15/05/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117595

Preferred Term Severity Report Description Treatment
Libido decreased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 363 of 953

Case Number: Gender:
Weight:

the dosage start date is not accurate but indicates that start occurred sometime during the year.

15/05/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Contraception

Stopped:Started:Batch:

Milligram Monthly IntramuscularInjection 150.0

DEPO-PROVERA (Suspected)

01/01/1992

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

SERTRALINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 4.0

RISPERIDONE (Suspected) Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.5

VIGABATRIN (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117605

Preferred Term Severity Report Description Treatment
Abdominal pain Bad stomach pains
Dysarthria Word slurring
Affect lability
Depression
Headache

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 364 of 953

Case Number: Gender:
Weight:

the dosage start date is not accurate but indicates that start occurred sometime during the year.

15/05/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 20.0

OMEPRAZOLE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

CLOBAZAM (Suspected) Reason:

Stopped:Started:Batch:

Millilitre Daily OralOral Liquid 20.0

DUPHALAC (Suspected) Reason:

Stopped:Started:Batch:

Milligram Alternate days OralOral application 5.0

PREDNISOLONE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117605

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 365 of 953

Case Number: Gender:
80.00Weight:

Patient on zoloft 100 mg o.d. for depression, recently dose increased to 200mg daily.  the dosage start date is not accurate but 
indicates that start occurred sometime during the year. the dosage start date is not accurate but indicates that start occurred 
sometime during the year. the dosage start date is not accurate but indicates that start occurred sometime during the year. the 
dosage start date is not accurate but indicates that start occurred sometime during the year.

16/05/1997

13/05/1997
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:
Asthma

Stopped:Started:Batch:

Dose Unspecified As necessary InhalationInhalation 2.0

VENTOLIN (Suspected)

01/01/1980

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected)

01/01/1996

Reason:

Lumbalgia

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 12.0

PANADEINE FORTE (Suspected)

01/01/1991

Reason:

Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily OralCapsule 20.0

LOSEC (Suspected)

01/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1117633

Preferred Term Severity Report Description Treatment
Ejaculation failure Delayed ejaculation
Priapism Persisting erection

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 366 of 953

Case Number: Gender:
Weight:16/05/1997

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Migraine

Stopped:Started:Batch:

Dose Unspecified 1 time IntramuscularInjection 1.0

PETHIDINE HYDROCHLORIDE (Other drug) Reason:

Nausea and vomiting

Stopped:Started:Batch:

Dose Unspecified 1 time IntramuscularInjection 1.0

STEMETIL (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1117644

Preferred Term Severity Report Description Treatment
Dysarthria Unable to talk
Choking

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 367 of 953

Case Number: Gender:
Weight:

Zoloft was reduced from 50 mg to 25 mg daily.

16/05/1997

10/04/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A3Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117655

Preferred Term Severity Report Description Treatment
Urinary retention

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 368 of 953

Case Number: Gender:
Weight:19/05/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117689

Preferred Term Severity Report Description Treatment
Face oedema

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 369 of 953

Case Number: Gender:
Weight:19/05/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A7Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

InhalationInhalation 0.0

VENTOLIN (Other drug) Reason:

Stopped:Started:Batch:

OralTablet 0.0

AURORIX (Other drug) Reason:

Stopped:Started:Batch:

OralTablet 0.0

PROZAC (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1117690

Preferred Term Severity Report Description Treatment
Dizziness
Dry mouth
Headache
Hyperhidrosis
Insomnia
Nausea
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 370 of 953

Case Number: Gender:
Weight:19/05/1997

Causality probableRecovered
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117691

Preferred Term Severity Report Description Treatment
Hallucination Visual hallucinations

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 371 of 953

Case Number: Gender:
Weight:19/05/1997

Causality probableRecovered
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117692

Preferred Term Severity Report Description Treatment
Hallucination Visual hallucinations

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 372 of 953

Case Number: Gender:
Weight:19/05/1997

Causality probableRecovered
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117693

Preferred Term Severity Report Description Treatment
Hallucination Visual hallucinations

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 373 of 953

Case Number: Gender:
Weight:19/05/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117695

Preferred Term Severity Report Description Treatment
Ejaculation failure Delayed ejaculation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 374 of 953

Case Number: Gender:
Weight:19/05/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

FAMOTIDINE (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Total OralTablet 2.0

ZOLOFT (Suspected)

05/03/1997 07/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117697

Preferred Term Severity Report Description Treatment
Malaise Feeling really ill
Hyperhidrosis
Nausea Severe
Vomiting

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 375 of 953

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

19/05/1997

31/03/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117699

Preferred Term Severity Report Description Treatment
Paraesthesia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 376 of 953

Case Number: Gender:
Weight:19/05/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1117701

Preferred Term Severity Report Description Treatment
Abnormal dreams Vivid dreams
Bruxism

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 377 of 953

Case Number: Gender:
Weight:21/05/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117742

Preferred Term Severity Report Description Treatment
Skin odour abnormal Unpleasant body odour
Rash

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 378 of 953

Case Number: Gender:
Weight:21/05/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117747

Preferred Term Severity Report Description Treatment
Somnolence

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 379 of 953

Case Number: Gender:
Weight:23/05/1997

Causality possibleRecovered
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117768

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Increased liver enzymes Increased liver enzymes

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 380 of 953

Case Number: Gender:
Weight:23/05/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117769

Preferred Term Severity Report Description Treatment
Tremor Tremor and shakes

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 381 of 953

Case Number: Gender:
Weight:23/05/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Reducing OralTablet 100.0

ZOLOFT (Suspected)

   01Y

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117772

Preferred Term Severity Report Description Treatment
Affect lability Disturbance in mood (?mania)
Paraesthesia Electric shocks throughout the body
Drug withdrawal syndrome

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 382 of 953

Case Number: Gender:
Weight:23/05/1997

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

   02M

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

STELAZINE (Suspected) Reason:

Stopped:Started:Batch:

Daily OralTablet 0.0

MOGADON (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117776

Preferred Term Severity Report Description Treatment
Hyperaesthesia Heightening of senses and perception
Paraesthesia Tingling sensation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 383 of 953

Case Number: Gender:
Weight:26/05/1997

15/05/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

15/05/1997 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1117828

Preferred Term Severity Report Description Treatment
Headache Severe
Insomnia
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 384 of 953

Case Number: Gender:
Weight:26/05/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

SUDAFED (Other drug) Reason:

Stopped:Started:Batch:

OralTablet 0.0

PHENERGAN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117867

Preferred Term Severity Report Description Treatment
Dizziness
Headache
Hypertension

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 385 of 953

Case Number: Gender:
Weight:26/05/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

   09M

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117869

Preferred Term Severity Report Description Treatment
Visual disturbance

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 386 of 953

Case Number: Gender:
Weight:

Patient has a pacemaker

26/05/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A7Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117871

Preferred Term Severity Report Description Treatment
Dyspnoea Breathless
Malaise

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 387 of 953

Case Number: Gender:
Weight:

Alcohol abuse  the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the 
dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.

26/05/1997

Causality possibleRecovered
16/04/1939DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 19/10/1996 82
Bilirubin 19/10/1996 169
GGT = SGGT = 
GGTP

19/10/1996 697
SAP = ALP 19/10/1996 579

Laboratory Investigations:

58Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

AROPAX (Suspected)

01/10/1996 28/11/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

10/09/1996 19/10/1996

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1117872

Preferred Term Severity Report Description Treatment
Jaundice

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 388 of 953

Case Number: Gender:
Weight:27/05/1997

19/05/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

09/05/1997 23/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117881

Preferred Term Severity Report Description Treatment
Headache
Rash maculo-papular

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 389 of 953

Case Number: Gender:
57.00Weight:27/05/1997

05/02/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

61YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected)

06/12/1996

Reason:

Other rheumatoid arthritis

Stopped:Started:Batch:

Milligram Weekly12.5

METHOTREXATE (Suspected)

L TERM

Reason:

Other rheumatoid arthritis

Stopped:Started:Batch:

Milligram As necessary80.0

VOLTAREN (Suspected)

L TERM

Reason:

Other rheumatoid arthritis

Stopped:Started:Batch:

Milligram Daily7.0

PREDNISOLONE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1117882

Preferred Term Severity Report Description Treatment
Hepatic function abnormal

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 390 of 953

Case Number: Gender:
57.00Weight:27/05/1997

05/02/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

61YAge:

Additional Information:

Medicine Details:
Other rheumatoid arthritis

Stopped:Started:Batch:

Milligram Daily5.0

FOLIC ACID (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1117882

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 391 of 953

Case Number: Gender:
75.00Weight:

Onset of arthralgia occurred 2 weeks after increasing dose of zoloft from 150 mg to 200 mg.

27/05/1997

13/05/1997
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily200.0

ZOLOFT (Suspected)

18/03/1997 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

ZOCOR (Suspected)

L TERM CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1117885

Preferred Term Severity Report Description Treatment
Arthralgia Arthralgia of shoulders, elbows, knees, 

hips.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 392 of 953

Case Number: Gender:
Weight:28/05/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117923

Preferred Term Severity Report Description Treatment
Ejaculation failure

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 393 of 953

Case Number: Gender:
Weight:28/05/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117924

Preferred Term Severity Report Description Treatment
Amenorrhoea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 394 of 953

Case Number: Gender:
0.00Weight:

Patient experienced reaction when dose of zoloft was increased.

28/05/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99UAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117925

Preferred Term Severity Report Description Treatment
Hyponatraemia Suspected SIADH

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 395 of 953

Case Number: Gender:
Weight:29/05/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1117957

Preferred Term Severity Report Description Treatment
Dystonia Difficulty eating due to pain & swelling of 

jawPain

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 396 of 953

Case Number: Gender:
Weight:29/05/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117960

Preferred Term Severity Report Description Treatment
Ejaculation failure

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 397 of 953

Case Number: Gender:
Weight:

Patient experienced reaction to zoloft after first dose, event recurred again after second dose.

29/05/1997

Causality certainUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117961

Preferred Term Severity Report Description Treatment
Agitation
Nausea
Palpitations

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 398 of 953

Case Number: Gender:
Weight:29/05/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1117963

Preferred Term Severity Report Description Treatment
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 399 of 953

Case Number: Gender:
Weight:

Reaction occured 7-10 days after commencing on zoloft

30/05/1997

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

12YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117981

Preferred Term Severity Report Description Treatment
Paranoia Paranoid ideation
Hallucination Visual hallucination

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 400 of 953

Case Number: Gender:
Weight:02/06/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1118009

Preferred Term Severity Report Description Treatment
Depersonalisation Out of body experiences

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 401 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage stop 
date is not necessarily accurate but indicates that stoppage occurred sometime during the month. the dosage start date is not 
necessarily accurate but indicates that start occurred sometime during the month. the dosage stop date is not necessarily 
accurate but indicates that stoppage occurred sometime during the month.

02/06/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

14YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

VITAMIN PREPARATION COMPOUND (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/08/1996 28/02/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected)

01/02/1997 28/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118011

Preferred Term Severity Report Description Treatment
Dizziness
Drug withdrawal syndrome Headaches did not respond to 

treatment with panadol.
Headache
Paraesthesia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 402 of 953

Case Number: Gender:
Weight:

Patient died 30/5/97.

02/06/1997

25/04/1997
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 09/03/1997 133
Sodium 25/04/1997 124
Sodium 30/04/1997 126
Sodium 02/05/1997 129
Sodium 05/05/1997 130
Sodium 15/05/1997 131
Sodium 21/05/1997 132

Laboratory Investigations:

86YAge:

Additional Information:

Medicine Details:
Otr respiratory systm diseases

Stopped:Started:Batch:

InhalationInhalation 0.0

SALBUTAMOL (Other drug) Reason:

Constipation

Stopped:Started:Batch:

As necessary OralOral application 0.0

SENNA FRUIT (Other drug)

17/04/1997

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CARBAMAZEPINE (Other drug)

25/02/1997 16/05/1997

Reason:

Otr respiratory systm diseases

Stopped:Started:Batch:

Milligram Daily InhalationInhalation 2.0

BECLOMETHASONE DIPROPIONATE (Other drug)

25/02/1997 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1118021

Preferred Term Severity Report Description Treatment
Orthostatic hypotension Exacerbated postural hypotension with falls
Hyponatraemia
Syncope

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 403 of 953

Case Number: Gender:
Weight:

Patient died 30/5/97.

02/06/1997

25/04/1997
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

86YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

SERTRALINE HYDROCHLORIDE (Suspected)

17/04/1997 02/05/1997

Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily150.0

ASPIRIN (Suspected)

25/02/1997 14/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118021

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 404 of 953

Case Number: Gender:
53.00Weight:02/06/1997

19/05/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 07/05/1997 37
ALT = SGPT 23/05/1997 63
ALT = SGPT 26/05/1997 228
ALT = SGPT 27/05/1997 372
GGT = SGGT = 
GGTP

07/05/1997 98
GGT = SGGT = 
GGTP

27/05/1997 295
GGT = SGGT = 
GGTP

23/05/1997 194

Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

PEXID (Suspected)

26/05/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

PRAVACHOL (Suspected)

20/05/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

WARFARIN SODIUM (Suspected)

26/05/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

22/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118023

Preferred Term Severity Report Description Treatment
Arthralgia Right shoulder pain
Chest pain
Diarrhoea
Dizziness
Dyspnoea
Hepatic function abnormal
Malaise
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 405 of 953

Case Number: Gender:
53.00Weight:02/06/1997

19/05/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

GGT = SGGT = 
GGTP

26/05/1997 287
International 
normalised ratio

13/05/1997 2.5
International 
normalised ratio

21/05/1997 5.7
International 
normalised ratio

26/05/1997 7.0
International 
normalised ratio

27/05/1997 8.8
International 
normalised ratio

28/05/1997 3.4
SAP = ALP 07/05/1997 129

Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CARTIA (Suspected)

20/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118023

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 406 of 953

Case Number: Gender:
53.00Weight:02/06/1997

19/05/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

SAP = ALP 23/05/1997 260
SAP = ALP 26/05/1997 365
SAP = ALP 27/05/1997 365

Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

PEXID (Suspected)

26/05/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

PRAVACHOL (Suspected)

20/05/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

WARFARIN SODIUM (Suspected)

26/05/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

22/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118023

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 407 of 953

Case Number: Gender:
53.00Weight:02/06/1997

19/05/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CARTIA (Suspected)

20/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118023

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 408 of 953

Case Number: Gender:
Weight:04/06/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118056

Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome Electric shock like symptoms

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 409 of 953

Case Number: Gender:
Weight:

Patient took 50mg daily for 2 years but when dose increased to 100mg daily reaction occured.

04/06/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium Sodium level decreased to 113 (units unknown)

Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

   02Y

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1118057

Preferred Term Severity Report Description Treatment
Hyponatraemia
Malaise

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 410 of 953

Case Number: Gender:
Weight:

Patient also being treated with other, unspecified, medications

04/06/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118059

Preferred Term Severity Report Description Treatment
Hallucination

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 411 of 953

Case Number: Gender:
Weight:04/06/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118060

Preferred Term Severity Report Description Treatment
Hallucination

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 412 of 953

Case Number: Gender:
Weight:

Patient had previous history of nausea which continued after zoloft commenced

04/06/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118061

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Elevated transaminases
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 413 of 953

Case Number: Gender:
Weight:04/06/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118062

Preferred Term Severity Report Description Treatment
Drug ineffective Depression not controlled on 50mg daily

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 414 of 953

Case Number: Gender:
Weight:04/06/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118063

Preferred Term Severity Report Description Treatment
Ejaculation failure
Visual disturbance

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 415 of 953

Case Number: Gender:
Weight:

Sertraline 25mg daily for 12 months, increased to 50mg daily for 2 days, then dose reduced to 25mg daily following reaction. 
patients potassium = 5.7 on day of increased dose.

05/06/1997

14/04/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily25.0

SERTRALINE HYDROCHLORIDE (Suspected)

11/04/1996

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

ENALAPRIL MALEATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily100.0

THIAMINE (Suspected) Reason:

Stopped:Started:Batch:

Gram Daily4.0

PARACETAMOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118088

Preferred Term Severity Report Description Treatment
Nausea
Vomiting

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 416 of 953

Case Number: Gender:
Weight:06/06/1997

06/01/1997
Causality certainRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level 0.5 -2 MCG/L Digoxin level = 2.6

Laboratory Investigations:

85YAge:

Additional Information:

Medicine Details:
Congestive heart failure

Stopped:Started:Batch:

Microgram Daily125.0

DIGOXIN (Suspected) Reason:

Congestive heart failure

Stopped:Started:Batch:

Milligram Daily40.0

LASIX (Suspected) Reason:

Stopped:Started:Batch:

Daily0.0

FLUNITRAZEPAM (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1118119

Preferred Term Severity Report Description Treatment
Bradycardia Pulse rate: 40/min

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 417 of 953

Case Number: Gender:
Weight:06/06/1997

06/01/1997
Causality certainRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

85YAge:

Additional Information:

Medicine Details:
Ulcer of stomach

Stopped:Started:Batch:

Milligram Daily300.0

ZANTAC (Suspected) Reason:

Congestive heart failure

Stopped:Started:Batch:

Milligram Daily37.5

CAPOTEN (Suspected) Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Daily0.0

ASPIRIN (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1118119

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 418 of 953

Case Number: Gender:
78.00Weight:06/06/1997

06/12/1996
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily20.0

LOSEC (Other drug)

28/11/1996 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

05/12/1996 02/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118121

Preferred Term Severity Report Description Treatment
Alcohol intolerance
Nausea Zoloft stopped
Vomiting

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 419 of 953

Case Number: Gender:
53.00Weight:06/06/1997

25/03/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

86YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily5.0

ENALAPRIL MALEATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily40.0

FAMOTIDINE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

13/02/1997 27/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118125

Preferred Term Severity Report Description Treatment
Hyperkinesia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 420 of 953

Case Number: Gender:
Weight:06/06/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

    2W

Reason:

Hospitalisation:

Report Details:
Seq: 1118132

Preferred Term Severity Report Description Treatment
Headache
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 421 of 953

Case Number: Gender:
Weight:06/06/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A3Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118133

Preferred Term Severity Report Description Treatment
Headache Stabbing pain in right temple as 

approached orgasm
Aspalgin

Paresis

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 422 of 953

Case Number: Gender:
Weight:06/06/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118134

Preferred Term Severity Report Description Treatment
Hallucination Auditory hallucinations/heard lion roar in 

house.Euphoric mood Giggling
Constipation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 423 of 953

Case Number: Gender:
Weight:10/06/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

79YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118185

Preferred Term Severity Report Description Treatment
Abdominal pain Zoloft ceased
Micturition disorder
Urinary retention

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 424 of 953

Case Number: Gender:
Weight:10/06/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1118187

Preferred Term Severity Report Description Treatment
Acne Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 425 of 953

Case Number: Gender:
Weight:10/06/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

83YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

PRINIVIL (Other drug) Reason:

Stopped:Started:Batch:

OralTablet 0.0

OROXINE (Other drug) Reason:

Otr mus rheum,fibrosit&myalgia

Stopped:Started:Batch:

OralOral application 0.0

PREDNISONE (Other drug) Reason:

Stopped:Started:Batch:

OralOral application 0.0

VALERIAN (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1118189

Preferred Term Severity Report Description Treatment
Agitation Zoloft ceased
Blood creatine phosphokinase increased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 426 of 953

Case Number: Gender:
Weight:10/06/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

83YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

VALIUM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected)

    3D

Reason:

Hospitalisation:

Report Details:
Seq: 1118189

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 427 of 953

Case Number: Gender:
Weight:10/06/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118191

Preferred Term Severity Report Description Treatment
Abdominal pain
Diarrhoea
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 428 of 953

Case Number: Gender:
Weight:10/06/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Otr&nos disord of heart rhythm

Stopped:Started:Batch:

OralOral application 0.0

VERAPAMIL HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

OralTablet 0.0

TAGAMET (Other drug) Reason:

Stopped:Started:Batch:

OralOral application 0.0

DIAZEPAM (Other drug) Reason:

Other disturbance of sensation

Stopped:Started:Batch:

OralTablet 0.0

DI-GESIC (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1118192

Preferred Term Severity Report Description Treatment
Palpitations

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 429 of 953

Case Number: Gender:
Weight:10/06/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Other disturbance of sensation

Stopped:Started:Batch:

OralTablet 0.0

ENDONE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118192

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 430 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage start 
date is not necessarily accurate but indicates that start occurred sometime during the month.

11/06/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/01/1997 29/05/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected)

01/06/1997 04/06/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118199

Preferred Term Severity Report Description Treatment
Increased appetite Sweet craving Patient is trying to reduce dose 

of zoloft very gradually.
Drug withdrawal syndrome
Hypoglycaemia
Somnolence
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 431 of 953

Case Number: Gender:
Weight:11/06/1997

04/06/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

04/06/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118206

Preferred Term Severity Report Description Treatment
Nocturia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 432 of 953

Case Number: Gender:
Weight:

Patient is trying to reduce dose of zoloft 50mg very gradually.

11/06/1997

05/06/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected)

05/06/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118208

Preferred Term Severity Report Description Treatment
Affect lability
Depression
Euphoric mood

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 433 of 953

Case Number: Gender:
63.00Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage start 
date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage start date is not 
necessarily accurate but indicates that start occurred sometime during the month. the dosage start date is not necessarily 
accurate but indicates that start occurred sometime during the month.

12/06/1997

30/05/1997
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:
Hiv infection

Stopped:Started:Batch:

Milligram Daily400.0

NEVIRAPINE (Suspected)

01/03/1997 03/06/1997

Reason:

Prophylaxis

Stopped:Started:Batch:

Dose Unspecified Daily0.5

BACTRIM DS (Suspected)

01/03/1997 03/06/1997

Reason:

Hiv infection

Stopped:Started:Batch:

Milligram Daily300.0

LAMIVUDINE (Suspected)

01/02/1997 03/06/1997

Reason:

Hiv infection

Stopped:Started:Batch:

Milligram Daily400.0

DIDANOSINE (Suspected)

29/05/1997 31/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118220

Preferred Term Severity Report Description Treatment
Pyrexia
Stevens-Johnson syndrome

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 434 of 953

Case Number: Gender:
63.00Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage start 
date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage start date is not 
necessarily accurate but indicates that start occurred sometime during the month. the dosage start date is not necessarily 
accurate but indicates that start occurred sometime during the month.

12/06/1997

30/05/1997
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:
Moniliasis

Stopped:Started:Batch:

Milligram Daily100.0

FLUCONAZOLE (Suspected)

29/05/1997 31/05/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily150.0

SERTRALINE HYDROCHLORIDE (Suspected)

01/01/1997 03/06/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118220

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 435 of 953

Case Number: Gender:
Weight:

Patient had previously tried to discontinue and experienced the same problems  the dosage start date is not necessarily accurate 
but indicates that start occurred sometime during the month.

13/06/1997

Causality certainNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/01/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

ZOLOFT (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 6.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118285

Preferred Term Severity Report Description Treatment
Dizziness Patient hs been advised to 

taper more slowly from the 
lowest dose.Drug withdrawal syndrome

Nervousness

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 436 of 953

Case Number: Gender:
Weight:13/06/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

As necessary OralTablet 0.0

VALIUM (Other drug) Reason:

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118286

Preferred Term Severity Report Description Treatment
Hypoaesthesia Numbness in hands and feet.
Throat tightness

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 437 of 953

Case Number: Gender:
Weight:13/06/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

TAMOXIFEN CITRATE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118287

Preferred Term Severity Report Description Treatment
Serotonin syndrome

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 438 of 953

Case Number: Gender:
Weight:13/06/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

31YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    3M

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118288

Preferred Term Severity Report Description Treatment
Purpura Bruising on the left cheek. Zoloft deceased and then 

ceased.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:21AM Database: pusime02 ADRS004 Page 439 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

13/06/1997

31/12/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Blood alcohol was found to be .2 (.2grams alcohol per 100ml of 
blood.)

Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ALCOHOL (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

    8M

Reason:

Hospitalisation:

Report Details:
Seq: 1118290

Preferred Term Severity Report Description Treatment
Alcohol intolerance

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 440 of 953

Case Number: Gender:
Weight:

Took zoloft 100mg daily for 12 months

16/06/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

   12M

Reason:

Hospitalisation:

Report Details:
Seq: 1118316

Preferred Term Severity Report Description Treatment
Headache Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 441 of 953

Case Number: Gender:
Weight:16/06/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Daily OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118318

Preferred Term Severity Report Description Treatment
Menorrhagia Heavy bleeding on commencement of 

zoloftRash maculo-papular Zoloft ceased.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 442 of 953

Case Number: Gender:
Weight:16/06/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118319

Preferred Term Severity Report Description Treatment
Mania Hypomania Zoloft ceased
Agitation
Anxiety

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 443 of 953

Case Number: Gender:
Weight:16/06/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118320

Preferred Term Severity Report Description Treatment
Mania Hypomania Zoloft ceased
Agitation
Anxiety

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 444 of 953

Case Number: Gender:
Weight:16/06/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

S TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1118321

Preferred Term Severity Report Description Treatment
Agitation Increasing panic attacks Patient will discuss with doctor 

whether to reduce dose or 
discontinue

Flushing
Palpitations

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 445 of 953

Case Number: Gender:
Weight:18/06/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    2W

Reason:

Hospitalisation:

Report Details:
Seq: 1118388

Preferred Term Severity Report Description Treatment
Agitation
Dizziness

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 446 of 953

Case Number: Gender:
Weight:18/06/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    6M

Reason:

Hospitalisation:

Report Details:
Seq: 1118390

Preferred Term Severity Report Description Treatment
Insomnia
Libido increased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 447 of 953

Case Number: Gender:
Weight:18/06/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOVIRAX (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    2D

Reason:

Hospitalisation:

Report Details:
Seq: 1118392

Preferred Term Severity Report Description Treatment
Paraesthesia Facial paraesthesia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 448 of 953

Case Number: Gender:
Weight:18/06/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    3M

Reason:

Hospitalisation:

Report Details:
Seq: 1118393

Preferred Term Severity Report Description Treatment
Agitation
Insomnia
Libido decreased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 449 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

18/06/1997

31/12/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

MOGADON (Other drug)

L TERM

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118408

Preferred Term Severity Report Description Treatment
Rash Rash covered the top half of the body.
Weight decreased Weight loss of 3kg over 3 months.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 450 of 953

Case Number: Gender:
Weight:18/06/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralOral application 0.0

PARACETAMOL (Other drug) Reason:

Stopped:Started:Batch:

OralOral application 0.0

TEMAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

28/05/1997 11/06/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118409

Preferred Term Severity Report Description Treatment
Thinking abnormal Impaired cognitive function

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 451 of 953

Case Number: Gender:
Weight:18/06/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118410

Preferred Term Severity Report Description Treatment
Diarrhoea Severe 20 episodes per day.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 452 of 953

Case Number: Gender:
Weight:18/06/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified 1 time OralTablet 1.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118411

Preferred Term Severity Report Description Treatment
Vomiting

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 453 of 953

Case Number: Gender:
Weight:18/06/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

27/05/1997 10/06/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118412

Preferred Term Severity Report Description Treatment
Apathy

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 454 of 953

Case Number: Gender:
Weight:

the dosage start date is not accurate but indicates that start occurred sometime during the year.

23/06/1997

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A6Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

ZOLOFT (Suspected)

01/01/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1118496

Preferred Term Severity Report Description Treatment
Diarrhoea
Headache
Weight increased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 455 of 953

Case Number: Gender:
Weight:23/06/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A5Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118499

Preferred Term Severity Report Description Treatment
Erectile dysfunction

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 456 of 953

Case Number: Gender:
Weight:23/06/1997

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118502

Preferred Term Severity Report Description Treatment
Dizziness
Fatigue

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 457 of 953

Case Number: Gender:
Weight:23/06/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118503

Preferred Term Severity Report Description Treatment
Palpitations

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 458 of 953

Case Number: Gender:
Weight:

After 3 weeks the patient experienced two grand mal seisures during his sleep. these were witnessed by his girlfriend and resulted 
in dislocation and fracture of his humerus and a bitten tongue. zoloft ceased and patient did not experienced another seizure.

23/06/1997

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118507

Preferred Term Severity Report Description Treatment
Grand mal convulsion

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 459 of 953

Case Number: Gender:
Weight:23/06/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118508

Preferred Term Severity Report Description Treatment
Anxiety Feeling of impending death
Flushing
Palpitations

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 460 of 953

Case Number: Gender:
Weight:24/06/1997

02/04/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

17YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

MAXOLON (Suspected) Reason:

Stopped:Started:Batch:

International Unit Weekly1.4

INTERFERON ALFA-2B (Suspected) Reason:

Stopped:Started:Batch:

As necessary0.0

PANADOL (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily12.5

SERTRALINE HYDROCHLORIDE (Suspected)

06/12/1996 25/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118510

Preferred Term Severity Report Description Treatment
Mania Uninhibited irritating behaviour,elation Sertraline ceased & 

risperidone commenced.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 461 of 953

Case Number: Gender:
Weight:24/06/1997

02/04/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

17YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily3.0

ISOPRINOSINE (Suspected) Reason:

Stopped:Started:Batch:

Gram Daily1.0

CARBAMAZEPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118510

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 462 of 953

Case Number: Gender:
Weight:25/06/1997

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

SEREPAX (Other drug) Reason:

Debility&undue fatigue

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118542

Preferred Term Severity Report Description Treatment
Hypertonia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 463 of 953

Case Number: Gender:
Weight:25/06/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118543

Preferred Term Severity Report Description Treatment
Libido decreased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 464 of 953

Case Number: Gender:
Weight:25/06/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified 1 time OralTablet 1.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118544

Preferred Term Severity Report Description Treatment
Somnolence Feeling doped up having out of body 

experiences.
Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 465 of 953

Case Number: Gender:
Weight:25/06/1997

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

   12M

Reason:

Hospitalisation:

Report Details:
Seq: 1118550

Preferred Term Severity Report Description Treatment
Anxiety
Dizziness
Drug withdrawal syndrome
Fatigue
Insomnia
Nightmare
Paraesthesia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 466 of 953

Case Number: Gender:
Weight:25/06/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118561

Preferred Term Severity Report Description Treatment
Anaemia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 467 of 953

Case Number: Gender:
Weight:25/06/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    4D

Reason:

Hospitalisation:

Report Details:
Seq: 1118562

Preferred Term Severity Report Description Treatment
Anxiety
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 468 of 953

Case Number: Gender:
Weight:25/06/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected)

    3D

Reason:

Hospitalisation:

Report Details:
Seq: 1118563

Preferred Term Severity Report Description Treatment
Abdominal pain
Vomiting

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 469 of 953

Case Number: Gender:
Weight:

Reaction occurred after dose of zoloft increased to 100mg/d.

25/06/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118565

Preferred Term Severity Report Description Treatment
Diarrhoea
Tremor Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 470 of 953

Case Number: Gender:
Weight:30/06/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily200.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily5.0

XANAX (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118694

Preferred Term Severity Report Description Treatment
Agitation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 471 of 953

Case Number: Gender:
Weight:30/06/1997

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily200.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118695

Preferred Term Severity Report Description Treatment
Convulsion Myoclonic jerks Dose of zoloft reduced to 50mg 

daily.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 472 of 953

Case Number: Gender:
Weight:30/06/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

85YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1118698

Preferred Term Severity Report Description Treatment
Confusional state Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 473 of 953

Case Number: Gender:
Weight:30/06/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

19YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118699

Preferred Term Severity Report Description Treatment
Confusional state Living in a fog
Somnolence

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 474 of 953

Case Number: Gender:
Weight:30/06/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    2W

Reason:

Hospitalisation:

Report Details:
Seq: 1118700

Preferred Term Severity Report Description Treatment
Confusional state Required 

Specialist 
Consultation

Unable to drive due to mild confusion

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 475 of 953

Case Number: Gender:
Weight:

Dose of zoloft has been progressively increased to 400mg daily and reaction began.  plans to decrease dose again to tollerable 
level.  the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage 
stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.

30/06/1997

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

0.0

VALIUM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily400.0

ZOLOFT (Suspected)

01/05/1997 28/06/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118704

Preferred Term Severity Report Description Treatment
Diarrhoea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 476 of 953

Case Number: Gender:
Weight:30/06/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118714

Preferred Term Severity Report Description Treatment
Anaemia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 477 of 953

Case Number: Gender:
Weight:02/07/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

STEMETIL (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118763

Preferred Term Severity Report Description Treatment
Dizziness

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 478 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

02/07/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

DIAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

0.0

MS CONTIN (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118764

Preferred Term Severity Report Description Treatment
Asthenia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 479 of 953

Case Number: Gender:
Weight:02/07/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A4Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118767

Preferred Term Severity Report Description Treatment
Metrorrhagia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 480 of 953

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

03/07/1997

31/05/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

11/03/1997 25/06/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118775

Preferred Term Severity Report Description Treatment
Dysuria
Pollakiuria

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 481 of 953

Case Number: Gender:
90.00Weight:

the dosage start date is not accurate but indicates that start occurred sometime during the year.

03/07/1997

28/03/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Asthma

Stopped:Started:Batch:

InhalationInhalation 0.0

VENTOLIN (Other drug) Reason:

Asthma

Stopped:Started:Batch:

InhalationInhalation 0.0

BECLOFORTE (Other drug) Reason:

Bronchitis,unqualified

Stopped:Started:Batch:

Dose Unspecified Daily2.0

SEPTRIN FORTE (Suspected)

28/03/1997 28/03/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

01/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1118783

Preferred Term Severity Report Description Treatment
Syncope Passed out 3-4 times. possible fract. ribs.
Epistaxis
Face oedema
Pruritus

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 482 of 953

Case Number: Gender:
Weight:03/07/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A2Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118803

Preferred Term Severity Report Description Treatment
Chest pain
Dysphagia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 483 of 953

Case Number: Gender:
Weight:03/07/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A2Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118804

Preferred Term Severity Report Description Treatment
Chest pain
Dysphagia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 484 of 953

Case Number: Gender:
Weight:03/07/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A2Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118805

Preferred Term Severity Report Description Treatment
Chest pain
Dysphagia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 485 of 953

Case Number: Gender:
Weight:

Zoloft dose innitially 50mg daily then increased to 100mg daily appropriately then reduced to 50 mg daily with no improvement, 
then ceased.

04/07/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

26YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118847

Preferred Term Severity Report Description Treatment
Dizziness

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 486 of 953

Case Number: Gender:
Weight:04/07/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118848

Preferred Term Severity Report Description Treatment
Diarrhoea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 487 of 953

Case Number: Gender:
Weight:04/07/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1118849

Preferred Term Severity Report Description Treatment
Weight increased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 488 of 953

Case Number: Gender:
Weight:04/07/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1118850

Preferred Term Severity Report Description Treatment
Weight increased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 489 of 953

Case Number: Gender:
Weight:04/07/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1118852

Preferred Term Severity Report Description Treatment
Weight increased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 490 of 953

Case Number: Gender:
Weight:04/07/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118853

Preferred Term Severity Report Description Treatment
Dizziness
Syncope

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 491 of 953

Case Number: Gender:
Weight:04/07/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118854

Preferred Term Severity Report Description Treatment
Rash erythematous Rash on upper trunk and arms.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 492 of 953

Case Number: Gender:
Weight:

Marked recurrence of symptoms which had been absent for some years, developed within a week of commencing 
sertraline.symptoms abated within 3-4 days  the dosage start date is not necessarily accurate but indicates that start occurred 
sometime during the month.

07/07/1997

05/06/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:
Other diseases of esophagus

Stopped:Started:Batch:

As necessary0.0

RANITIDINE (Other drug)

01/04/1997

Reason:

Stopped:Started:Batch:

Milligram As necessary10.0

TEMAZEPAM (Other drug) Reason:

Pain

Stopped:Started:Batch:

Milligram As necessary500.0

PARACETAMOL (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

SERTRALINE HYDROCHLORIDE (Suspected)

26/05/1997 21/06/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118872

Preferred Term Severity Report Description Treatment
Dyskinesia Bucco-lingual dyskinesia Sertraline ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 493 of 953

Case Number: Gender:
Weight:07/07/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A2Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118926

Preferred Term Severity Report Description Treatment
Agitation Zoloft ceased
Anxiety

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 494 of 953

Case Number: Gender:
Weight:

Same event resulted previously when patient was treated with zoloft.

10/07/1997

Causality certainUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118989

Preferred Term Severity Report Description Treatment
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 495 of 953

Case Number: Gender:
Weight:

- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date 
is not necessarily accurate but indicates that start occurred sometime during the month. the dosage stop date is not necessarily 
accurate but indicates that stoppage occurred sometime during the month.

10/07/1997

31/05/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

01/04/1997 28/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118990

Preferred Term Severity Report Description Treatment
Tongue oedema Tongue feels enlarged, oedematous Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 496 of 953

Case Number: Gender:
Weight:10/07/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    1W

Reason:

Hospitalisation:

Report Details:
Seq: 1118994

Preferred Term Severity Report Description Treatment
Hypersensitivity
Pruritus
Rash

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 497 of 953

Case Number: Gender:
Weight:10/07/1997

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A3Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118996

Preferred Term Severity Report Description Treatment
Alcohol intolerance
Depression

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 498 of 953

Case Number: Gender:
Weight:10/07/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A3Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118997

Preferred Term Severity Report Description Treatment
Alcohol intolerance
Dizziness
Headache
Vomiting

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 499 of 953

Case Number: Gender:
Weight:10/07/1997

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118999

Preferred Term Severity Report Description Treatment
Hyperhidrosis Excessive sweating since starting zoloft 

6/12 ago.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 500 of 953

Case Number: Gender:
72.00Weight:11/07/1997

06/07/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected)

05/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119014

Preferred Term Severity Report Description Treatment
Depersonalisation Head detached from his body. separated.
Ageusia
Headache Severe
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 501 of 953

Case Number: Gender:
65.00Weight:10/07/1997

20/06/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

19/06/1997 23/06/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119022

Preferred Term Severity Report Description Treatment
Hypertonia Hypertonia of arms, legs, jaw.
Hyperaesthesia Severe
Hyperkinesia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 502 of 953

Case Number: Gender:
Weight:11/07/1997

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A5Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1119030

Preferred Term Severity Report Description Treatment
Erectile dysfunction Sexual dysfunction
Drug ineffective Ceased zoloft

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 503 of 953

Case Number: Gender:
Weight:

Patient changed to zoloft 50mg, without a washout period.  the dosage start date is not necessarily accurate but indicates that 
start occurred sometime during the month.

11/07/1997

08/07/1997
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A5Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

SERZONE (Interaction)

01/05/1997 07/07/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Interaction)

08/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119031

Preferred Term Severity Report Description Treatment
Confusional state
Diarrhoea
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 504 of 953

Case Number: Gender:
Weight:

- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date 
is not necessarily accurate but indicates that start occurred sometime during the month.

14/07/1997

31/07/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119041

Preferred Term Severity Report Description Treatment
Micturition disorder

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 505 of 953

Case Number: Gender:
Weight:14/07/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    1W

Reason:

Hospitalisation:

Report Details:
Seq: 1119043

Preferred Term Severity Report Description Treatment
Agitation Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 506 of 953

Case Number: Gender:
Weight:14/07/1997

10/05/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

82YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily5.0

PREDNISOLONE (Other drug)

06/05/1997

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily3.0

DIGOXIN (Other drug)

06/05/1997

Reason:

Stopped:Started:Batch:

Milligram Daily80.0

UREMIDE (Other drug)

06/05/1997

Reason:

Stopped:Started:Batch:

Microgram Daily50.0

THYROXINE SODIUM (Other drug)

06/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119062

Preferred Term Severity Report Description Treatment
Pruritus Patient feels very tchy Zoloft ceased & changed to 

paroxetine

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 507 of 953

Case Number: Gender:
Weight:14/07/1997

10/05/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

82YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

PLAQUENIL (Other drug)

06/05/1997

Reason:

Stopped:Started:Batch:

Milligram Daily5.0

FOLIC ACID (Other drug)

06/05/1997

Reason:

Stopped:Started:Batch:

Milligram Daily10.0

ENALAPRIL MALEATE (Other drug)

06/05/1997

Reason:

Stopped:Started:Batch:

Milligram Daily150.0

ASPIRIN (Other drug)

06/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119062

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 508 of 953

Case Number: Gender:
Weight:14/07/1997

10/05/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

82YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily1.0

LORAZEPAM (Other drug)

07/05/1997

Reason:

Stopped:Started:Batch:

Milligram Daily TransdermalCream 25.0

GLYCERYL TRINITRATE (Other drug)

07/05/1997

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily4.0

KSR (Other drug)

08/05/1997

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

SERTRALINE HYDROCHLORIDE (Suspected)

09/05/1997 12/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119062

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 509 of 953

Case Number: Gender:
Weight:

the dosage start date is not accurate but indicates that start occurred sometime during the year.

14/07/1997

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

OralTablet 0.0

VALERIAN (Other drug) Reason:

Constipation

Stopped:Started:Batch:

OralTablet 0.0

SENOKOT (Other drug) Reason:

Pain

Stopped:Started:Batch:

Dose Unspecified Daily2.0

PANADEINE FORTE (Other drug) Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

ROHYPNOL (Other drug)

01/01/1996

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1119081

Preferred Term Severity Report Description Treatment
Arthralgia Shoulder pain
Depression Flunitrazepam, panadeine 

forte, zoloft was ceased.
Drug ineffective
Insomnia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 510 of 953

Case Number: Gender:
Weight:

the dosage start date is not accurate but indicates that start occurred sometime during the year.

14/07/1997

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

24/11/1996 06/12/1996

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1119081

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 511 of 953

Case Number: Gender:
Weight:14/07/1997

05/07/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Cardiac enzyme abnormalities.

Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

31/05/1997 CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1119082

Preferred Term Severity Report Description Treatment
Atrial fibrillation
Delusion

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 512 of 953

Case Number: Gender:
Weight:16/07/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralOral application 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1119120

Preferred Term Severity Report Description Treatment
Erectile dysfunction Sexual dysfunction

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 513 of 953

Case Number: Gender:
Weight:16/07/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

AEAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1119121

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder Parkinsonian-like symptoms Zoloft ceased and event 

resolved.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 514 of 953

Case Number: Gender:
Weight:16/07/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1119134

Preferred Term Severity Report Description Treatment
Leukopenia White cell count said to be half minimum 

level.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 515 of 953

Case Number: Gender:
Weight:18/07/1997

10/06/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

 9YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

SERTRALINE HYDROCHLORIDE (Suspected)

03/06/1997 16/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119221

Preferred Term Severity Report Description Treatment
Agitation Extreme agitation and restlessness
Mania Hypomania

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 516 of 953

Case Number: Gender:
Weight:

Symptoms reduced on lower dose but pain & depression increased so back on one tablet daily.

21/07/1997

09/04/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

DUROLAX (Other drug) Reason:

Stopped:Started:Batch:

0.0

FYBOGEL (Other drug) Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

MS CONTIN (Other drug) Reason:

Depression

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected)

09/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119278

Preferred Term Severity Report Description Treatment
Flatulence G.i. fullness
Weight decreased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 517 of 953

Case Number: Gender:
Weight:21/07/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

12/02/1997 15/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119308

Preferred Term Severity Report Description Treatment
Muscle twitching Withdraw zoloft

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:22AM Database: pusime02 ADRS004 Page 518 of 953

Case Number: Gender:
Weight:21/07/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1119310

Preferred Term Severity Report Description Treatment
Drug ineffective Worsening depression Zoloft ceased over reduction of 

four days, efexor was initiated.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 519 of 953

Case Number: Gender:
Weight:21/07/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1119311

Preferred Term Severity Report Description Treatment
Dry mouth
Visual disturbance Withdraw zoloft

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 520 of 953

Case Number: Gender:
Weight:

Patient has a strong family history of depression.

21/07/1997

07/07/1997
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

0.0

SEREPAX (Other drug) Reason:

Depression

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected)

07/07/1997 08/07/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1119315

Preferred Term Severity Report Description Treatment
Catatonia
Nightmare
Psychotic disorder Risperidone, ceased zoloft
Schizophreniform disorder
Suicide attempt

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 521 of 953

Case Number: Gender:
Weight:21/07/1997

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1119317

Preferred Term Severity Report Description Treatment
Hyperhidrosis Nights sweats Ceased zoloft

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 522 of 953

Case Number: Gender:
Weight:21/07/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1119318

Preferred Term Severity Report Description Treatment
Dizziness
Orthostatic hypotension
Palpitations

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 523 of 953

Case Number: Gender:
50.00Weight:

Reaction occurred for first week then began to settle.

22/07/1997

15/07/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

01/07/1997 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1119327

Preferred Term Severity Report Description Treatment
Yawning Yawning & muscle tensing in neck

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 524 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage stop 
date is not necessarily accurate but indicates that stoppage occurred sometime during the month.

23/07/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

19YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ALCOHOL (Interaction) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Interaction)

01/01/1997 28/06/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119354

Preferred Term Severity Report Description Treatment
Face oedema Puffy face

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 525 of 953

Case Number: Gender:
Weight:

Patient took zoloft 50 mg daily for 6 months. when dose reduced to 50mg on alternate days patient reported a recurrence of 
depression.

25/07/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Alternate days OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1119445

Preferred Term Severity Report Description Treatment
Drug ineffective Reccurrence of depression when dose 

reduced.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 526 of 953

Case Number: Gender:
Weight:

Reaction occurred after commencing on zoloft. patient continued to take zoloft & events eventually resolved.

25/07/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1119447

Preferred Term Severity Report Description Treatment
Agitation
Anxiety

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 527 of 953

Case Number: Gender:
55.00Weight:

Symptoms ceased within one week of ceasing zoloft zoloft changed to serzone.  the dosage start date is not accurate but 
indicates that start occurred sometime during the year.

28/07/1997

19/06/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21YAge:

Additional Information:

Medicine Details:
Contraception

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

MICROGYNON 30 ED (Other drug)

01/01/1996 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

16/06/1997 05/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119482

Preferred Term Severity Report Description Treatment
Albuminuria Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 528 of 953

Case Number: Gender:
Weight:

Zoloft was titrated from 25mg to 50mg to 100mg daily over last 2 months.

30/07/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1119540

Preferred Term Severity Report Description Treatment
Conjunctivitis Itchy eyes
Fatigue
Headache
Insomnia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 529 of 953

Case Number: Gender:
Weight:30/07/1997

23/07/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

21/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119542

Preferred Term Severity Report Description Treatment
Drug ineffective Patient felt slightly more depressed.
Anorexia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 530 of 953

Case Number: Gender:
Weight:30/07/1997

17/05/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

12/04/1997 17/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119548

Preferred Term Severity Report Description Treatment
Grand mal convulsion

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 531 of 953

Case Number: Gender:
Weight:01/08/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralTablet 25.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1119628

Preferred Term Severity Report Description Treatment
Migraine Severe
Vomiting Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 532 of 953

Case Number: Gender:
Weight:01/08/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

XANAX (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified 1 time1.0

ZOLOFT (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1119629

Preferred Term Severity Report Description Treatment
Diarrhoea Chronic diarrhoea
Paraesthesia Tingling sensation in spine.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 533 of 953

Case Number: Gender:
Weight:01/08/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

    3M

Reason:

Hospitalisation:

Report Details:
Seq: 1119630

Preferred Term Severity Report Description Treatment
Diarrhoea Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 534 of 953

Case Number: Gender:
70.00Weight:

History of allergy to penicillin, adt, valium.

04/08/1997

31/07/1997
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected)

31/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119664

Preferred Term Severity Report Description Treatment
Diarrhoea
Hypertonia
Nausea
Tremor
Visual disturbance

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 535 of 953

Case Number: Gender:
Weight:04/08/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1119666

Preferred Term Severity Report Description Treatment
Cystitis

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 536 of 953

Case Number: Gender:
Weight:04/08/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    3W

Reason:

Hospitalisation:

Report Details:
Seq: 1119672

Preferred Term Severity Report Description Treatment
Nausea Zoloft ceased and amitriptyline 

commenced.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 537 of 953

Case Number: Gender:
Weight:

Zoloft ceased and to recommence once rash has resolved.

04/08/1997

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1119674

Preferred Term Severity Report Description Treatment
Rash

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 538 of 953

Case Number: Gender:
74.00Weight:

Symptoms ceased 4 or 5 days after ceasing zoloft  the dosage start date is not necessarily accurate but indicates that start 
occurred sometime during the month. the dosage start date is not necessarily accurate but indicates that start occurred sometime 
during the month. the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the 
month.

04/08/1997

09/07/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 4.0

ASPALGIN (Other drug)

01/07/1996 28/07/1997

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

09/07/1997 21/07/1997

Reason:

Pain

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 4.0

MERSYNDOL FORTE (Suspected)

01/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1119677

Preferred Term Severity Report Description Treatment
Hyperhidrosis Severe Heavy sweats
Disturbance in attention Poor concentration
Chills
Confusional state
Fatigue Severe Zoloft ceased
Tremor Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 539 of 953

Case Number: Gender:
Weight:04/08/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1119678

Preferred Term Severity Report Description Treatment
Urinary incontinence Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 540 of 953

Case Number: Gender:
87.00Weight:

Prior treatment 6/9/96 - 15/1/97 with zoloft 50mg daily. ceased due to jaw pain & spasm. patient rechallenged on zoloft with same 
reaction occurring.

04/08/1997

08/07/1997
Causality certainRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

02/07/1997 22/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119692

Preferred Term Severity Report Description Treatment
Dystonia Unable to open mouth properly Zoloft ceased.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 541 of 953

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

06/08/1997

31/07/1997
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44YAge:

Additional Information:

Medicine Details:
Nausea and vomiting

Stopped:Started:Batch:

0.0

CYCLIZINE (Other drug) Reason:

Hiv infection

Stopped:Started:Batch:

0.0

CRIXIVAN (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected)

    3D

Reason:

Hospitalisation:

Report Details:
Seq: 1119715

Preferred Term Severity Report Description Treatment
Pyrexia Felt feverish
Agitation Diazepam & paracetamol
Agitation
Anxiety
Influenza like illness
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 542 of 953

Case Number: Gender:
Weight:

Similar reactions in the past to ees and dye used in ct scanning

06/08/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1119716

Preferred Term Severity Report Description Treatment
Pruritus Itchy rash on upper torso & neck
Rash Rash on upper torso & neck

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 543 of 953

Case Number: Gender:
130.00Weight:07/08/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1119738

Preferred Term Severity Report Description Treatment
Therapeutic response unexpected Relief of urticaria

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 544 of 953

Case Number: Gender:
Weight:

Previous history allergic reaction to paroxetine 14/07/1997 truncal rash increased ige

08/08/1997

25/07/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

81YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SERTRALINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily2.0

RISPERIDONE (Suspected)

09/07/1997 28/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119754

Preferred Term Severity Report Description Treatment
Rash maculo-papular Cessation of sertraline. 

observation/symptomatic 
treatment

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 545 of 953

Case Number: Gender:
Weight:

After 2 doses breast milk which was plentiful previously, diminished, especially at  night. upon cessation of zoloft breastmilk 
supply returned to normal after a couple of days

08/08/1997

28/07/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

26/07/1997 29/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119763

Preferred Term Severity Report Description Treatment
Suppressed lactation Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 546 of 953

Case Number: Gender:
59.00Weight:

Past history of chronic alcholism and mild psychotic episode in 1996. modecate-> tardive dyskinesia and parkinsonism.  the 
dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage start date is 
not necessarily accurate but indicates that start occurred sometime during the month.

11/08/1997

06/02/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:
Chron isch heart dis no hyper

Stopped:Started:Batch:

Dose Unspecified Daily0.5

IMDUR (Other drug)

L TERM

Reason:

Disturbance of coordination

Stopped:Started:Batch:

Milligram Daily2.0

ARTANE (Other drug)

01/10/1996

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

DUPHALAC (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

01/12/1996 07/02/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1119776

Preferred Term Severity Report Description Treatment
Neurosis Agoraphobia (fear of crowds and open 

places).
Ceased zoloft and commenced 
risperidone 1/2 mg od.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 547 of 953

Case Number: Gender:
Weight:11/08/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1119786

Preferred Term Severity Report Description Treatment
Ejaculation failure

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 548 of 953

Case Number: Gender:
Weight:

Sequalae: required 18 stitches to her chin which she split on impact while fainting.

11/08/1997

Causality possibleRecovered with sequelae
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Transient situational disturb

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1119788

Preferred Term Severity Report Description Treatment
Syncope Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 549 of 953

Case Number: Gender:
57.00Weight:

Marked slowing of speech and movement by 2 1/2 months after commenced zoloft 50mg daily.  series of falls.  the dosage start 
date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage stop date is not 
necessarily accurate but indicates that stoppage occurred sometime during the month. the dosage start date is not accurate but 
indicates that start occurred sometime during the year.

11/08/1997

02/06/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:
Angina pectoris w/o hyperten

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

IMDUR (Other drug)

01/01/1992

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/02/1997 28/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119833

Preferred Term Severity Report Description Treatment
Hypokinesia Marked slowing of movement
Speech disorder Marked slowing of speech Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 550 of 953

Case Number: Gender:
70.00Weight:

After stopping zoloft for 24 hours nicotine craving gone & tardive dyskinesia gone - no shaking. patient has been on continuig 
therapy of lithium and artane and has had tardive dysskinesia "for years".

14/08/1997

12/08/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily750.0

LITHICARB (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily10.0

STELAZINE (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily4.0

ARTANE (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

07/08/1997 11/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119857

Preferred Term Severity Report Description Treatment
Therapeutic response unexpected Nicotine craving & tardive dyskinesia gone
Drug withdrawal syndrome

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 551 of 953

Case Number: Gender:
Weight:13/08/1997

18/07/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

17/07/1997 18/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119898

Preferred Term Severity Report Description Treatment
Urticaria Severe Oral steroids, cortisone cream.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 552 of 953

Case Number: Gender:
Weight:

Events began  on day 2 of zolft therapy and after 3 days dose reduced to 50mg from 100 mg, but symptoms continued so zolot 
ceased.

14/08/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1119902

Preferred Term Severity Report Description Treatment
Anorexia
Diarrhoea Zoloft ceased.
Dyspepsia
Nausea
Weight decreased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 553 of 953

Case Number: Gender:
88.00Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

15/08/1997

31/03/1997
Causality possibleNot yet recovered

DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ASPIRIN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily40.0

MIANSERIN HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

06/03/1997

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

SINEMET (Suspected)

06/03/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1119940

Preferred Term Severity Report Description Treatment
Chills
Hyperhidrosis
Serotonin syndrome Withdraw zoloft
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 554 of 953

Case Number: Gender:
0.00Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

14/08/1997

31/12/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

12YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1119953

Preferred Term Severity Report Description Treatment
Tic Tourette's syndrome, facial grimace
Tourette's disorder

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 555 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

15/08/1997

31/12/1997
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily200.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1119961

Preferred Term Severity Report Description Treatment
Agitation
Confusional state
Drug withdrawal syndrome
Hyperacusis

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 556 of 953

Case Number: Gender:
Weight:15/08/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1119964

Preferred Term Severity Report Description Treatment
Dizziness
Orthostatic hypotension

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 557 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

15/08/1997

08/07/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum osmolality 08/08/1997 264
Serum osmolality 09/08/1997 -
Serum osmolality 11/08/1997 283
Serum osmolality 10/08/1997 282
Sodium 08/08/1997 126
Sodium 09/08/1997 123
Sodium 10/08/1997 133

Laboratory Investigations:

69YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

EUHYPNOS (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily200.0

ZOLOFT (Suspected)

01/02/1997 08/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120029

Preferred Term Severity Report Description Treatment
Inappropriate antidiuretic hormone secretion Zoloft withdrawn and fluids 

restricted.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 558 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

15/08/1997

08/07/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 11/08/1997 132
Urine osmolality 08/08/1997 278

Laboratory Investigations:

69YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

EUHYPNOS (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily200.0

ZOLOFT (Suspected)

01/02/1997 08/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120029

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 559 of 953

Case Number: Gender:
Weight:

Doctor is considering reintroducing zoloft with a view to a more gradual withdrawal.  the dosage start date is not necessarily 
accurate but indicates that start occurred sometime during the month. the dosage stop date is not necessarily accurate but 
indicates that stoppage occurred sometime during the month.

18/08/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

01/07/1997 28/08/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1120031

Preferred Term Severity Report Description Treatment
Convulsion To cry out and have a seizure. Investigated and ct scan.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 560 of 953

Case Number: Gender:
Weight:18/08/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily200.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily2.0

CANNABIS PREPARATION (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120032

Preferred Term Severity Report Description Treatment
Confusional state No appreciation, or sense of time.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 561 of 953

Case Number: Gender:
Weight:18/08/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Thyroid 
Stimulating 
Hormone

Decrased level of tsh but normal levels of t3 and t4.

Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120033

Preferred Term Severity Report Description Treatment
Hypothyroidism

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 562 of 953

Case Number: Gender:
Weight:20/08/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120051

Preferred Term Severity Report Description Treatment
Dyspepsia Gastroesophageal reflux.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 563 of 953

Case Number: Gender:
Weight:

the dosage start date is not accurate but indicates that start occurred sometime during the year.

20/08/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

ZOLOFT (Suspected)

01/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1120053

Preferred Term Severity Report Description Treatment
Hepatitis Severe liver problems

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 564 of 953

Case Number: Gender:
64.00Weight:

Twitching took 4 days at least to settle.

19/08/1997

12/07/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected)

10/07/1997 16/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120073

Preferred Term Severity Report Description Treatment
Muscle twitching Twitching of muscles especially around 

eyes.
Withdraw zoloft

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 565 of 953

Case Number: Gender:
Weight:

- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date 
is not necessarily accurate but indicates that start occurred sometime during the month.

18/08/1997

31/07/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/08/1996 04/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120091

Preferred Term Severity Report Description Treatment
Anxiety

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 566 of 953

Case Number: Gender:
Weight:

On withdrawal of zoloft, patient experienced sensations like electric shocks through her head, chest and arms, every time she 
moved and developed brighter vision.  the dosage start date is not necessarily accurate but indicates that start occurred sometime 
during the month.

18/08/1997

06/08/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/08/1996 04/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120092

Preferred Term Severity Report Description Treatment
Visual disturbance Developing brighter vision.
Drug withdrawal syndrome

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 567 of 953

Case Number: Gender:
Weight:

- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date 
is not necessarily accurate but indicates that start occurred sometime during the month.

18/08/1997

31/08/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected)

01/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1120095

Preferred Term Severity Report Description Treatment
Renal impairment

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 568 of 953

Case Number: Gender:
Weight:

Patient discontinued protiaden and after 2-3 day washout commenced zoloft. after increasing dose, experienced reaction.  - the 
date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

18/08/1997

31/08/1997
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily50.0

PROTHIADEN (Interaction)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Interaction) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1120096

Preferred Term Severity Report Description Treatment
Electrocardiogram abnormal St wave changes
Extrasystoles Ventricular ectopic beats, 3 beats salvos.
Palpitations
Ventricular tachycardia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 569 of 953

Case Number: Gender:
Weight:18/08/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A3Age:

Additional Information:

Medicine Details:
Myxedema

Stopped:Started:Batch:

OralTablet 0.0

THYROXINE SODIUM (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120099

Preferred Term Severity Report Description Treatment
Hyperhidrosis
Palpitations Zoloft ceased and than 

recommenced after one week 
at dose of 25mg alternate days.

Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 570 of 953

Case Number: Gender:
Weight:18/08/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A3Age:

Additional Information:

Medicine Details:
Myxedema

Stopped:Started:Batch:

OralTablet 0.0

THYROXINE SODIUM (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120101

Preferred Term Severity Report Description Treatment
Hyperhidrosis
Palpitations Zoloft ceased and 

recommenced at dose of 25mg 
alternate days.Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 571 of 953

Case Number: Gender:
Weight:18/08/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

86YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

    6W

Reason:

Stopped:Started:Batch:

Milligram Daily600.0

ZANTAC (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120102

Preferred Term Severity Report Description Treatment
Breast enlargement Zoloft ceased, zantac reduced 

to 150mg bd.
Diarrhoea
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 572 of 953

Case Number: Gender:
Weight:18/08/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

PREDNISONE (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1120104

Preferred Term Severity Report Description Treatment
Glucocorticoids increased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 573 of 953

Case Number: Gender:
Weight:21/08/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120131

Preferred Term Severity Report Description Treatment
Libido decreased Reduced libido
Ejaculation failure

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 574 of 953

Case Number: Gender:
Weight:

Patient to restart zoloft because of persistent depression  - the date of onset is not accurate but indicates that onset occurred 
sometime during the year.

21/08/1997

31/12/1997
Causality certainRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A4Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120133

Preferred Term Severity Report Description Treatment
Anorexia Loss of appetite
Erectile dysfunction Unable to maintain an erection Zoloft ceased and changed to 

moclobemide, then 
nefazodone.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 575 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

21/08/1997

31/12/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A5Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

S TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1120134

Preferred Term Severity Report Description Treatment
Hypothyroidism Compensated hypothyroidism
Fatigue Increasing tiredness

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 576 of 953

Case Number: Gender:
Weight:

Patient's symptoms resolved in three weeks.  - the date of onset is not necessarily accurate but indicates that onset occurred 
sometime during the month.

21/08/1997

31/07/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily4.0

ORAP (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120136

Preferred Term Severity Report Description Treatment
Sleep disorder Needed less sleep than previously
Agitation Restless, overactive, towards manic Zoloft discontinued

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 577 of 953

Case Number: Gender:
Weight:

Rash developed 2-3 weeks after commencing on zoloft.  - the date of onset is not necessarily accurate but indicates that onset 
occurred sometime during the month.

21/08/1997

31/08/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

12YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

17/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120138

Preferred Term Severity Report Description Treatment
Pruritus
Rash

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 578 of 953

Case Number: Gender:
70.00Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

18/08/1997

31/07/1997
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

19/06/1997 26/06/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

26/06/1997 24/07/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected)

24/07/1997 07/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120139

Preferred Term Severity Report Description Treatment
Fungal infection Tinea Topical antifungal
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 579 of 953

Case Number: Gender:
55.00Weight:21/08/1997

29/05/1997
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

83YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

SERZONE (Interaction)

29/05/1997

Reason:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Interaction)

24/04/1997 28/05/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHIUM CARBONATE (Other drug)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1120170

Preferred Term Severity Report Description Treatment
Thinking abnormal Negative thought control
Aggression
Anxiety
Nervousness

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 580 of 953

Case Number: Gender:
60.00Weight:

Patient has allergies to penicillin, aspirin, codeine, theophylline, bricanyl, glycerne, msg, cows milk, wheat, colour additives. 
patient continues on low dose of zoloft 12.5mg.

21/08/1997

27/07/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

EVENING PRIMROSE OIL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily25.0

ZOLOFT (Suspected)

27/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120212

Preferred Term Severity Report Description Treatment
Bronchospasm Oxygen, isopropyl.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 581 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

22/08/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

CANNABIS PREPARATION (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

01/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120215

Preferred Term Severity Report Description Treatment
Neurosis

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 582 of 953

Case Number: Gender:
Weight:22/08/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120216

Preferred Term Severity Report Description Treatment
Agitation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 583 of 953

Case Number: Gender:
63.00Weight:22/08/1997

19/08/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

AURORIX (Interaction)

17/08/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Interaction)

18/08/1997 19/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120219

Preferred Term Severity Report Description Treatment
Convulsion
Flushing
Hypertension
Malaise
Serotonin syndrome
Tachycardia
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 584 of 953

Case Number: Gender:
Weight:

- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date 
is not necessarily accurate but indicates that start occurred sometime during the month.

25/08/1997

31/08/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120240

Preferred Term Severity Report Description Treatment
Vaginal haemorrhage Vaginal spotting.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 585 of 953

Case Number: Gender:
47.00Weight:

Patient has dropped approx 9kg in weight in 5-6 weeks. feels quite well but looks anorexic & unwell.  - the date of onset is not 
necessarily accurate but indicates that onset occurred sometime during the month.

25/08/1997

31/07/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

EVENING PRIMROSE OIL (Other drug) Reason:

Stopped:Started:Batch:

0.0

VITAMINS (Other drug) Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

MOGADON (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120241

Preferred Term Severity Report Description Treatment
Weight decreased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 586 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

25/08/1997

31/12/1997
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ALCOHOL (Interaction) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1120243

Preferred Term Severity Report Description Treatment
Confusional state

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 587 of 953

Case Number: Gender:
Weight:25/08/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

17/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120244

Preferred Term Severity Report Description Treatment
Dizziness
Nausea
Palpitations

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 588 of 953

Case Number: Gender:
Weight:

Reaction resolved on ceasing zoloft. zoloft changed to efexor.

25/08/1997

Causality certainUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

MELLERIL (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120248

Preferred Term Severity Report Description Treatment
Ejaculation failure Discontinue zoloft.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 589 of 953

Case Number: Gender:
Weight:

Reaction resolved when zoloft ceased.

25/08/1997

Causality certainRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

26YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120250

Preferred Term Severity Report Description Treatment
Weight decreased Lost 3kg over 1 month.
Diarrhoea Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 590 of 953

Case Number: Gender:
Weight:

Patient consumed unknown quantity of alcohol in a drinking binge & smoked marijuana.

25/08/1997

21/08/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ALCOHOL (Interaction) Reason:

Stopped:Started:Batch:

0.0

CANNABIS PREPARATION (Interaction) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1120251

Preferred Term Severity Report Description Treatment
Aggression Abusive, screaming & swearing
Confusional state

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 591 of 953

Case Number: Gender:
Weight:25/08/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

   01M

Reason:

Hospitalisation:

Report Details:
Seq: 1120253

Preferred Term Severity Report Description Treatment
Rash maculo-papular Macular rash on the torso

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 592 of 953

Case Number: Gender:
Weight:25/08/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120254

Preferred Term Severity Report Description Treatment
Hyponatraemia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:23AM Database: pusime02 ADRS004 Page 593 of 953

Case Number: Gender:
Weight:25/08/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120255

Preferred Term Severity Report Description Treatment
Hyponatraemia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 594 of 953

Case Number: Gender:
Weight:25/08/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120256

Preferred Term Severity Report Description Treatment
Hyponatraemia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 595 of 953

Case Number: Gender:
Weight:

Patient was treated with zoloft 50 mg for a period of 3 weeks.  the dose of zoloft was increased to 100mg and after 2 days patient 
experienced symptoms, zoloft was ceased.

28/08/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120356

Preferred Term Severity Report Description Treatment
Neurosis Irrational behaviour
Insomnia Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 596 of 953

Case Number: Gender:
Weight:27/08/1997

01/08/1997
Causality probableUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

31/07/1997 02/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120370

Preferred Term Severity Report Description Treatment
Hypertonia Arms and legs felt stiff and heavy.
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 597 of 953

Case Number: Gender:
84.00Weight:

the dosage start date is not accurate but indicates that start occurred sometime during the year. the dosage start date is not 
accurate but indicates that start occurred sometime during the year.

27/08/1997

01/06/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily100.0

CAPOTEN (Other drug)

01/01/1992

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily100.0

CHLOTRIDE (Other drug)

01/01/1993

Reason:

Anxiety neurosis

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected)

16/05/1997 09/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120372

Preferred Term Severity Report Description Treatment
Diarrhoea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 598 of 953

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

29/08/1997

31/07/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120408

Preferred Term Severity Report Description Treatment
Rash Rash on palms of hands Steroid cream

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 599 of 953

Case Number: Gender:
Weight:

Patient was started on 50mg zoloft, just after commencing he felt colours had intensified, felt buzzier, his depression did not remit.  
after two weeks his dose was increased to 100mg/day, he became more agitated and excitable, and was unable to tolerate it.  
after two days dose was reduced to 50mg/day, he experienced some light intensity which settled.  depression did not lift dose was 
increased to 70mg/day.  still feels some light intensity, which prevents him from going into daylight.  patient is not consisered 
psychotic.  the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

01/09/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

01/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120433

Preferred Term Severity Report Description Treatment
Photophobia Feels light intensity
Visual disturbance Visual distortion.
Agitation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 600 of 953

Case Number: Gender:
Weight:01/09/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1120442

Preferred Term Severity Report Description Treatment
Serotonin syndrome

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 601 of 953

Case Number: Gender:
Weight:01/09/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A7Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Daily OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120443

Preferred Term Severity Report Description Treatment
Dyskinesia Jerky movements

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 602 of 953

Case Number: Gender:
Weight:

Patient was started on 12.5mg daily was on this dose for 10 months, became more depressed, dose was increased to 50/mg daily 
but developed chorea-like movements so dose was reduced to 25mg and symptoms subsided.  - the date of onset is not accurate 
but indicates that onset occurred sometime during the year.

01/09/1997

31/12/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

15YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily12.5

ZOLOFT (Suspected)

   10M

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120446

Preferred Term Severity Report Description Treatment
Choreoathetosis Chorea like movements Dose of zoloft was reduced to 

25mg/day.
Drug ineffective

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 603 of 953

Case Number: Gender:
Weight:01/09/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120468

Preferred Term Severity Report Description Treatment
Dizziness
Somnolence Ceased zoloft.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 604 of 953

Case Number: Gender:
Weight:01/09/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

SEREPAX (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120469

Preferred Term Severity Report Description Treatment
Drug ineffective Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 605 of 953

Case Number: Gender:
60.00Weight:01/09/1997

22/08/1997
Causality possibleNot yet recovered
07/10/1933DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

63Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram As necessary10.0

TEMAZEPAM (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily400.0

DIDANOSINE (Suspected)

28/05/1997

Reason:

Stopped:Started:Batch:

Milligram Daily500.0

ZIDOVUDINE (Suspected)

08/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120474

Preferred Term Severity Report Description Treatment
Pancreatitis Acute pancreatitis. pancreatic enzymes 

reduced

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 606 of 953

Case Number: Gender:
60.00Weight:01/09/1997

22/08/1997
Causality possibleNot yet recovered
07/10/1933DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

63Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily5.0

CISAPRIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily5.0

TROPISETRON HYDROCHLORIDE (Suspected)

20/08/1997

Reason:

Stopped:Started:Batch:

Milligram Daily3.2

PULMICORT (Suspected)

14/08/1997

Reason:

Stopped:Started:Batch:

Milligram Daily200.0

FLUCONAZOLE (Suspected)

09/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120474

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 607 of 953

Case Number: Gender:
58.00Weight:

Symptoms same as patient suffered in episode of ciguatura poisoning 2 weeks previously. zoloft seemed to re-activate ciguatoxin.  
the dosage start date is not accurate but indicates that start occurred sometime during the year.

03/09/1997

15/08/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Menopausal symptoms

Stopped:Started:Batch:

Microgram Daily625.0

OGEN (Other drug)

01/01/1994

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

15/08/1997 15/08/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1120487

Preferred Term Severity Report Description Treatment
Sensory disturbance Temperature inversion
Myalgia
Paraesthesia Severe Mannitol

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 608 of 953

Case Number: Gender:
59.00Weight:04/09/1997

22/07/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Platelets Platelets 29 --> 19 --> 39 off zoloft.

Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:
Famil lipoprotein defic disord

Stopped:Started:Batch:

Milligram Daily800.0

DANAZOL (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily5.0

PREDNISOLONE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1120539

Preferred Term Severity Report Description Treatment
Thrombocytopenia Aggravation of thrombocytopenia Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 609 of 953

Case Number: Gender:
Weight:

Patient was managed on prednisone 40mg oral daily without a problem. zoloft 50mg daily commenced and the patient became 
cushingoid. the patient was a hospital inpatient at the time of this event. follow up: the patient was chishingoid while taking 
prednisone 40mg daily. dose reduced to 10mg daily and condition resolved. zoloft initiated and patient once again become 
cushingoid. zoloft ceased and event resolved.

05/09/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

PREDNISONE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120545

Preferred Term Severity Report Description Treatment
Cushing's syndrome

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 610 of 953

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

05/09/1997

31/08/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120549

Preferred Term Severity Report Description Treatment
Hypertension

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 611 of 953

Case Number: Gender:
88.00Weight:

Reaction occurred when zoloft was increased from 50mg to 100mg daily. allergy to dothiepin-rash, fluid retention on doxepin.

05/09/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

15/08/1997 20/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120560

Preferred Term Severity Report Description Treatment
Face oedema Lower lip swelling
Cheilitis
Flatulence
Headache Ceased zoloft

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 612 of 953

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

05/09/1997

31/08/1997
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120561

Preferred Term Severity Report Description Treatment
Hypertension

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 613 of 953

Case Number: Gender:
Weight:

- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date 
is not accurate but indicates that start occurred sometime during the year.

05/09/1997

31/08/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

67YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected)

01/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1120562

Preferred Term Severity Report Description Treatment
Dyskinesia Orolingual dyskinesia Zoloft reduced to 50mg/day.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 614 of 953

Case Number: Gender:
Weight:

- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date 
is not necessarily accurate but indicates that start occurred sometime during the month.

05/09/1997

31/08/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected)

01/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120563

Preferred Term Severity Report Description Treatment
Syncope
Vomiting Metoclopramide

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 615 of 953

Case Number: Gender:
Weight:05/09/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120568

Preferred Term Severity Report Description Treatment
Dizziness

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 616 of 953

Case Number: Gender:
Weight:05/09/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120570

Preferred Term Severity Report Description Treatment
Dizziness

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 617 of 953

Case Number: Gender:
Weight:05/09/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120571

Preferred Term Severity Report Description Treatment
Dizziness

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 618 of 953

Case Number: Gender:
Weight:05/09/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120572

Preferred Term Severity Report Description Treatment
Myalgia Fibromyalgia
Asthenia Sluggishness in legs, lack of control and 

energy.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 619 of 953

Case Number: Gender:
Weight:

The patient reportedly also had a personality disorder

05/09/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120573

Preferred Term Severity Report Description Treatment
Neurosis Disinhibition

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 620 of 953

Case Number: Gender:
Weight:05/09/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120575

Preferred Term Severity Report Description Treatment
Pain Jaw ache
Insomnia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 621 of 953

Case Number: Gender:
Weight:05/09/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ELDEPRYL (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120576

Preferred Term Severity Report Description Treatment
Libido decreased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 622 of 953

Case Number: Gender:
Weight:08/09/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120590

Preferred Term Severity Report Description Treatment
Agitation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 623 of 953

Case Number: Gender:
Weight:08/09/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120591

Preferred Term Severity Report Description Treatment
Agitation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 624 of 953

Case Number: Gender:
Weight:08/09/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

63YAge:

Additional Information:

Medicine Details:
Other disturbance of sensation

Stopped:Started:Batch:

OralTablet 0.0

PANADEINE FORTE (Other drug) Reason:

Other disturbance of sensation

Stopped:Started:Batch:

OralTablet 0.0

DI-GESIC (Other drug) Reason:

Other disturbance of sensation

Stopped:Started:Batch:

OralTablet 0.0

MS CONTIN (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120592

Preferred Term Severity Report Description Treatment
Hallucination

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 625 of 953

Case Number: Gender:
90.00Weight:09/09/1997

28/08/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 28/08/1997 115

Laboratory Investigations:

63YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

OXAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

0.0

HALOPERIDOL (Other drug) Reason:

Stopped:Started:Batch:

0.0

LISINOPRIL (Other drug) Reason:

Stopped:Started:Batch:

0.0

SERTRALINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120616

Preferred Term Severity Report Description Treatment
Hyponatraemia Fluid corection

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 626 of 953

Case Number: Gender:
53.00Weight:

Peptic ulcer disease 1989. patient felt pain wihitn couple hours of zoloft.

08/09/1997

20/08/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralCapsule 10.0

TEMAZE (Other drug)

19/08/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

20/08/1997 20/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120627

Preferred Term Severity Report Description Treatment
Abdominal pain Burning epigastric pains

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 627 of 953

Case Number: Gender:
Weight:

Female patient reports withdrawal symptoms consisting of electric shocks throughout the body after cessation of zoloft 200mg. 
zoloft recommenced at 100mg daily for 1 month and the event recurred when zoloft ceased.

12/09/1997

Causality certainNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected)

    6M

Reason:

Hospitalisation:

Report Details:
Seq: 1120762

Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome Electric shocks throughout body

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 628 of 953

Case Number: Gender:
Weight:12/09/1997

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120765

Preferred Term Severity Report Description Treatment
Nausea Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 629 of 953

Case Number: Gender:
Weight:12/09/1997

Causality probableUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120766

Preferred Term Severity Report Description Treatment
Agitation
Confusional state
Dizziness

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 630 of 953

Case Number: Gender:
Weight:12/09/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120767

Preferred Term Severity Report Description Treatment
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 631 of 953

Case Number: Gender:
Weight:12/09/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120768

Preferred Term Severity Report Description Treatment
Rash

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 632 of 953

Case Number: Gender:
Weight:12/09/1997

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120769

Preferred Term Severity Report Description Treatment
Bronchospasm Therapy changed to parnate

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 633 of 953

Case Number: Gender:
Weight:12/09/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

64YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    2W

Reason:

Hospitalisation:

Report Details:
Seq: 1120770

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 634 of 953

Case Number: Gender:
73.00Weight:15/09/1997

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

04/08/1997 25/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120800

Preferred Term Severity Report Description Treatment
Erectile dysfunction Erectile dysfunction Therapy changed to aurorix.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 635 of 953

Case Number: Gender:
Weight:15/09/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120815

Preferred Term Severity Report Description Treatment
Tremor Jittery feeling

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 636 of 953

Case Number: Gender:
Weight:15/09/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120817

Preferred Term Severity Report Description Treatment
Tremor Jittery feeling

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 637 of 953

Case Number: Gender:
Weight:15/09/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120818

Preferred Term Severity Report Description Treatment
Tremor Jittery feeling and agitation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 638 of 953

Case Number: Gender:
95.00Weight:16/09/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT Rise in alt significantly to 1000 than dropped to 250.

Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Daily0.0

TRYPTOPHAN (Suspected)

12/06/1997 12/07/1997

Reason:

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

10/10/1996 12/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120860

Preferred Term Severity Report Description Treatment
Hepatic function abnormal

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 639 of 953

Case Number: Gender:
Weight:17/09/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120890

Preferred Term Severity Report Description Treatment
Weight increased Weight gain of 10kg

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 640 of 953

Case Number: Gender:
Weight:17/09/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120893

Preferred Term Severity Report Description Treatment
Diarrhoea
Insomnia
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 641 of 953

Case Number: Gender:
58.00Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

18/09/1997

14/09/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Weekly5.0

DUCENE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

01/06/1997 13/06/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120914

Preferred Term Severity Report Description Treatment
Dizziness
Dry mouth
Headache
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 642 of 953

Case Number: Gender:
Weight:

Patient also has chronic cardiomyopathy.

17/09/1997

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected)

   13D

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1120930

Preferred Term Severity Report Description Treatment
Bradycardia Bradycardia of 40
Atrioventricular block Episodic 2nd degree heart block.
Paraesthesia Worsening paresthesia in limbs Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 643 of 953

Case Number: Gender:
Weight:

Nausea and dry mouth occurred 6 hours after the dose (unclear if there were multiple doses) and resolved after 10 minutes. 
tiredeness appears to be ongoing.

18/09/1997

Causality possibleRecovered without treatment
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120947

Preferred Term Severity Report Description Treatment
Dry mouth
Fatigue
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 644 of 953

Case Number: Gender:
Weight:18/09/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1120948

Preferred Term Severity Report Description Treatment
Dizziness

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 645 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

18/09/1997

31/12/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120950

Preferred Term Severity Report Description Treatment
Bronchospasm Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 646 of 953

Case Number: Gender:
Weight:

Patient was also on painkillers (unspecified) the same time as zoloft.  - the date of onset is not accurate but indicates that onset 
occurred sometime during the year.

18/09/1997

31/12/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Total2.0

ZOLOFT (Suspected)

    2D

Reason:

Hospitalisation:

Report Details:
Seq: 1120951

Preferred Term Severity Report Description Treatment
Cold sweat
Dizziness Zoloft was discontinued
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 647 of 953

Case Number: Gender:
Weight:

Patient is diabetic - zoloft was discontinued  - the date of onset is not accurate but indicates that onset occurred sometime during 
the year.

22/09/1997

31/12/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120991

Preferred Term Severity Report Description Treatment
Visual disturbance Blurred vision Vision improved when zoloft 

was discontinued

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 648 of 953

Case Number: Gender:
Weight:22/09/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121000

Preferred Term Severity Report Description Treatment
Headache

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 649 of 953

Case Number: Gender:
Weight:

Patient experiences tightness in chest each time she swallows a zoloft tablet.

22/09/1997

Causality certainUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

26YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121001

Preferred Term Severity Report Description Treatment
Chest pain

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 650 of 953

Case Number: Gender:
Weight:22/09/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121003

Preferred Term Severity Report Description Treatment
Diarrhoea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 651 of 953

Case Number: Gender:
Weight:22/09/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121004

Preferred Term Severity Report Description Treatment
Diarrhoea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 652 of 953

Case Number: Gender:
Weight:22/09/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:
Obsessive compulsive neurosis

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121005

Preferred Term Severity Report Description Treatment
Depersonalisation Disconnected, unconcerned & in a dreamy 

state.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 653 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

22/09/1997

31/12/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:
Myxedema

Stopped:Started:Batch:

0.0

OROXINE (Suspected) Reason:

Menopausal symptoms

Stopped:Started:Batch:

0.0

PREMARIN (Suspected) Reason:

Other diseases of esophagus

Stopped:Started:Batch:

0.0

LOSEC (Suspected) Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

0.0

ZOCOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121019

Preferred Term Severity Report Description Treatment
Weight increased Weight gain from 60kg to 75kg

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 654 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

22/09/1997

31/12/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:
Debility&undue fatigue

Stopped:Started:Batch:

0.0

TRYPTOPHAN (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

L TERM CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1121019

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 655 of 953

Case Number: Gender:
Weight:

Patient on zoloft 150mg/day, discontinued immediately she found herself pregnant. doctor placed patient back on zoloft for final 6 
months of pregnancy at 100mg/day - no problems.  - the date of onset is not necessarily accurate but indicates that onset 
occurred sometime during the month. the dosage start date is not accurate but indicates that start occurred sometime during the 
year. the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.

22/09/1997

31/03/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily150.0

ZOLOFT (Suspected)

01/01/1995 28/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1121020

Preferred Term Severity Report Description Treatment
Suicide attempt Became suicidal
Anxiety Increasing levels of anxiety
Dizziness Severe Severe dizzy spells Zoloft reinstated at a slightly 

lower dose
Confusional state
Drug withdrawal syndrome

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 656 of 953

Case Number: Gender:
Weight:22/09/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 6.0

VALIUM (Other drug) Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

NORVASC (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121026

Preferred Term Severity Report Description Treatment
Agitation
Dizziness
Increased appetite
Weight increased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 657 of 953

Case Number: Gender:
Weight:22/09/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121027

Preferred Term Severity Report Description Treatment
Tremor Slight tremors in lower limbs Zoloft ceased and commenced 

aurorix

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 658 of 953

Case Number: Gender:
Weight:

the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.

22/09/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

28/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121033

Preferred Term Severity Report Description Treatment
Agitation
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 659 of 953

Case Number: Gender:
Weight:22/09/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Daily OralTablet 0.0

ZOLOFT (Suspected)

   02M

Reason:

Stopped:Started:Batch:

Daily OralTablet 0.0

THYROXINE SODIUM (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1121035

Preferred Term Severity Report Description Treatment
Hyperhidrosis Night sweats
Weight decreased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 660 of 953

Case Number: Gender:
65.00Weight:23/09/1997

04/08/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

VENTOLIN (Other drug) Reason:

Stopped:Started:Batch:

0.0

ATROVENT (Other drug) Reason:

Stopped:Started:Batch:

0.0

PULMICORT (Other drug) Reason:

Stopped:Started:Batch:

0.0

SIMVASTATIN (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1121052

Preferred Term Severity Report Description Treatment
Confusional state Zoloft ceased
Delirium
Somnolence

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 661 of 953

Case Number: Gender:
65.00Weight:23/09/1997

04/08/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

PRIMIDONE (Other drug) Reason:

Stopped:Started:Batch:

0.0

SLOW-K (Other drug) Reason:

Stopped:Started:Batch:

0.0

PREDNISONE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

18/07/1997 02/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121052

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 662 of 953

Case Number: Gender:
90.00Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage stop 
date is not necessarily accurate but indicates that stoppage occurred sometime during the month. the dosage start date is not 
necessarily accurate but indicates that start occurred sometime during the month. the dosage stop date is not necessarily 
accurate but indicates that stoppage occurred sometime during the month.

25/09/1997

04/09/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 04/09/1997 903
ALT = SGPT 22/09/1997 778
AST = SGOT 04/09/1997 769
AST = SGOT 22/09/1997 603
Bilirubin 04/09/1997 181
Bilirubin 22/09/1997 88
GGT = SGGT = 
GGTP

04/09/1997 385

Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

0.0

CLOZAPINE (Suspected)

01/04/1996 28/09/1996

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram As necessary10.0

TEMAZEPAM (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily100.0

SERTRALINE HYDROCHLORIDE (Suspected)

01/03/1997 28/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121077

Preferred Term Severity Report Description Treatment
Jaundice

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 663 of 953

Case Number: Gender:
90.00Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage stop 
date is not necessarily accurate but indicates that stoppage occurred sometime during the month. the dosage start date is not 
necessarily accurate but indicates that start occurred sometime during the month. the dosage stop date is not necessarily 
accurate but indicates that stoppage occurred sometime during the month.

25/09/1997

04/09/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

GGT = SGGT = 
GGTP

22/09/1997 466
SAP = ALP 04/09/1997 205
SAP = ALP 22/09/1997 263

Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

0.0

CLOZAPINE (Suspected)

01/04/1996 28/09/1996

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram As necessary10.0

TEMAZEPAM (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily100.0

SERTRALINE HYDROCHLORIDE (Suspected)

01/03/1997 28/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121077

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 664 of 953

Case Number: Gender:
Weight:25/09/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

OralCapsule 0.0

MEXILETINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121096

Preferred Term Severity Report Description Treatment
Convulsion

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 665 of 953

Case Number: Gender:
Weight:25/09/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121097

Preferred Term Severity Report Description Treatment
Agitation
Anxiety

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 666 of 953

Case Number: Gender:
Weight:

Patient also using depot antipsychotic medication for schizophrenia.

25/09/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A5Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121099

Preferred Term Severity Report Description Treatment
Hyperkinesia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 667 of 953

Case Number: Gender:
Weight:25/09/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121100

Preferred Term Severity Report Description Treatment
Anorexia Appetite suppression
Weight decreased Weight loss of 10kg

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 668 of 953

Case Number: Gender:
Weight:25/09/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

   10D

Reason:

Hospitalisation:

Report Details:
Seq: 1121101

Preferred Term Severity Report Description Treatment
Rash Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 669 of 953

Case Number: Gender:
Weight:25/09/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A7Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily4.0

ORAP (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121102

Preferred Term Severity Report Description Treatment
Delirium
Drug withdrawal syndrome

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 670 of 953

Case Number: Gender:
Weight:25/09/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Cataplexy&narcolepsy brain dis

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

    5D

Reason:

Hospitalisation:

Report Details:
Seq: 1121105

Preferred Term Severity Report Description Treatment
Anxiety
Depersonalisation
Dizziness
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:24AM Database: pusime02 ADRS004 Page 671 of 953

Case Number: Gender:
Weight:25/09/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

OralTablet 0.0

ATIVAN (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121107

Preferred Term Severity Report Description Treatment
Agitation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 672 of 953

Case Number: Gender:
Weight:

Patient also received thyroid replacement therapy.

25/09/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A5Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121108

Preferred Term Severity Report Description Treatment
Hyponatraemia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 673 of 953

Case Number: Gender:
Weight:25/09/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121109

Preferred Term Severity Report Description Treatment
Nightmare Vivid dreams
Back pain Feldene gel.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 674 of 953

Case Number: Gender:
Weight:

Had feeling as if she could not close her mouth, because of tightening muscles has history of headaches.

29/09/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

14YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected)

    3D

Reason:

Hospitalisation:

Report Details:
Seq: 1121165

Preferred Term Severity Report Description Treatment
Dystonia Jaw stiffening.
Headache Ceased zoloft

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 675 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

29/09/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121166

Preferred Term Severity Report Description Treatment
Hyperhidrosis Night sweats
Flushing
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 676 of 953

Case Number: Gender:
Weight:

Patient experienced symptoms when dose of norvasc was increased form 5mg to 10mg daily.

29/09/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

NORVASC (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121167

Preferred Term Severity Report Description Treatment
Dizziness
Headache

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 677 of 953

Case Number: Gender:
Weight:

Patient experienced reaction after only one dose of zoloft.  the dosage start date is not necessarily accurate but indicates that 
start occurred sometime during the month.

29/09/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A2Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected)

01/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121169

Preferred Term Severity Report Description Treatment
Agitation Panic attack Zoloft ceased.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 678 of 953

Case Number: Gender:
Weight:29/09/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121173

Preferred Term Severity Report Description Treatment
Hyperhidrosis Night sweats

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 679 of 953

Case Number: Gender:
Weight:

Reaction to zoloft occurred after first single dose.

29/09/1997

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

65YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121174

Preferred Term Severity Report Description Treatment
Abdominal pain
Diarrhoea Severe Zoloft ceased
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 680 of 953

Case Number: Gender:
Weight:29/09/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121177

Preferred Term Severity Report Description Treatment
Bruxism Began to clench teeth.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 681 of 953

Case Number: Gender:
Weight:29/09/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

84YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121180

Preferred Term Severity Report Description Treatment
Hyponatraemia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 682 of 953

Case Number: Gender:
Weight:

Patient also receiving other unspecified drug therapy.

29/09/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121182

Preferred Term Severity Report Description Treatment
Amnesia Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 683 of 953

Case Number: Gender:
Weight:29/09/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1121184

Preferred Term Severity Report Description Treatment
Amnesia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 684 of 953

Case Number: Gender:
Weight:29/09/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

    2Y

Reason:

Hospitalisation:

Report Details:
Seq: 1121185

Preferred Term Severity Report Description Treatment
Aggression
Agitation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 685 of 953

Case Number: Gender:
Weight:29/09/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121186

Preferred Term Severity Report Description Treatment
Aggression
Agitation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 686 of 953

Case Number: Gender:
0.00Weight:29/09/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99UAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily Oral100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121188

Preferred Term Severity Report Description Treatment
Breast mass Breast lumps

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 687 of 953

Case Number: Gender:
Weight:29/09/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    1W

Reason:

Hospitalisation:

Report Details:
Seq: 1121198

Preferred Term Severity Report Description Treatment
Anxiety Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 688 of 953

Case Number: Gender:
Weight:

Reactions occurred on withdrawal of zoloft.

29/09/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    1W

Reason:

Hospitalisation:

Report Details:
Seq: 1121199

Preferred Term Severity Report Description Treatment
Paraesthesia Skin crawling
Aggression
Drug withdrawal syndrome

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 689 of 953

Case Number: Gender:
Weight:29/09/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121200

Preferred Term Severity Report Description Treatment
Purpura

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 690 of 953

Case Number: Gender:
Weight:

Patient was recieving long term therapy with an unspecified ace inhibitor and experienced coughing.  when zoloft was add to 
patients therapy the cough resolved.

29/09/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121202

Preferred Term Severity Report Description Treatment
Therapeutic response unexpected

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 691 of 953

Case Number: Gender:
Weight:

Patient is also on hormone replacement therapy (unspecified).

29/09/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121204

Preferred Term Severity Report Description Treatment
Anorgasmia
Fatigue
Rash

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 692 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

02/10/1997

29/08/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Miscarriage 8/40

Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily50.0

SERTRALINE HYDROCHLORIDE (Suspected)

01/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121276

Preferred Term Severity Report Description Treatment
Intra-uterine death

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 693 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

03/10/1997

21/09/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

22YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily100.0

SERTRALINE HYDROCHLORIDE (Suspected)

01/05/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1121294

Preferred Term Severity Report Description Treatment
Intra-uterine death Miscarriage 10/52

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 694 of 953

Case Number: Gender:
Weight:03/10/1997

08/08/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Interaction)

06/08/1997

Reason:

Stopped:Started:Batch:

Milligram Daily300.0

AURORIX (Interaction)

07/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121323

Preferred Term Severity Report Description Treatment
Blepharospasm Flickering eyelids
Gait disturbance Unable to walk properly
Diplopia
Dizziness Cogentin, ciproheptadine
Euphoric mood
Malaise
Nausea
Serotonin syndrome

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 695 of 953

Case Number: Gender:
Weight:

Further noted that, after discontinuing zoloft, patient tried moclobemide, dothiepin, and venlafaxine consecutively.  - the date of 
onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date is not 
necessarily accurate but indicates that start occurred sometime during the month.

06/10/1997

31/07/1997
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121331

Preferred Term Severity Report Description Treatment
Headache Zoloft discontinued
Insomnia
Visual disturbance

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 696 of 953

Case Number: Gender:
Weight:

Patient on zoloft for about 4 days after coming off aurorix gradually after 3 weeks and experienced hallucinations.  - the date of 
onset is not accurate but indicates that onset occurred sometime during the year.

06/10/1997

31/12/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Interaction)

   04D

Reason:

Stopped:Started:Batch:

0.0

AURORIX (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1121332

Preferred Term Severity Report Description Treatment
Hallucination

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 697 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

06/10/1997

31/12/1997
Causality possibleUnknown

DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121333

Preferred Term Severity Report Description Treatment
Syncope

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 698 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

06/10/1997

31/12/1997
Causality possibleUnknown

DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121334

Preferred Term Severity Report Description Treatment
Syncope

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 699 of 953

Case Number: Gender:
Weight:06/10/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121337

Preferred Term Severity Report Description Treatment
Euphoric mood Severe Severe Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 700 of 953

Case Number: Gender:
Weight:06/10/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121338

Preferred Term Severity Report Description Treatment
Diarrhoea Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 701 of 953

Case Number: Gender:
Weight:06/10/1997

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1121339

Preferred Term Severity Report Description Treatment
Headache Zoloft ceased
Hyperhidrosis
Pruritus

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 702 of 953

Case Number: Gender:
Weight:06/10/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121340

Preferred Term Severity Report Description Treatment
Agitation Zoloft ceased
Sleep disorder

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 703 of 953

Case Number: Gender:
Weight:06/10/1997

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121342

Preferred Term Severity Report Description Treatment
Ejaculation failure Ejaculatory problems
Sexual dysfunction Sexual dysfunction
Drug ineffective

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 704 of 953

Case Number: Gender:
Weight:

Patient is also on unspecified - hormone replacement therapy for menopausal  - the date of onset is not accurate but indicates 
that onset occurred sometime during the year. the dosage start date is not necessarily accurate but indicates that start occurred 
sometime during the month.

06/10/1997

31/12/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

01/04/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1121351

Preferred Term Severity Report Description Treatment
Hyperhidrosis Night sweats Dose of zoloft reduced so 

sweats become more tolerable

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 705 of 953

Case Number: Gender:
Weight:06/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

   03D

Reason:

Hospitalisation:

Report Details:
Seq: 1121353

Preferred Term Severity Report Description Treatment
Yawning Constant yawning Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 706 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

06/10/1997

31/12/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121357

Preferred Term Severity Report Description Treatment
Tinnitus Zoloft dose reduced

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 707 of 953

Case Number: Gender:
Weight:06/10/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected)

   06W

Reason:

Hospitalisation:

Report Details:
Seq: 1121358

Preferred Term Severity Report Description Treatment
Chills Teeth chattering
Yawning

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 708 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

06/10/1997

31/12/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

AMINO ACIDS NOS (Other drug) Reason:

Stopped:Started:Batch:

TransdermalCream 0.0

PROGESTERONE (Other drug) Reason:

Stopped:Started:Batch:

0.0

XANAX (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121359

Preferred Term Severity Report Description Treatment
Libido decreased Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 709 of 953

Case Number: Gender:
82.00Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

06/10/1997

29/08/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:
Asthma

Stopped:Started:Batch:

As necessary0.0

VENTOLIN (Other drug)

L TERM CONTIN

Reason:

Asthma

Stopped:Started:Batch:

As necessary0.0

BRICANYL (Other drug)

L TERM CONTIN

Reason:

Contraception

Stopped:Started:Batch:

Dose Unspecified Daily1.0

DIANE-35 ED (Other drug)

01/07/1997 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

28/02/1997 30/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121367

Preferred Term Severity Report Description Treatment
Rash maculo-papular Rash in left armpit.
Acne Rash on face, buttocks and a little on back

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 710 of 953

Case Number: Gender:
82.00Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

06/10/1997

29/08/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily150.0

ZOLOFT (Suspected)

30/05/1997 29/08/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily200.0

ZOLOFT (Suspected)

29/08/1997 21/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121367

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 711 of 953

Case Number: Gender:
Weight:06/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121394

Preferred Term Severity Report Description Treatment
Somnolence Experienced sedation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 712 of 953

Case Number: Gender:
Weight:06/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Interaction) Reason:

Pneumonia,unspecified

Stopped:Started:Batch:

OralTablet 0.0

ETHAMBUTOL HYDROCHLORIDE (Interaction) Reason:

Pneumonia,unspecified

Stopped:Started:Batch:

OralCapsule 0.0

RIFAMPICIN (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1121395

Preferred Term Severity Report Description Treatment
Somnolence Experienced sedation Ceased zoloft

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 713 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

09/10/1997

26/09/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:
Cellul&absc otr,mult&nos sites

Stopped:Started:Batch:

Milligram Daily IntravenousInjection 800.0

TEICOPLANIN (Suspected)

16/09/1997 27/09/1997

Reason:

Cellul&absc otr,mult&nos sites

Stopped:Started:Batch:

Milligram Daily OralCapsule 600.0

RIFAMPICIN (Suspected)

02/09/1997 28/09/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/08/1997 28/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121427

Preferred Term Severity Report Description Treatment
Neutropenia Count decreased to 0.80 for 6 days Ceased drugs
Pyrexia Temperature up to 38 degrees for 3 nights
Pancytopenia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 714 of 953

Case Number: Gender:
Weight:09/10/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    7D

Reason:

Hospitalisation:

Report Details:
Seq: 1121456

Preferred Term Severity Report Description Treatment
Delirium
Dry mouth
Hallucination Zoloft ceased.
Tachycardia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 715 of 953

Case Number: Gender:
Weight:09/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation: Treated in outpatient department only.

Report Details:
Seq: 1121458

Preferred Term Severity Report Description Treatment
Chest pain Left lower thoracic pain.
Abdominal pain

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 716 of 953

Case Number: Gender:
Weight:09/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

    2W

Reason:

Hospitalisation:

Report Details:
Seq: 1121463

Preferred Term Severity Report Description Treatment
Alopecia Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 717 of 953

Case Number: Gender:
Weight:

Patient experienced headache exactly six hours after taking a dose of zoloft.

09/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121464

Preferred Term Severity Report Description Treatment
Headache Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 718 of 953

Case Number: Gender:
Weight:13/10/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Migraine

Stopped:Started:Batch:

OralTablet 0.0

SANDOMIGRAN (Other drug) Reason:

Stopped:Started:Batch:

Daily OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121504

Preferred Term Severity Report Description Treatment
Migraine Increased frequency of migraine

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 719 of 953

Case Number: Gender:
Weight:

Concurrent therapy included hormone replacement therapy (unspecified).

13/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1121505

Preferred Term Severity Report Description Treatment
Agitation Experienced panic attack

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 720 of 953

Case Number: Gender:
Weight:13/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121506

Preferred Term Severity Report Description Treatment
Dystonia
Hyperkinesia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 721 of 953

Case Number: Gender:
Weight:13/10/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

83YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121507

Preferred Term Severity Report Description Treatment
Confusional state Was confused
Coma
Hyponatraemia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 722 of 953

Case Number: Gender:
Weight:

Reaction occurred when dose of zoloft was increased from 50mg to 100mg daily.

10/10/1997

18/09/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

57YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ETIDRONATE DISODIUM (Other drug) Reason:

Osteoporosis

Stopped:Started:Batch:

0.0

DIDROCAL (Suspected)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

29/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121508

Preferred Term Severity Report Description Treatment
Diarrhoea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 723 of 953

Case Number: Gender:
Weight:

the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.

10/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

28/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121516

Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome Shooting pains and electric shock. Withdrew over 3 week period.
Headache Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 724 of 953

Case Number: Gender:
Weight:

the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.

10/09/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

28/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121519

Preferred Term Severity Report Description Treatment
Anxiety Panic attacks Recommenced zoloft at 25mg 

for 1 week and withdraw again 
successfully.

Drug withdrawal syndrome

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 725 of 953

Case Number: Gender:
Weight:

Gastroenterologt reports that female patient developed lymphocytic colitis.

15/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121546

Preferred Term Severity Report Description Treatment
Colitis Lymphocytic colitis

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 726 of 953

Case Number: Gender:
Weight:15/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121547

Preferred Term Severity Report Description Treatment
Diarrhoea
Metrorrhagia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 727 of 953

Case Number: Gender:
Weight:15/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

56YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Daily OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121548

Preferred Term Severity Report Description Treatment
Flushing
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 728 of 953

Case Number: Gender:
Weight:15/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121549

Preferred Term Severity Report Description Treatment
Yawning

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 729 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

15/10/1997

31/12/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

31YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1121551

Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome Dropping sensations & feelings like elect. 

shocksEpistaxis Nosebleed lasting up to 1 hour a day
Headache Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 730 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage stop 
date is not necessarily accurate but indicates that stoppage occurred sometime during the month.

15/10/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected)

01/03/1997 28/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121590

Preferred Term Severity Report Description Treatment
Hyperhidrosis Night sweats. Zoloft ceased
Tremor
Vaginal haemorrhage

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 731 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

15/10/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected)

01/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121591

Preferred Term Severity Report Description Treatment
Hyperaesthesia Increased sensitivity to pain
Drug withdrawal syndrome
Syncope

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 732 of 953

Case Number: Gender:
Weight:16/10/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A5Age:

Additional Information:

Medicine Details:
Smoker

Stopped:Started:Batch:

OralTablet 0.0

NICORETTE GUM (Other drug) Reason:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121595

Preferred Term Severity Report Description Treatment
Flushing Flushing of the neck & face

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 733 of 953

Case Number: Gender:
148.00Weight:16/10/1997

16/10/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily25.0

ZOLOFT (Suspected)

14/10/1997 15/10/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121624

Preferred Term Severity Report Description Treatment
Angioedema

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 734 of 953

Case Number: Gender:
Weight:

Reaction occurred after unintentionally omitting his doses of zoloft over past 2-3 days.

20/10/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected)

L TERM    18M

Reason:

Hospitalisation:

Report Details:
Seq: 1121632

Preferred Term Severity Report Description Treatment
Paraesthesia Tingling of the lips
Dizziness
Drug withdrawal syndrome

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 735 of 953

Case Number: Gender:
Weight:20/10/1997

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Daily OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121635

Preferred Term Severity Report Description Treatment
Dry mouth
Tremor Severe Zoloft ceased.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 736 of 953

Case Number: Gender:
85.00Weight:

Left side chest, shoulder and back pain for last 5 days. pain worse on deep breathing.

17/10/1997

09/09/1997
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrocardiograph
y

On 10/09/97 ecg reported non specific changes.

Laboratory Investigations:

22YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily6.0

COGENTIN (Other drug)

20/08/1997

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

16/08/1997 10/09/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

20/08/1997 12/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121642

Preferred Term Severity Report Description Treatment
Pleuritic pain L side chest pain worse on breathing. Clozaril ceased, augmentin and 

hydrocortisone cream given.
Arthralgia Shoulder and back pain
Chest pain
Electrocardiogram abnormal
Eosinophilia
Myocarditis
Neutropenia
Rash Hydrocortisone.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 737 of 953

Case Number: Gender:
50.00Weight:20/10/1997

25/08/1997
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

25/08/1997 16/10/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121693

Preferred Term Severity Report Description Treatment
Ejaculation failure
Tremor
Yawning

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 738 of 953

Case Number: Gender:
Weight:

Oesophageal reflux worsening in a 9 month old baby, when the dose of zoloft in the mother, who was breast feeding, was 
increased from 50-75mg.  - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the 
month.

23/10/1997

31/10/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily Breast milk transferOral application 75.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121788

Preferred Term Severity Report Description Treatment
Dyspepsia Oesophageal reflux
Feeding disorder neonatal

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 739 of 953

Case Number: Gender:
Weight:

- the date of onset is not accurate but indicates that onset occurred sometime during the year. the dosage stop date is not 
necessarily accurate but indicates that stoppage occurred sometime during the month.

23/10/1997

31/12/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

28/10/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121790

Preferred Term Severity Report Description Treatment
Ejaculation failure

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 740 of 953

Case Number: Gender:
Weight:23/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121791

Preferred Term Severity Report Description Treatment
Hypertension

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 741 of 953

Case Number: Gender:
Weight:

Patient was reported to be a thin, recovered alcoholic.

23/10/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121792

Preferred Term Severity Report Description Treatment
Myalgia Generalised muscular aches and pains Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 742 of 953

Case Number: Gender:
Weight:23/10/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Daily OralTablet 0.0

ZOLOFT (Suspected)

   06W

Reason:

Hospitalisation:

Report Details:
Seq: 1121793

Preferred Term Severity Report Description Treatment
Diarrhoea Severe Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 743 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

23/10/1997

31/12/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

19YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ORAL CONTRACEPTIVE NOS (Other drug) Reason:

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121803

Preferred Term Severity Report Description Treatment
Agitation Developed major agitation Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 744 of 953

Case Number: Gender:
Weight:

Patient discontinued zoloft because she found she was pregnant.  - the date of onset is not necessarily accurate but indicates that 
onset occurred sometime during the month. the dosage stop date is not necessarily accurate but indicates that stoppage occurred 
sometime during the month.

23/10/1997

31/10/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

0.0

MOGADON (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

28/10/1997L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1121804

Preferred Term Severity Report Description Treatment
Tremor Shakiness
Drug withdrawal syndrome
Insomnia
Visual disturbance

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 745 of 953

Case Number: Gender:
55.00Weight:

Allergic reaction to zoloft.

23/10/1997

03/10/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:
Menopausal symptoms

Stopped:Started:Batch:

0.0

PRIMOLUT-N (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily5.0

ZESTRIL (Other drug)

12/10/1997

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

29/09/1997 02/10/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121806

Preferred Term Severity Report Description Treatment
Rash maculo-papular

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:25AM Database: pusime02 ADRS004 Page 746 of 953

Case Number: Gender:
Weight:23/10/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121808

Preferred Term Severity Report Description Treatment
Paraesthesia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 747 of 953

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

23/10/1997

31/10/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

CARDIZEM (Other drug) Reason:

Stopped:Started:Batch:

0.0

PLENDIL (Other drug) Reason:

Stopped:Started:Batch:

0.0

ZANTAC (Other drug) Reason:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121809

Preferred Term Severity Report Description Treatment
Tremor Developed a worsening tremor.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 748 of 953

Case Number: Gender:
Weight:23/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121814

Preferred Term Severity Report Description Treatment
Anorgasmia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 749 of 953

Case Number: Gender:
Weight:

The patient was maintained on depixol.

23/10/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

64YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121816

Preferred Term Severity Report Description Treatment
Confusional state Zoloft ceased
Hyponatraemia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 750 of 953

Case Number: Gender:
Weight:23/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121817

Preferred Term Severity Report Description Treatment
Depression Worsening depression
Dizziness
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 751 of 953

Case Number: Gender:
Weight:24/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121827

Preferred Term Severity Report Description Treatment
Libido decreased Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 752 of 953

Case Number: Gender:
Weight:24/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121828

Preferred Term Severity Report Description Treatment
Somnolence Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 753 of 953

Case Number: Gender:
Weight:

Reaction occurred 1 month after increasing zoloft from 100mg to 200mg daily.

24/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121829

Preferred Term Severity Report Description Treatment
Flatulence Experienced abdominal distention

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 754 of 953

Case Number: Gender:
Weight:24/10/1997

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Daily OralTablet 0.0

ZANTAC (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Anxiety neurosis

Stopped:Started:Batch:

Daily OralTablet 0.0

ALPRAZOLAM (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121830

Preferred Term Severity Report Description Treatment
Dystonia Intermittent facial dystonia Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 755 of 953

Case Number: Gender:
Weight:24/10/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:
Transient situational disturb

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121831

Preferred Term Severity Report Description Treatment
Agitation Increased restlessness Zoloft ceased
Agitation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 756 of 953

Case Number: Gender:
Weight:24/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A2Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121832

Preferred Term Severity Report Description Treatment
Depersonalisation Feeling strange and 'funny in the head'

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 757 of 953

Case Number: Gender:
Weight:

the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.

23/10/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

26YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

28/10/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121833

Preferred Term Severity Report Description Treatment
Hyperhidrosis Night sweats Ceased zoloft

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 758 of 953

Case Number: Gender:
66.00Weight:

This was a second pregnancy. only other drug exposure was nicotine and alcohol

24/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data An infant born to a woman who had taken zoloft throughout her 
pregnancy required transfer to a specialist centre and died at 
age 10 days.  the baby was found to have a previously 
unsuspected congenital heart lesion reportedly involving left 
ventricular outflow obstruction.

Laboratory Investigations:

31YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121834

Preferred Term Severity Report Description Treatment
Aortic stenosis
Death neonatal
Heart disease congenital
Mitral valve incompetence

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 759 of 953

Case Number: Gender:
Weight:

the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.

23/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A2Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

28/10/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121835

Preferred Term Severity Report Description Treatment
Anorgasmia Zoloft ceased.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 760 of 953

Case Number: Gender:
Weight:

the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.

23/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

28/10/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121836

Preferred Term Severity Report Description Treatment
Agitation Ceased zoloft

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 761 of 953

Case Number: Gender:
Weight:

the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.

23/10/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected)

28/10/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121837

Preferred Term Severity Report Description Treatment
Hyperhidrosis Night sweats Ceased zoloft
Headache Severe
Palpitations

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 762 of 953

Case Number: Gender:
Weight:

Patient took one tablet of zoloft 50mg and within one hour she experienced reaction.  the dosage start date is not necessarily 
accurate but indicates that start occurred sometime during the month. the dosage stop date is not necessarily accurate but 
indicates that stoppage occurred sometime during the month.

23/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected)

01/10/1997 28/10/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121838

Preferred Term Severity Report Description Treatment
Face oedema Face puffed up.
Headache Felt like head would explode. Ceased zoloft

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 763 of 953

Case Number: Gender:
Weight:23/10/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine Creatinine clearance~10ml/min

Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121847

Preferred Term Severity Report Description Treatment
Renal impairment

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 764 of 953

Case Number: Gender:
Weight:

Reaction occurred when zoloft dose increased from 50mg to 100mg daily.

27/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121857

Preferred Term Severity Report Description Treatment
Confusional state

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 765 of 953

Case Number: Gender:
Weight:27/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32YAge:

Additional Information:

Medicine Details:
Contraception

Stopped:Started:Batch:

Daily OralTablet 0.0

TRIQUILAR ED (Other drug) Reason:

Depression

Stopped:Started:Batch:

Daily OralTablet 0.0

ZOLOFT (Suspected)

   12M

Reason:

Hospitalisation:

Report Details:
Seq: 1121859

Preferred Term Severity Report Description Treatment
Libido decreased Zoloft ceased and aurorix 

commenced.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 766 of 953

Case Number: Gender:
Weight:

Patient also taking an oral hypoglycaemic (unspecified).

27/10/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ISOPTIN (Other drug) Reason:

Stopped:Started:Batch:

Daily OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121860

Preferred Term Severity Report Description Treatment
Hypernatraemia Raised blood sodium levels

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 767 of 953

Case Number: Gender:
Weight:

Patient was also taking a laxative (unspecified) at the same time.

27/10/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121861

Preferred Term Severity Report Description Treatment
Hypernatraemia Raised blood sodium levels Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 768 of 953

Case Number: Gender:
Weight:

The patient had suffered a stroke in the past.

27/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

84YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 2 times OralTablet 50.0

ZOLOFT (Suspected)

   02D

Reason:

Hospitalisation:

Report Details:
Seq: 1121862

Preferred Term Severity Report Description Treatment
Dizziness

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 769 of 953

Case Number: Gender:
Weight:

Full blood count, including platelets, reported with normal limits.

27/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

22YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1121863

Preferred Term Severity Report Description Treatment
Purpura Easy bruising

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 770 of 953

Case Number: Gender:
Weight:

- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date 
is not accurate but indicates that start occurred sometime during the year.

28/10/1997

31/10/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:
Unspecified arthritis

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

NAPROSYN (Other drug)

17/09/1997 CONTIN

Reason:

Osteoporosis

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

CALTRATE (Other drug)

13/08/1997 CONTIN

Reason:

Contraception

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

MICROGYNON 50 (Other drug)

01/01/1994 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

20/08/1997 15/10/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121904

Preferred Term Severity Report Description Treatment
Pruritus White lumps on skin. Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 771 of 953

Case Number: Gender:
Weight:

The patient was also receiving hormone replacement therapy (unspecified).

28/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Daily OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121940

Preferred Term Severity Report Description Treatment
Fatigue Extreme tiredness

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 772 of 953

Case Number: Gender:
Weight:28/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121941

Preferred Term Severity Report Description Treatment
Muscle twitching

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 773 of 953

Case Number: Gender:
Weight:

Has apparently experienced sexual problems (not specified) previously.  - the date of onset is not accurate but indicates that 
onset occurred sometime during the year.

31/10/1997

31/12/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121981

Preferred Term Severity Report Description Treatment
Erectile dysfunction

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 774 of 953

Case Number: Gender:
Weight:

Prior to commencing zoloft she has been suffering from a viral infection, with fatigue, swollen lymph nodes and fever for several 
months.  the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

31/10/1997

17/10/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/09/1997 14/10/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121982

Preferred Term Severity Report Description Treatment
Hypoaesthesia Head and hands
Drug withdrawal syndrome
Fatigue
Increased appetite

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 775 of 953

Case Number: Gender:
Weight:31/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

AEAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121986

Preferred Term Severity Report Description Treatment
Dysphagia Difficulty in swallowing

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 776 of 953

Case Number: Gender:
Weight:31/10/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A3Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralTablet 25.0

ZOLOFT (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1121987

Preferred Term Severity Report Description Treatment
Agitation Severe Debilitating panic Zoloft ceased
Anxiety

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 777 of 953

Case Number: Gender:
Weight:31/10/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A5Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralTablet 25.0

ZOLOFT (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1121988

Preferred Term Severity Report Description Treatment
Agitation Severe Delibitationg panic Zoloft ceased
Anxiety

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 778 of 953

Case Number: Gender:
Weight:31/10/1997

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Daily OralTablet 0.0

BUSPAR (Other drug) Reason:

Stopped:Started:Batch:

Daily OralTablet 0.0

ZOLOFT (Suspected)

   01M

Reason:

Hospitalisation:

Report Details:
Seq: 1121989

Preferred Term Severity Report Description Treatment
Libido decreased Sexual dysfunction Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 779 of 953

Case Number: Gender:
Weight:31/10/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121990

Preferred Term Severity Report Description Treatment
Accommodation disorder Developed paralysis of accommodation of 

both eyes.
Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 780 of 953

Case Number: Gender:
Weight:31/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

89YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Daily OralTablet 0.0

LANOXIN (Other drug) Reason:

Stopped:Started:Batch:

Daily OralOral application 0.0

LASIX (Other drug) Reason:

Stopped:Started:Batch:

Daily OralOral application 0.0

ASPIRIN (Other drug) Reason:

Stopped:Started:Batch:

Daily OralTablet 0.0

NORVASC (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1121991

Preferred Term Severity Report Description Treatment
Weight decreased Weight reduced by 10kg
Anorexia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 781 of 953

Case Number: Gender:
Weight:31/10/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

89YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Daily OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121991

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 782 of 953

Case Number: Gender:
Weight:03/11/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

   02M

Reason:

Hospitalisation:

Report Details:
Seq: 1122070

Preferred Term Severity Report Description Treatment
Insomnia Zoloft ceased but 

recommenced 1 month later.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 783 of 953

Case Number: Gender:
Weight:

The patient was also using benzodiazepine (unspecified) at the same time.

03/11/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122072

Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome Benzodiazepine withdrawal-like reaction
Paraesthesia Crawling under the skin
Agitation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 784 of 953

Case Number: Gender:
Weight:03/11/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122075

Preferred Term Severity Report Description Treatment
Agitation Agitation and restlessness Zoloft ceased.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 785 of 953

Case Number: Gender:
Weight:03/11/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122077

Preferred Term Severity Report Description Treatment
Agitation Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 786 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

03/11/1997

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Patient has been diagnosed with collagenous colitis after 
colonoscopy

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

01/06/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1122078

Preferred Term Severity Report Description Treatment
Weight decreased 11 kilos weight loss to date
Colitis
Diarrhoea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 787 of 953

Case Number: Gender:
Weight:

The patient had the same experience with aurorix.

03/11/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected)

   05D

Reason:

Hospitalisation:

Report Details:
Seq: 1122079

Preferred Term Severity Report Description Treatment
Agitation Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 788 of 953

Case Number: Gender:
Weight:

The patient was on zoloft 25mg daily, the event resolved with dietary modification and zoloft dose increased to 50mg daily.

04/11/1997

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122124

Preferred Term Severity Report Description Treatment
Constipation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 789 of 953

Case Number: Gender:
Weight:

Patient was on zoloft 150mg, zoloft decreased to 125mg daily.

04/11/1997

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122125

Preferred Term Severity Report Description Treatment
Headache
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 790 of 953

Case Number: Gender:
Weight:

Patient was receiving zoloft 50mg daily.  zoloft dose decreased to 25mg daily and event resolved.

04/11/1997

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

16YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122126

Preferred Term Severity Report Description Treatment
Salivary hypersecretion

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 791 of 953

Case Number: Gender:
Weight:04/11/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122127

Preferred Term Severity Report Description Treatment
Libido decreased Sexual dysfunction Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 792 of 953

Case Number: Gender:
Weight:04/11/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A2Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122128

Preferred Term Severity Report Description Treatment
Agitation Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 793 of 953

Case Number: Gender:
Weight:04/11/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A3Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

   02W

Reason:

Hospitalisation:

Report Details:
Seq: 1122130

Preferred Term Severity Report Description Treatment
Agitation Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 794 of 953

Case Number: Gender:
Weight:04/11/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A4Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

   02W

Reason:

Hospitalisation:

Report Details:
Seq: 1122131

Preferred Term Severity Report Description Treatment
Agitation Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 795 of 953

Case Number: Gender:
Weight:04/11/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    2W

Reason:

Hospitalisation:

Report Details:
Seq: 1122133

Preferred Term Severity Report Description Treatment
Chest pain Left side chest pain Zoloft ceased
Muscle spasms

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 796 of 953

Case Number: Gender:
Weight:

Patient experienced anxiety while recieving zoloft and out of body experience occurred after withdrawal.

05/11/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122137

Preferred Term Severity Report Description Treatment
Depersonalisation Dissociation and an out of body experience
Anxiety
Drug withdrawal syndrome

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 797 of 953

Case Number: Gender:
Weight:05/11/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122138

Preferred Term Severity Report Description Treatment
Hypertension Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 798 of 953

Case Number: Gender:
Weight:05/11/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122139

Preferred Term Severity Report Description Treatment
Hypertension Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 799 of 953

Case Number: Gender:
Weight:

Zoloft ceased and patient relapsed.  when zoloft recommenced sweating recurred.

05/11/1997

Causality certainNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

   09M

Reason:

Hospitalisation:

Report Details:
Seq: 1122140

Preferred Term Severity Report Description Treatment
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 800 of 953

Case Number: Gender:
Weight:05/11/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122141

Preferred Term Severity Report Description Treatment
Hyperprolactinaemia Prolactin level 4 times normal

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 801 of 953

Case Number: Gender:
Weight:05/11/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122143

Preferred Term Severity Report Description Treatment
Hypoglycaemia Severe Zoloft reduced to 100mg - 

sugar content in diet increased
Syncope

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 802 of 953

Case Number: Gender:
Weight:05/11/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122144

Preferred Term Severity Report Description Treatment
Hypoglycaemia Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 803 of 953

Case Number: Gender:
Weight:05/11/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

   03W

Reason:

Hospitalisation:

Report Details:
Seq: 1122149

Preferred Term Severity Report Description Treatment
Diarrhoea Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 804 of 953

Case Number: Gender:
Weight:05/11/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

90YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1122150

Preferred Term Severity Report Description Treatment
Somnolence Severe Severe seddation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 805 of 953

Case Number: Gender:
Weight:05/11/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

   02W

Reason:

Hospitalisation:

Report Details:
Seq: 1122151

Preferred Term Severity Report Description Treatment
Dizziness Zoloft ceased.  patient 

commenced on tricyclic 
antidepressant (unspecified).

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 806 of 953

Case Number: Gender:
81.00Weight:05/11/1997

03/11/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

22YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily25.0

ZOLOFT (Suspected)

01/11/1997 03/11/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1122176

Preferred Term Severity Report Description Treatment
Agitation
Dizziness
Hyperventilation
Hypoaesthesia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 807 of 953

Case Number: Gender:
Weight:06/11/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122180

Preferred Term Severity Report Description Treatment
Insomnia Persisting insomnia Dr is trialling changing the time 

of dosing

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 808 of 953

Case Number: Gender:
Weight:06/11/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122181

Preferred Term Severity Report Description Treatment
Insomnia Persisting insomnia Dr is trialling changing the time 

of dosing

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 809 of 953

Case Number: Gender:
0.00Weight:

Patient was already in hospital for an un-named medical reason.

06/11/1997

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99UAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122182

Preferred Term Severity Report Description Treatment
Hyponatraemia Suspected SIADH Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 810 of 953

Case Number: Gender:
Weight:

Patient was on multiple medications, not specified.  - the date of onset is not necessarily accurate but indicates that onset 
occurred sometime during the month.

06/11/1997

31/10/1997
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

92YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected)

30/10/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1122183

Preferred Term Severity Report Description Treatment
Orthostatic hypotension Severe Blood pressure had fallen from 150/85 to 

110/75
Zoloft discontined

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 811 of 953

Case Number: Gender:
Weight:10/11/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122192

Preferred Term Severity Report Description Treatment
Coordination abnormal Experienced seven falls and subsequent 

fractures

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 812 of 953

Case Number: Gender:
Weight:10/11/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122194

Preferred Term Severity Report Description Treatment
Libido decreased Zoloft ceased and serzone to 

commence.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 813 of 953

Case Number: Gender:
Weight:10/11/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Daily OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122195

Preferred Term Severity Report Description Treatment
Dizziness
Drug withdrawal syndrome

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 814 of 953

Case Number: Gender:
Weight:

The patient has experienced 2 cycles in which her menstruation commenced a week earlier than expected. doctor has queried an 
interaction with the contraceptive pill.  - the date of onset is not necessarily accurate but indicates that onset occurred sometime 
during the month.

10/11/1997

31/10/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23YAge:

Additional Information:

Medicine Details:
Contraception

Stopped:Started:Batch:

0.0

NORDETTE 21 (Interaction) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Interaction)

18/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1122200

Preferred Term Severity Report Description Treatment
Menstrual disorder

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 815 of 953

Case Number: Gender:
Weight:

The patient was receiving therapy with zoloft 50mg daily when experienced visual distrubances.  the dose of zoloft was decreased 
to 25mg daily and the problem remains.

10/11/1997

Causality possibleNot yet recovered
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122203

Preferred Term Severity Report Description Treatment
Visual disturbance Zoloft dose decreased to 25mg 

daily and the problem remains.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 816 of 953

Case Number: Gender:
Weight:06/11/1997

04/10/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

04/10/1997 04/10/1997

Reason:

Hospitalisation: Treated in outpatient department only.

Report Details:
Seq: 1122215

Preferred Term Severity Report Description Treatment
Face oedema Face puffiness
Abdominal pain
Anaphylactoid reaction
Chest pain
Dyspnoea
Pruritus Oxygen, adrenaline iv, 

phenergan.Rash erythematous

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 817 of 953

Case Number: Gender:
Weight:12/11/1997

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

17YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Daily OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122263

Preferred Term Severity Report Description Treatment
Syncope

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 818 of 953

Case Number: Gender:
Weight:

The patient was reported to have no fear of failure or fight response.  the patient had a history of marijuana use.

12/11/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

15YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122264

Preferred Term Severity Report Description Treatment
Euphoric mood Better sleep patterns and euphoria Zoloft reduced to 50mg daily.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 819 of 953

Case Number: Gender:
Weight:11/11/1997

23/10/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

87YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

20/10/1997 02/11/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1122293

Preferred Term Severity Report Description Treatment
Abnormal dreams
Anxiety
Constipation
Delusion
Hallucination

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 820 of 953

Case Number: Gender:
Weight:14/11/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122335

Preferred Term Severity Report Description Treatment
Insomnia Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:26AM Database: pusime02 ADRS004 Page 821 of 953

Case Number: Gender:
Weight:14/11/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122336

Preferred Term Severity Report Description Treatment
Insomnia Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 822 of 953

Case Number: Gender:
Weight:14/11/1997

Causality probableRecovered
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122337

Preferred Term Severity Report Description Treatment
Urticaria Urticaria rash all over body Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 823 of 953

Case Number: Gender:
Weight:

Patient reportedly had a psychotic episode 11 years previously.

14/11/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation: Treated in outpatient department only.

Report Details:
Seq: 1122338

Preferred Term Severity Report Description Treatment
Psychotic disorder Stress induced psychosis Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 824 of 953

Case Number: Gender:
Weight:

The patient recommenced zoloft when events subsided and the same reaction recurred.  zoloft discontinued again.

14/11/1997

Causality certainRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122339

Preferred Term Severity Report Description Treatment
Diarrhoea
Vomiting

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 825 of 953

Case Number: Gender:
Weight:

the dosage start date is not accurate but indicates that start occurred sometime during the year.

18/11/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/01/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1122397

Preferred Term Severity Report Description Treatment
Lichenoid keratosis Lichen planus

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 826 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

18/11/1997

31/12/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A5Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

   03M

Reason:

Hospitalisation:

Report Details:
Seq: 1122398

Preferred Term Severity Report Description Treatment
Abnormal dreams Vivid dreams Zoloft discontinued after 3-4 

months

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 827 of 953

Case Number: Gender:
Weight:

Patient was originally on zoloft 50mg daily and responded well.  since the dose was increased to 150mg daily the reaction 
occurred.  - the date of onset is not accurate but indicates that onset occurred sometime during the year.

18/11/1997

31/12/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

15YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1122399

Preferred Term Severity Report Description Treatment
Pruritus Generalised itching over the skin of most of 

body

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 828 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

18/11/1997

31/12/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A5Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    3M

Reason:

Hospitalisation:

Report Details:
Seq: 1122400

Preferred Term Severity Report Description Treatment
Abnormal dreams Complained of vivid dreams Zoloft discontinued

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 829 of 953

Case Number: Gender:
Weight:

The patient was on other non-specified, anti-parkinsonian medication. patient died within a week of having a cerebrovascular 
accident.  - the date of onset is not accurate but indicates that onset occurred sometime during the year.

18/11/1997

31/12/1997
Causality possibleDeath, maybe drug

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

AEAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected)

   03W

Reason:

Hospitalisation:

Report Details:
Seq: 1122403

Preferred Term Severity Report Description Treatment
Cerebrovascular disorder Cerebrovascular accident
Anorexia Difficulty eating
Salivary hypersecretion Drooling out of one side of his mouth
Extrapyramidal disorder

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 830 of 953

Case Number: Gender:
Weight:18/11/1997

Causality probableRecovered
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122405

Preferred Term Severity Report Description Treatment
Headache Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 831 of 953

Case Number: Gender:
Weight:18/11/1997

Causality probableRecovered
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122406

Preferred Term Severity Report Description Treatment
Headache Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 832 of 953

Case Number: Gender:
Weight:18/11/1997

11/11/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Dose Unspecified 1 time OralTablet 1.0

ZOLOFT (Suspected)

11/11/1997 11/11/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1122408

Preferred Term Severity Report Description Treatment
Insomnia Unable to sleep all night

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 833 of 953

Case Number: Gender:
Weight:

The patient was also recieving therapy for rheumatoid arthritis (unspecified). zoloft ceased and event resolved.  depression 
relapsed.  zoloft recommenced & event recurred.  zoloft permanently discontinued.

18/11/1997

Causality certainRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122409

Preferred Term Severity Report Description Treatment
Pruritus Itchy scalp Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 834 of 953

Case Number: Gender:
Weight:

the dosage start date is not accurate but indicates that start occurred sometime during the year.

18/11/1997

Causality probableRecovered
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Microgram Daily100.0

THYROXINE SODIUM (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected)

01/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1122432

Preferred Term Severity Report Description Treatment
Epistaxis Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 835 of 953

Case Number: Gender:
85.00Weight:18/11/1997

12/08/1997
Causality probableRecovered
02/12/1959DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

ZYPREXA (Suspected)

12/08/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

SERTRALINE HYDROCHLORIDE (Suspected)

12/08/1997 19/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1122478

Preferred Term Severity Report Description Treatment
Somnolence Sleeps 14 to 16 hours.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 836 of 953

Case Number: Gender:
Weight:

Zoloft cease and event resolved.  the event recurred when zoloft recommenced, so, permanently dicontinued.

21/11/1997

Causality certainRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122644

Preferred Term Severity Report Description Treatment
Abdominal pain

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 837 of 953

Case Number: Gender:
Weight:21/11/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected)

   01D

Reason:

Hospitalisation:

Report Details:
Seq: 1122646

Preferred Term Severity Report Description Treatment
Dizziness
Dry mouth Zoloft ceased
Headache
Hyperhidrosis
Nausea
Tremor
Visual disturbance

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 838 of 953

Case Number: Gender:
Weight:21/11/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122647

Preferred Term Severity Report Description Treatment
Nausea Nausea after consuming alcohol Zoloft ceased
Alcohol intolerance

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 839 of 953

Case Number: Gender:
Weight:

The patient discontinued zoloft and started on moclobemide.  after 12 days on moclobemide, her libido had returned. patient was 
also taking unspecified hormone replacement therapy.  - the date of onset is not necessarily accurate but indicates that onset 
occurred sometime during the month.

21/11/1997

31/10/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

  021D

Reason:

Hospitalisation:

Report Details:
Seq: 1122648

Preferred Term Severity Report Description Treatment
Libido decreased Loss of libido
Fatigue
Headache
Nausea Zoloft discontinued
Somnolence

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 840 of 953

Case Number: Gender:
Weight:

The patient also commenced and ceased therapy with prozac, three times in the past.  the dosage start date is not necessarily 
accurate but indicates that start occurred sometime during the month.

21/11/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralCapsule 0.0

TEMAZEPAM (Suspected) Reason:

Stopped:Started:Batch:

As necessary InhalationInhalation 0.0

VENTOLIN (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

01/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1122651

Preferred Term Severity Report Description Treatment
Insomnia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 841 of 953

Case Number: Gender:
Weight:21/11/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ACAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122652

Preferred Term Severity Report Description Treatment
Abnormal dreams Vivid dreams

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 842 of 953

Case Number: Gender:
Weight:21/11/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

17YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

   06M

Reason:

Hospitalisation:

Report Details:
Seq: 1122653

Preferred Term Severity Report Description Treatment
Abnormal dreams Vivid dreams

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 843 of 953

Case Number: Gender:
Weight:21/11/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122654

Preferred Term Severity Report Description Treatment
Gastrooesophageal reflux disease Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 844 of 953

Case Number: Gender:
Weight:

The patient was also receiving other medications (unspecified) when reaction occurred.

21/11/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122655

Preferred Term Severity Report Description Treatment
Rash

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 845 of 953

Case Number: Gender:
Weight:21/11/1997

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A3Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122665

Preferred Term Severity Report Description Treatment
Insomnia Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 846 of 953

Case Number: Gender:
Weight:24/11/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122680

Preferred Term Severity Report Description Treatment
Palpitations Zoloft ceased
Paraesthesia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 847 of 953

Case Number: Gender:
Weight:24/11/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1122681

Preferred Term Severity Report Description Treatment
Palpitations Zoloft reduced.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 848 of 953

Case Number: Gender:
Weight:24/11/1997

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

NAPROSYN (Other drug) Reason:

Stopped:Started:Batch:

OralOral application 0.0

METHADONE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    2W

Reason:

Hospitalisation:

Report Details:
Seq: 1122708

Preferred Term Severity Report Description Treatment
Headache Severe Zoloft ceased and aurorix 

commenced.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 849 of 953

Case Number: Gender:
Weight:24/11/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122709

Preferred Term Severity Report Description Treatment
Headache
Nausea
Pain

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 850 of 953

Case Number: Gender:
Weight:

Dose of zoloft was reduced to 175mg daily and event resolved but recurred 3 months later. dose reduced again to 150mg daily 
and again event recurred some time later.

24/11/1997

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected)

   12M

Reason:

Hospitalisation:

Report Details:
Seq: 1122712

Preferred Term Severity Report Description Treatment
Bruxism

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 851 of 953

Case Number: Gender:
60.00Weight:26/11/1997

20/11/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

19/11/1997 20/11/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1122751

Preferred Term Severity Report Description Treatment
Pruritus
Rash maculo-papular

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 852 of 953

Case Number: Gender:
Weight:26/11/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122754

Preferred Term Severity Report Description Treatment
Muscle twitching Muscle twitching

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 853 of 953

Case Number: Gender:
Weight:26/11/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified 1 time OralTablet 1.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122756

Preferred Term Severity Report Description Treatment
Muscle spasms Cramping of the neck

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 854 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

26/11/1997

31/12/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A3Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122757

Preferred Term Severity Report Description Treatment
Weight increased Later gained weight
Weight decreased Lost weight initially

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 855 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

26/11/1997

31/12/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A3Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122758

Preferred Term Severity Report Description Treatment
Weight increased Later gained weight
Weight decreased Loss weight initially

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 856 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

26/11/1997

31/12/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122761

Preferred Term Severity Report Description Treatment
Nausea Zoloft ceased.  patient changed 

to venlafaxine without 
problems.Vomiting

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 857 of 953

Case Number: Gender:
Weight:

The patient was hearing impaired and recently experienced a 20 decibel loss in hearing across a range of frequencies while 
remaining on therapy with zoloft.

26/11/1997

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

16YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122763

Preferred Term Severity Report Description Treatment
Deafness 20 decibel loss in hearing
Salivary hypersecretion Excessive salivation Zoloft dose decreased to 25mg 

daily.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 858 of 953

Case Number: Gender:
Weight:

The patient is a quadraplegic

26/11/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

LIORESAL (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralCapsule 50.0

DIBENYLINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122764

Preferred Term Severity Report Description Treatment
Dysuria Bladder spasms/trouble 

urinating/discomfort
Zoloft discontinued

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 859 of 953

Case Number: Gender:
Weight:26/11/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122766

Preferred Term Severity Report Description Treatment
Diarrhoea
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 860 of 953

Case Number: Gender:
47.00Weight:25/11/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

23/10/1997 27/10/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1122778

Preferred Term Severity Report Description Treatment
Nausea Ceased zoloft.
Vomiting

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 861 of 953

Case Number: Gender:
Weight:26/11/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

    2W

Reason:

Hospitalisation:

Report Details:
Seq: 1122782

Preferred Term Severity Report Description Treatment
Flushing Facial flushing
Rash Zoloft discontinued

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 862 of 953

Case Number: Gender:
Weight:

Zoloft ceased and retrialed but even recurred.  zoloft ceased permanently.

26/11/1997

Causality certainRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

    2W

Reason:

Hospitalisation:

Report Details:
Seq: 1122784

Preferred Term Severity Report Description Treatment
Flushing Facial flushing
Rash

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 863 of 953

Case Number: Gender:
Weight:26/11/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralCapsule 0.0

ORUDIS (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122785

Preferred Term Severity Report Description Treatment
Agitation Panic attacks Zoloft discontinued

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 864 of 953

Case Number: Gender:
Weight:

Doctor was uncertain whether the bruising was a manifestation of another episode of pre-existing itp, or as a result of zoloft, as 
she had experienced the same on fluoxetine.  the patient is keen to stay on zoloft, and has reported that the bruising is resolving.

26/11/1997

16/11/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122791

Preferred Term Severity Report Description Treatment
Palpitations
Purpura

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 865 of 953

Case Number: Gender:
Weight:28/11/1997

Causality probableUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A5Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122831

Preferred Term Severity Report Description Treatment
Therapeutic response unexpected Joint pains disappeared

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 866 of 953

Case Number: Gender:
Weight:28/11/1997

Causality probableUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A5Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122832

Preferred Term Severity Report Description Treatment
Therapeutic response unexpected Joint pains disappeared

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 867 of 953

Case Number: Gender:
74.00Weight:01/12/1997

07/11/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily2.5

VALIUM (Other drug)

25/09/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

24/10/1997 07/11/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1122897

Preferred Term Severity Report Description Treatment
Urticaria Blotchy macular rash

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 868 of 953

Case Number: Gender:
Weight:01/12/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122907

Preferred Term Severity Report Description Treatment
Confusional state
Drug withdrawal syndrome Zoloft was recommenced and 

gradually withdrawn (ie. 25mg 
daily for 1 week then 25mg 
alternate days for 1 week) and 
the event resolved.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 869 of 953

Case Number: Gender:
Weight:01/12/1997

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

   04M

Reason:

Hospitalisation:

Report Details:
Seq: 1122908

Preferred Term Severity Report Description Treatment
Dizziness The patient had been treated 

with zoloft 100mg daily for 4 
months and then with 50mg 
daily for 1 week then zoloft was 
ceased.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 870 of 953

Case Number: Gender:
Weight:

Zoloft ceased and recommenced a few days later at a dose of 25mg daily. zoloft permanently discontinued.

01/12/1997

Causality certainUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122912

Preferred Term Severity Report Description Treatment
Constipation
Insomnia
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 871 of 953

Case Number: Gender:
Weight:01/12/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

   02W

Reason:

Hospitalisation:

Report Details:
Seq: 1122914

Preferred Term Severity Report Description Treatment
Headache
Insomnia
Nausea Zoloft discontinued

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 872 of 953

Case Number: Gender:
Weight:01/12/1997

Causality probableRecovered
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122915

Preferred Term Severity Report Description Treatment
Diarrhoea Severe Zoloft ceased and another 

antidepressant commenced 
and the event resolved.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 873 of 953

Case Number: Gender:
Weight:01/12/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122916

Preferred Term Severity Report Description Treatment
Mouth ulceration

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 874 of 953

Case Number: Gender:
Weight:01/12/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122917

Preferred Term Severity Report Description Treatment
Mouth ulceration

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 875 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

01/12/1997

31/12/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

   02D

Reason:

Hospitalisation:

Report Details:
Seq: 1122918

Preferred Term Severity Report Description Treatment
Nausea Felt 'queasy' Zoloft discontinued, and aropax 

was commenced without 
problems.Vomiting

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 876 of 953

Case Number: Gender:
Weight:01/12/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

24/11/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1122919

Preferred Term Severity Report Description Treatment
Glaucoma Acute glaucoma
Depersonalisation Feeling 'unreal'
Headache
Visual disturbance

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 877 of 953

Case Number: Gender:
76.00Weight:

Symptoms started same day as commenced zoloft.

03/12/1997

27/11/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily20.0

ZOLOFT (Suspected)

27/11/1997 30/11/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1122984

Preferred Term Severity Report Description Treatment
Pruritus
Rash maculo-papular Promethazine 50mg iml 

10-20mg tds.Vomiting

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 878 of 953

Case Number: Gender:
Weight:

Reaction occurred after zoloft dose increased from 50mg daily to 100mg daily.

03/12/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

18/11/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1122997

Preferred Term Severity Report Description Treatment
Drug ineffective
Nausea Zoloft discontinued and efexor 

commenced.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 879 of 953

Case Number: Gender:
Weight:

Patient was also on laxative long term

03/12/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

82YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122998

Preferred Term Severity Report Description Treatment
Hyponatraemia Zoloft discontinued.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 880 of 953

Case Number: Gender:
Weight:03/12/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

85YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1122999

Preferred Term Severity Report Description Treatment
Hyponatraemia Zoloft discontinued and efexor 

commenced.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 881 of 953

Case Number: Gender:
Weight:03/12/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123000

Preferred Term Severity Report Description Treatment
Depersonalisation Feeling anxious and spaced out Zoloft discontinued

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 882 of 953

Case Number: Gender:
Weight:03/12/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123001

Preferred Term Severity Report Description Treatment
Hypertension Substantial rise in blood pressure
Headache Zoloft ceased and the patient 

was commenced on norvasc 
and another antidepressant 
(unspecified).

Nausea
Palpitations

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 883 of 953

Case Number: Gender:
Weight:03/12/1997

Causality possibleRecovered
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123002

Preferred Term Severity Report Description Treatment
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 884 of 953

Case Number: Gender:
Weight:03/12/1997

Causality possibleRecovered
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123003

Preferred Term Severity Report Description Treatment
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 885 of 953

Case Number: Gender:
Weight:03/12/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123004

Preferred Term Severity Report Description Treatment
Somnolence Severe sedation Zoloft discontinued.  patient 

was referred to a psychiatrist

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 886 of 953

Case Number: Gender:
Weight:04/12/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123069

Preferred Term Severity Report Description Treatment
Libido decreased Loss of libido Dose of zoloft decreased to 

100mg daily.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 887 of 953

Case Number: Gender:
Weight:

Zoloft ceased and recommenced 2 - 3 weeks later and within 2 to 3 days the patient experienced profuse sweating and tremor. 
zoloft permanently ceased.

04/12/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

31YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123071

Preferred Term Severity Report Description Treatment
Somnolence Experienced sedation
Hyperhidrosis Profuse sweating
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 888 of 953

Case Number: Gender:
Weight:04/12/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123074

Preferred Term Severity Report Description Treatment
Weight increased Weight gain of 15kg Zoloft ceased and efexor 

commenced.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 889 of 953

Case Number: Gender:
Weight:04/12/1997

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

65YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123075

Preferred Term Severity Report Description Treatment
Tremor Severe The patient was referred to a 

neurologist, zoloft ceased.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 890 of 953

Case Number: Gender:
Weight:

Patient was later trialled on aropax, serzone and tricyclic antidepressants (unspecified) without success and is presently managed 
on lovan.

04/12/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123076

Preferred Term Severity Report Description Treatment
Drug ineffective
Insomnia Zoloft discontinued

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 891 of 953

Case Number: Gender:
Weight:04/12/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    3D

Reason:

Hospitalisation:

Report Details:
Seq: 1123077

Preferred Term Severity Report Description Treatment
Dizziness

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 892 of 953

Case Number: Gender:
Weight:04/12/1997

30/11/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

FOSAMAX (Other drug) Reason:

Stopped:Started:Batch:

OralTablet 0.0

CALCIUM NOS (Other drug) Reason:

Stopped:Started:Batch:

0.0

DICLOFENAC SODIUM (Other drug) Reason:

Stopped:Started:Batch:

0.0

ASPIRIN (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1123079

Preferred Term Severity Report Description Treatment
Pyrexia Became hot
Tremor Shaky
Insomnia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 893 of 953

Case Number: Gender:
Weight:04/12/1997

30/11/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

DUROLAX (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123079

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 894 of 953

Case Number: Gender:
Weight:05/12/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123087

Preferred Term Severity Report Description Treatment
Diarrhoea Severe Zoloft discontinued

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 895 of 953

Case Number: Gender:
Weight:05/12/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123088

Preferred Term Severity Report Description Treatment
Diarrhoea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:27AM Database: pusime02 ADRS004 Page 896 of 953

Case Number: Gender:
Weight:05/12/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123095

Preferred Term Severity Report Description Treatment
Dizziness Lightheadedness
Dizziness Zoloft ceased and aurorix 

commenced

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 897 of 953

Case Number: Gender:
Weight:

The patient has a history of heroin use and is hepatitis c positive. reaction occurred upon dosage increase in zoloft from 50mg to 
100mg daily.

05/12/1997

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123096

Preferred Term Severity Report Description Treatment
Mania Hypomania

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 898 of 953

Case Number: Gender:
Weight:09/12/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

   03D

Reason:

Hospitalisation:

Report Details:
Seq: 1123188

Preferred Term Severity Report Description Treatment
Diarrhoea Episodes of loose stools every half hour Zoloft discontinued

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 899 of 953

Case Number: Gender:
Weight:

Diarrhoea commenced 2 hours after 1st dose of zoloft and lasted 4 days.

09/12/1997

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123189

Preferred Term Severity Report Description Treatment
Diarrhoea Zoloft discontinued

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 900 of 953

Case Number: Gender:
Weight:09/12/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1123190

Preferred Term Severity Report Description Treatment
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 901 of 953

Case Number: Gender:
Weight:09/12/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123191

Preferred Term Severity Report Description Treatment
Nausea Zoloft dicontinued
Somnolence
Vomiting

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 902 of 953

Case Number: Gender:
Weight:

The patient has parkinson's disease.

09/12/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    1W

Reason:

Hospitalisation:

Report Details:
Seq: 1123192

Preferred Term Severity Report Description Treatment
Nausea Zoloft discontinued

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 903 of 953

Case Number: Gender:
Weight:09/12/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    1M

Reason:

Hospitalisation:

Report Details:
Seq: 1123194

Preferred Term Severity Report Description Treatment
Suicide attempt Attempted suicide 4 times during this 

periodMuscle twitching Twitching during sleep
Drug ineffective

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 904 of 953

Case Number: Gender:
Weight:09/12/1997

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

    5D

Reason:

Hospitalisation:

Report Details:
Seq: 1123196

Preferred Term Severity Report Description Treatment
Thinking abnormal Zoloft discontinued

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 905 of 953

Case Number: Gender:
Weight:09/12/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123197

Preferred Term Severity Report Description Treatment
Libido decreased Loss of libido Zoloft discontinued and aurorix 

commenced.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 906 of 953

Case Number: Gender:
Weight:

Patient has pre-existing narrow angle glaucoma.  - the date of onset is not accurate but indicates that onset occurred sometime 
during the year.

09/12/1997

31/12/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A4Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123199

Preferred Term Severity Report Description Treatment
Visual disturbance Deteriorating eyesight

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 907 of 953

Case Number: Gender:
Weight:09/12/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1123202

Preferred Term Severity Report Description Treatment
Libido decreased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 908 of 953

Case Number: Gender:
Weight:09/12/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A2Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1123203

Preferred Term Severity Report Description Treatment
Libido decreased Sexual dysfunction

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 909 of 953

Case Number: Gender:
Weight:11/12/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123280

Preferred Term Severity Report Description Treatment
Anxiety Zoloft ceased
Paraesthesia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 910 of 953

Case Number: Gender:
Weight:

The patient reported the same experience with previous therapy with the other ssris (unspecified).

11/12/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    4W

Reason:

Hospitalisation:

Report Details:
Seq: 1123281

Preferred Term Severity Report Description Treatment
Bruxism Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 911 of 953

Case Number: Gender:
Weight:11/12/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123282

Preferred Term Severity Report Description Treatment
Haematuria Microscopic blood in the urine.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 912 of 953

Case Number: Gender:
Weight:11/12/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralOral application 0.0

ORAL CONTRACEPTIVE NOS (Other drug) Reason:

Stopped:Started:Batch:

OralOral application 0.0

EPILIM (Other drug) Reason:

Depression

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123283

Preferred Term Severity Report Description Treatment
Abdominal pain

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 913 of 953

Case Number: Gender:
Weight:11/12/1997

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1123285

Preferred Term Severity Report Description Treatment
Gait disturbance Unable to walk
Salivary hypersecretion Zoloft ceased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 914 of 953

Case Number: Gender:
Weight:

Patient also experienced same reaction when she was on zoloft previously.

11/12/1997

Causality certainUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123287

Preferred Term Severity Report Description Treatment
Productive cough Increased phlegm.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 915 of 953

Case Number: Gender:
Weight:11/12/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123295

Preferred Term Severity Report Description Treatment
Rash Zoloft discontinued

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 916 of 953

Case Number: Gender:
Weight:11/12/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1123296

Preferred Term Severity Report Description Treatment
Hyponatraemia Hyponatraemia managed by 

other intervention (unspecified).

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 917 of 953

Case Number: Gender:
Weight:

Rash cleared on cessation of zoloft and returned on rechallenge both september 97 and november 97. see original report for 
other drugs.  the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

11/12/1997

Causality certainUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected)

01/04/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1123310

Preferred Term Severity Report Description Treatment
Rash Severe Severe eczema/dermatitis on back.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 918 of 953

Case Number: Gender:
Weight:15/12/1997

09/10/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

SERTRALINE HYDROCHLORIDE (Suspected)

22/05/1997 09/10/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1123335

Preferred Term Severity Report Description Treatment
Mouth ulceration Ulcers in the mouth Sertraline discontinued

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 919 of 953

Case Number: Gender:
Weight:15/12/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

61YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 100.0

NORTRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1123356

Preferred Term Severity Report Description Treatment
Atrial fibrillation Nortriptyline discontinued
Atrioventricular block
Hypertension
Tachycardia

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 920 of 953

Case Number: Gender:
Weight:15/12/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level Toxic blood levels of sodium valproate

Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Interaction) Reason:

Stopped:Started:Batch:

OralTablet 0.0

SODIUM VALPROATE (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1123363

Preferred Term Severity Report Description Treatment
Confusional state
Coordination abnormal Zoloft discontinued
Drug level increased

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 921 of 953

Case Number: Gender:
Weight:15/12/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralOral application 0.0

HALOPERIDOL (Other drug) Reason:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123364

Preferred Term Severity Report Description Treatment
Psychotic disorder Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 922 of 953

Case Number: Gender:
Weight:15/12/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123378

Preferred Term Severity Report Description Treatment
Somnolence Severe sedation

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 923 of 953

Case Number: Gender:
Weight:

The patient had the same experience with previous therapy with anafranil.

15/12/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

97YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    3M

Reason:

Hospitalisation:

Report Details:
Seq: 1123379

Preferred Term Severity Report Description Treatment
Hypernatraemia Raised serum sodium levels Zoloft discontinued

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 924 of 953

Case Number: Gender:
Weight:17/12/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

76YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1123420

Preferred Term Severity Report Description Treatment
Abdominal pain Upset stomach
Nausea

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 925 of 953

Case Number: Gender:
Weight:17/12/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

    8M

Reason:

Hospitalisation:

Report Details:
Seq: 1123421

Preferred Term Severity Report Description Treatment
Headache Severe The patient is now managed 

on prozac.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 926 of 953

Case Number: Gender:
Weight:17/12/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123422

Preferred Term Severity Report Description Treatment
Somnolence Experienced sedation Zoloft discontinued
Libido decreased Sexual dysfunction

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 927 of 953

Case Number: Gender:
Weight:17/12/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

MOGADON (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

ZESTRIL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123423

Preferred Term Severity Report Description Treatment
Somnolence Experienced sedation Zoloft discontinued
Hallucination

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 928 of 953

Case Number: Gender:
Weight:

Same reaction occurred on both days of taking zoloft.

16/12/1997

04/12/1997
Causality certainRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

04/12/1997 05/12/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1123449

Preferred Term Severity Report Description Treatment
Headache Severe

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 929 of 953

Case Number: Gender:
61.00Weight:17/12/1997

05/12/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

TAMOXIFEN CITRATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

05/12/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1123463

Preferred Term Severity Report Description Treatment
Epistaxis Night time blood nose

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 930 of 953

Case Number: Gender:
60.00Weight:

Patient suffered symptoms after increasing dose of stelazine to 7mg. decreased back to 2 mg bd.

17/12/1997

16/10/1997
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

15YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily7.0

STELAZINE (Suspected)

CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1123464

Preferred Term Severity Report Description Treatment
Dystonia Benztropine 0.8mg iv stat.  

stelazine decreased to 2mg bd.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 931 of 953

Case Number: Gender:
Weight:

Doctors have queried whether the seizures were caused by benzodiazepine reduction and withdrawal, or whether sertraline has 
lowered the seizure threshold.  - the date of onset is not necessarily accurate but indicates that onset occurred sometime during 
the month.

17/12/1997

31/12/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

RISPERDAL (Other drug) Reason:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

0.0

SEDATIVE NOS (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123475

Preferred Term Severity Report Description Treatment
Convulsion

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 932 of 953

Case Number: Gender:
Weight:17/12/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:
Abnormal involuntary movement

Stopped:Started:Batch:

Milligram Daily OralTablet 90.0

SEREPAX (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    3D

Reason:

Hospitalisation:

Report Details:
Seq: 1123482

Preferred Term Severity Report Description Treatment
Nausea Zoloft discontinued and 

changed to aropax.
Tremor

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 933 of 953

Case Number: Gender:
Weight:

Patient died 29/11/97.

17/12/1997

29/11/1997
Causality possibleDeath

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

85YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

FERRO-GRADUMET (Other drug) Reason:

Stopped:Started:Batch:

0.0

MINIDIAB (Other drug) Reason:

Stopped:Started:Batch:

0.0

FOLIC ACID (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

RENITEC (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1123487

Preferred Term Severity Report Description Treatment
Hypotension Bp 90/ Debrillator and adrenaline
Cardiac arrest
Sudden death

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 934 of 953

Case Number: Gender:
Weight:

Patient died 29/11/97.

17/12/1997

29/11/1997
Causality possibleDeath

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

85YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

28/11/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

HALOPERIDOL (Suspected)

28/11/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

ZANTAC (Suspected)

27/11/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1123487

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 935 of 953

Case Number: Gender:
80.00Weight:

Patient ceased zoloft and reported reduced joint discomfort but felt his mood starting to slide, so recommenced zoloft 50mg/daily 
for 10 days then 100mg/dai -ly for two weeks, in second week noticed a recurrence of symptoms so ceased zoloft. see original 
report for other drugs.  the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the 
month.

19/12/1997

13/05/1997
Causality certainRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected)

09/04/1997 23/04/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected)

23/04/1997 28/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1123548

Preferred Term Severity Report Description Treatment
Arthralgia Aches in shoulders/elbows/knees/l hip. Ceased zoloft and 

commenced prozac.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 936 of 953

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

22/12/1997

31/12/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

12/12/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1123575

Preferred Term Severity Report Description Treatment
Pyrexia Spiking fevers, upto 39.7c Zoloft discontinued and 

intravenous antibiotics 
commencedAbdominal pain

Chills

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 937 of 953

Case Number: Gender:
Weight:22/12/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1123576

Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome Zoloft discontinued

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 938 of 953

Case Number: Gender:
65.00Weight:

Patient had been stripping furniture using paint thinner that day. has previously taken zoloft for 4 days in august with no problems.

24/12/1997

19/12/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

18/12/1997 19/12/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1123635

Preferred Term Severity Report Description Treatment
Nausea Dry retching
Hyperhidrosis Excessive sweating Maxolon
Fatigue
Mydriasis
Vomiting

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 939 of 953

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

24/12/1997

31/12/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A4Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

PROTHIADEN (Suspected)

L TERM

Reason:

Stopped:Started:Batch:

0.0

MELLERIL (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1123642

Preferred Term Severity Report Description Treatment
Chest pain Chest pain treated with 

nitroglycerine

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 940 of 953

Case Number: Gender:
Weight:24/12/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

    5W

Reason:

Hospitalisation:

Report Details:
Seq: 1123646

Preferred Term Severity Report Description Treatment
Weight decreased A weight loss of 3kg
Anorexia Loss of appetite Zoloft discontinued

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 941 of 953

Case Number: Gender:
Weight:

A doctor reports that a breast fed baby, of a patient with post natal depression, treated with zoloft, experienced slight agitation and 
irritability

24/12/1997

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Breast milk transferOral application 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123647

Preferred Term Severity Report Description Treatment
Agitation neonatal

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 942 of 953

Case Number: Gender:
Weight:24/12/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1123648

Preferred Term Severity Report Description Treatment
Sensory disturbance Strange sensations in the face
Myalgia
Yawning

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 943 of 953

Case Number: Gender:
Weight:

Patient had rheumatic fever as a child, and an aortic valve replacement in 1988.  - the date of onset is not necessarily accurate 
but indicates that onset occurred sometime during the month. the dosage start date is not necessarily accurate but indicates that 
start occurred sometime during the month. the dosage stop date is not necessarily accurate but indicates that stoppage occurred 
sometime during the month. the dosage start date is not necessarily accurate but indicates that start occurred sometime during 
the month. the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.

24/12/1997

31/01/1997
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/08/1995 28/09/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

PERTOFRAN (Suspected)

01/09/1995 28/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1123649

Preferred Term Severity Report Description Treatment
Cardiomyopathy
Left ventricular failure Zoloft and pertofran 

discontinued. treated with 
carvedilol.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 944 of 953

Case Number: Gender:
Weight:24/12/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123650

Preferred Term Severity Report Description Treatment
Renal impairment Increased creatinine & increased urea 

levels

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 945 of 953

Case Number: Gender:
75.00Weight:

Swimming in sun with u.v protection - 1 hour - moderate sunburn  the dosage start date is not necessarily accurate but indicates 
that start occurred sometime during the month.

30/12/1997

26/12/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

01/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1123672

Preferred Term Severity Report Description Treatment
Photosensitivity reaction

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 946 of 953

Case Number: Gender:
Weight:30/12/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123693

Preferred Term Severity Report Description Treatment
Vomiting

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 947 of 953

Case Number: Gender:
Weight:

- the date of onset is not accurate but indicates that onset occurred sometime during the year. the dosage start date is not 
necessarily accurate but indicates that start occurred sometime during the month. the dosage stop date is not necessarily 
accurate but indicates that stoppage occurred sometime during the month.

30/12/1997

31/12/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

01/12/1996 28/12/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1123696

Preferred Term Severity Report Description Treatment
Agitation Increasing agitation Zoloft discontinued.  therapy 

changed to venlafaxine.

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 948 of 953

Case Number: Gender:
Weight:30/12/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123698

Preferred Term Severity Report Description Treatment
Uterine haemorrhage Severe, persistent vaginal bleeding Zoloft discontinued

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 949 of 953

Case Number: Gender:
60.00Weight:

Cause of deafness uncertain but patient had normal hearing until april and now has a profound bilateral deafness and tinnitus.  
lasix also known to be associated with deafness and tinnitus.  the dosage start date is not necessarily accurate but indicates that 
start occurred sometime during the month. the dosage stop date is not necessarily accurate but indicates that stoppage occurred 
sometime during the month. the dosage start date is not necessarily accurate but indicates that start occurred sometime during the 
month. the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage 
start date is not accurate but indicates that start occurred sometime during the year.

30/12/1997

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:
Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

GLUCOBAY (Other drug)

01/01/1994 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

TAMBOCOR (Suspected)

02/02/1997 01/12/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CORDARONE X (Suspected)

01/11/1996 28/01/1997

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralOral application 20.0

LASIX (Suspected)

01/11/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1123706

Preferred Term Severity Report Description Treatment
Deafness Patient now wears a hearing 

aid.Tinnitus

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 950 of 953

Case Number: Gender:
60.00Weight:

Cause of deafness uncertain but patient had normal hearing until april and now has a profound bilateral deafness and tinnitus.  
lasix also known to be associated with deafness and tinnitus.  the dosage start date is not necessarily accurate but indicates that 
start occurred sometime during the month. the dosage stop date is not necessarily accurate but indicates that stoppage occurred 
sometime during the month. the dosage start date is not necessarily accurate but indicates that start occurred sometime during the 
month. the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage 
start date is not accurate but indicates that start occurred sometime during the year.

30/12/1997

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/11/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1123706

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 951 of 953

Case Number: Gender:
Weight:

The patient who is on zoloft, has had 6 motor vehicle accidents in the last 6 months, whereas she previously had a clean driving 
record.  - the date of onset is not accurate but indicates that onset occurred sometime during the year.

31/12/1997

31/12/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A3Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123713

Preferred Term Severity Report Description Treatment
Thinking abnormal Absent minded.
Amnesia Vague and forgetful.
Disturbance in attention

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 952 of 953

Case Number: Gender:
Weight:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

30/12/1997

16/12/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ORAL CONTRACEPTIVE NOS (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

01/09/1997 15/12/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1123725

Preferred Term Severity Report Description Treatment
Dizziness
Drug withdrawal syndrome

Causality:



  Date Range: 1 Jan 1997 To 31 Dec 1997  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 10:28AM Database: pusime02 ADRS004 Page 953 of 953

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

30/12/1997

31/12/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29YAge:

Additional Information:

Medicine Details:
Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily200.0

TEGRETOL (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

30/10/1997 23/12/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1123739

Preferred Term Severity Report Description Treatment
Chloasma Severe Withdrawal of zoloft

Causality:
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