
  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:48AM Database: pusime02 ADRS004 Page 1 of 706

Case Number: Gender:
80.00Weight:14/04/1994

24/03/1994
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

NUELIN (Other drug) Reason:

Stopped:Started:Batch:

0.0

VENTOLIN (Other drug) Reason:

Stopped:Started:Batch:

0.0

BECLOFORTE (Other drug) Reason:

Stopped:Started:Batch:

0.0

OGEN (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 192186

Preferred Term Severity Report Description Treatment
Headache
Throat tightness
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:48AM Database: pusime02 ADRS004 Page 2 of 706

Case Number: Gender:
80.00Weight:14/04/1994

24/03/1994
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

57YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

10/03/1994 26/03/1994

Reason:

Hospitalisation:

Report Details:
Seq: 192186

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:48AM Database: pusime02 ADRS004 Page 3 of 706

Case Number: Gender:
70.00Weight:

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

24/05/1994

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 6.0

LEXOTAN (Other drug)

01/01/1992

Reason:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

09/05/1994

Reason:

Hospitalisation:

Report Details:
Seq: 193149

Preferred Term Severity Report Description Treatment
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:48AM Database: pusime02 ADRS004 Page 4 of 706

Case Number: Gender:
55.00Weight:30/05/1994

20/05/1994
Causality possibleNot yet recovered

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 OralOral application 50.0

ZOLOFT (Suspected)

13/05/1994 25/05/1994

Reason:

Hospitalisation:

Report Details:
Seq: 193270

Preferred Term Severity Report Description Treatment
Rash Rash to neck, chest and face.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:48AM Database: pusime02 ADRS004 Page 5 of 706

Case Number: Gender:
Weight:02/06/1994

01/05/1994
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Pharmacokinetics Phk- toxic elevation of serum lithium levels(0.9-2.4 mmol/) after 
4-5 weeks therapy with sertraline.

Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 50.0

ZOLOFT (Interaction)

25/03/1994 01/05/1994

Reason:

Stopped:Started:Batch:

Gram Daily1.0

LITHIUM CARBONATE (Interaction)

L TERM

Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily850.0

TEGRETOL (Other drug)

L TERM

Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily8.0

RIVOTRIL (Other drug)

L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 193441

Preferred Term Severity Report Description Treatment
Drug level increased

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:48AM Database: pusime02 ADRS004 Page 6 of 706

Case Number: Gender:
Weight:02/06/1994

01/05/1994
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily40.0

MELLERIL (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

CALTRATE (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily10.0

MIDAMOR (Other drug)

L TERM

Reason:

Meniere's disease

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 3.0

SERC (Other drug)

L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 193441

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:48AM Database: pusime02 ADRS004 Page 7 of 706

Case Number: Gender:
65.00Weight:07/06/1994

26/04/1994
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Dose Unspecified Daily OralOral application 1.0

ZOLOFT (Suspected)

26/04/1994 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 193536

Preferred Term Severity Report Description Treatment
Anorgasmia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:48AM Database: pusime02 ADRS004 Page 8 of 706

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.

20/06/1994

31/05/1994
Causality probableRecovered

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 50.0

ZOLOFT (Suspected)

01/05/1994 28/06/1994

Reason:

Hospitalisation:

Report Details:
Seq: 193803

Preferred Term Severity Report Description Treatment
Dyskinesia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:48AM Database: pusime02 ADRS004 Page 9 of 706

Case Number: Gender:
Weight:

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

20/06/1994

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)

01/06/1994 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 193804

Preferred Term Severity Report Description Treatment
Tongue disorder Trembling sensation of tongue
Dyskinesia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:48AM Database: pusime02 ADRS004 Page 10 of 706

Case Number: Gender:
Weight:

Onset of reaction about 4 weeks after zoloft added to regimen.  - 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 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.

04/07/1994

31/05/1994
Causality possibleNot yet recovered

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 Daily800.0

PRIADEL (Other drug)

01/01/1992 CONTIN

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

TEGRETOL (Other drug)

01/01/1992 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 25.0

ZOLOFT (Suspected)

01/05/1994 28/06/1994

Reason:

Hospitalisation:

Report Details:
Seq: 194202

Preferred Term Severity Report Description Treatment
Pollakiuria
Polyuria

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:48AM Database: pusime02 ADRS004 Page 11 of 706

Case Number: Gender:
Weight:

Patient has had no known previous allergies.

11/07/1994

24/06/1994
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 Daily50.0

ZOLOFT (Suspected)

14/06/1994 26/06/1994

Reason:

Hospitalisation:

Report Details:
Seq: 194308

Preferred Term Severity Report Description Treatment
Rash maculo-papular Rash over trunk and upper legs.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:48AM Database: pusime02 ADRS004 Page 12 of 706

Case Number: Gender:
65.00Weight:20/07/1994

03/07/1994
Causality possibleUnknown

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:

OralOral application 0.0

ZOLOFT (Suspected)

02/07/1994 06/07/1994

Reason:

Hospitalisation:

Report Details:
Seq: 194472

Preferred Term Severity Report Description Treatment
Xerophthalmia Dry, sore eyes.
Hyperacusis Severe Noise sensitivity
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:48AM Database: pusime02 ADRS004 Page 13 of 706

Case Number: Gender:
25.00Weight:28/07/1994

16/07/1994
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

09YAge:

Additional Information:

Medicine Details:
Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily OralOral application 50.0

ZOLOFT (Suspected)

14/07/1994 22/07/1994

Reason:

Hospitalisation:

Report Details:
Seq: 194666

Preferred Term Severity Report Description Treatment
Rash maculo-papular Rash on face, spreading to trunk
Pruritus

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:48AM Database: pusime02 ADRS004 Page 14 of 706

Case Number: Gender:
Weight:

Symptoms developed after 8 weeks on zoloft.

28/07/1994

30/05/1994
Causality probableRecovered

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 Daily2.0

ROHYPNOL (Other drug)

10/12/1993

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily4.0

ZOLOFT (Suspected)

01/04/1994 24/06/1994

Reason:

Hospitalisation:

Report Details:
Seq: 194700

Preferred Term Severity Report Description Treatment
Diarrhoea Severe Imodium, lamotil.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 15 of 706

Case Number: Gender:
Weight:01/08/1994

14/06/1994
Causality probableRecovered

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 OralOral application 100.0

ZOLOFT (Suspected)

16/05/1994 16/06/1994

Reason:

Hospitalisation:

Report Details:
Seq: 194746

Preferred Term Severity Report Description Treatment
Hypertonia Musclular spasm.
Euphoric mood

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 16 of 706

Case Number: Gender:
Weight:

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

11/08/1994

31/08/1994
Causality possibleUnknown

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

WARFARIN SODIUM (Other drug) Reason:

Stopped:Started:Batch:

0.0

PREMARIN (Other drug) Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

0.0

LASIX (Other drug) Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

0.0

CARTIA (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 195000

Preferred Term Severity Report Description Treatment
Diarrhoea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 17 of 706

Case Number: Gender:
Weight:

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

11/08/1994

31/08/1994
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

DALMANE (Other drug) Reason:

Stopped:Started:Batch:

0.0

CARDIZEM (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 50.0

ZOLOFT (Suspected)

25/07/1994 08/08/1994

Reason:

Hospitalisation:

Report Details:
Seq: 195000

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 18 of 706

Case Number: Gender:
62.00Weight:18/08/1994

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 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

03/06/1994

Reason:

Hospitalisation:

Report Details:
Seq: 195153

Preferred Term Severity Report Description Treatment
Amenorrhoea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 19 of 706

Case Number: Gender:
60.00Weight:17/08/1994

09/03/1994
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected)

08/03/1994 09/03/1994

Reason:

Hospitalisation:

Report Details:
Seq: 195155

Preferred Term Severity Report Description Treatment
Nausea Severe

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 20 of 706

Case Number: Gender:
Weight:19/08/1994

11/08/1994
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

14YAge:

Additional Information:

Medicine Details:
Behavior disorders of childhod

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 195184

Preferred Term Severity Report Description Treatment
Convulsion Tonic-clonic seizure

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 21 of 706

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. 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.

19/08/1994

02/05/1994
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 Daily50.0

ZOLOFT (Interaction)

01/03/1994 02/05/1994

Reason:

Depression

Stopped:Started:Batch:

Gram Daily1.0

LITHIUM CARBONATE (Interaction)

01/01/1993 02/05/1994

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily30.0

MELLERIL (Interaction)

01/01/1990 02/05/1994

Reason:

Meniere's disease

Stopped:Started:Batch:

Dose Unspecified Daily3.0

SERC (Interaction)

01/01/1993 02/05/1994

Reason:

Hospitalisation:

Report Details:
Seq: 195194

Preferred Term Severity Report Description Treatment
Drug level increased

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 22 of 706

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. 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.

19/08/1994

02/05/1994
Causality possibleNot yet recovered

DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily400.0

TEGRETOL (Other drug)

L TERM CONTIN

Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily4.0

RIVOTRIL (Other drug)

L TERM CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 195194

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 23 of 706

Case Number: Gender:
47.00Weight:22/08/1994

16/08/1994
Causality probableRecovered

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 1 time50.0

SERTRALINE HYDROCHLORIDE (Suspected)

15/08/1994 15/08/1994

Reason:

Hospitalisation:

Report Details:
Seq: 195231

Preferred Term Severity Report Description Treatment
Palpitations 200 beats per min.
Depersonalisation Stoned feeling.
Anxiety

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 24 of 706

Case Number: Gender:
85.00Weight:25/08/1994

02/08/1994
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 Daily50.0

ZOLOFT (Suspected)

01/08/1994 05/08/1994

Reason:

Hospitalisation:

Report Details:
Seq: 195263

Preferred Term Severity Report Description Treatment
Insomnia Unable to get to sleep.
Nightmare Upseting dreams.
Sleep disorder Waking and disturbed sleep.
Agitation
Fatigue

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 25 of 706

Case Number: Gender:
56.00Weight:

Sertaline was started at 50mg dose with gradual increase to 150mg on 25/06/94.

26/08/1994

28/06/1994
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Albumin 08/08/1994 47
Chloride 08/08/1994 102
Creatinine 08/08/1994 0.11
Potassium 08/08/1994 4.5
Sodium 08/08/1994 139
Urea 08/08/1994 7.2
bicarbonate 08/08/1994 26

Laboratory Investigations:

86YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

MULTI-B FORTE (Other drug)

29/04/1994 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily150.0

SERTRALINE HYDROCHLORIDE (Suspected)

18/06/1994 28/06/1994

Reason:

Stopped:Started:Batch:

Dose Unspecified Alternate days OralTablet 1.0

COLOXYL WITH SENNA (Suspected)

14/06/1994 28/06/1994

Reason:

Stopped:Started:Batch:

Dose Unspecified Alternate days RectalSuppository 1.0

MICROLAX ENEMA (Suspected)

18/06/1994 28/06/1994

Reason:

Hospitalisation:

Report Details:
Seq: 195331

Preferred Term Severity Report Description Treatment
Hyponatraemia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 26 of 706

Case Number: Gender:
Weight:

Patient was rechallenged on sertraline with same reaction occurring.

29/08/1994

18/08/1994
Causality certainRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Microgram Daily OralTablet 125.0

TRIAZOLAM (Other drug)

L TERM CONTIN

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralOral application 100.0

SERTRALINE HYDROCHLORIDE (Suspected)

16/08/1994 21/08/1994

Reason:

Hospitalisation:

Report Details:
Seq: 195375

Preferred Term Severity Report Description Treatment
Diarrhoea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 27 of 706

Case Number: Gender:
Weight:

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

31/08/1994

31/08/1994
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electroencephalog
raphy

Eeg said to show abnormal activity left temporal lobe

Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

   04W

Reason:

Hospitalisation:

Report Details:
Seq: 195402

Preferred Term Severity Report Description Treatment
Convulsion Epileptic fit

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 28 of 706

Case Number: Gender:
54.00Weight:01/09/1994

02/08/1994
Causality probableRecovered

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 Daily50.0

ZOLOFT (Suspected)

02/08/1994 05/08/1994

Reason:

Hospitalisation:

Report Details:
Seq: 195564

Preferred Term Severity Report Description Treatment
Agitation
Insomnia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 29 of 706

Case Number: Gender:
85.00Weight:01/09/1994

10/08/1994
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 As necessary10.0

EUHYPNOS (Other drug)

02/03/1994 CONTIN

Reason:

Lumbalgia

Stopped:Started:Batch:

Dose Unspecified Daily2.0

PANADEINE FORTE (Other drug)

02/02/1990 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily20.0

ZOLOFT (Suspected)

10/08/1994 14/08/1994

Reason:

Hospitalisation:

Report Details:
Seq: 195577

Preferred Term Severity Report Description Treatment
Agitation
Anxiety
Insomnia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 30 of 706

Case Number: Gender:
70.00Weight:

- 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.

07/09/1994

31/08/1994
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

65YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

SERTRALINE HYDROCHLORIDE (Suspected)

01/08/1994 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 195728

Preferred Term Severity Report Description Treatment
Headache Panadol

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 31 of 706

Case Number: Gender:
80.00Weight:12/09/1994

13/08/1994
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:

Dose Unspecified Daily OralTablet 1.0

ZOLOFT (Suspected)

08/08/1994 05/09/1994

Reason:

Hospitalisation:

Report Details:
Seq: 195739

Preferred Term Severity Report Description Treatment
Myalgia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 32 of 706

Case Number: Gender:
65.00Weight:12/09/1994

25/08/1994
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 0-40 U/L 02/09/1994 125
ALT = SGPT 0-40 U/L 09/09/1994 92
AST = SGOT 0-40 U/L 02/09/1994 85
AST = SGOT 0-40 U/L 09/09/1994 70
Bilirubin 0-20 UMOL/L 02/09/1994 10
Bilirubin 0-20 UMOL/L 09/09/1994 7
GGT = SGGT = 
GGTP

0-45 U/L 02/09/1994 120

Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

XANAX (Other drug) Reason:

Stopped:Started:Batch:

0.0

DONNATAB (Suspected) Reason:

Stopped:Started:Batch:

0.0

AUGMENTIN FORTE (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

21/07/1994 05/09/1994

Reason:

Hospitalisation:

Report Details:
Seq: 195831

Preferred Term Severity Report Description Treatment
Abdominal pain
Diarrhoea
Hepatitis
Malaise
Myalgia
Vomiting

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 33 of 706

Case Number: Gender:
65.00Weight:12/09/1994

25/08/1994
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

GGT = SGGT = 
GGTP

0-45 U/L 09/09/1994 122
LDH 100-225 U/L 02/09/1994 172
LDH 100-225 U/L 09/09/1994 173
SAP = ALP 30-115 U/L 02/09/1994 150
SAP = ALP 30-115 U/L 09/09/1994 128

Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily6.0

IMODIUM (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 195831

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 34 of 706

Case Number: Gender:
54.00Weight:12/09/1994

15/08/1994
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram As necessary10.0

CLOBAZAM (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily100.0

SPIRONOLACTONE (Other drug)

CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

13/08/1994 30/08/1994

Reason:

Hospitalisation:

Report Details:
Seq: 195839

Preferred Term Severity Report Description Treatment
Anxiety

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 35 of 706

Case Number: Gender:
Weight:14/09/1994

09/09/1994
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

63YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily60.0

ZOLOFT (Suspected)

05/09/1994 09/09/1994

Reason:

Hospitalisation:

Report Details:
Seq: 195875

Preferred Term Severity Report Description Treatment
Rash maculo-papular

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 36 of 706

Case Number: Gender:
60.00Weight:16/09/1994

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 OralOral application 50.0

ZOLOFT (Suspected)

06/07/1994 06/09/1994

Reason:

Contraception

Stopped:Started:Batch:

Dose Unspecified Daily OralPill 1.0

TRIQUILAR ED (Suspected)

06/09/1994L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 195893

Preferred Term Severity Report Description Treatment
Unintended pregnancy Pregnancy termination.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 37 of 706

Case Number: Gender:
65.00Weight:16/09/1994

12/09/1994
Causality probableRecovered

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 1 time50.0

ZOLOFT (Suspected)

12/09/1994

Reason:

Hospitalisation:

Report Details:
Seq: 195921

Preferred Term Severity Report Description Treatment
Headache
Insomnia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 38 of 706

Case Number: Gender:
70.00Weight:20/09/1994

13/08/1994
Causality probableRecovered

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 Daily OralTablet 200.0

ZOLOFT (Suspected)

28/07/1994 20/08/1994

Reason:

Hospitalisation:

Report Details:
Seq: 195949

Preferred Term Severity Report Description Treatment
Hepatic function abnormal

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 39 of 706

Case Number: Gender:
Weight:

Patient experienced reaction 2 hours after taking zoloft.

22/09/1994

19/09/1994
Causality probableRecovered

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 OralOral application 50.0

PROTHIADEN (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram 1 time50.0

ZOLOFT (Suspected)

19/09/1994 19/09/1994

Reason:

Hospitalisation:

Report Details:
Seq: 195980

Preferred Term Severity Report Description Treatment
Dizziness Severe
Hyperhidrosis Severe
Nausea Severe

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 40 of 706

Case Number: Gender:
Weight:26/09/1994

06/09/1994
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:
Contraception

Stopped:Started:Batch:

Dose Unspecified Daily1.0

BREVINOR (Other drug)

L TERM CONTIN

Reason:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 196064

Preferred Term Severity Report Description Treatment
Bruxism

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 41 of 706

Case Number: Gender:
Weight:

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

26/09/1994

31/08/1994
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:
Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 25.0

ZOLOFT (Suspected)

14/07/1994 16/09/1994

Reason:

Hospitalisation:

Report Details:
Seq: 196069

Preferred Term Severity Report Description Treatment
Increased appetite Craving for potatoes
Nail disorder Yellow fingernails
Aggression
Agitation
Dizziness
Flushing
Insomnia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 42 of 706

Case Number: Gender:
93.00Weight:26/09/1994

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 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 196076

Preferred Term Severity Report Description Treatment
Headache Pethidine and chlorpromazine

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 43 of 706

Case Number: Gender:
Weight:

Patient experienced reaction a few hours after taking zoloft.

26/09/1994

21/09/1994
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

XANAX (Other drug) Reason:

Stopped:Started:Batch:

0.0

LIBRIUM (Other drug) Reason:

Stopped:Started:Batch:

SubcutaneousImplant 0.0

TESTOSTERONE (Other drug) Reason:

Stopped:Started:Batch:

SubcutaneousImplant 0.0

OESTROGENS NOS (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 196092

Preferred Term Severity Report Description Treatment
Paraesthesia Severe Burning senation through body esp mucosa

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 44 of 706

Case Number: Gender:
Weight:

Patient experienced reaction a few hours after taking zoloft.

26/09/1994

21/09/1994
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 50.0

ZOLOFT (Suspected)

21/09/1994

Reason:

Hospitalisation:

Report Details:
Seq: 196092

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 45 of 706

Case Number: Gender:
57.00Weight:

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.

28/09/1994

16/09/1994
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram As necessary5.0

VALIUM (Other drug)

01/01/1993

Reason:

Stopped:Started:Batch:

Dose Unspecified As necessary2.0

PARACETAMOL (Other drug)

01/01/1993

Reason:

Migraine

Stopped:Started:Batch:

Dose Unspecified As necessary2.0

MERSYNDOL (Other drug) Reason:

Depression

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected)

16/09/1994 23/09/1994

Reason:

Hospitalisation:

Report Details:
Seq: 196101

Preferred Term Severity Report Description Treatment
Abdominal pain
Dizziness
Headache
Hyperhidrosis
Insomnia
Nausea
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 46 of 706

Case Number: Gender:
75.00Weight:

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

29/09/1994

05/09/1994
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 Daily1.0

PROGYNOVA (Other drug)

01/01/1988

Reason:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

28/08/1994 12/09/1994

Reason:

Hospitalisation:

Report Details:
Seq: 196119

Preferred Term Severity Report Description Treatment
Paraesthesia Prickling sensation
Fatigue
Hot flush

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 47 of 706

Case Number: Gender:
Weight:

Patient had pre-existing glaucoma

29/09/1994

Causality possibleNot yet recovered
DOB:

M
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

ZANTAC (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily15.0

RENITEC (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 196136

Preferred Term Severity Report Description Treatment
Eye pain
Glaucoma

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 48 of 706

Case Number: Gender:
Weight:

Pre-existing glaucoma; arthritis

29/09/1994

27/08/1994
Causality probableRecovered

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:

0.0

BRUFEN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 25.0

PROTHIADEN (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

26/08/1994 27/08/1994

Reason:

Hospitalisation:

Report Details:
Seq: 196137

Preferred Term Severity Report Description Treatment
Eye pain

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 49 of 706

Case Number: Gender:
70.00Weight:06/10/1994

15/09/1994
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

63YAge:

Additional Information:

Medicine Details:
Unspecified glaucoma

Stopped:Started:Batch:

OphthalmicEye Drops 0.0

TENOPT (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily150.0

ASPIRIN (Other drug)

L TERM

Reason:

Pain in chest

Stopped:Started:Batch:

Dose Unspecified Daily8.0

PREPULSID (Other drug)

L TERM

Reason:

Chronic nasopharyngitis

Stopped:Started:Batch:

Dose Unspecified Daily4.0

BECONASE (Other drug)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 196298

Preferred Term Severity Report Description Treatment
Paraesthesia Paraesthesia - trunk and limbs
Somnolence Required Visit 

to Doctor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 50 of 706

Case Number: Gender:
70.00Weight:06/10/1994

15/09/1994
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

63YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

15/09/1994 19/09/1994

Reason:

Hospitalisation:

Report Details:
Seq: 196298

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 51 of 706

Case Number: Gender:
55.00Weight:07/10/1994

27/09/1994
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:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

15/09/1994 27/09/1994

Reason:

Hospitalisation:

Report Details:
Seq: 196325

Preferred Term Severity Report Description Treatment
Neurosis Agorophobia.
Agitation

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 52 of 706

Case Number: Gender:
76.00Weight:

Allergy to trental - gastric and abdominal pain  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. the dosage start date is not accurate but indicates that start occurred sometime 
during the year.

10/10/1994

22/09/1994
Causality probableRecovered

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:

Dose Unspecified As necessary1.0

PANADEINE FORTE (Other drug)

01/01/1993

Reason:

Stopped:Started:Batch:

Milligram Daily100.0

THIAMINE (Other drug)

01/01/1993

Reason:

Stopped:Started:Batch:

Milligram Daily240.0

ISOPTIN SR (Other drug)

01/01/1993

Reason:

Stopped:Started:Batch:

Milligram Daily800.0

BRUFEN (Other drug)

01/01/1993

Reason:

Hospitalisation:

Report Details:
Seq: 196347

Preferred Term Severity Report Description Treatment
Diarrhoea
Pyrexia
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 53 of 706

Case Number: Gender:
76.00Weight:

Allergy to trental - gastric and abdominal pain  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. the dosage start date is not accurate but indicates that start occurred sometime 
during the year.

10/10/1994

22/09/1994
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily1.5

HALOPERIDOL (Other drug)

01/01/1993

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

22/09/1994 22/09/1994

Reason:

Hospitalisation:

Report Details:
Seq: 196347

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 54 of 706

Case Number: Gender:
62.00Weight:

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

10/10/1994

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:
Asthma

Stopped:Started:Batch:

InhalationInhalation 0.0

VENTOLIN (Other drug)

L TERM CONTIN

Reason:

Asthma

Stopped:Started:Batch:

InhalationInhalation 0.0

ATROVENT (Other drug)

L TERM CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram As necessary30.0

SEREPAX (Other drug)

01/01/1992 CONTIN

Reason:

Pain in limb

Stopped:Started:Batch:

Milligram As necessary300.0

BI-QUINATE (Other drug)

L TERM CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 196391

Preferred Term Severity Report Description Treatment
Diarrhoea
Dizziness
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 55 of 706

Case Number: Gender:
62.00Weight:

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

10/10/1994

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Millilitre Daily IntramuscularInjection 2.0

FERRUM H (Other drug)

L TERM CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

21/09/1994 25/09/1994

Reason:

Hospitalisation:

Report Details:
Seq: 196391

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 56 of 706

Case Number: Gender:
Weight:13/10/1994

06/10/1994
Causality probableRecovered

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: 196480

Preferred Term Severity Report Description Treatment
Anxiety
Hyperhidrosis
Vomiting

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 57 of 706

Case Number: Gender:
87.00Weight:

- 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.

13/10/1994

31/10/1994
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Ulcer of duodenum w/o ment perf

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

ZANTAC (Suspected)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/08/1994

Reason:

Hospitalisation:

Report Details:
Seq: 196499

Preferred Term Severity Report Description Treatment
Purpura

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 58 of 706

Case Number: Gender:
Weight:

Patient died unexpectedly on 30/09/94.

19/10/1994

29/09/1994
Causality possibleDeath, maybe drug

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Chloride 100 - 108 
MMOL/L

24/09/1994 91
Chloride 100 - 108 

MMOL/L
29/09/1994 96

Chloride 100 - 108 
MMOL/L

30/09/1994 101
Potassium 3.6 - 5.2 

MMOL/L
24/09/1994 3.5

Potassium 3.6 - 5.2 
MMOL/L

29/09/1994 2.5
Potassium 3.6 - 5.2 

MMOL/L
30/09/1994 3.4

Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SLOW-K (Other drug) Reason:

Stopped:Started:Batch:

RectalSuppository 0.0

MICROLAX ENEMA (Other drug) Reason:

Stopped:Started:Batch:

OphthalmicEye Drops 0.0

PROPINE (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily InhalationInhalation 4.0

VENTOLIN (Other drug)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 196551

Preferred Term Severity Report Description Treatment
Cerebrovascular disorder
Fatigue
Grand mal convulsion
Hypokalaemia
Hyponatraemia
Leukocytosis
Syncope
Urinary incontinence

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 59 of 706

Case Number: Gender:
Weight:

Patient died unexpectedly on 30/09/94.

19/10/1994

29/09/1994
Causality possibleDeath, maybe drug

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Radiololgy Ct brain scan showed no evidence of metastatic disease or of a 
space occupying lesion. there was an 8mlm hypodense area in 
the white matter of the right parietal lobe at the level of the roof 
of the lateral ventricle, consistent with a small infarct. there were 
non specific white matter low density changes around the lateral 
ventricles consistent with cerebral vascular disease.

Sodium 135 - 150 
MMOL/L

24/09/1994 129
Sodium 135 - 150 

MMOL/L
29/09/1994 138

Sodium 135 - 150 
MMOL/L

30/09/1994 141

Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily InhalationInhalation 4.0

ATROVENT (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 3.0

BISACODYL (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Millilitre Daily120.0

SORBILAX (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily300.0

ZANTAC (Other drug)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 196551

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 60 of 706

Case Number: Gender:
Weight:

Patient died unexpectedly on 30/09/94.

19/10/1994

29/09/1994
Causality possibleDeath, maybe drug

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily25.0

ZOLOFT (Suspected)

25/09/1994

Reason:

Hospitalisation:

Report Details:
Seq: 196551

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 61 of 706

Case Number: Gender:
70.00Weight:

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

21/10/1994

11/10/1994
Causality probableRecovered

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

TOFRANIL (Other drug)

01/01/1987 31/01/1987

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Dose Unspecified Daily1.0

RENITEC (Other drug) Reason:

Menopausal symptoms

Stopped:Started:Batch:

Milligram Daily2.0

PROGYNOVA (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected)

11/10/1994

Reason:

Hospitalisation:

Report Details:
Seq: 196627

Preferred Term Severity Report Description Treatment
Dizziness
Dystonia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 62 of 706

Case Number: Gender:
84.00Weight:

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

25/10/1994

04/10/1994
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Menopausal symptoms

Stopped:Started:Batch:

SubcutaneousImplant 0.0

TESTOSTERONE (Suspected)

25/07/1994

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

18/08/1994 14/10/1994

Reason:

Menopausal symptoms

Stopped:Started:Batch:

Milligram Daily TransdermalCream 100.0

ESTRADERM (Suspected)

01/01/1992

Reason:

Hospitalisation:

Report Details:
Seq: 196683

Preferred Term Severity Report Description Treatment
Diarrhoea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 63 of 706

Case Number: Gender:
70.00Weight:31/10/1994

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:
Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 150.0

PROTHIADEN (Other drug)

L TERM

Reason:

Pain

Stopped:Started:Batch:

Gram Daily OralTablet 4.0

PANAMAX (Other drug)

L TERM

Reason:

Pain

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

BRUFEN (Other drug)

L TERM

Reason:

Osteoporosis

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

CALTRATE (Other drug)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 196747

Preferred Term Severity Report Description Treatment
Hyperhidrosis Sweaty palms of hands and soles of feet.
Dry mouth

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 64 of 706

Case Number: Gender:
70.00Weight:31/10/1994

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 3.0

COLOFAC (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

23/09/1994 28/09/1994

Reason:

Hospitalisation:

Report Details:
Seq: 196747

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 65 of 706

Case Number: Gender:
116.00Weight:04/11/1994

27/10/1994
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

SERTRALINE HYDROCHLORIDE (Suspected)

    5D

Reason:

Hospitalisation:

Report Details:
Seq: 196907

Preferred Term Severity Report Description Treatment
Dystonia Jaw stiffness
Fatigue

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 66 of 706

Case Number: Gender:
Weight:08/11/1994

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 Daily100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 196988

Preferred Term Severity Report Description Treatment
Dizziness
Drug withdrawal syndrome

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 67 of 706

Case Number: Gender:
70.00Weight:

Reaction occurred 2 hours after taking zoloft tablet.

11/11/1994

30/10/1994
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

62YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected)

30/10/1994

Reason:

Hospitalisation:

Report Details:
Seq: 197036

Preferred Term Severity Report Description Treatment
Paraesthesia Prickling of skin
Headache Severe

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 68 of 706

Case Number: Gender:
109.00Weight:

Patient experienced severe headache all day every day for two weeks. headache stopped 24 hrs after ceasing sertraline.

15/11/1994

14/10/1994
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 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

14/10/1994 28/10/1994

Reason:

Hospitalisation:

Report Details:
Seq: 197085

Preferred Term Severity Report Description Treatment
Headache Severe

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 69 of 706

Case Number: Gender:
Weight:17/11/1994

08/07/1994
Causality possibleRecovered
17/02/1939DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Prolactin 08/07/1994 3404 MU/L

Laboratory Investigations:

55Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Gram As necessary1.0

PANADEINE FORTE (Other drug)

30/03/1994

Reason:

Stopped:Started:Batch:

Milligram Fortnightly IntramuscularInjection 80.0

FLUPENTHIXOL DECANOATE (Other drug)

21/03/1994

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

ZANTAC (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 4.0

RISPERIDONE (Suspected)

27/03/1994 15/07/1994

Reason:

Hospitalisation:

Report Details:
Seq: 197134

Preferred Term Severity Report Description Treatment
Hyperprolactinaemia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 70 of 706

Case Number: Gender:
Weight:17/11/1994

08/07/1994
Causality possibleRecovered
17/02/1939DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

55Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

13/05/1994 08/07/1994

Reason:

Hospitalisation:

Report Details:
Seq: 197134

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 71 of 706

Case Number: Gender:
82.00Weight:

Patient also experienced agitation on prozac

21/11/1994

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:
Paralysis agitans

Stopped:Started:Batch:

0.0

MADOPAR (Other drug)

L TERM CONTIN

Reason:

Paralysis agitans

Stopped:Started:Batch:

0.0

PARLODEL (Other drug)

L TERM CONTIN

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 30.0

OXAZEPAM (Other drug)

L TERM CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

08/09/1994

Reason:

Hospitalisation:

Report Details:
Seq: 197186

Preferred Term Severity Report Description Treatment
Agitation Agitation and anger

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 72 of 706

Case Number: Gender:
Weight:

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

18/11/1994

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 1.0

PREDNISONE (Other drug)

L TERM CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 50.0

IMURAN (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

01/07/1994 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 197193

Preferred Term Severity Report Description Treatment
Hypertension Bp 145/95.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 73 of 706

Case Number: Gender:
Weight:23/11/1994

21/10/1994
Causality possibleNot yet recovered

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:

Milligram As necessary15.0

SEREPAX (Other drug)

17/11/1994

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

25/08/1994 15/09/1994

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

15/10/1994 10/11/1994

Reason:

Hospitalisation:

Report Details:
Seq: 197275

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder Leaning to left rigid.
Confusional state

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 74 of 706

Case Number: Gender:
Weight:

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

24/11/1994

Causality possibleNot yet recovered
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:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected)

01/06/1994 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 197298

Preferred Term Severity Report Description Treatment
Dyskinesia Abnormal orobuccal movements

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 75 of 706

Case Number: Gender:
69.00Weight:24/11/1994

14/11/1994
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 Daily100.0

SERTRALINE HYDROCHLORIDE (Suspected)

14/11/1994 21/11/1994

Reason:

Hospitalisation:

Report Details:
Seq: 197308

Preferred Term Severity Report Description Treatment
Headache Severe

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 76 of 706

Case Number: Gender:
101.00Weight:24/11/1994

28/09/1994
Causality possibleRecovered

DOB:

M
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 OralOral application 100.0

SERTRALINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 197311

Preferred Term Severity Report Description Treatment
Epistaxis

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 77 of 706

Case Number: Gender:
63.00Weight:24/11/1994

14/07/1994
Causality possibleUnknown

DOB:

F
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 Daily50.0

ZOLOFT (Suspected)

07/07/1994

Reason:

Hospitalisation:

Report Details:
Seq: 197329

Preferred Term Severity Report Description Treatment
Hypertonia Muscle tension in neck, shoulders, scalp Orphenadrine for headache
Headache

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 78 of 706

Case Number: Gender:
Weight:

Patient recommenced on zoloft and symptoms resolved.

28/11/1994

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 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 197352

Preferred Term Severity Report Description Treatment
Dysarthria Slurred speach
Anxiety
Coordination abnormal
Dizziness
Drug withdrawal syndrome
Nervousness

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 79 of 706

Case Number: Gender:
80.00Weight:

Allergy to prozac.

28/11/1994

21/11/1994
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Microgram Daily250.0

XANAX (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

06/09/1994 24/11/1994

Reason:

Hospitalisation:

Report Details:
Seq: 197368

Preferred Term Severity Report Description Treatment
Anxiety
Diarrhoea
Dizziness
Dysarthria
Insomnia
Nausea
Stupor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 80 of 706

Case Number: Gender:
Weight:28/11/1994

01/11/1994
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

22YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

MICROLUT (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

ANDROCUR (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

12/10/1994 23/11/1994

Reason:

Hospitalisation:

Report Details:
Seq: 197374

Preferred Term Severity Report Description Treatment
Anorgasmia Loss of orgasm

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 81 of 706

Case Number: Gender:
82.00Weight:

Reaction occured 2 days after taking first tablet of zoloft.  - the date of onset is not necessarily accurate but indicates that onset 
occurred sometime during the month.

28/11/1994

31/08/1994
Causality possibleRecovered

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 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 197375

Preferred Term Severity Report Description Treatment
Muscle twitching Muscle twitching Changed to aropax.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 82 of 706

Case Number: Gender:
90.00Weight:28/11/1994

19/11/1994
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:

Dose Unspecified Daily1.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily150.0

PROTHIADEN (Suspected) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

MODURETIC (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 197400

Preferred Term Severity Report Description Treatment
Gravitational oedema

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 83 of 706

Case Number: Gender:
75.00Weight:

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.

29/11/1994

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram10.0

PLENDIL (Other drug)

01/01/1992

Reason:

Other cellulitis and abscess

Stopped:Started:Batch:

Gram Daily2.0

FLOPEN (Other drug)

15/11/1994 21/11/1994

Reason:

Ulcer of duodenum w/o ment perf

Stopped:Started:Batch:

Milligram Daily20.0

PEPCIDINE (Other drug)

01/01/1994

Reason:

Depression

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected)

21/11/1994 23/11/1994

Reason:

Hospitalisation:

Report Details:
Seq: 197419

Preferred Term Severity Report Description Treatment
Nausea Severe

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 84 of 706

Case Number: Gender:
61.00Weight:

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

29/11/1994

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

86YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily5.0

PLENDIL ER (Other drug)

01/04/1994 CONTIN

Reason:

Stopped:Started:Batch:

0.0

SERTRALINE HYDROCHLORIDE (Suspected)

   10D

Reason:

Hospitalisation:

Report Details:
Seq: 197423

Preferred Term Severity Report Description Treatment
Nausea
Vomiting

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 85 of 706

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. 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.

01/12/1994

22/11/1994
Causality probableRecovered

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 Monthly25.0

PROVERA (Other drug)

01/09/1994 CONTIN

Reason:

Menopausal symptoms

Stopped:Started:Batch:

Microgram Daily625.0

PREMARIN (Other drug)

01/09/1994 CONTIN

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily150.0

ZOLOFT (Suspected)

01/05/1994 22/11/1994

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 205.0

INDERAL (Suspected)

01/05/1994 22/11/1994 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 197507

Preferred Term Severity Report Description Treatment
Purpura

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 86 of 706

Case Number: Gender:
58.00Weight:05/12/1994

28/09/1994
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:
Other&unspecified epilepsy

Stopped:Started:Batch:

Gram Daily2.5

SODIUM VALPROATE (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

26/09/1994 14/10/1994

Reason:

Hospitalisation:

Report Details:
Seq: 197525

Preferred Term Severity Report Description Treatment
Fatigue Weariness

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 87 of 706

Case Number: Gender:
87.00Weight:

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

05/12/1994

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:
Ulcer of duodenum w/o ment perf

Stopped:Started:Batch:

Milligram Daily30.0

ZOLOFT (Suspected)

10/11/1994 CONTIN

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily500.0

CHLOTRIDE (Suspected)

01/01/1990 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 197537

Preferred Term Severity Report Description Treatment
Fatigue

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 88 of 706

Case Number: Gender:
39.00Weight:07/12/1994

28/11/1994
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

82YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily15.0

SEREPAX (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

20/11/1994 02/12/1994

Reason:

Hospitalisation:

Report Details:
Seq: 197561

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder Cogentin 2mg imi.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 89 of 706

Case Number: Gender:
77.00Weight:07/12/1994

05/09/1994
Causality probableRecovered

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 240.0

ISOPTIN SR (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

MINIPRESS (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

LIPEX (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 15.0

MURELAX (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 197562

Preferred Term Severity Report Description Treatment
Rash maculo-papular Rash on ears and hand dorsum.
Pruritus Severe

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 90 of 706

Case Number: Gender:
77.00Weight:07/12/1994

05/09/1994
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

03/09/1994 06/09/1994

Reason:

Hospitalisation:

Report Details:
Seq: 197562

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 91 of 706

Case Number: Gender:
56.00Weight:12/12/1994

05/12/1994
Causality probableRecovered

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 Daily15.0

PROVERA (Other drug) Reason:

Otr&unspec oral soft tissu dis

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 197657

Preferred Term Severity Report Description Treatment
Lymphadenopathy
Mouth ulceration

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 92 of 706

Case Number: Gender:
65.00Weight:12/12/1994

03/12/1994
Causality probableRecovered

DOB:

F
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)

03/12/1994 04/12/1994

Reason:

Hospitalisation:

Report Details:
Seq: 197719

Preferred Term Severity Report Description Treatment
Agitation
Dizziness
Nausea
Vomiting

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 93 of 706

Case Number: Gender:
50.00Weight:

Allergic to penicillin

05/12/1994

30/11/1994
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 50.0

ZOLOFT (Suspected)

25/11/1994 01/12/1994

Reason:

Hospitalisation:

Report Details:
Seq: 197734

Preferred Term Severity Report Description Treatment
Urticaria

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 94 of 706

Case Number: Gender:
64.00Weight:

Similar reaction to a chemically dissimilar s.s.r.i.  the dosage start date is not accurate but indicates that start occurred sometime 
during the year.

05/12/1994

16/11/1994
Causality possibleRecovered

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 OralOral application 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

13/11/1994 18/11/1994

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 125.0

DOTHIEPIN HYDROCHLORIDE (Suspected)

01/01/1992 20/10/1994

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 5.0

DIAZEPAM (Suspected)

15/11/1994

Reason:

Hospitalisation:

Report Details:
Seq: 197742

Preferred Term Severity Report Description Treatment
Acne Severe Acneform rash, pruritus, excoriation, post. 

thoraxPruritus Severe

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 95 of 706

Case Number: Gender:
Weight:14/12/1994

04/11/1994
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:

Dose Unspecified As necessary2.0

PANADEINE FORTE (Other drug) Reason:

Peptic ulcer nos w/o ment perf

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

RANITIDINE (Other drug) Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralOral application 15.0

DIAZEPAM (Other drug) Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralOral application 30.0

TEMAZEPAM (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 197841

Preferred Term Severity Report Description Treatment
Pruritus
Rash

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 96 of 706

Case Number: Gender:
Weight:14/12/1994

04/11/1994
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram OralTablet 100.0

SERTRALINE HYDROCHLORIDE (Suspected)

19/10/1994 05/11/1994

Reason:

Hospitalisation:

Report Details:
Seq: 197841

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 97 of 706

Case Number: Gender:
50.00Weight:

Known valium abuse and abrupt cessation - 12/11/94

16/12/1994

23/11/1994
Causality probableRecovered

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:

0.0

PERSANTIN (Other drug) Reason:

Stopped:Started:Batch:

0.0

LANOXIN (Other drug) Reason:

Stopped:Started:Batch:

0.0

SIMVASTATIN (Other drug) Reason:

Stopped:Started:Batch:

0.0

WARFARIN SODIUM (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 197900

Preferred Term Severity Report Description Treatment
Confusional state Acute organic brain syndrome

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 98 of 706

Case Number: Gender:
50.00Weight:

Known valium abuse and abrupt cessation - 12/11/94

16/12/1994

23/11/1994
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

56YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

18/11/1994 25/11/1994

Reason:

Hospitalisation:

Report Details:
Seq: 197900

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 99 of 706

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 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.

19/12/1994

31/12/1994
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:

0.0

DI-GESIC (Other drug) Reason:

Stopped:Started:Batch:

0.0

ALLEGRON (Other drug)

28/08/1994

Reason:

Migraine

Stopped:Started:Batch:

0.0

IMIGRAN (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

01/08/1994

Reason:

Hospitalisation:

Report Details:
Seq: 197910

Preferred Term Severity Report Description Treatment
Cerebral haemorrhage

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 100 of 706

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 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.

19/12/1994

31/12/1994
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily2.5

PLENDIL (Suspected)

01/12/1994

Reason:

Hospitalisation:

Report Details:
Seq: 197910

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 101 of 706

Case Number: Gender:
Weight:19/12/1994

25/11/1994
Causality possibleRecovered

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 Daily OralOral application 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

22/11/1994 04/12/1994

Reason:

Hospitalisation:

Report Details:
Seq: 197917

Preferred Term Severity Report Description Treatment
Anorexia
Cough
Influenza like illness
Nausea
Pharyngitis
Pyrexia
Rhinitis

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 102 of 706

Case Number: Gender:
70.00Weight:

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. 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.

23/12/1994

03/11/1994
Causality possibleNot yet recovered
12/08/1915DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

79Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/11/1994 15/11/1994

Reason:

Stopped:Started:Batch:

Milligram Daily200.0

CAPURATE (Suspected)

01/01/1989 16/11/1994

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily10.0

PLENDIL ER (Suspected)

01/01/1991

Reason:

Pain in limb

Stopped:Started:Batch:

Milligram Daily600.0

QUINATE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 197994

Preferred Term Severity Report Description Treatment
Dermatitis exfoliative
Pruritus

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 103 of 706

Case Number: Gender:
70.00Weight:

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. 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.

23/12/1994

03/11/1994
Causality possibleNot yet recovered
12/08/1915DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

79Age:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily10.0

NORMISON (Suspected)

01/09/1994

Reason:

Ulcer of duodenum w/o ment perf

Stopped:Started:Batch:

Milligram Daily300.0

ZANTAC (Suspected)

01/01/1990

Reason:

Hospitalisation:

Report Details:
Seq: 197994

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:49AM Database: pusime02 ADRS004 Page 104 of 706

Case Number: Gender:
Weight:12/12/1994

Causality possibleUnknown
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 Daily OralTablet 50.0

ZOLOFT (Suspected)

01/11/1994

Reason:

Hospitalisation:

Report Details:
Seq: 198036

Preferred Term Severity Report Description Treatment
Tremor Jaw trembling and shakiness
Hypokinesia Slowed movement.
Speech disorder Slowed speech
Headache
Somnolence

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 105 of 706

Case Number: Gender:
Weight:03/01/1995

30/11/1994
Causality probableRecovered

DOB:

M
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 Daily50.0

ZOLOFT (Suspected)

30/11/1994 07/12/1994

Reason:

Hospitalisation:

Report Details:
Seq: 198099

Preferred Term Severity Report Description Treatment
Headache

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 106 of 706

Case Number: Gender:
Weight:06/01/1995

24/12/1994
Causality probableRecovered

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)

14/12/1994 24/12/1994

Reason:

Hospitalisation:

Report Details:
Seq: 198184

Preferred Term Severity Report Description Treatment
Rash Rash on neck trunk and arms.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 107 of 706

Case Number: Gender:
69.00Weight:11/01/1995

15/12/1994
Causality probableRecovered

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)

07/12/1994 28/12/1994

Reason:

Hospitalisation:

Report Details:
Seq: 198266

Preferred Term Severity Report Description Treatment
Exophthalmos Felt that eyes were bulging
Diplopia
Eye pain
Visual disturbance

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 108 of 706

Case Number: Gender:
Weight:

Patient died on the 8/1/95.

16/01/1995

08/01/1995
Causality possibleDeath

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

87YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Dose Unspecified As necessary1.0

PANADOL (Other drug)

30/11/1994 28/12/1994

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralCapsule 2.0

MADOPAR (Other drug)

05/12/1994

Reason:

Constipation

Stopped:Started:Batch:

Millilitre Daily20.0

AGAROL (Other drug)

30/11/1994

Reason:

Stopped:Started:Batch:

Milligram Daily40.0

UREX (Other drug)

30/11/1994 05/12/1994

Reason:

Hospitalisation:

Report Details:
Seq: 198328

Preferred Term Severity Report Description Treatment
Confusional state
Sudden death

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 109 of 706

Case Number: Gender:
Weight:

Patient died on the 8/1/95.

16/01/1995

08/01/1995
Causality possibleDeath

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

87YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily50.0

ANAFRANIL (Other drug)

30/11/1994 05/12/1994

Reason:

Stopped:Started:Batch:

Milligram Daily75.0

LARGACTIL (Other drug)

30/11/1994 05/12/1994

Reason:

Othr diseases of urinary tract

Stopped:Started:Batch:

Milligram Daily800.0

NOROXIN (Other drug)

16/12/1994 28/12/1994

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

04/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 198328

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 110 of 706

Case Number: Gender:
48.00Weight:23/01/1995

03/01/1995
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:
Contraception

Stopped:Started:Batch:

IntramuscularInjection 0.0

DEPO-PROVERA (Other drug)

09/12/1994

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

03/01/1995 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 198466

Preferred Term Severity Report Description Treatment
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 111 of 706

Case Number: Gender:
73.00Weight:

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

30/01/1995

08/01/1995
Causality probableRecovered

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:

Gram Daily2.0

MINIPRESS (Other drug)

01/01/1989

Reason:

Stopped:Started:Batch:

Milligram Daily100.0

BETALOC (Other drug)

01/01/1980

Reason:

Stopped:Started:Batch:

Milligram Daily80.0

DIAMICRON (Other drug)

01/01/1990

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

05/01/1995 08/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 198593

Preferred Term Severity Report Description Treatment
Depersonalisation
Dizziness

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 112 of 706

Case Number: Gender:
56.00Weight:

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

03/02/1995

12/01/1995
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT < 40 05/12/1994 51
ALT = SGPT < 40 18/01/1995 588
ALT = SGPT < 40 20/01/1995 427
ALT = SGPT < 40 03/02/1995 62
ALT = SGPT < 40 22/01/1995 314
AST = SGOT < 40 05/12/1994 45
AST = SGOT < 40 18/01/1995 162

Laboratory Investigations:

81YAge:

Additional Information:

Medicine Details:
Other rheumatoid arthritis

Stopped:Started:Batch:

Milligram Daily OralOral application 5.0

PREDNISOLONE (Other drug)

06/12/1994

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Dose Unspecified Daily1.0

CHLOTRIDE (Other drug)

01/01/1993

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet, modified release 600.0

SLOW-K (Other drug)

01/01/1993

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

06/12/1994 15/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 198693

Preferred Term Severity Report Description Treatment
Jaundice Prednisolone
Nausea
Rash maculo-papular
Vomiting

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 113 of 706

Case Number: Gender:
56.00Weight:

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

03/02/1995

12/01/1995
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

AST = SGOT < 40 22/01/1995 84
AST = SGOT < 40 20/01/1995 112
AST = SGOT < 40 03/02/1995 22
Bilirubin < 17 05/12/1994 8
Bilirubin < 17 18/01/1995 40
Bilirubin < 17 20/01/1995 27
Bilirubin < 17 22/01/1995 26

Laboratory Investigations:

81YAge:

Additional Information:

Medicine Details:
Other rheumatoid arthritis

Stopped:Started:Batch:

Gram Daily3.0

SALAZOPYRIN (Suspected)

17/12/1994 15/01/1995

Reason:

Other rheumatoid arthritis

Stopped:Started:Batch:

Milligram Daily200.0

ORUDIS SR (Suspected)

01/01/1994 15/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 198693

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 114 of 706

Case Number: Gender:
56.00Weight:

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

03/02/1995

12/01/1995
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Bilirubin < 17 03/02/1995 13
GGT = SGGT = 
GGTP

< 32 05/12/1994 42
GGT = SGGT = 
GGTP

< 32 18/01/1995 701
GGT = SGGT = 
GGTP

< 32 20/01/1995 732
GGT = SGGT = 
GGTP

< 32 22/01/1995 687
GGT = SGGT = 
GGTP

< 32 03/02/1995 233
SAP = ALP < 120 05/12/1994 96

Laboratory Investigations:

81YAge:

Additional Information:

Medicine Details:
Other rheumatoid arthritis

Stopped:Started:Batch:

Milligram Daily OralOral application 5.0

PREDNISOLONE (Other drug)

06/12/1994

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Dose Unspecified Daily1.0

CHLOTRIDE (Other drug)

01/01/1993

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet, modified release 600.0

SLOW-K (Other drug)

01/01/1993

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

06/12/1994 15/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 198693

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 115 of 706

Case Number: Gender:
56.00Weight:

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

03/02/1995

12/01/1995
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

SAP = ALP < 120 18/01/1995 310
SAP = ALP < 120 20/01/1995 295
SAP = ALP < 120 22/01/1995 236
SAP = ALP < 120 03/02/1995 79

Laboratory Investigations:

81YAge:

Additional Information:

Medicine Details:
Other rheumatoid arthritis

Stopped:Started:Batch:

Gram Daily3.0

SALAZOPYRIN (Suspected)

17/12/1994 15/01/1995

Reason:

Other rheumatoid arthritis

Stopped:Started:Batch:

Milligram Daily200.0

ORUDIS SR (Suspected)

01/01/1994 15/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 198693

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 116 of 706

Case Number: Gender:
58.00Weight:03/02/1995

29/01/1995
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:

Milligram Daily100.0

ZOLOFT (Suspected)

27/10/1994 29/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 198708

Preferred Term Severity Report Description Treatment
Insomnia
Purpura

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 117 of 706

Case Number: Gender:
70.00Weight:06/02/1995

Causality possibleNot yet recovered
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 Daily OralTablet 50.0

ZOLOFT (Suspected)

03/01/1994 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 198731

Preferred Term Severity Report Description Treatment
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 118 of 706

Case Number: Gender:
Weight:07/02/1995

12/09/1994
Causality possibleNot yet recovered
31/12/1939DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54Age:

Additional Information:

Medicine Details:
Menopausal symptoms

Stopped:Started:Batch:

Microgram Daily625.0

PREMARIN (Other drug)

05/08/1993 CONTIN

Reason:

Menopausal symptoms

Stopped:Started:Batch:

Milligram Daily5.0

PROVERA (Other drug)

05/05/1993 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily600.0

CALCIUM NOS (Other drug)

05/08/1993 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

SERTRALINE HYDROCHLORIDE (Suspected)

23/08/1994 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 198746

Preferred Term Severity Report Description Treatment
Orthostatic hypotension

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 119 of 706

Case Number: Gender:
54.00Weight:09/02/1995

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 50.0

ZOLOFT (Suspected)

11/09/1994 31/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 198853

Preferred Term Severity Report Description Treatment
Cough
Dyspnoea
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 120 of 706

Case Number: Gender:
Weight:09/02/1995

09/01/1994
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:

Stopped:Started:Batch:

Milligram Daily2.0

COVERSYL (Other drug)

09/01/1994

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

ZOLOFT (Suspected)

09/01/1994 03/02/1994

Reason:

Hospitalisation:

Report Details:
Seq: 198858

Preferred Term Severity Report Description Treatment
Ejaculation failure

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 121 of 706

Case Number: Gender:
60.00Weight:

- 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.

13/02/1995

31/12/1994
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:
Menopausal symptoms

Stopped:Started:Batch:

Milligram Monthly OralTablet 100.0

PROVERA (Other drug) Reason:

Menopausal symptoms

Stopped:Started:Batch:

Microgram Daily OralTablet 625.0

PREMARIN (Other drug)

01/01/1988

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

ZOLOFT (Suspected)

22/06/1994 18/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 198926

Preferred Term Severity Report Description Treatment
Pain
Urticaria Antihistamines
Weight increased

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 122 of 706

Case Number: Gender:
60.00Weight:

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

13/02/1995

31/01/1995
Causality possibleNot yet recovered

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:

0.0

POLARAMINE (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

ZOLOFT (Suspected)

22/06/1994 18/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 198927

Preferred Term Severity Report Description Treatment
Oesophagitis ulcerative Losec

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 123 of 706

Case Number: Gender:
65.00Weight:15/02/1995

22/01/1995
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:
Menopausal symptoms

Stopped:Started:Batch:

Dose Unspecified Weekly TransdermalCream 2.0

ESTRADERM (Other drug)

22/10/1993 CONTIN

Reason:

Menopausal symptoms

Stopped:Started:Batch:

Milligram Daily10.0

PROVERA (Other drug)

22/10/1993 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Dose Unspecified Daily1.0

ZOLOFT (Suspected)

20/01/1995 30/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 198962

Preferred Term Severity Report Description Treatment
Nausea Severe
Paraesthesia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 124 of 706

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.

17/02/1995

31/12/1994
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 13/12/1994 119
ALT = SGPT 01/02/1995 31
Bilirubin 13/12/1994 64
Bilirubin 01/02/1995 14
GGT = SGGT = 
GGTP

13/12/1994 361
GGT = SGGT = 
GGTP

01/01/1995 411
SAP = ALP 13/12/1994 206

Laboratory Investigations:

76YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily100.0

SERTRALINE HYDROCHLORIDE (Suspected)

01/10/1994 30/12/1994

Reason:

Hospitalisation:

Report Details:
Seq: 199008

Preferred Term Severity Report Description Treatment
Jaundice

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 125 of 706

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.

17/02/1995

31/12/1994
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

SAP = ALP 01/02/1995 239

Laboratory Investigations:

76YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily100.0

SERTRALINE HYDROCHLORIDE (Suspected)

01/10/1994 30/12/1994

Reason:

Hospitalisation:

Report Details:
Seq: 199008

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 126 of 706

Case Number: Gender:
Weight:

Patient was rechallenged on zoloft with same reaction occurring.  - the date of onset is not necessarily accurate but indicates that 
onset occurred sometime during the month.

20/02/1995

31/12/1994
Causality certainUnknown

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:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

02/12/1994 06/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 199039

Preferred Term Severity Report Description Treatment
Chest pain

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 127 of 706

Case Number: Gender:
63.00Weight:22/02/1995

04/02/1995
Causality probableRecovered

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:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

31/01/1995 08/02/1995

Reason:

Hospitalisation:

Report Details:
Seq: 199076

Preferred Term Severity Report Description Treatment
Rash erythematous Rash over face, upper body & arms

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 128 of 706

Case Number: Gender:
Weight:24/02/1995

05/01/1995
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

62YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.2

MOGADON (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

04/01/1995 02/02/1995

Reason:

Hospitalisation:

Report Details:
Seq: 199113

Preferred Term Severity Report Description Treatment
Fatigue
Hyperhidrosis
Urticaria Diprosone ointment.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 129 of 706

Case Number: Gender:
74.00Weight:

- 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.

24/02/1995

31/10/1994
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 50.0

ZOLOFT (Suspected)

01/09/1994 28/12/1994

Reason:

Hospitalisation:

Report Details:
Seq: 199114

Preferred Term Severity Report Description Treatment
Gingival atrophy Shrinking of gum tissue
Agitation
Constipation
Dyspepsia
Fatigue
Weight increased

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 130 of 706

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 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.

24/02/1995

17/02/1995
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium Usual s.sodium is low 129, dropped to 122.

Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:
Congestive heart failure

Stopped:Started:Batch:

Milligram Daily1.8

LANOXIN PG (Other drug)

01/08/1993

Reason:

Congestive heart failure

Stopped:Started:Batch:

Milligram Daily40.0

LASIX (Other drug)

01/01/1991

Reason:

Congestive heart failure

Stopped:Started:Batch:

Milligram Daily20.0

ZESTRIL (Other drug)

01/01/1994

Reason:

Gout

Stopped:Started:Batch:

Milligram Daily300.0

ZYLOPRIM (Other drug)

01/01/1994

Reason:

Hospitalisation:

Report Details:
Seq: 199131

Preferred Term Severity Report Description Treatment
Hyponatraemia
Nausea
Somnolence
Vomiting

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 131 of 706

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 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.

24/02/1995

17/02/1995
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily150.0

SOLPRIN (Other drug)

01/01/1993

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

ZOLOFT (Suspected)

17/02/1995

Reason:

Hospitalisation:

Report Details:
Seq: 199131

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 132 of 706

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.

24/02/1995

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:

Dose Unspecified Daily1.0

ZOLOFT (Suspected)

01/10/1994 28/11/1994

Reason:

Hospitalisation:

Report Details:
Seq: 199138

Preferred Term Severity Report Description Treatment
Oedema
Urticaria

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 133 of 706

Case Number: Gender:
Weight:27/02/1995

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

XANAX (Suspected) Reason:

Stopped:Started:Batch:

0.0

RIVOTRIL (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 199201

Preferred Term Severity Report Description Treatment
Pain Stiff neck
Agitation
Myalgia
Nausea
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 134 of 706

Case Number: Gender:
Weight:27/02/1995

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 1 time OralTablet 50.0

ZOLOFT (Suspected)

23/02/1995

Reason:

Hospitalisation:

Report Details:
Seq: 199202

Preferred Term Severity Report Description Treatment
Visual disturbance Severe Vision problems
Amnesia
Confusional state

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 135 of 706

Case Number: Gender:
Weight:02/03/1995

12/01/1995
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 5-45 U/L 12/01/1995 382
ALT = SGPT 5-45 U/L 24/02/1995 42
AST = SGOT 5-45 U/L 12/01/1995 240
AST = SGOT 5-45 U/L 24/02/1995 18
Bilirubin 3-18 UMOL/L 12/01/1995 17
Bilirubin 3-18 UMOL/L 24/02/1995 11
GGT = SGGT = 
GGTP

5-50 U/L 12/01/1995 217

Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

COLCHICINE (Other drug)

23/12/1994

Reason:

Gout

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

ZYLOPRIM (Other drug)

23/12/1994

Reason:

Depression

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

ZOLOFT (Suspected)

23/12/1994

Reason:

Depression

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

ZOLOFT (Suspected)

05/01/1995 12/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 199284

Preferred Term Severity Report Description Treatment
Hepatic function abnormal
Lymphopenia
Nausea
Syncope
Vomiting

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 136 of 706

Case Number: Gender:
Weight:02/03/1995

12/01/1995
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

GGT = SGGT = 
GGTP

5-50 U/L 24/02/1995 108
SAP = ALP 30-120 U/L 12/01/1995 192
SAP = ALP 30-120 U/L 24/02/1995 109

Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

COLCHICINE (Other drug)

23/12/1994

Reason:

Gout

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

ZYLOPRIM (Other drug)

23/12/1994

Reason:

Depression

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

ZOLOFT (Suspected)

23/12/1994

Reason:

Depression

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

ZOLOFT (Suspected)

05/01/1995 12/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 199284

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 137 of 706

Case Number: Gender:
50.00Weight:06/03/1995

14/02/1995
Causality probableRecovered

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 Daily25.0

ZOLOFT (Suspected)

23/01/1995 18/02/1995

Reason:

Hospitalisation:

Report Details:
Seq: 199351

Preferred Term Severity Report Description Treatment
Hypertension B/p raised from 110/75 to 160/90
Dysuria Difficulty urinating.
Migraine Severe

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 138 of 706

Case Number: Gender:
93.00Weight:

Patient has had no known previous allergies.  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.

08/03/1995

23/02/1995
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

85YAge:

Additional Information:

Medicine Details:
Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

GLIMEL (Other drug)

01/01/1992

Reason:

Congestive heart failure

Stopped:Started:Batch:

Microgram Daily OralOral application 125.0

LANOXIN (Other drug)

01/01/1992

Reason:

Congestive heart failure

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

DYAZIDE (Other drug)

01/01/1992

Reason:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 199389

Preferred Term Severity Report Description Treatment
Headache
Nausea Severe

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 139 of 706

Case Number: Gender:
93.00Weight:

Patient has had no known previous allergies.  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.

08/03/1995

23/02/1995
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

85YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 25.0

PROTHIADEN (Suspected)

01/01/1992 23/02/1995

Reason:

Hospitalisation:

Report Details:
Seq: 199389

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 140 of 706

Case Number: Gender:
Weight:13/03/1995

02/03/1995
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

82YAge:

Additional Information:

Medicine Details:
Tetany

Stopped:Started:Batch:

Microgram Daily500.0

CALCITRIOL (Other drug)

25/01/1995

Reason:

Tetany

Stopped:Started:Batch:

Gram Daily1.0

SANDOCAL 1000 (Other drug)

30/01/1995

Reason:

Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily40.0

OMEPRAZOLE (Other drug)

25/01/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

SERTRALINE HYDROCHLORIDE (Suspected)

07/02/1995 02/03/1995

Reason:

Hospitalisation:

Report Details:
Seq: 199544

Preferred Term Severity Report Description Treatment
Anorexia
Malaise
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 141 of 706

Case Number: Gender:
85.00Weight:13/03/1995

Causality probableRecovered
DOB:

M
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)

10/02/1995 26/02/1995

Reason:

Hospitalisation:

Report Details:
Seq: 199546

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

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 142 of 706

Case Number: Gender:
50.00Weight:

Sequelae - fractures  - 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.

16/03/1995

31/12/1994
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:

Stopped:Started:Batch:

0.0

PEPCIDINE (Other drug) Reason:

Diabetes mellitus

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 0.5

MINIDIAB (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected)

01/11/1994 28/12/1994

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 199610

Preferred Term Severity Report Description Treatment
Convulsion Epileptic siezure

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 143 of 706

Case Number: Gender:
55.00Weight:16/03/1995

06/03/1995
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

03/03/1995 06/03/1995

Reason:

Hospitalisation:

Report Details:
Seq: 199635

Preferred Term Severity Report Description Treatment
Dizziness
Hyperhidrosis
Nausea
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 144 of 706

Case Number: Gender:
Weight:20/03/1995

01/03/1995
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

61YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram As necessary OralOral application 1.0

BENZTROPINE MESYLATE (Other drug)

09/02/1995 CONTIN

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

As necessary0.0

CLONAZEPAM (Other drug)

09/02/1995 CONTIN

Reason:

Anxiety neurosis

Stopped:Started:Batch:

As necessary0.0

TEMAZEPAM (Other drug)

09/02/1995 CONTIN

Reason:

Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

RANITIDINE (Other drug)

30/01/1995 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 199680

Preferred Term Severity Report Description Treatment
Confusional state
Dyskinesia
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 145 of 706

Case Number: Gender:
Weight:20/03/1995

01/03/1995
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

61YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily750.0

LITHIUM CARBONATE (Suspected)

21/02/1995 02/03/1995

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily300.0

THIORIDAZINE HYDROCHLORIDE (Suspected)

28/02/1995 02/03/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

SERTRALINE HYDROCHLORIDE (Suspected)

10/02/1995 02/03/1995

Reason:

Hospitalisation:

Report Details:
Seq: 199680

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 146 of 706

Case Number: Gender:
Weight:22/03/1995

01/02/1995
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)

06/01/1995 17/02/1995

Reason:

Hospitalisation:

Report Details:
Seq: 199701

Preferred Term Severity Report Description Treatment
Acne Acne on chin and upper back.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 147 of 706

Case Number: Gender:
63.00Weight:22/03/1995

17/03/1995
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:
Menopausal symptoms

Stopped:Started:Batch:

Milligram Daily OralTablet 2.5

OGEN (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

17/03/1995 18/03/1995

Reason:

Hospitalisation:

Report Details:
Seq: 199714

Preferred Term Severity Report Description Treatment
Diarrhoea
Headache
Insomnia
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 148 of 706

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.

22/03/1995

31/03/1995
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 100.0

ZOLOFT (Suspected)

01/03/1995

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 800.0

TEGRETOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 199763

Preferred Term Severity Report Description Treatment
Oesophagitis Oesophageal spasm Valium, anginine
Bronchospasm

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 149 of 706

Case Number: Gender:
Weight:

Patient able to tolerate 100 mg daily.  - the date of onset is not necessarily accurate but indicates that onset occurred sometime 
during the month.

23/03/1995

31/03/1995
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Gram Daily150.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 199774

Preferred Term Severity Report Description Treatment
Dysuria Micturition difficult
Urinary retention

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 150 of 706

Case Number: Gender:
102.00Weight:24/03/1995

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

79YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

17/03/1995 19/03/1995

Reason:

Hospitalisation:

Report Details:
Seq: 199779

Preferred Term Severity Report Description Treatment
Asthenia
Dizziness
Fatigue
Malaise
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 151 of 706

Case Number: Gender:
68.00Weight:30/03/1995

12/03/1995
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:

0.0

OROXINE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

27/02/1995 14/03/1995

Reason:

Hospitalisation:

Report Details:
Seq: 199927

Preferred Term Severity Report Description Treatment
Rash maculo-papular

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 152 of 706

Case Number: Gender:
65.00Weight:30/03/1995

09/03/1995
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:
Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

02/03/1995 10/03/1995

Reason:

Hospitalisation:

Report Details:
Seq: 199934

Preferred Term Severity Report Description Treatment
Photosensitivity reaction
Pruritus
Rash maculo-papular

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 153 of 706

Case Number: Gender:
Weight:

Patient died 17.3.95

30/03/1995

17/03/1995
Causality possibleDeath, maybe drug

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:

0.0

ASPIRIN (Other drug) Reason:

Stopped:Started:Batch:

0.0

CITRALITE (Other drug) Reason:

Stopped:Started:Batch:

0.0

DIAMICRON (Other drug) Reason:

Stopped:Started:Batch:

0.0

DIABEX (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 199942

Preferred Term Severity Report Description Treatment
Cardiac arrest
Diarrhoea Attempted resusatation. 

electromechanical dissouation.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 154 of 706

Case Number: Gender:
Weight:

Patient died 17.3.95

30/03/1995

17/03/1995
Causality possibleDeath, maybe drug

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

79YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralTablet 25.0

SERTRALINE HYDROCHLORIDE (Suspected)

16/03/1995

Reason:

Hospitalisation:

Report Details:
Seq: 199942

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 155 of 706

Case Number: Gender:
Weight:

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

31/03/1995

31/03/1995
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

    3W

Reason:

Hospitalisation:

Report Details:
Seq: 199946

Preferred Term Severity Report Description Treatment
Dizziness
Syncope

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 156 of 706

Case Number: Gender:
Weight:31/03/1995

18/03/1995
Causality possibleUnknown

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 Daily OralTablet 50.0

ZOLOFT (Suspected)

17/03/1995

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

NORVASC (Suspected)

17/03/1995

Reason:

Hospitalisation:

Report Details:
Seq: 199947

Preferred Term Severity Report Description Treatment
Apathy Lack of motivation.
Throat tightness Throat muscle spasm.
Fatigue
Malaise
Nausea
Tremor
Yawning

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 157 of 706

Case Number: Gender:
70.00Weight:

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

03/04/1995

Causality possibleNot yet recovered
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 Daily50.0

ZOLOFT (Suspected)

01/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 199989

Preferred Term Severity Report Description Treatment
Hypertension

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 158 of 706

Case Number: Gender:
Weight:

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

07/04/1995

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

56YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

RIVOTRIL (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

01/11/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1100107

Preferred Term Severity Report Description Treatment
Hyperhidrosis Sweating copiously and continually
Skin odour abnormal Very unpleasant body odour

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 159 of 706

Case Number: Gender:
Weight:

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

07/04/1995

31/03/1995
Causality possibleNot yet recovered

DOB:

M
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

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1100109

Preferred Term Severity Report Description Treatment
Paraesthesia
Reflexes abnormal

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 160 of 706

Case Number: Gender:
Weight:

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

07/04/1995

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)

01/10/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1100111

Preferred Term Severity Report Description Treatment
Hypertonia Muscle tension
Anxiety
Drug withdrawal syndrome
Myalgia Severe

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 161 of 706

Case Number: Gender:
45.00Weight:11/04/1995

28/03/1995
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

18YAge:

Additional Information:

Medicine Details:
Contraception

Stopped:Started:Batch:

Milligram Daily OralPill 150.0

DEPO-PROVERA (Other drug)

03/01/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

01/03/1995 31/03/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1100219

Preferred Term Severity Report Description Treatment
Galactorrhoea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 162 of 706

Case Number: Gender:
Weight:

Allergies to penicillin, sticking plaster, oestrogen patch.

11/04/1995

01/03/1995
Causality probableRecovered

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 Daily OralTablet 50.0

ZOLOFT (Suspected)

19/02/1995 02/03/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1100220

Preferred Term Severity Report Description Treatment
Headache Severe
Urticaria

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 163 of 706

Case Number: Gender:
Weight:18/04/1995

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level Patient found to have low serum valproate & carbamazepine 
levels at time of seizure, previously normal.  levels increasing 
after stopping zoloft.

Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:
Other&unspecified epilepsy

Stopped:Started:Batch:

0.0

CARBAMAZEPINE (Other drug) Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

0.0

SODIUM VALPROATE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

   45D

Reason:

Hospitalisation:

Report Details:
Seq: 1100274

Preferred Term Severity Report Description Treatment
Convulsion

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 164 of 706

Case Number: Gender:
79.00Weight:20/04/1995

16/04/1995
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily600.0

CLOZARIL (Suspected)

07/09/1993

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily5.0

SERENACE (Suspected)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

COGENTIN (Suspected)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1100283

Preferred Term Severity Report Description Treatment
Grand mal convulsion

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 165 of 706

Case Number: Gender:
Weight:

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

21/04/1995

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)

01/12/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1100289

Preferred Term Severity Report Description Treatment
Platelet disorder Platelet dysfunction
Prothrombin level decreased
Vaginal haemorrhage

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 166 of 706

Case Number: Gender:
Weight:21/04/1995

14/04/1995
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)

13/04/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1100290

Preferred Term Severity Report Description Treatment
Hypoaesthesia Numbness in right hand and arm

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 167 of 706

Case Number: Gender:
Weight:24/04/1995

03/04/1995
Causality probableRecovered

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 Daily50.0

ZOLOFT (Suspected)

01/04/1995 09/04/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1100326

Preferred Term Severity Report Description Treatment
Dysphonia Shaking and tremulous voice
Agitation

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 168 of 706

Case Number: Gender:
107.00Weight:

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

27/04/1995

09/04/1995
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:
Migraine

Stopped:Started:Batch:

Milligram Daily8.0

INDERAL (Other drug)

01/01/1989

Reason:

Menopausal symptoms

Stopped:Started:Batch:

Microgram Daily625.0

PREMARIN (Other drug)

01/01/1991 CONTIN

Reason:

Menopausal symptoms

Stopped:Started:Batch:

Milligram Daily5.0

PROVERA (Other drug)

01/01/1991 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1100377

Preferred Term Severity Report Description Treatment
Face oedema
Rash erythematous

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 169 of 706

Case Number: Gender:
44.00Weight:28/04/1995

30/03/1995
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:
Cataract

Stopped:Started:Batch:

Dose Unspecified Daily OphthalmicEye Drops 2.0

PILOCARPINE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

SERTRALINE HYDROCHLORIDE (Suspected)

07/03/1995 30/03/1995

Reason:

Othr diseases of urinary tract

Stopped:Started:Batch:

Milligram Daily IntravenousInjection 160.0

GENTAMICIN SULPHATE (Suspected)

30/03/1995

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1100399

Preferred Term Severity Report Description Treatment
Convulsion Fitting
Coordination abnormal Loss of coordination
Nystagmus Oscillatory eye movements
Consciousness fluctuating Unresponsive
Agitation
Confusional state
Diarrhoea
Hyperreflexia
Hyponatraemia
Tremor Cyproheptadine with response 

in one hour

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 170 of 706

Case Number: Gender:
Weight:

Reaction to zoloft developed again when drug recommenced.

01/05/1995

Causality certainNot yet recovered
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) Reason:

Hospitalisation:

Report Details:
Seq: 1100464

Preferred Term Severity Report Description Treatment
Asthenia Severe
Diarrhoea Severe
Hyperhidrosis
Palpitations
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 171 of 706

Case Number: Gender:
74.00Weight:01/05/1995

20/04/1995
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 Daily50.0

ZOLOFT (Suspected)

18/04/1995 26/04/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ENDEP (Suspected)

13/03/1995 18/04/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1100534

Preferred Term Severity Report Description Treatment
Convulsion Jerking of extremeties
Agitation
Fatigue
Hypertonia
Insomnia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 172 of 706

Case Number: Gender:
102.00Weight:

Initial reaction disappeared after 3 days off zoloft. recurred within 5 - 6 days of recommencing zoloft. disappeared again in 24 
hours.  the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

01/05/1995

Causality certainRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily20.0

LOSEC (Other drug)

01/11/1994 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

23/02/1995 26/02/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1100537

Preferred Term Severity Report Description Treatment
Anxiety Felt like walking on egg shells

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 173 of 706

Case Number: Gender:
78.00Weight:

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

01/05/1995

15/03/1995
Causality possibleNot yet recovered

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 Daily200.0

ZOLOFT (Suspected)

01/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1100545

Preferred Term Severity Report Description Treatment
Rash maculo-papular Papular rash below both eyes

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 174 of 706

Case Number: Gender:
Weight:03/05/1995

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

SERTRALINE HYDROCHLORIDE (Suspected)

09/01/1995 11/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1100594

Preferred Term Severity Report Description Treatment
Urticaria Phenergan, calamine lotion, 

pinetarsol baths.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 175 of 706

Case Number: Gender:
Weight:

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

05/05/1995

31/03/1995
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 150.0

ZOLOFT (Suspected)

15/02/1995 06/04/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1100650

Preferred Term Severity Report Description Treatment
Acne Pimple rash over body

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 176 of 706

Case Number: Gender:
90.00Weight:

Zoloft increased from 100mg to 150mg had some sweating and visual disturbance on lower dose but quite distressed by 
symptoms on higher dose.

05/05/1995

14/04/1995
Causality probableRecovered

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 Daily150.0

ZOLOFT (Suspected)

14/04/1995 28/04/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1100661

Preferred Term Severity Report Description Treatment
Visual disturbance Seeing things out of the corner of her eye
Hyperhidrosis
Pain
Paraesthesia
Somnolence
Yawning

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 177 of 706

Case Number: Gender:
70.00Weight:

Allergic to penicillin

08/05/1995

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

57YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily10.0

RENITEC (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily150.0

PROTHIADEN (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily75.0

MELLERIL (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1100673

Preferred Term Severity Report Description Treatment
Dyspepsia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 178 of 706

Case Number: Gender:
70.00Weight:

Allergic to penicillin

08/05/1995

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

57YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily10.0

TEMAZEPAM (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1100673

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 179 of 706

Case Number: Gender:
82.00Weight:

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

19/05/1995

11/03/1995
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Activated partial 
thromboplastin 
time

Activated partial thromboplastin time 38 secs ( control 31 secs ) 
thrombin time -21 secs ( control 16 secs ). aptt-34 secs, 
thrombin time- 14 secs } normal 1/5/95.

Laboratory Investigations:

44YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Monthly10.0

NORMISON (Other drug)

01/01/1993

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

19/09/1994 13/03/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1100907

Preferred Term Severity Report Description Treatment
Dermatitis bullous Two blood filled blisters on lower lip.
Haemorrhage

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 180 of 706

Case Number: Gender:
36.00Weight:22/05/1995

10/04/1995
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine 0.05 - 0.12 MM/L 05/04/1995 0.07 Serum creatinine.
Creatinine 0.05 - 0.12 MM/L 10/04/1995 0.06 Serum creatinine.
Creatinine 0.05 - 0.12 MM/L 12/04/1995 0.06 Serum creatinine.
Creatinine 10/04/1995 5.2 Urine creatinine
Creatinine 0.05 - 0.12 MM/L 17/04/1995 0.08 Serum creatinine.
Electrolytes Hypo-osmolar serum, hyper-osmolar urine noted 6 days after 

initial prescript.Potassium 3.5 - 5.0 MM/L 05/04/1995 4.1

Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

MIANSERIN HYDROCHLORIDE (Other drug) Reason:

Otr&nos disord of heart rhythm

Stopped:Started:Batch:

Microgram Daily125.0

DIGOXIN (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily25.0

ATENOLOL (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OphthalmicEye Drops 2.0

TIMOLOL MALEATE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1100965

Preferred Term Severity Report Description Treatment
Hallucination Visual hallucinations
Agitation
Consciousness fluctuating
Delirium
Hyponatraemia Diazepam, fluid restriction
Inappropriate antidiuretic hormone secretion

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 181 of 706

Case Number: Gender:
36.00Weight:22/05/1995

10/04/1995
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Potassium 3.5 - 5.0 MM/L 12/04/1995 3.3
Potassium 3.5 - 5.0 MM/L 17/04/1995 4.5
Potassium 3.5 - 5.0 MM/L 10/04/1995 3.2
Serum osmolality 05/04/1995 -
Serum osmolality 12/04/1995 250
Serum osmolality 17/04/1995 271
Serum osmolality 10/04/1995 253

Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

05/04/1995 10/04/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1100965

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 182 of 706

Case Number: Gender:
36.00Weight:22/05/1995

10/04/1995
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 135 - 145 MM/L 05/04/1995 130
Sodium 135 - 145 MM/L 10/04/1995 121
Sodium 135 - 145 MM/L 12/04/1995 122
Sodium 135 - 145 MM/L 17/04/1995 129
Urine Potassium 10/04/1995 40
Urine Sodium 10/04/1995 66
Urine osmolality 10/04/1995 482

Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

MIANSERIN HYDROCHLORIDE (Other drug) Reason:

Otr&nos disord of heart rhythm

Stopped:Started:Batch:

Microgram Daily125.0

DIGOXIN (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily25.0

ATENOLOL (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OphthalmicEye Drops 2.0

TIMOLOL MALEATE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1100965

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 183 of 706

Case Number: Gender:
36.00Weight:22/05/1995

10/04/1995
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Urine osmolality 17/04/1995 420

Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

05/04/1995 10/04/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1100965

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 184 of 706

Case Number: Gender:
66.00Weight:23/05/1995

03/04/1995
Causality probableRecovered

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:

0.0

TRISEQUENS (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily2.0

PULMICORT (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1101047

Preferred Term Severity Report Description Treatment
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 185 of 706

Case Number: Gender:
57.00Weight:

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

25/05/1995

31/01/1995
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Vertigo

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

14/11/1994 20/03/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1101076

Preferred Term Severity Report Description Treatment
Coordination abnormal

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 186 of 706

Case Number: Gender:
75.00Weight:26/05/1995

03/05/1995
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

64YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

0.0

DYAZIDE (Other drug)

L TERM

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily5.0

PLENDIL (Other drug)

L TERM

Reason:

Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily20.0

PEPCIDINE (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

03/05/1995 23/05/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1101156

Preferred Term Severity Report Description Treatment
Insomnia
Pruritus

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 187 of 706

Case Number: Gender:
90.00Weight:

Treatment interrupted 2 months ago, bleeding stopped after 24hrs. zoloft recommenced, bleeding recommenced.  the dosage 
start date is not necessarily accurate but indicates that start occurred sometime during the month.

26/05/1995

Causality certainRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected)

01/11/1994 18/05/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1101190

Preferred Term Severity Report Description Treatment
Vaginal haemorrhage

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 188 of 706

Case Number: Gender:
56.00Weight:

- 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.

30/05/1995

31/03/1995
Causality probableRecovered

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)

01/02/1995 28/05/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1101199

Preferred Term Severity Report Description Treatment
Hypoglycaemia
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 189 of 706

Case Number: Gender:
79.00Weight:

- 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.

05/06/1995

31/05/1995
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine Urine protein to creatining ratio of 1725mg/mmol (normal <10, 
nephrotic >300)

Erythrocyte 
sedimentation rate

Esr was 84
Mid-stream urine Mus shows 40 white cells, 120 red cells per microlitre, moderate 

numbers of hyaline casts, 2+ of blood, and 3+ protein.

Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

0.0

SERTRALINE HYDROCHLORIDE (Suspected)

01/02/1995 28/04/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1101359

Preferred Term Severity Report Description Treatment
Nephrotic syndrome Fluoxetine, low dose aspirin

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 190 of 706

Case Number: Gender:
79.00Weight:

- 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.

05/06/1995

31/05/1995
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Renal biopsy = 
kidney biopsy

Percutaneous (l) renal biopsy. a total of 23 glomeruli were 
present in the light microscopy speciment, demonstrating diffuse 
mild membranous nephropathy with no evidence of interstitial 
fibroses or adverse vascular features. immunofluorescence 
confirmed the classical appearance of finely granular igg and cs 
deposited on capillary wall.

Urea 24 hr urine collection shows 12.13 g/d of proteinuria in 1.4 litres 
of urine

Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

0.0

SERTRALINE HYDROCHLORIDE (Suspected)

01/02/1995 28/04/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1101359

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 191 of 706

Case Number: Gender:
75.00Weight:

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

09/06/1995

25/05/1995
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:

Dose Unspecified Daily1.0

NATRILIX (Other drug)

01/01/1993

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily InhalationInhalation 2.0

VENTOLIN (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily InhalationInhalation 2.0

BECOTIDE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Dose Unspecified Daily1.0

ZOLOFT (Suspected)

18/05/1995 07/06/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1101426

Preferred Term Severity Report Description Treatment
Pruritus

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 192 of 706

Case Number: Gender:
65.00Weight:

Patient was rechallenged on zoloft 1 week later with same reaction occurring. see original report for other medication.

13/06/1995

23/03/1995
Causality certainRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

21/03/1995 23/03/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1101475

Preferred Term Severity Report Description Treatment
Dehydration
Diarrhoea
Headache Severe

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 193 of 706

Case Number: Gender:
58.00Weight:

Patient suffered reaction to zoloft after first dose.

19/06/1995

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:
Depression

Stopped:Started:Batch:

Milligram 1 time100.0

ZOLOFT (Suspected)

15/05/1995 16/06/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1101592

Preferred Term Severity Report Description Treatment
Agitation Severe
Anxiety Severe
Insomnia Severe
Palpitations Severe

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:50AM Database: pusime02 ADRS004 Page 194 of 706

Case Number: Gender:
60.00Weight:

Reaction resolved rapidly and completely on recommencing zoloft. tried gradual dose reduction and reaction ocurred again on 
stopping zoloft.  the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

19/06/1995

09/06/1995
Causality certainNot yet recovered

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 100.0

ZOLOFT (Suspected)

01/12/1994 07/06/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1101598

Preferred Term Severity Report Description Treatment
Affect lability Required 

Specialist 
Consultation

Dysphoria

Dizziness Mild imbalance on turning head
Drug withdrawal syndrome

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 195 of 706

Case Number: Gender:
Weight:19/06/1995

11/04/1995
Causality possibleNot yet recovered

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 50.0

ZOLOFT (Suspected)

08/04/1995 02/05/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1101607

Preferred Term Severity Report Description Treatment
Convulsion Twitching & jerking of hands, feet, back, 

shoulder

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 196 of 706

Case Number: Gender:
Weight:19/06/1995

25/05/1995
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram As necessary5.0

DIAZEPAM (Other drug)

28/03/1995 04/06/1995

Reason:

Pain in joint

Stopped:Started:Batch:

Milligram Daily OralOral application 75.0

INDOMETHACIN (Other drug)

28/03/1995 01/06/1995

Reason:

Contraception

Stopped:Started:Batch:

Dose Unspecified Daily1.0

MICROCYCLIN (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

18/05/1995 24/05/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1101622

Preferred Term Severity Report Description Treatment
Muscle twitching Jerky movements of whole body.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 197 of 706

Case Number: Gender:
85.00Weight:

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

21/06/1995

06/06/1995
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:
Congestive heart failure

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

CAPOTEN (Other drug)

01/11/1993

Reason:

Congestive heart failure

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

MIDAMOR (Other drug)

01/11/1993

Reason:

Stopped:Started:Batch:

Milligram Daily40.0

PRAVACHOL (Other drug)

01/03/1994

Reason:

Myxedema

Stopped:Started:Batch:

Microgram Daily100.0

THYROXINE SODIUM (Other drug)

01/01/1986

Reason:

Hospitalisation:

Report Details:
Seq: 1101657

Preferred Term Severity Report Description Treatment
Arthralgia Arthralgia of hands/knees & feet
Erythema multiforme Rash on trunk and proximal limbs Zyrtec
Hyperhidrosis
Palpitations

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 198 of 706

Case Number: Gender:
85.00Weight:

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

21/06/1995

06/06/1995
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:
Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily300.0

ZANTAC (Other drug)

01/06/1994

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

09/05/1995 07/06/1995

Reason:

Otr&nos disord of heart rhythm

Stopped:Started:Batch:

Milligram Daily OralTablet 4.5

WARFARIN SODIUM (Suspected)

01/11/1993

Reason:

Hospitalisation:

Report Details:
Seq: 1101657

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 199 of 706

Case Number: Gender:
55.00Weight:22/06/1995

03/04/1995
Causality probableNot yet recovered

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)

01/04/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1101711

Preferred Term Severity Report Description Treatment
Pain Shooting limb pain Observation
Somnolence
Visual disturbance

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 200 of 706

Case Number: Gender:
91.00Weight:28/06/1995

01/06/1995
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:

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

01/06/1995

Reason:

Stopped:Started:Batch:

Gram Daily1.2

LITHIUM CARBONATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily1.5

XANAX (Suspected) Reason:

Stopped:Started:Batch:

Microgram Daily150.0

THYROXINE SODIUM (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1101809

Preferred Term Severity Report Description Treatment
Oedema

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 201 of 706

Case Number: Gender:
53.00Weight:03/07/1995

27/06/1995
Causality possibleRecovered

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:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

27/06/1995 28/06/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1101922

Preferred Term Severity Report Description Treatment
Abdominal pain
Agitation
Insomnia
Nausea Maxolon

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 202 of 706

Case Number: Gender:
54.00Weight:

Patient was being weaned off tryptanol and increasing dose of zoloft when reactions occurred. when patient restarted tryptanol, 
symptoms eased.

05/07/1995

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram As necessary IntramuscularInjection 5.0

DROLEPTAN (Other drug)

11/06/1995 18/06/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily150.0

TRYPTANOL (Other drug)

11/06/1995 12/06/1995

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily1.5

SERENACE (Other drug)

13/06/1995

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily20.0

TEMAZEPAM (Other drug)

14/06/1995 14/06/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1101946

Preferred Term Severity Report Description Treatment
Drug ineffective
Hot flush
Hyperhidrosis
Insomnia
Mydriasis
Visual disturbance

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 203 of 706

Case Number: Gender:
54.00Weight:

Patient was being weaned off tryptanol and increasing dose of zoloft when reactions occurred. when patient restarted tryptanol, 
symptoms eased.

05/07/1995

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

01/06/1995 13/06/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected)

14/06/1995 19/06/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

20/06/1995 21/06/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1101946

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 204 of 706

Case Number: Gender:
Weight:

Allergies to thioridazine, amitriptyline, haloperidol.

05/07/1995

03/05/1995
Causality possibleRecovered

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:

Gram Daily1.2

LITHIUM CARBONATE (Other drug)

02/05/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

03/05/1995 03/05/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1101987

Preferred Term Severity Report Description Treatment
Rash Rash on chest, neck, back.
Agitation
Dyspnoea
Headache Adrenaline, hydrocortisone, 

promethazine, periactin.
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 205 of 706

Case Number: Gender:
95.00Weight:

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.

06/07/1995

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Contraception

Stopped:Started:Batch:

Dose Unspecified Daily OralPill 1.0

DIANE-35 ED (Suspected)

01/11/1993 28/05/1995

Reason:

Depression

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

ZOLOFT (Suspected)

01/11/1993 28/05/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1102046

Preferred Term Severity Report Description Treatment
Hypoglycaemia Controlled food intake.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 206 of 706

Case Number: Gender:
Weight:12/07/1995

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) Reason:

Hospitalisation:

Report Details:
Seq: 1102121

Preferred Term Severity Report Description Treatment
Vomiting Violently ill
Dry mouth

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 207 of 706

Case Number: Gender:
51.00Weight:13/07/1995

05/07/1995
Causality probableRecovered

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:

Dose Unspecified Daily OralTablet 1.0

ZOLOFT (Suspected)

04/07/1995 05/07/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1102154

Preferred Term Severity Report Description Treatment
Diarrhoea
Hypotension

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 208 of 706

Case Number: Gender:
70.00Weight:17/07/1995

25/03/1995
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 1 time OralTablet 50.0

ZOLOFT (Suspected)

24/03/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1102160

Preferred Term Severity Report Description Treatment
Chills
Dizziness
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 209 of 706

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.

13/07/1995

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:
Contraception

Stopped:Started:Batch:

0.0

ORAL CONTRACEPTIVE NOS (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/06/1995 28/07/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1102164

Preferred Term Severity Report Description Treatment
Anorgasmia
Hypoaesthesia
Libido decreased

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 210 of 706

Case Number: Gender:
80.00Weight:

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.

26/07/1995

Causality possibleNot 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 Daily100.0

ZOLOFT (Suspected)

01/01/1995 28/07/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1102384

Preferred Term Severity Report Description Treatment
Ejaculation failure
Erectile dysfunction
Libido decreased

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 211 of 706

Case Number: Gender:
Weight:26/07/1995

04/07/1995
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrocardiograph
y

8/6/95. ecg at that time was normal. 4/7/95 ecg supraventricular 
tachycardia zoloft stopped,  14/7/95 ecg normal.  18/7/95 ecg- 
left anterior hemiblock.

Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected)

08/06/1995 04/07/1995

Reason:

Other rheumatoid arthritis

Stopped:Started:Batch:

Milligram Daily25.0

PREDNISONE (Suspected) Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily7.5

IMOVANE (Suspected) Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily25.0

PHENERGAN (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1102392

Preferred Term Severity Report Description Treatment
Supraventricular tachycardia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 212 of 706

Case Number: Gender:
67.00Weight:26/07/1995

Causality probableRecovered
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 Daily100.0

ZOLOFT (Suspected)

20/03/1995 18/06/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1102409

Preferred Term Severity Report Description Treatment
Hyperkinesia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 213 of 706

Case Number: Gender:
Weight:27/07/1995

14/07/1995
Causality possibleRecovered

DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium MMOL/L 14/07/1995 112

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 240.0

ISOPTIN SR (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Microgram Daily125.0

LANOXIN (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily5.0

VALIUM (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily200.0

DILANTIN (Other drug)

CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1102413

Preferred Term Severity Report Description Treatment
Hyponatraemia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 214 of 706

Case Number: Gender:
Weight:27/07/1995

14/07/1995
Causality possibleRecovered

DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily90.0

DILANTIN (Other drug)

CONTIN

Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

Dose Unspecified Daily2.0

ZOLOFT (Suspected)

14/07/1995

Reason:

Prophylaxis

Stopped:Started:Batch:

Thousand International UnitDaily IntravenousInjection, intravenous infusion 10.0

HEPARIN SODIUM (Suspected)

13/07/1995 14/07/1995

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1102413

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 215 of 706

Case Number: Gender:
Weight:07/08/1995

26/07/1995
Causality probableRecovered

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 1 time OralTablet 50.0

ZOLOFT (Suspected)

25/07/1995 26/07/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1102620

Preferred Term Severity Report Description Treatment
Rectal tenesmus Feeling of urgency for bowel actions
Dizziness
Nausea
Tremor
Vertigo

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 216 of 706

Case Number: Gender:
57.00Weight:07/08/1995

20/07/1995
Causality probableRecovered

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 50.0

ZOLOFT (Suspected)

29/06/1995 20/07/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1102621

Preferred Term Severity Report Description Treatment
Vaginal haemorrhage

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 217 of 706

Case Number: Gender:
Weight:03/08/1995

10/07/1995
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)

09/07/1995 15/07/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1102656

Preferred Term Severity Report Description Treatment
Urticaria

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 218 of 706

Case Number: Gender:
67.00Weight:16/08/1995

04/08/1995
Causality probableRecovered

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:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

04/08/1995 04/08/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1102907

Preferred Term Severity Report Description Treatment
Anxiety
Diarrhoea
Dry mouth
Headache
Insomnia
Nausea
Somnolence

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 219 of 706

Case Number: Gender:
72.00Weight:24/08/1995

01/08/1995
Causality possibleNot yet recovered

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)

01/08/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103046

Preferred Term Severity Report Description Treatment
Tongue discolouration

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 220 of 706

Case Number: Gender:
Weight:

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

28/08/1995

31/08/1995
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)

09/08/1995 22/08/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103088

Preferred Term Severity Report Description Treatment
Anxiety
Cheilitis
Dry mouth
Dry skin

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 221 of 706

Case Number: Gender:
50.00Weight:29/08/1995

31/07/1995
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:
Contraception

Stopped:Started:Batch:

Milligram 1 time IntramuscularInjection 150.0

DEPO-PROVERA (Suspected)

31/07/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

29/07/1995 31/07/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103096

Preferred Term Severity Report Description Treatment
Urticaria Rash to arms and legs. Prednisone, phenergan.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 222 of 706

Case Number: Gender:
60.00Weight:04/09/1995

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:

Dose Unspecified Daily OralTablet 1.0

ZOLOFT (Suspected)

02/08/1995 03/08/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103249

Preferred Term Severity Report Description Treatment
Paraesthesia
Somnolence
Tremor
Vomiting

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 223 of 706

Case Number: Gender:
75.00Weight:

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.

01/09/1995

26/05/1995
Causality possibleNot yet recovered

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:

0.0

ALLEGRON (Suspected)

01/11/1994 28/07/1995

Reason:

Depression

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 3.0

ZOLOFT (Suspected)

01/11/1994 28/07/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103284

Preferred Term Severity Report Description Treatment
Hepatic function abnormal

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 224 of 706

Case Number: Gender:
56.00Weight:04/09/1995

24/08/1995
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)

14/08/1995 27/08/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103289

Preferred Term Severity Report Description Treatment
Acne

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 225 of 706

Case Number: Gender:
66.00Weight:05/09/1995

14/08/1995
Causality probableRecovered

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 100.0

ZOLOFT (Suspected)

20/12/1994 23/08/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103316

Preferred Term Severity Report Description Treatment
Thinking abnormal Slow cognition
Speech disorder Slow speech
Coordination abnormal

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 226 of 706

Case Number: Gender:
49.00Weight:07/09/1995

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1103356

Preferred Term Severity Report Description Treatment
Agitation

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 227 of 706

Case Number: Gender:
34.00Weight:

Patient is quadraplegic (as a result of poliomyelitis 27 years ago) with (l) diaphramatic paralysis. utilises a respirator at night. 
rspiratory function is  poor.

11/09/1995

24/08/1995
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data 23/8/95     30/8/95     1/9/95     6/9/95 fev1               0.57        
0.40       0.45       0.57 fvc                0.62        0.44       0.47       
0.61

Laboratory Investigations:

61YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily2.0

COLOXYL WITH SENNA (Other drug)

CONTIN

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 15.0

ANTENEX (Other drug)

CONTIN

Reason:

Prophylaxis

Stopped:Started:Batch:

Milligram Daily OralCapsule 250.0

ALPHAMOX (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily InhalationInhalation 1.6

PULMICORT (Other drug)

17/08/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103461

Preferred Term Severity Report Description Treatment
Asthenia
Respiratory disorder

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 228 of 706

Case Number: Gender:
34.00Weight:

Patient is quadraplegic (as a result of poliomyelitis 27 years ago) with (l) diaphramatic paralysis. utilises a respirator at night. 
rspiratory function is  poor.

11/09/1995

24/08/1995
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

61YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

22/08/1995 31/08/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103461

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 229 of 706

Case Number: Gender:
62.00Weight:12/09/1995

24/08/1995
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:
Othr disorders of menstruation

Stopped:Started:Batch:

OralPill 0.0

NORDETTE NOS (Other drug)

24/08/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

24/08/1995 26/08/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103498

Preferred Term Severity Report Description Treatment
Depersonalisation Horrible strange feeling
Agitation
Insomnia
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 230 of 706

Case Number: Gender:
53.00Weight:12/09/1995

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

81YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily2.5

SERENACE (Suspected)

22/08/1995 27/08/1995

Reason:

Stopped:Started:Batch:

Microgram Daily500.0

BENZTROPINE MESYLATE (Suspected)

24/08/1995 27/08/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

23/08/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103502

Preferred Term Severity Report Description Treatment
Agitation
Confusional state

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 231 of 706

Case Number: Gender:
53.00Weight:12/09/1995

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum osmolality 17/08/1995 -
Serum osmolality 29/08/1995 262
Serum osmolality 30/08/1995 280
Serum osmolality 04/09/1995 -
Serum osmolality 31/08/1995 291
Sodium 134 - 144 17/08/1995 133
Sodium 134 - 144 29/08/1995 120

Laboratory Investigations:

81YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

23/08/1995 29/08/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103503

Preferred Term Severity Report Description Treatment
Hypochloraemia
Hyponatraemia
Hypotension Fluid restriction, sodium 

chloridePallor
Somnolence
Vomiting

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 232 of 706

Case Number: Gender:
53.00Weight:12/09/1995

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 134 - 144 30/08/1995 132
Sodium 134 - 144 31/08/1995 139
Sodium 134 - 144 04/09/1995 132
Urine Sodium 17/08/1995 -
Urine Sodium 29/08/1995 -
Urine Sodium 30/08/1995 41
Urine Sodium 31/08/1995 -

Laboratory Investigations:

81YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

23/08/1995 29/08/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103503

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 233 of 706

Case Number: Gender:
53.00Weight:12/09/1995

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Urine Sodium 04/09/1995 -
Urine osmolality 17/08/1995 -
Urine osmolality 29/08/1995 -
Urine osmolality 30/08/1995 718
Urine osmolality 31/08/1995 -
Urine osmolality 04/09/1995 -

Laboratory Investigations:

81YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

23/08/1995 29/08/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103503

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 234 of 706

Case Number: Gender:
Weight:

Reaction ocurred after discontinuing zoloft.  started zoloft again and tappered dose but symptoms returned when dose had been 
reduced to 25 mg every 3rd day.  - the date of onset is not necessarily accurate but indicates that onset occurred sometime during 
the month.

18/09/1995

31/08/1995
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:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    2M

Reason:

Hospitalisation:

Report Details:
Seq: 1103609

Preferred Term Severity Report Description Treatment
Dizziness
Drug withdrawal syndrome
Headache

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 235 of 706

Case Number: Gender:
76.00Weight:18/09/1995

14/08/1995
Causality probableRecovered

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:

Dose Unspecified As necessary2.0

CAPADEX (Other drug)

17/07/1995

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

ROHYPNOL (Other drug)

04/08/1995

Reason:

Myxedema

Stopped:Started:Batch:

Microgram Daily25.0

OROXINE (Other drug)

21/07/1995

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

VITAMINORUM B.P.C. (Other drug)

21/07/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103611

Preferred Term Severity Report Description Treatment
Skin exfoliation Rash on limbs.
Rash

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 236 of 706

Case Number: Gender:
76.00Weight:18/09/1995

14/08/1995
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

BETAMIN (Other drug)

21/07/1995

Reason:

Stopped:Started:Batch:

Milligram Daily60.0

VALIUM (Other drug)

20/07/1995

Reason:

Stopped:Started:Batch:

Millilitre Daily InhalationInhalation 0.2

VENTOLIN (Other drug)

21/07/1995

Reason:

Stopped:Started:Batch:

Microgram Daily InhalationInhalation 800.0

PULMICORT (Other drug)

21/07/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103611

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 237 of 706

Case Number: Gender:
76.00Weight:18/09/1995

14/08/1995
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1103611

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 238 of 706

Case Number: Gender:
Weight:18/09/1995

17/08/1995
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 Daily50.0

ZOLOFT (Suspected)

17/08/1995 19/08/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103613

Preferred Term Severity Report Description Treatment
Anxiety
Confusional state
Diarrhoea
Dizziness
Headache
Hyperhidrosis
Nausea
Somnolence

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 239 of 706

Case Number: Gender:
58.00Weight:

- 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.

19/09/1995

31/08/1995
Causality possibleNot yet recovered

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 200.0

ZOLOFT (Suspected)

01/03/1995 28/12/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103623

Preferred Term Severity Report Description Treatment
Amnesia
Thinking abnormal

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 240 of 706

Case Number: Gender:
65.00Weight:20/09/1995

15/09/1995
Causality possibleNot yet recovered

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:

Dose Unspecified Daily1.0

SEQUILAR-ED (Other drug)

15/08/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

06/09/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103637

Preferred Term Severity Report Description Treatment
Rash maculo-papular Rash on neck, upper chest and lateral 

forehead.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 241 of 706

Case Number: Gender:
85.00Weight:

Allergy to prosac-aggression, irritability, increased appetite.  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.

21/09/1995

Causality probableRecovered
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)

01/08/1995 28/09/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103651

Preferred Term Severity Report Description Treatment
Anorgasmia
Headache
Increased appetite
Nausea
Somnolence

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 242 of 706

Case Number: Gender:
93.00Weight:25/09/1995

Causality probableRecovered
DOB:

F
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 5.0

ZOLOFT (Suspected)

12/09/1995 17/09/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103700

Preferred Term Severity Report Description Treatment
Dermatitis bullous
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 243 of 706

Case Number: Gender:
86.00Weight:

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

25/09/1995

29/08/1995
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

TENORMIN (Other drug)

01/01/1990

Reason:

Other disturbance of sensation

Stopped:Started:Batch:

Milligram Daily OralCapsule 20.0

KAPANOL (Other drug)

01/08/1995

Reason:

Abdominal pain

Stopped:Started:Batch:

Milligram Daily300.0

TAZAC (Other drug)

01/01/1995

Reason:

Unspecified arthritis

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

NAPROSYN (Other drug)

01/05/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103717

Preferred Term Severity Report Description Treatment
Hallucination

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 244 of 706

Case Number: Gender:
86.00Weight:

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

25/09/1995

29/08/1995
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

22/08/1995 29/08/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103717

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 245 of 706

Case Number: Gender:
105.00Weight:

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.

04/10/1995

22/09/1995
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Dose Unspecified Daily2.0

BETALOC (Other drug)

01/01/1980

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily5.0

RENITEC (Other drug)

01/01/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

01/09/1995 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1103843

Preferred Term Severity Report Description Treatment
Hallucination

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 246 of 706

Case Number: Gender:
64.00Weight:04/10/1995

Causality probableRecovered
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:

0.0

SERTRALINE HYDROCHLORIDE (Suspected)

04/09/1994 02/06/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103844

Preferred Term Severity Report Description Treatment
Metrorrhagia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 247 of 706

Case Number: Gender:
62.00Weight:

Allergy to bactrim= thrombocythaemia.

05/10/1995

26/09/1995
Causality probableRecovered

DOB:

F
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)

26/09/1995 26/09/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103852

Preferred Term Severity Report Description Treatment
Hypoaesthesia Numbness of left upper limbs.
Asthenia
Oedema

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 248 of 706

Case Number: Gender:
88.00Weight:

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

05/10/1995

20/08/1995
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:
Asthma

Stopped:Started:Batch:

InhalationInhalation 0.0

ATROVENT (Other drug) Reason:

Asthma

Stopped:Started:Batch:

InhalationInhalation 0.0

BECLOFORTE (Other drug) Reason:

Asthma

Stopped:Started:Batch:

0.0

SEREVENT (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily150.0

ASPIRIN (Other drug)

01/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103870

Preferred Term Severity Report Description Treatment
Anorexia
Depression
Fatigue
Nightmare

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 249 of 706

Case Number: Gender:
88.00Weight:

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

05/10/1995

20/08/1995
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

17/08/1995 08/09/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103870

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 250 of 706

Case Number: Gender:
Weight:05/10/1995

06/09/1995
Causality probableRecovered

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)

28/08/1995 07/09/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103912

Preferred Term Severity Report Description Treatment
Photosensitivity reaction

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 251 of 706

Case Number: Gender:
90.00Weight:

2 previous episodes with same medication, withdrawal of drug and rechall to similar memory problems.

09/10/1995

Causality certainRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:
Gastroenteritis and colitis

Stopped:Started:Batch:

Dose Unspecified Daily6.0

DIPENTUM (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

12/01/1995 01/10/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103948

Preferred Term Severity Report Description Treatment
Amnesia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 252 of 706

Case Number: Gender:
103.00Weight:

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

09/10/1995

01/09/1995
Causality possibleNot yet recovered

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:

As necessary0.0

VENTOLIN (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

MELLERIL (Other drug)

01/01/1990 CONTIN

Reason:

Asthma

Stopped:Started:Batch:

Dose Unspecified Daily4.0

BECLOFORTE (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

01/09/1995 07/09/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103951

Preferred Term Severity Report Description Treatment
Diarrhoea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 253 of 706

Case Number: Gender:
63.00Weight:11/10/1995

04/10/1995
Causality probableRecovered

DOB:

M
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:

Milligram Daily40.0

ISORDIL (Other drug)

CONTIN

Reason:

Angina pectoris w/o hyperten

Stopped:Started:Batch:

Milligram Daily40.0

ADALAT (Other drug)

CONTIN

Reason:

Irritable colon

Stopped:Started:Batch:

Dose Unspecified Daily3.0

COLOFAC (Other drug)

CONTIN

Reason:

Irritable colon

Stopped:Started:Batch:

Dose Unspecified Daily2.0

NORMISON (Other drug)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1103985

Preferred Term Severity Report Description Treatment
Dizziness
Dyspepsia
Nausea
Somnolence

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 254 of 706

Case Number: Gender:
63.00Weight:11/10/1995

04/10/1995
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:
Irritable colon

Stopped:Started:Batch:

Milligram Daily20.0

LOSEC (Other drug)

CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

03/10/1995 07/10/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103985

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 255 of 706

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.

12/10/1995

Causality possibleRecovered
21/07/1958DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Antinuclear factor 
= ANA

Anf of 1:2560

Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected)

01/03/1995 28/05/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103989

Preferred Term Severity Report Description Treatment
Arthritis
Systemic lupus erythematosus Steroids.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 256 of 706

Case Number: Gender:
65.00Weight:

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

12/10/1995

15/09/1995
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 Daily100.0

ZOLOFT (Suspected)

15/09/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily150.0

PROTHIADEN (Suspected)

01/02/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103991

Preferred Term Severity Report Description Treatment
Libido decreased

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 257 of 706

Case Number: Gender:
53.00Weight:12/10/1995

19/09/1995
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Endoscopy - bleeding duodenal ulcers, multiple gastric and 
duodenal ulcers.

Laboratory Investigations:

84YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

27/08/1995 CONTIN

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily200.0

ORUDIS SR (Suspected)

21/08/1995 20/09/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1104004

Preferred Term Severity Report Description Treatment
Duodenal ulcer haemorrhage
Gastric ulcer
Melaena Omeprazole 20mg bd.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 258 of 706

Case Number: Gender:
50.00Weight:13/10/1995

12/09/1995
Causality possibleRecovered

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:

Dose Unspecified Daily1.0

ZOLOFT (Suspected)

06/09/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1104034

Preferred Term Severity Report Description Treatment
Rash maculo-papular

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 259 of 706

Case Number: Gender:
63.00Weight:

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

16/10/1995

14/02/1995
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data The m.r.i scan showed multiple lesions mainly inthe white matter 
of the brain affecting both the hemispheres and brain stem.

Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

01/02/1995     4W

Reason:

Hospitalisation:

Report Details:
Seq: 1104066

Preferred Term Severity Report Description Treatment
Paraesthesia
Paralysis Carbamazepine.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 260 of 706

Case Number: Gender:
56.00Weight:18/10/1995

27/09/1995
Causality probableRecovered

DOB:

F
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)

15/09/1995 27/09/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1104100

Preferred Term Severity Report Description Treatment
Acne Rash on face and chest.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 261 of 706

Case Number: Gender:
40.00Weight:

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.

18/10/1995

04/10/1995
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:

As necessary0.0

PARACETAMOL (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily200.0

CARBAMAZEPINE (Suspected)

01/07/1995 28/10/1995

Reason:

Stopped:Started:Batch:

Milligram Daily50.0

SERTRALINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1104110

Preferred Term Severity Report Description Treatment
Delirium
Glomerulonephritis
Hyponatraemia
Pancytopenia
Renal failure acute

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 262 of 706

Case Number: Gender:
83.00Weight:

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. 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.

25/10/1995

09/10/1995
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:
Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily25.0

ATENOLOL (Other drug)

01/01/1991

Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Microgram Daily250.0

DIGOXIN (Other drug)

01/01/1991

Reason:

Stopped:Started:Batch:

Milligram Daily40.0

FRUSEMIDE (Other drug)

01/01/1991

Reason:

Stopped:Started:Batch:

Milligram Daily37.5

CAPTOPRIL (Other drug)

01/01/1991

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1104149

Preferred Term Severity Report Description Treatment
Bradycardia
Hypotension

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 263 of 706

Case Number: Gender:
83.00Weight:

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. 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.

25/10/1995

09/10/1995
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

ASPIRIN (Other drug)

01/01/1991

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

ISORDIL (Other drug)

01/01/1991

Reason:

Stopped:Started:Batch:

Milligram Daily50.0

SERTRALINE HYDROCHLORIDE (Suspected)

26/09/1995 04/10/1995

Reason:

Stopped:Started:Batch:

Milligram Daily100.0

SERTRALINE HYDROCHLORIDE (Suspected)

04/10/1995 10/10/1995

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1104149

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 264 of 706

Case Number: Gender:
Weight:25/10/1995

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 04/10/1995 1196
AST = SGOT 04/10/1995 473
GGT = SGGT = 
GGTP

04/10/1995 220
LDH 04/10/1995 615

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Millilitre Daily NasalSpray 0.1

DESMOPRESSIN ACETATE (Other drug) Reason:

Stopped:Started:Batch:

Microgram Daily75.0

THYROXINE SODIUM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily4.0

CORTISONE ACETATE (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

TRIPHASIL (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1104153

Preferred Term Severity Report Description Treatment
Hepatic function abnormal

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 265 of 706

Case Number: Gender:
Weight:25/10/1995

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

14/08/1995 04/10/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1104153

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 266 of 706

Case Number: Gender:
73.00Weight:27/10/1995

21/09/1995
Causality probableRecovered

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 Daily50.0

ZOLOFT (Suspected)

21/09/1995 26/09/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1104251

Preferred Term Severity Report Description Treatment
Aggression
Confusional state
Coordination abnormal
Dry mouth
Dyskinesia
Thirst Severe

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 267 of 706

Case Number: Gender:
76.00Weight:27/10/1995

30/09/1995
Causality probableRecovered

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:

Millilitre Daily40.0

METHADONE HYDROCHLORIDE (Other drug) Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily2.0

ROHYPNOL (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

30/09/1995 04/10/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1104262

Preferred Term Severity Report Description Treatment
Depression
Dizziness
Nervousness

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 268 of 706

Case Number: Gender:
81.00Weight:30/10/1995

31/08/1995
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

GGT = SGGT = 
GGTP

Ggt - 51, improved after sertraline was ceased - 36. esr - 17.

Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 0.5

ATIVAN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

CISAPRIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

INDERAL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralCapsule 20.0

LOSEC (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1104269

Preferred Term Severity Report Description Treatment
Purpura Bleeding and bruising.
Hepatosplenomegaly

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 269 of 706

Case Number: Gender:
81.00Weight:30/10/1995

31/08/1995
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SERTRALINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

AROPAX (Suspected)

11/04/1995 11/09/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1104269

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 270 of 706

Case Number: Gender:
100.00Weight:30/10/1995

13/10/1995
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

58YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily15.0

SEREPAX (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily4.0

MINIPRESS (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily40.0

ADALAT (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily300.0

CAPOTEN (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1104281

Preferred Term Severity Report Description Treatment
Nervousness
Throat tightness

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 271 of 706

Case Number: Gender:
100.00Weight:30/10/1995

13/10/1995
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

58YAge:

Additional Information:

Medicine Details:
Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily20.0

ZOCOR (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

13/10/1995 14/10/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1104281

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 272 of 706

Case Number: Gender:
50.00Weight:01/11/1995

Causality possibleUnknown
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)

25/08/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1104384

Preferred Term Severity Report Description Treatment
Anorgasmia Loss of orgasm - previously normal
Libido decreased

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 273 of 706

Case Number: Gender:
85.00Weight:06/11/1995

31/10/1995
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

ZOLOFT (Suspected)

31/10/1995 31/10/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1104444

Preferred Term Severity Report Description Treatment
Gait disturbance Drunken gait
Speech disorder Slurred speech
Confusional state
Suicide attempt

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 274 of 706

Case Number: Gender:
86.00Weight:08/11/1995

01/11/1995
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected)

31/10/1995 01/11/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1104475

Preferred Term Severity Report Description Treatment
Diarrhoea
Vomiting

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 275 of 706

Case Number: Gender:
70.00Weight:08/11/1995

02/11/1995
Causality probableRecovered

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:

Unit Daily48.0

MIXTARD 30/70 (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily9.0

PANCREASE (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily5.0

ZESTRIL (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily15.0

VALIUM (Other drug)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1104477

Preferred Term Severity Report Description Treatment
Dizziness
Nausea
Tremor
Visual disturbance

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 276 of 706

Case Number: Gender:
70.00Weight:08/11/1995

02/11/1995
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

44YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily300.0

ZANTAC (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected)

02/11/1995 03/11/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1104477

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 277 of 706

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.

07/11/1995

26/09/1995
Causality possibleUnknown

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 50.0

ZOLOFT (Suspected)

01/09/1993 28/09/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1104508

Preferred Term Severity Report Description Treatment
Vertigo Sense of falling in a lift.
Dizziness
Drug withdrawal syndrome
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 278 of 706

Case Number: Gender:
Weight:

Oro-buccal dyskinesia similar in appearance to tardive dyskinesia when zoloft dose increased to 100mg/d.  - 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.

07/11/1995

31/07/1995
Causality possibleUnknown

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 Daily100.0

ZOLOFT (Suspected)

01/01/1995 28/07/1995

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1104509

Preferred Term Severity Report Description Treatment
Dyskinesia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 279 of 706

Case Number: Gender:
87.00Weight:09/11/1995

01/11/1995
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:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

ZOLOFT (Suspected)

31/10/1995 01/11/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1104510

Preferred Term Severity Report Description Treatment
Rash erythematous Erythema of face and neck Antihistamine(claratyne)/cortis

one injection
Periorbital oedema
Pharyngitis

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 280 of 706

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. 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.

07/11/1995

31/10/1995
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 Daily100.0

ZOLOFT (Suspected)

01/09/1994 28/09/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

01/09/1995 28/10/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1104511

Preferred Term Severity Report Description Treatment
Depersonalisation
Dizziness
Drug withdrawal syndrome
Headache
Visual disturbance

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 281 of 706

Case Number: Gender:
Weight:

Symptom onset 36 hours after ceasing tranylcypromine(maoi) and 12 hours after first dose of sertraline

09/11/1995

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SERTRALINE HYDROCHLORIDE (Interaction) Reason:

Stopped:Started:Batch:

0.0

TRANYLCYPROMINE SULPHATE (Interaction) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1104520

Preferred Term Severity Report Description Treatment
Agitation
Confusional state
Convulsion
Hyperhidrosis
Hyperreflexia
Hypertonia
Respiratory disorder
Salivary hypersecretion

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 282 of 706

Case Number: Gender:
Weight:

Symptom onset 36 hours after ceasing tranylcypromine(maoi) and 12 hours after first dose of sertraline

09/11/1995

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SERTRALINE HYDROCHLORIDE (Interaction) Reason:

Stopped:Started:Batch:

0.0

TRANYLCYPROMINE SULPHATE (Interaction) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1104520

Preferred Term Severity Report Description Treatment
Serotonin syndrome Ventilation with paralysis and 

sedation was instituted. a 
modified rapid-sequence 
technique with thiopentone 
and vecuronium was used, 
maintained with vecuronium 
and propofol infusions

Somnolence
Tachycardia
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 283 of 706

Case Number: Gender:
60.00Weight:

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.

09/11/1995

Causality probableRecovered
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 Daily100.0

ZOLOFT (Suspected)

01/09/1995 28/11/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1104530

Preferred Term Severity Report Description Treatment
Hyperkinesia
Thinking abnormal

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 284 of 706

Case Number: Gender:
Weight:

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

20/11/1995

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A7Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

AURORIX (Suspected)

01/01/1993

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    1D

Reason:

Hospitalisation:

Report Details:
Seq: 1104701

Preferred Term Severity Report Description Treatment
Aggression
Agitation
Hyperkinesia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:51AM Database: pusime02 ADRS004 Page 285 of 706

Case Number: Gender:
38.00Weight:21/11/1995

02/10/1995
Causality possibleDeath, maybe drug

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

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

0.0

PROTHIADEN (Suspected) Reason:

Stopped:Started:Batch:

0.0

MOCLOBEMIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1104790

Preferred Term Severity Report Description Treatment
Sudden death

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 286 of 706

Case Number: Gender:
Weight:23/11/1995

27/08/1995
Causality possibleUnknown
21/07/1958DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

29/06/1995 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1104803

Preferred Term Severity Report Description Treatment
Amenorrhoea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 287 of 706

Case Number: Gender:
Weight:24/11/1995

14/11/1995
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:

0.0

SINEQUAN (Suspected)

13/11/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

SERTRALINE HYDROCHLORIDE (Suspected)

14/11/1995 15/11/1995

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1104852

Preferred Term Severity Report Description Treatment
Psychotic disorder Acute psychotic reaction Diazepam, serenace
Delirium
Delusion
Paranoia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 288 of 706

Case Number: Gender:
Weight:

Weeks later developed abnormal tongue movements. these have persisted.  the dosage stop date is not necessarily accurate but 
indicates that stoppage occurred sometime during the month.

28/11/1995

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

08/07/1994 28/05/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1104885

Preferred Term Severity Report Description Treatment
Dyskinesia Abnormal tongue movements.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 289 of 706

Case Number: Gender:
54.00Weight:28/11/1995

20/09/1995
Causality probableRecovered

DOB:

F
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)

20/09/1995 18/11/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1104905

Preferred Term Severity Report Description Treatment
Diarrhoea Diarrhoea occuring 4-5 times a day
Dyspepsia
Oesophagitis

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 290 of 706

Case Number: Gender:
78.00Weight:06/12/1995

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:

Microgram Daily625.0

PREMARIN (Other drug)

17/05/1994

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily50.0

ATENOLOL (Other drug)

10/05/1994

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

27/04/1995 27/09/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1105125

Preferred Term Severity Report Description Treatment
Libido decreased

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 291 of 706

Case Number: Gender:
88.00Weight:08/12/1995

09/11/1995
Causality possibleRecovered

DOB:

M
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 Daily50.0

ZOLOFT (Suspected)

07/11/1995 11/11/1995

Reason:

Stopped:Started:Batch:

Milligram Daily200.0

TEGRETOL (Suspected)

17/08/1995 11/11/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1105212

Preferred Term Severity Report Description Treatment
Nightmare

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 292 of 706

Case Number: Gender:
80.00Weight:13/12/1995

Causality probableRecovered
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)

17/11/1995 28/11/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1105330

Preferred Term Severity Report Description Treatment
Gingivitis

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 293 of 706

Case Number: Gender:
Weight:15/12/1995

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: 1105345

Preferred Term Severity Report Description Treatment
Erectile dysfunction

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 294 of 706

Case Number: Gender:
Weight:15/12/1995

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:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1105346

Preferred Term Severity Report Description Treatment
Erectile dysfunction

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 295 of 706

Case Number: Gender:
Weight:15/12/1995

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:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1105347

Preferred Term Severity Report Description Treatment
Erectile dysfunction

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 296 of 706

Case Number: Gender:
67.00Weight:

Reaction has occurred twice, each time on initiation of zoloft  the dosage start date is not necessarily accurate but indicates that 
start occurred sometime during the month.

15/12/1995

06/12/1995
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:
Contraception

Stopped:Started:Batch:

0.0

MICROGYNON 30 ED (Other drug)

01/02/1995

Reason:

Gastritis&duodenitis

Stopped:Started:Batch:

Milligram Daily150.0

ZANTAC (Other drug)

02/11/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

ZOLOFT (Suspected)

02/12/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1105383

Preferred Term Severity Report Description Treatment
Agitation Restlessness on extremities
Abdominal pain
Angioedema
Dizziness
Dysphagia
Insomnia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 297 of 706

Case Number: Gender:
65.00Weight:

Hairloss slowly resolved after cessation of medication.  rechallenge three weeks later on 50mg zoloft caused hairloss to 
recommence.  - 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.

18/12/1995

31/07/1995
Causality certainNot yet recovered

DOB:

U
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 Daily100.0

ZOLOFT (Suspected)

01/03/1995 28/08/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1105432

Preferred Term Severity Report Description Treatment
Alopecia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 298 of 706

Case Number: Gender:
70.00Weight:02/01/1996

Causality possibleNot yet recovered
DOB:

F
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 Daily50.0

SERTRALINE HYDROCHLORIDE (Suspected)

02/11/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1105608

Preferred Term Severity Report Description Treatment
Anorgasmia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 299 of 706

Case Number: Gender:
70.00Weight:

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

02/01/1996

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:
Migraine

Stopped:Started:Batch:

Milligram Daily75.0

PROTHIADEN (Other drug)

01/06/1992

Reason:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1105634

Preferred Term Severity Report Description Treatment
Arthralgia
Headache
Nausea Required 

Specialist 
Consultation

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 300 of 706

Case Number: Gender:
82.00Weight:

Patient is an m.s. sufferer, after a week of zoloft therapy more notiable spasming/stiffening resulted.  patient stopped zoloft 
17/1295-> symptoms since improved.  the dosage start date is not accurate but indicates that start occurred sometime during the 
year.

02/01/1996

13/12/1995
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Abnormal involuntary movement

Stopped:Started:Batch:

Milligram Daily25.0

LIORESAL (Interaction)

01/01/1985

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Interaction)

06/12/1995 17/12/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1105638

Preferred Term Severity Report Description Treatment
Hypertonia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 301 of 706

Case Number: Gender:
Weight:03/01/1996

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:
Contraception

Stopped:Started:Batch:

0.0

MICROGYNON 30 ED (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Interaction)

   06M

Reason:

Hospitalisation:

Report Details:
Seq: 1105706

Preferred Term Severity Report Description Treatment
Unintended pregnancy

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 302 of 706

Case Number: Gender:
Weight:03/01/1996

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:
Contraception

Stopped:Started:Batch:

0.0

BREVINOR (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Interaction)

   03M

Reason:

Hospitalisation:

Report Details:
Seq: 1105707

Preferred Term Severity Report Description Treatment
Menstrual disorder

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 303 of 706

Case Number: Gender:
60.00Weight:04/01/1996

Causality possibleNot yet recovered
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 50.0

ZOLOFT (Suspected)

20/12/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1105716

Preferred Term Severity Report Description Treatment
Diarrhoea
Ejaculation failure
Somnolence

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 304 of 706

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.

08/01/1996

01/11/1995
Causality possibleNot yet recovered

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:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

01/03/1995 28/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1105745

Preferred Term Severity Report Description Treatment
Galactorrhoea
Menstrual disorder

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 305 of 706

Case Number: Gender:
80.00Weight:09/01/1996

07/12/1995
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:
Pain

Stopped:Started:Batch:

Gram As necessary1.0

PARACETAMOL (Other drug) Reason:

Contraception

Stopped:Started:Batch:

Dose Unspecified Daily OralPill 1.0

NORDETTE NOS (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

01/11/1995 07/12/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1105758

Preferred Term Severity Report Description Treatment
Rash pustular

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 306 of 706

Case Number: Gender:
46.00Weight:

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

15/01/1996

28/12/1995
Causality probableNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:
Unspecified neurosis

Stopped:Started:Batch:

Milligram Daily OralOral application 25.0

MELLERIL (Other drug)

L TERM

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 2.5

ZESTRIL (Other drug)

01/01/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

22/12/1995 05/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1105857

Preferred Term Severity Report Description Treatment
Gait disturbance

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 307 of 706

Case Number: Gender:
Weight:17/01/1996

03/01/1996
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralOral application 600.0

LARGACTIL (Other drug)

29/12/1995

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

COGENTIN (Other drug)

02/01/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

31/12/1995 04/01/1996

Reason:

Stopped:Started:Batch:

Milligram Daily IntramuscularInjection 100.0

THIAMINE (Suspected)

29/12/1995 02/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1105907

Preferred Term Severity Report Description Treatment
Rash maculo-papular Phenergan, calamine lotion.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 308 of 706

Case Number: Gender:
60.00Weight:22/01/1996

03/01/1996
Causality possibleRecovered
02/07/1965DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 02/01/1996 1.5

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily100.0

CLOZARIL (Suspected)

06/10/1995 03/01/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

20/12/1995

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1106011

Preferred Term Severity Report Description Treatment
Leukopenia Gm-csf
Neutropenia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 309 of 706

Case Number: Gender:
Weight:

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

22/01/1996

15/01/1996
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

OralOral application 0.0

ZOLOFT (Suspected)

01/12/1995 CONTIN

Reason:

Other diseases of liver

Stopped:Started:Batch:

Million International UnitsWeekly6.0

INTRON A (Suspected)

CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1106019

Preferred Term Severity Report Description Treatment
Aggression Haloperidol, temazepam.
Paranoia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 310 of 706

Case Number: Gender:
Weight:

40% hair loss over her entire body.  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 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. the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during 
the month.

19/01/1996

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:

Dose Unspecified 1 time IntravenousInjection 1.0

PETHIDINE HYDROCHLORIDE (Other drug)

01/11/1995

Reason:

Stopped:Started:Batch:

Dose Unspecified 1 time IntravenousInjection 1.0

IMIGRAN (Other drug)

01/10/1995

Reason:

Stopped:Started:Batch:

Milligram Daily50.0

MINOMYCIN (Other drug)

01/01/1994 28/01/1996

Reason:

Stopped:Started:Batch:

0.0

DIANE-35 ED (Suspected)

01/11/1995 28/11/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1106024

Preferred Term Severity Report Description Treatment
Alopecia
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 311 of 706

Case Number: Gender:
Weight:

40% hair loss over her entire body.  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 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. the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during 
the month.

19/01/1996

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

32YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

01/11/1995 28/12/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1106024

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 312 of 706

Case Number: Gender:
Weight:

Recommenced zoloft 6 days later, which resulted in same reaction occurring.

25/01/1996

12/01/1996
Causality certainRecovered

DOB:

M
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 50.0

ZOLOFT (Suspected)

10/01/1996 12/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1106081

Preferred Term Severity Report Description Treatment
Nausea
Vomiting

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 313 of 706

Case Number: Gender:
60.00Weight:

Ph of encephalopathy (hepatitis?). the final diagnosis from the treating physician was pre-renal acute renal failure in relationship 
to dehydration and ace inhibitor.  the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime 
during the month.

24/01/1996

18/12/1995
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine 60 - 120 31/07/1995 54
Creatinine 60 - 120 18/12/1995 597
Creatinine 60 - 120 19/01/1996 117
Urea 3.3 - 8.3 31/07/1995 2.8
Urea 3.3 - 8.3 18/12/1995 26.5
Urea 3.3 - 8.3 19/01/1996 4.0

Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily1.2

TRITACE (Suspected)

21/09/1995 28/12/1995

Reason:

Othr diseases of urinary tract

Stopped:Started:Batch:

Dose Unspecified Daily3.0

AUGMENTIN (Suspected)

21/11/1995 26/11/1995

Reason:

Othr diseases of urinary tract

Stopped:Started:Batch:

Milligram Daily800.0

NOROXIN (Suspected)

08/12/1995 15/12/1995

Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

08/12/1995 14/12/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1106090

Preferred Term Severity Report Description Treatment
Asthenia
Hypotension
Nausea
Renal failure acute
Vomiting

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 314 of 706

Case Number: Gender:
70.00Weight:

Previous hepatotoxic reaction to anafranil.

02/02/1996

15/01/1996
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 0 - 50 U/L 15/01/1996 340
ALT = SGPT 0 - 50 U/L 23/01/1996 80
AST = SGOT 13 - 33 U/L 15/01/1996 494
AST = SGOT 13 - 33 U/L 23/01/1996 33
Bilirubin 0 - 20 UMOL/L 15/01/1996 34
Bilirubin 0 - 20 UMOL/L 23/01/1996 10
GGT = SGGT = 
GGTP

0 - 63 U/L 15/01/1996 744

Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily3.0

AUGMENTIN FORTE (Suspected)

10/01/1996 17/01/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

23/10/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1106221

Preferred Term Severity Report Description Treatment
Hepatocellular damage

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 315 of 706

Case Number: Gender:
70.00Weight:

Previous hepatotoxic reaction to anafranil.

02/02/1996

15/01/1996
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

GGT = SGGT = 
GGTP

0 - 63 U/L 23/01/1996 416
SAP = ALP 30 - 120 U/L 15/01/1996 290
SAP = ALP 30 - 120 U/L 23/01/1996 146

Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily3.0

AUGMENTIN FORTE (Suspected)

10/01/1996 17/01/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

23/10/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1106221

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 316 of 706

Case Number: Gender:
Weight:

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

05/02/1996

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:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

08/11/1995 28/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1106274

Preferred Term Severity Report Description Treatment
Alopecia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 317 of 706

Case Number: Gender:
Weight:07/02/1996

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

AURORIX (Suspected) Reason:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily25.0

NORTRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1106286

Preferred Term Severity Report Description Treatment
Agitation
Anxiety

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 318 of 706

Case Number: Gender:
57.00Weight:

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

07/02/1996

Causality probableRecovered
29/08/1961DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily200.0

ZOLOFT (Suspected)

01/10/1994 12/09/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1106335

Preferred Term Severity Report Description Treatment
Anorgasmia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 319 of 706

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.

08/02/1996

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electroencephalog
raphy

Eeg said to show abnormal tracing consistent with drug toxicity

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected)

01/04/1995 28/06/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1106366

Preferred Term Severity Report Description Treatment
Amnesia
Aphasia
Confusional state
Grand mal convulsion
Headache

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 320 of 706

Case Number: Gender:
Weight:14/02/1996

20/01/1996
Causality probableRecovered

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)

16/01/1996 30/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1106439

Preferred Term Severity Report Description Treatment
Affect lability
Agitation
Bruxism
Disturbance in attention
Suicide attempt

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 321 of 706

Case Number: Gender:
70.00Weight:14/02/1996

10/02/1996
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:

Stopped:Started:Batch:

Milligram Daily240.0

ISOPTIN (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

LEVLEN ED (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

08/02/1996 11/02/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1106443

Preferred Term Severity Report Description Treatment
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 322 of 706

Case Number: Gender:
64.00Weight:14/02/1996

06/02/1996
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)

27/01/1996 07/02/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1106445

Preferred Term Severity Report Description Treatment
Folliculitis
Pain
Periorbital oedema
Rash Prednisone.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 323 of 706

Case Number: Gender:
Weight:16/02/1996

Causality probableRecovered
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 Daily50.0

SERTRALINE HYDROCHLORIDE (Suspected)

16/01/1996 17/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1106475

Preferred Term Severity Report Description Treatment
Agitation
Hallucination

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 324 of 706

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.

15/02/1996

31/12/1995
Causality possibleRecovered

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 Daily150.0

ZOLOFT (Suspected)

01/08/1995 28/12/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1106476

Preferred Term Severity Report Description Treatment
Dizziness
Nausea
Syncope
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 325 of 706

Case Number: Gender:
90.00Weight:16/02/1996

11/12/1995
Causality possibleUnknown

DOB:

M
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

SERTRALINE HYDROCHLORIDE (Suspected)

04/12/1995 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1106477

Preferred Term Severity Report Description Treatment
Flushing
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 326 of 706

Case Number: Gender:
Weight:16/02/1996

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 Daily50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1106479

Preferred Term Severity Report Description Treatment
Apnoea Neurological check in progress
Dyspnoea
Sleep disorder

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 327 of 706

Case Number: Gender:
58.00Weight:19/02/1996

01/02/1996
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

17/12/2002 Sodium 136 - 146 
MMOL/L

13/08/2003 140
17/12/2002 Sodium 136 - 146 

MMOL/L
13/08/2003 129

17/12/2002 Sodium 136 - 146 
MMOL/L

13/08/2003 127
17/12/2002 Sodium 136 - 146 

MMOL/L
13/08/2003 142

Laboratory Investigations:

90Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

FERRO-GRADUMET (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily InhalationInhalation 2.0

ATROVENT (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

10/01/1996 29/01/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

SERTRALINE HYDROCHLORIDE (Suspected)

29/01/1996 06/02/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1106529

Preferred Term Severity Report Description Treatment
Hyponatraemia Suspected SIADH
Inappropriate antidiuretic hormone secretion

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 328 of 706

Case Number: Gender:
56.00Weight:

Zoloft dosage has been decreased to 50mg a.m. and is fine on this.  the dosage start date is not necessarily accurate but 
indicates that start occurred sometime during the month.

20/02/1996

21/12/1995
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

RENITEC (Other drug)

01/06/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

14/11/1995 22/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1106531

Preferred Term Severity Report Description Treatment
Diarrhoea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 329 of 706

Case Number: Gender:
Weight:19/02/1996

12/02/1996
Causality probableRecovered

DOB:

M
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

ZOLOFT (Suspected)

05/02/1996 12/02/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1106554

Preferred Term Severity Report Description Treatment
Headache Severe

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 330 of 706

Case Number: Gender:
Weight:21/02/1996

16/02/1996
Causality probableRecovered

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 Daily50.0

ZOLOFT (Suspected)

16/02/1996 17/02/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1106563

Preferred Term Severity Report Description Treatment
Coordination abnormal
Depression
Dizziness Severe
Drug ineffective
Dry mouth

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 331 of 706

Case Number: Gender:
52.00Weight:

Memory deficit resolved on lower dose of zoloft.  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.

26/02/1996

Causality probableRecovered
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 200.0

ZOLOFT (Suspected)

01/05/1995 28/09/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1106664

Preferred Term Severity Report Description Treatment
Amnesia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 332 of 706

Case Number: Gender:
63.00Weight:

- 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.

26/02/1996

31/08/1995
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:
Depression

Stopped:Started:Batch:

Milligram Daily200.0

ZOLOFT (Suspected)

01/08/1995 28/10/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

PROTHIADEN (Suspected)

01/08/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1106665

Preferred Term Severity Report Description Treatment
Amnesia
Thinking abnormal

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 333 of 706

Case Number: Gender:
Weight:

Psoriasis; psoriatic arthritis

28/02/1996

28/01/1996
Causality possibleNot yet recovered

DOB:

M
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 5.0

ZOLOFT (Suspected)

05/01/1996 02/02/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1106761

Preferred Term Severity Report Description Treatment
Photosensitivity reaction
Psoriasis
Rash erythematous
Rash maculo-papular
Skin exfoliation

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 334 of 706

Case Number: Gender:
50.00Weight:

Reaction settled 48 hours after zoloft stopped, reoccurred when rechallenged.

04/03/1996

20/02/1996
Causality certainRecovered

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:

Milligram Daily100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1106853

Preferred Term Severity Report Description Treatment
Agitation
Pruritus Promethazine.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 335 of 706

Case Number: Gender:
Weight:07/03/1996

16/09/1995
Causality possibleUnknown

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 Daily50.0

ZOLOFT (Suspected)

08/09/1995 18/09/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1106931

Preferred Term Severity Report Description Treatment
Rash maculo-papular Face, trunk and upper limbs
Dermatitis psoriasiform
Rash erythematous

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 336 of 706

Case Number: Gender:
78.00Weight:07/03/1996

22/11/1995
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

67YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

MINIDIAB (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

23/10/1995 05/12/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1106932

Preferred Term Severity Report Description Treatment
Ejaculation failure

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 337 of 706

Case Number: Gender:
59.00Weight:

Vertigo lasted approximately one week.

08/03/1996

20/01/1996
Causality probableRecovered

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)

24/08/1995 20/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1106966

Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome
Vertigo

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 338 of 706

Case Number: Gender:
70.00Weight:12/03/1996

02/03/1996
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)

29/02/1996 03/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1107008

Preferred Term Severity Report Description Treatment
Headache Severe
Nausea Severe

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 339 of 706

Case Number: Gender:
80.00Weight:

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

14/03/1996

11/03/1996
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:
Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily20.0

ZOCOR (Other drug)

01/01/1993

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

09/03/1996 11/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1107025

Preferred Term Severity Report Description Treatment
Migraine Severe
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 340 of 706

Case Number: Gender:
Weight:

- 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. 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.

19/03/1996

31/03/1996
Causality possibleUnknown

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

PROVELLE-14 (Other drug)

01/02/1996 28/03/1996

Reason:

Menopausal symptoms

Stopped:Started:Batch:

Microgram Daily625.0

PREMARIN (Other drug)

01/02/1996 28/03/1996

Reason:

Menopausal symptoms

Stopped:Started:Batch:

Milligram Daily OralOral application 10.0

PROVERA (Other drug)

01/02/1996    14D

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 125.0

PROTHIADEN (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1107109

Preferred Term Severity Report Description Treatment
Anxiety
Depression
Drug ineffective

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 341 of 706

Case Number: Gender:
Weight:

- 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. 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.

19/03/1996

31/03/1996
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 7.5

VALIUM (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

28/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1107109

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 342 of 706

Case Number: Gender:
Weight:19/03/1996

23/02/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

OralTablet 0.0

SERTRALINE HYDROCHLORIDE (Suspected)

20/02/1996 01/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1107134

Preferred Term Severity Report Description Treatment
Agitation
Hallucination
Thinking abnormal

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 343 of 706

Case Number: Gender:
Weight:

Erotic fantasies, patient felt threatened by intense sexual feelings experienced as intrusive and alien to her consciousness.

19/03/1996

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:

OralTablet 0.0

SERTRALINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1107137

Preferred Term Severity Report Description Treatment
Agitation Severe
Thinking abnormal

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 344 of 706

Case Number: Gender:
0.00Weight:20/03/1996

Causality possibleRecovered
26/04/1913DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

17/12/2002 Sodium MMOL/L 13/08/2003 127
17/12/2002 Sodium MMOL/L 13/08/2003 128
17/12/2002 Sodium MMOL/L 13/08/2003 122
17/12/2002 Sodium MMOL/L 13/08/2003 121
17/12/2002 Sodium MMOL/L 13/08/2003 131
17/12/2002 Sodium MMOL/L 13/08/2003 126

Laboratory Investigations:

82Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

COLOXYL WITH SENNA (Other drug) Reason:

Stopped:Started:Batch:

0.0

SORBITOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 150.0

ASPIRIN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 30.0

CISAPRIDE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1107157

Preferred Term Severity Report Description Treatment
Hyponatraemia Sodium levels dropped to low 20's, 

suspected SIADH
Constipation
Dysgeusia
Inappropriate antidiuretic hormone secretion
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 345 of 706

Case Number: Gender:
0.00Weight:20/03/1996

Causality possibleRecovered
26/04/1913DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

82Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

LISINOPRIL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily TransdermalCream 25.0

TRANSIDERM-NITRO (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

ZANTAC (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

AROPAX (Suspected)

20/10/1995 26/10/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1107157

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 346 of 706

Case Number: Gender:
0.00Weight:20/03/1996

Causality possibleRecovered
26/04/1913DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

82Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.5

NATRILIX (Suspected)

12/10/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

02/11/1995 12/11/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1107157

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 347 of 706

Case Number: Gender:
Weight:20/03/1996

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 Daily40.0

PEPCIDINE (Other drug) Reason:

Stopped:Started:Batch:

Microgram Daily150.0

THYROXINE SODIUM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily10.0

THIAMINE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

03/02/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1107160

Preferred Term Severity Report Description Treatment
Confusional state

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 348 of 706

Case Number: Gender:
Weight:20/03/1996

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily1.0

RISPERIDONE (Suspected)

09/02/1996 16/02/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1107160

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 349 of 706

Case Number: Gender:
70.00Weight:20/03/1996

09/02/1996
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 21/02/1996 190
AST = SGOT 21/02/1996 105
Bilirubin 21/02/1996 152
GGT = SGGT = 
GGTP

21/02/1996 328

Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram As necessary15.0

SEREPAX (Suspected)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

18/01/1996 06/02/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1107232

Preferred Term Severity Report Description Treatment
Hepatitis
Jaundice
Malaise

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 350 of 706

Case Number: Gender:
76.00Weight:22/03/1996

25/02/1996
Causality probableRecovered

DOB:

F
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 Daily50.0

ZOLOFT (Suspected)

22/02/1996 28/02/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1107241

Preferred Term Severity Report Description Treatment
Diarrhoea
Micturition disorder
Urinary incontinence

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 351 of 706

Case Number: Gender:
Weight:25/03/1996

29/01/1996
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Contraception

Stopped:Started:Batch:

Dose Unspecified Daily OralPill 1.0

BREVINOR (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

29/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1107286

Preferred Term Severity Report Description Treatment
Diarrhoea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 352 of 706

Case Number: Gender:
Weight:

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

25/03/1996

02/03/1996
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily10.0

TEMAZEPAM (Other drug)

01/01/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

02/02/1996 08/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1107289

Preferred Term Severity Report Description Treatment
Rash erythematous Rash on trunk and limbs.
Dry skin
Skin exfoliation

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 353 of 706

Case Number: Gender:
58.00Weight:27/03/1996

17/03/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

65YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

15/03/1996 18/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1107345

Preferred Term Severity Report Description Treatment
Abdominal pain

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 354 of 706

Case Number: Gender:
Weight:28/03/1996

06/11/1995
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:

Thousand International UnitWeekly SubcutaneousInjection 12.0

EPREX (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Millilitre Daily OralOral Liquid 30.0

MYLANTA (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

NORVASC (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

FERRO-GRADUMET (Other drug)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1107408

Preferred Term Severity Report Description Treatment
Glossitis

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 355 of 706

Case Number: Gender:
Weight:28/03/1996

06/11/1995
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily5.0

FOLIC ACID (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 1.0

RIVOTRIL (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

02/11/1995 22/11/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1107408

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 356 of 706

Case Number: Gender:
60.00Weight:29/03/1996

18/10/1995
Causality probableRecovered

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 Daily150.0

ZOLOFT (Suspected)

19/05/1995 15/12/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1107427

Preferred Term Severity Report Description Treatment
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 357 of 706

Case Number: Gender:
90.00Weight:

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.

01/04/1996

20/03/1996
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:
Prophylaxis

Stopped:Started:Batch:

0.0

ASPIRIN (Other drug)

01/01/1995 CONTIN

Reason:

Prophylaxis

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

TENORMIN (Other drug)

01/01/1995 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

13/03/1996 25/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1107652

Preferred Term Severity Report Description Treatment
Hyperhidrosis
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 358 of 706

Case Number: Gender:
Weight:01/04/1996

15/01/1996
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 200.0

ZOLOFT (Suspected)

07/06/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1107654

Preferred Term Severity Report Description Treatment
Arthralgia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 359 of 706

Case Number: Gender:
105.00Weight:

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

02/04/1996

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily20.0

PRINIVIL (Other drug)

01/06/1995 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

08/09/1995 05/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1107685

Preferred Term Severity Report Description Treatment
Dyspepsia
Gastritis
Libido decreased

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 360 of 706

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.

04/04/1996

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

22YAge:

Additional Information:

Medicine Details:
Contraception

Stopped:Started:Batch:

Dose Unspecified Daily OralPill 1.0

TRIQUILAR ED (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

01/01/1995 28/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1107714

Preferred Term Severity Report Description Treatment
Anorgasmia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 361 of 706

Case Number: Gender:
105.00Weight:12/04/1996

25/01/1996
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:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

25/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1107819

Preferred Term Severity Report Description Treatment
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 362 of 706

Case Number: Gender:
Weight:

Zoloft taken from time of conception probably to 8 weeks. eventual stillbirth of 20 weeks fetus with multiple abnormalities including 
hydrocephalus, fused legs, gender not determinable. normal chromosomes 46 xy. no autopsy by request past history of multiple 
miscarriages.

15/04/1996

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 Daily100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1107847

Preferred Term Severity Report Description Treatment
Multiple congenital abnormalities Including fused legs, indeterminate gender
Congenital hydrocephalus
Stillbirth

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 363 of 706

Case Number: Gender:
Weight:

Took zoloft at tome of conception. missed abortion at 6 weeks gestation. patient has had one previous miscarriage.

15/04/1996

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 Daily50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1107848

Preferred Term Severity Report Description Treatment
Abortion Abortion at 6 weeks gestation.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 364 of 706

Case Number: Gender:
60.00Weight:15/04/1996

20/02/1996
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:
Osteoarthritis

Stopped:Started:Batch:

Dose Unspecified As necessary1.0

PANADEINE FORTE (Other drug)

L TERM

Reason:

Osteoarthritis

Stopped:Started:Batch:

Milligram Daily150.0

VOLTAREN (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

15/02/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1107867

Preferred Term Severity Report Description Treatment
Anorgasmia
Libido decreased
Yawning

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 365 of 706

Case Number: Gender:
53.00Weight:16/04/1996

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:

Dose Unspecified Daily OralTablet 1.0

ZOLOFT (Suspected)

18/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1107877

Preferred Term Severity Report Description Treatment
Insomnia Normison.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 366 of 706

Case Number: Gender:
47.00Weight:19/04/1996

10/03/1996
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:

0.0

NORDETTE 28 (Other drug) Reason:

Stopped:Started:Batch:

0.0

FEFOL (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

18/12/1995 03/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1107957

Preferred Term Severity Report Description Treatment
Dizziness
Headache
Migraine
Paraesthesia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:52AM Database: pusime02 ADRS004 Page 367 of 706

Case Number: Gender:
75.00Weight:22/04/1996

28/03/1996
Causality probableRecovered

DOB:

M
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 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

05/06/1995 26/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1107991

Preferred Term Severity Report Description Treatment
Affect lability
Depersonalisation
Dizziness
Drug withdrawal syndrome
Dysarthria
Fatigue
Insomnia
Nightmare
Paraesthesia
Tinnitus

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 368 of 706

Case Number: Gender:
48.00Weight:22/04/1996

29/03/1996
Causality possibleNot yet recovered

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 Daily10.0

ANTENEX (Other drug)

01/02/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

24/01/1996

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

BUSPAR (Suspected)

04/02/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1107995

Preferred Term Severity Report Description Treatment
Increased appetite

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 369 of 706

Case Number: Gender:
Weight:23/04/1996

06/04/1996
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 25.0

ZOLOFT (Suspected)

04/04/1996 18/04/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1108020

Preferred Term Severity Report Description Treatment
Dystonia Jaw clenching
Diarrhoea
Headache
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 370 of 706

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.

23/04/1996

13/04/1996
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

69YAge:

Additional Information:

Medicine Details:
Asthma

Stopped:Started:Batch:

Milligram Daily20.0

VENTOLIN NEBULES (Other drug)

01/02/1995

Reason:

Stopped:Started:Batch:

Millilitre Daily8.0

ATROVENT (Other drug)

01/02/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

12/04/1996 16/04/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1108040

Preferred Term Severity Report Description Treatment
Diarrhoea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 371 of 706

Case Number: Gender:
75.00Weight:

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

29/04/1996

19/04/1996
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:
Ulcer of stomach w/o ment perf

Stopped:Started:Batch:

OralOral application 0.0

ZANTAC (Other drug)

01/01/1995

Reason:

Ulcer of stomach w/o ment perf

Stopped:Started:Batch:

OralTablet 0.0

DONNATAB (Other drug)

01/01/1995

Reason:

Contraception

Stopped:Started:Batch:

OralTablet 0.0

MONOFEME 28 (Other drug)

01/01/1991

Reason:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected)

19/04/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1108106

Preferred Term Severity Report Description Treatment
Dizziness
Headache
Nausea
Somnolence Panadol

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 372 of 706

Case Number: Gender:
Weight:01/05/1996

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 Daily50.0

ZOLOFT (Suspected)

13/03/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1108181

Preferred Term Severity Report Description Treatment
Headache Sensation of a sudden surge or jolt in head.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 373 of 706

Case Number: Gender:
Weight:

When patient attempted to cease zoloft on two occasions same symptoms occurred reaction is described as "severe electric 
shocks across head and down through body every 30 seconds leaving an acid taste in mouth.  the dosage start date is not 
necessarily accurate but indicates that start occurred sometime during the month.

02/05/1996

Causality certainRecovered
DOB:

M
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 Daily100.0

ZOLOFT (Suspected)

01/09/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1108207

Preferred Term Severity Report Description Treatment
Paraesthesia Severe Electric shock-like seizures
Drug withdrawal syndrome
Dysgeusia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 374 of 706

Case Number: Gender:
40.00Weight:

Patient had been on zoloft 50mg daily for approx 4 wks.  took mysteclin for rti and developed palpitations within 4 - 5 days.  
ceased zoloft with decreased symptoms - recommenced with further palpitations.

06/05/1996

16/04/1996
Causality certainRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53YAge:

Additional Information:

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

Stopped:Started:Batch:

Gram Daily OralCapsule 1.0

MYSTECLIN (Suspected)

12/04/1996 21/04/1996

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

20/03/1996 18/04/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1108338

Preferred Term Severity Report Description Treatment
Palpitations

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 375 of 706

Case Number: Gender:
Weight:06/05/1996

02/05/1996
Causality probableRecovered

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)

26/04/1996 01/05/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1108343

Preferred Term Severity Report Description Treatment
Convulsion
Hypoxia
Nausea
Syncope Oxygen.
Vomiting

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 376 of 706

Case Number: Gender:
70.00Weight:

Allergic to prozac

09/05/1996

03/05/1996
Causality probableRecovered

DOB:

M
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)

01/05/1996 01/05/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1108347

Preferred Term Severity Report Description Treatment
Diarrhoea
Hyperhidrosis
Rectal haemorrhage
Vomiting

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 377 of 706

Case Number: Gender:
Weight:

Attempted withdrawal and recommencing drug confirmed diarrhoea associated with this medication.

08/05/1996

14/03/1996
Causality certainRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:
Congestive heart failure

Stopped:Started:Batch:

Milligram Daily OralTablet 120.0

LASIX (Other drug)

03/10/1995

Reason:

Congestive heart failure

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

SLOW-K (Other drug)

03/10/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

07/03/1996 01/04/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1108364

Preferred Term Severity Report Description Treatment
Diarrhoea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 378 of 706

Case Number: Gender:
92.00Weight:

Heightened guilt feelings.  had definitely never been suicidal previously and it took 48 hours after last tablet to go.

10/05/1996

28/04/1996
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 Daily OralTablet 20.0

ZOLOFT (Suspected)

27/04/1996 29/04/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1108375

Preferred Term Severity Report Description Treatment
Hallucination
Suicide attempt

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 379 of 706

Case Number: Gender:
70.00Weight:16/05/1996

02/05/1996
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

57YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected)

01/04/1995 01/04/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1108505

Preferred Term Severity Report Description Treatment
Arthralgia
Headache
Myalgia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 380 of 706

Case Number: Gender:
Weight:

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

20/05/1996

31/03/1996
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 Daily50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1108564

Preferred Term Severity Report Description Treatment
Fatigue
Yawning

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 381 of 706

Case Number: Gender:
Weight:

Reaction recurred on reintroduction of zoloft.

20/05/1996

05/02/1996
Causality certainRecovered

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 Daily1.2

OGEN (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

11/12/1995 01/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1108575

Preferred Term Severity Report Description Treatment
Diarrhoea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 382 of 706

Case Number: Gender:
70.00Weight:20/05/1996

02/05/1996
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Lumbar puncture and ct scan-nad.

Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected)

21/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1108576

Preferred Term Severity Report Description Treatment
Headache Severe Occipital head pain
Photophobia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 383 of 706

Case Number: Gender:
54.00Weight:21/05/1996

11/05/1996
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:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

21/12/1995 11/05/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1108591

Preferred Term Severity Report Description Treatment
Erythema multiforme

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 384 of 706

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

21/05/1996

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:

Dose Unspecified Daily1.0

MICROGYNON (Other drug)

28/03/1996L TERM

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

ASCORBIC ACID (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily3.0

ZOLOFT (Suspected)

01/11/1995 28/04/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1108599

Preferred Term Severity Report Description Treatment
Affect lability Normison
Agitation
Amnesia
Anxiety
Drug ineffective
Insomnia
Somnolence

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 385 of 706

Case Number: Gender:
Weight:22/05/1996

21/08/1995
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:

0.0

SERENACE (Suspected)

14/08/1995

Reason:

Stopped:Started:Batch:

0.0

ROHYPNOL (Suspected) Reason:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

0.0

PANADOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1108643

Preferred Term Severity Report Description Treatment
Hypertonia
Speech disorder
Visual disturbance Cogentin

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 386 of 706

Case Number: Gender:
80.00Weight:23/05/1996

20/05/1996
Causality possibleNot 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:

2 times0.0

ACT-3 (Interaction) Reason:

Stopped:Started:Batch:

Dose Unspecified 2 times1.0

PARALICE (Interaction) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Interaction)

09/05/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1108646

Preferred Term Severity Report Description Treatment
Dizziness
Dyspnoea
Extrapyramidal disorder
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 387 of 706

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.

23/05/1996

Causality probableRecovered
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 100.0

ZOLOFT (Suspected)

01/02/1995 28/05/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1108649

Preferred Term Severity Report Description Treatment
Urinary incontinence Dribbling incontinence

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 388 of 706

Case Number: Gender:
90.00Weight:23/05/1996

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:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1108654

Preferred Term Severity Report Description Treatment
Agitation
Diarrhoea
Drug withdrawal syndrome
Hallucination
Nausea
Vomiting

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 389 of 706

Case Number: Gender:
70.00Weight:

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

23/05/1996

17/05/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:
Cephalalgia of nonorgan origin

Stopped:Started:Batch:

Milligram Daily OralOral application 5.0

DIAZEPAM (Other drug)

01/02/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram 1 time100.0

SERTRALINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1108655

Preferred Term Severity Report Description Treatment
Tremor Slight muscular tremor observed 18hrs 

after takingHeadache
Hyperhidrosis
Palpitations
Tremor
Vomiting

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 390 of 706

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.

27/05/1996

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 Daily OralOral application 75.0

PROTHIADEN (Other drug)

01/06/1995

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

01/09/1995 08/05/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1108711

Preferred Term Severity Report Description Treatment
Nocturia
Urinary incontinence

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 391 of 706

Case Number: Gender:
75.00Weight:

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 accurate but 
indicates that start occurred sometime during the year. 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.

29/05/1996

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:
Paralysis agitans

Stopped:Started:Batch:

Dose Unspecified 1 time OralTablet 1.0

SINEMET CR (Suspected)

01/01/1993 20/05/1996

Reason:

Paralysis agitans

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

SINEMET (Suspected) Reason:

Paralysis agitans

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

SINEMET (Suspected)

01/01/1994 28/02/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

DOTHIEPIN HYDROCHLORIDE (Suspected)

01/03/1996 19/05/1996

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1108817

Preferred Term Severity Report Description Treatment
Anxiety
Dyspnoea
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 392 of 706

Case Number: Gender:
75.00Weight:

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 accurate but 
indicates that start occurred sometime during the year. 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.

29/05/1996

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

SERTRALINE HYDROCHLORIDE (Suspected)

01/01/1996 CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1108817

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 393 of 706

Case Number: Gender:
55.00Weight:

Previous history of sinus tachycardia.

03/06/1996

21/05/1996
Causality possibleRecovered

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)

30/04/1996 21/05/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1108926

Preferred Term Severity Report Description Treatment
Tachycardia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 394 of 706

Case Number: Gender:
85.00Weight:

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.

03/06/1996

Causality probableRecovered
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:

Dose Unspecified Daily1.0

ZOLOFT (Suspected)

01/11/1995 28/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1108938

Preferred Term Severity Report Description Treatment
Ejaculation failure
Migraine

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 395 of 706

Case Number: Gender:
Weight:03/06/1996

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: 1108943

Preferred Term Severity Report Description Treatment
Hallucination

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 396 of 706

Case Number: Gender:
Weight:03/06/1996

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) Reason:

Hospitalisation:

Report Details:
Seq: 1108950

Preferred Term Severity Report Description Treatment
Agitation Feeling of impending doom

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 397 of 706

Case Number: Gender:
110.00Weight:

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 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 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.

07/06/1996

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

INDERAL (Other drug)

01/06/1995

Reason:

Diseases of hair&hair follicle

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ALDACTONE (Other drug)

01/01/1991

Reason:

Unspecified arthritis

Stopped:Started:Batch:

Milligram Daily OralOral application 10.0

FELDENE (Other drug)

01/01/1990

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/02/1995 30/04/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109021

Preferred Term Severity Report Description Treatment
Convulsion Rivotril
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 398 of 706

Case Number: Gender:
110.00Weight:

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 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 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.

07/06/1996

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralOral application 25.0

PROTHIADEN (Suspected)

01/01/1996 28/04/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109021

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 399 of 706

Case Number: Gender:
Weight:

Patient has chronic depression.  now attempting to taper off zoloft gradually.  - the date of onset is not accurate but indicates that 
onset occurred sometime during the year. the dosage start date is not accurate but indicates that start occurred sometime during 
the year. the dosage stop date is not accurate but indicates that stoppage occurred sometime during the year.

07/06/1996

31/12/1995
Causality possibleNot yet recovered

DOB:

F
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 300.0

ZOLOFT (Suspected)

01/01/1995 31/01/1996

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1109037

Preferred Term Severity Report Description Treatment
Psychotic disorder Dissociation
Aggression Preoccupation with violence/self mutilating 

behav.Drug withdrawal syndrome
Nausea
Nervousness

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 400 of 706

Case Number: Gender:
Weight:

By early january 1996, the libido/ejaculation problems had resolved and have not returned.

11/06/1996

27/10/1995
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:
Obsessive compulsive neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

SERTRALINE HYDROCHLORIDE (Suspected)

16/10/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1109056

Preferred Term Severity Report Description Treatment
Ejaculation failure Ejaculation problems
Libido decreased

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 401 of 706

Case Number: Gender:
47.00Weight:

Rechallenge: had previous trial of 2 doses of 50mg zoloft with same reaction see origingal report for other drugs.

14/06/1996

08/06/1996
Causality certainUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

69YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

07/06/1996 09/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109143

Preferred Term Severity Report Description Treatment
Nausea Dry retching
Dizziness
Headache
Vomiting

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 402 of 706

Case Number: Gender:
Weight:

See original reports for many other drugs.  - the date of onset is not necessarily accurate but indicates that onset occurred 
sometime during the month.

17/06/1996

31/05/1996
Causality possibleUnknown
11/08/1911DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

84Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram As necessary100.0

DEXTROPROPOXYPHENE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily5.0

PREDNISONE (Suspected)

10/05/1996

Reason:

Stopped:Started:Batch:

Milligram Daily2.5

LISINOPRIL (Suspected)

10/05/1996

Reason:

Stopped:Started:Batch:

Milligram Daily5.0

FELODIPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1109175

Preferred Term Severity Report Description Treatment
Myopathy Proximal myopathy
Purpura
Skin atrophy

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 403 of 706

Case Number: Gender:
Weight:

See original reports for many other drugs.  - the date of onset is not necessarily accurate but indicates that onset occurred 
sometime during the month.

17/06/1996

31/05/1996
Causality possibleUnknown
11/08/1911DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

84Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily50.0

SERTRALINE HYDROCHLORIDE (Suspected)

07/09/1995

Reason:

Stopped:Started:Batch:

Milligram Daily12.5

DIGOXIN (Suspected)

10/05/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109175

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 404 of 706

Case Number: Gender:
Weight:17/06/1996

13/05/1996
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

84YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily2.0

FEFOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily5.0

AMILORIDE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily80.0

FRUSEMIDE (Other drug) Reason:

Stopped:Started:Batch:

Gram Daily1.0

METFORMIN HYDROCHLORIDE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1109199

Preferred Term Severity Report Description Treatment
Delirium

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 405 of 706

Case Number: Gender:
Weight:17/06/1996

13/05/1996
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

84YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily40.0

FAMOTIDINE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily40.0

KAPANOL (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily10.0

GLIBENCLAMIDE (Suspected)

17/05/1996

Reason:

Stopped:Started:Batch:

Milligram Daily200.0

AMIODARONE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1109199

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 406 of 706

Case Number: Gender:
Weight:17/06/1996

13/05/1996
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

84YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily10.0

ENALAPRIL MALEATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily100.0

SERTRALINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Microgram Daily62.5

DIGOXIN (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1109199

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 407 of 706

Case Number: Gender:
60.00Weight:17/06/1996

31/05/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

22YAge:

Additional Information:

Medicine Details:
Ulcerative colitis

Stopped:Started:Batch:

Milligram Daily OralOral application 25.0

PREDNISONE (Other drug)

L TERM

Reason:

Ulcerative colitis

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

IMURAN (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

31/05/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109303

Preferred Term Severity Report Description Treatment
Depersonalisation Felt out of control/on brink of something 

adverseDystonia Jaw tight and clenching
Anorexia
Dizziness
Hyperkinesia
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 408 of 706

Case Number: Gender:
48.00Weight:17/06/1996

26/03/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:
Asthma

Stopped:Started:Batch:

InhalationInhalation 0.0

ATROVENT (Other drug) Reason:

Asthma

Stopped:Started:Batch:

InhalationInhalation 0.0

VENTOLIN (Other drug) Reason:

Asthma

Stopped:Started:Batch:

InhalationInhalation 0.0

FLIXOTIDE (Other drug) Reason:

Asthma

Stopped:Started:Batch:

InhalationInhalation 0.0

SEREVENT (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1109307

Preferred Term Severity Report Description Treatment
Nightmare Lucid violent nightmares
Hepatic function abnormal Rise in liver enzymes Valium 5mg nocte or bd when 

required
Affect lability
Agitation
Drug withdrawal syndrome
Insomnia
Nausea
Palpitations
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 409 of 706

Case Number: Gender:
48.00Weight:17/06/1996

26/03/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:
Headache

Stopped:Started:Batch:

Dose Unspecified As necessary1.0

PANADEINE FORTE (Other drug) Reason:

Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily20.0

LOSEC (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

22/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109307

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 410 of 706

Case Number: Gender:
Weight:

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

17/06/1996

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:
Other&unspecified epilepsy

Stopped:Started:Batch:

0.0

DILANTIN (Other drug) Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

0.0

SABRIL (Other drug) Reason:

Stopped:Started:Batch:

0.0

RIVOTRIL (Other drug) Reason:

Pain

Stopped:Started:Batch:

0.0

PETHIDINE HYDROCHLORIDE (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1109316

Preferred Term Severity Report Description Treatment
Anorexia
Dizziness
Flushing Severe
Headache Severe
Hyperhidrosis
Nausea
Pyrexia
Serotonin syndrome
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 411 of 706

Case Number: Gender:
Weight:

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

17/06/1996

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

WARFARIN SODIUM (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

01/05/1996 12/06/1996

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1109316

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 412 of 706

Case Number: Gender:
85.00Weight:

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.

18/06/1996

28/09/1995
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 0 - 31 13/07/1995 20
ALT = SGPT 0 - 31 14/09/1995 356
ALT = SGPT 0 - 31 12/12/1995 54
ALT = SGPT 0 - 31 04/10/1995 1196
AST = SGOT 0 - 40 13/07/1995 22
AST = SGOT 0 - 40 14/09/1995 117
AST = SGOT 0 - 40 04/10/1995 473

Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:
Myxedema

Stopped:Started:Batch:

Microgram Daily OralTablet 50.0

OROXINE (Other drug)

01/07/1994

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

CORTATE (Other drug)

01/07/1994

Reason:

Stopped:Started:Batch:

Millilitre Daily NasalNasal Drops 0.0

DESMOPRESSIN (Other drug)

01/07/1994

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

14/08/1995 03/10/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1109323

Preferred Term Severity Report Description Treatment
Hepatic function abnormal

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 413 of 706

Case Number: Gender:
85.00Weight:

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.

18/06/1996

28/09/1995
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

AST = SGOT 0 - 40 12/12/1995 27
Bilirubin 0 - 20 13/07/1995 5
Bilirubin 0 - 20 12/12/1995 8
Bilirubin 0 - 20 04/10/1995 7
Bilirubin 0 - 20 14/09/1995 6
GGT = SGGT = 
GGTP

0 - 60 13/07/1995 15
GGT = SGGT = 
GGTP

0 - 60 14/09/1995 133

Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:
Myxedema

Stopped:Started:Batch:

Microgram Daily OralTablet 50.0

OROXINE (Other drug)

01/07/1994

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

CORTATE (Other drug)

01/07/1994

Reason:

Stopped:Started:Batch:

Millilitre Daily NasalNasal Drops 0.0

DESMOPRESSIN (Other drug)

01/07/1994

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

14/08/1995 03/10/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1109323

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 414 of 706

Case Number: Gender:
85.00Weight:

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.

18/06/1996

28/09/1995
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

GGT = SGGT = 
GGTP

0 - 60 12/12/1995 44
GGT = SGGT = 
GGTP

0 - 60 04/10/1995 220
SAP = ALP 35 - 115 13/07/1995 59
SAP = ALP 35 - 115 14/09/1995 90
SAP = ALP 35 - 115 04/10/1995 114
SAP = ALP 35 - 115 12/12/1995 81

Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:
Myxedema

Stopped:Started:Batch:

Microgram Daily OralTablet 50.0

OROXINE (Other drug)

01/07/1994

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

CORTATE (Other drug)

01/07/1994

Reason:

Stopped:Started:Batch:

Millilitre Daily NasalNasal Drops 0.0

DESMOPRESSIN (Other drug)

01/07/1994

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

14/08/1995 03/10/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1109323

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 415 of 706

Case Number: Gender:
65.00Weight:

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. 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.

20/06/1996

18/01/1996
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 11/01/1996 31
ALT = SGPT 18/01/1996 52
ALT = SGPT 26/03/1996 21
ALT = SGPT 14/02/1996 197
AST = SGOT 11/01/1996 31
AST = SGOT 18/01/1996 64
AST = SGOT 14/02/1996 74

Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:
Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily OralOral application 400.0

DILANTIN (Other drug)

01/01/1996

Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily OralCapsule 180.0

CARDIZEM (Other drug)

01/01/1996

Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily OralOral application 120.0

IMDUR (Other drug)

01/01/1996

Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CARDIPRIN 100 (Other drug)

01/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109324

Preferred Term Severity Report Description Treatment
Hepatic function abnormal

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 416 of 706

Case Number: Gender:
65.00Weight:

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. 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.

20/06/1996

18/01/1996
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

AST = SGOT 26/03/1996 22
Bilirubin 11/01/1996 5
Bilirubin 26/03/1996 4
Bilirubin 14/02/1996 14
Bilirubin 18/01/1996 2
GGT = SGGT = 
GGTP

11/01/1996 244
GGT = SGGT = 
GGTP

18/01/1996 364

Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:
Unspecified glaucoma

Stopped:Started:Batch:

Dose Unspecified Daily OphthalmicEye Drops 2.0

TIMOPTOL (Other drug)

01/01/1996

Reason:

Ulcer of stomach w/o ment perf

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

ZANTAC (Other drug)

11/01/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

18/01/1996

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

HYGROTON (Suspected)

01/01/1996 04/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109324

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 417 of 706

Case Number: Gender:
65.00Weight:

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. 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.

20/06/1996

18/01/1996
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

GGT = SGGT = 
GGTP

26/03/1996 258
GGT = SGGT = 
GGTP

14/02/1996 1226
SAP = ALP 11/01/1996 243
SAP = ALP 18/01/1996 308
SAP = ALP 14/02/1996 1191
SAP = ALP 26/03/1996 209

Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:
Chronic ulcer of skin

Stopped:Started:Batch:

Gram Daily IntravenousInjection 8.0

CEPHALOTHIN SODIUM (Suspected)

11/01/1996 09/02/1996

Reason:

Chronic ulcer of skin

Stopped:Started:Batch:

Gram Daily OralOral application 1.2

METRONIDAZOLE (Suspected)

11/01/1996 09/02/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109324

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 418 of 706

Case Number: Gender:
85.00Weight:18/06/1996

19/05/1996
Causality probableNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

67YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

ASTRIX 100 (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

17/05/1996 13/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109332

Preferred Term Severity Report Description Treatment
Erectile dysfunction

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 419 of 706

Case Number: Gender:
54.00Weight:19/06/1996

14/06/1996
Causality possibleNot yet recovered

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:

Dose Unspecified Daily2.0

MOGADON (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily2.0

SANDOMIGRAN (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily0.5

SOLPRIN (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

14/06/1996 17/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109355

Preferred Term Severity Report Description Treatment
Dyspnoea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 420 of 706

Case Number: Gender:
64.00Weight:

Same reaction occurred on four occasions.  - the date of onset is not necessarily accurate but indicates that onset occurred 
sometime during the month.

26/06/1996

31/05/1996
Causality certainNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

15/04/1996 24/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109525

Preferred Term Severity Report Description Treatment
Mouth ulceration

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 421 of 706

Case Number: Gender:
Weight:02/07/1996

18/06/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:
Contraception

Stopped:Started:Batch:

Dose Unspecified Daily OralPill 1.0

BREVINOR-1 (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

11/06/1996 20/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109629

Preferred Term Severity Report Description Treatment
Pruritus
Rash maculo-papular

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 422 of 706

Case Number: Gender:
55.00Weight:01/07/1996

20/06/1996
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44YAge:

Additional Information:

Medicine Details:
Iron deficiency anemias

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

FERRO-GRADUMET (Other drug)

10/05/1996 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

04/06/1996 25/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109642

Preferred Term Severity Report Description Treatment
Rash Rash on chin
Dry skin
Pruritus

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 423 of 706

Case Number: Gender:
0.00Weight:04/07/1996

17/06/1996
Causality probableRecovered
06/03/1920DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

16/12/2002 Sodium 29/07/2003 111

Laboratory Investigations:

76Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SALBUTAMOL (Other drug) Reason:

Stopped:Started:Batch:

0.0

ATROVENT (Other drug) Reason:

Stopped:Started:Batch:

0.0

THIAMINE (Other drug) Reason:

Stopped:Started:Batch:

0.0

SENOKOT (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1109729

Preferred Term Severity Report Description Treatment
Inappropriate antidiuretic hormone secretion
Hyponatraemia Suspected SIADH

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 424 of 706

Case Number: Gender:
0.00Weight:04/07/1996

17/06/1996
Causality probableRecovered
06/03/1920DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

76Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily20.0

THIORIDAZINE HYDROCHLORIDE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Daily OralTablet 0.0

SERTRALINE HYDROCHLORIDE (Suspected)

05/06/1996 17/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109729

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 425 of 706

Case Number: Gender:
105.00Weight:05/07/1996

15/06/1996
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:
Otr disorders stomach function

Stopped:Started:Batch:

Dose Unspecified Daily2.0

ZANTAC (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Dose Unspecified Daily1.0

ZOLOFT (Suspected)

15/06/1996 16/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109736

Preferred Term Severity Report Description Treatment
Paraesthesia Parassthesia up legs and back.
Back pain
Hot flush
Nausea
Somnolence

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 426 of 706

Case Number: Gender:
57.00Weight:

Chronic dermatitis-currently stable.  never had exfoliative dermatitis before.

05/07/1996

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 Daily50.0

ZOLOFT (Suspected)

25/06/1996 30/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109746

Preferred Term Severity Report Description Treatment
Skin exfoliation

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 427 of 706

Case Number: Gender:
70.00Weight:08/07/1996

28/06/1996
Causality possibleNot yet recovered

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 Daily50.0

ZOLOFT (Suspected)

23/06/1996 28/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109805

Preferred Term Severity Report Description Treatment
Convulsion Tonic-clonic seizures

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 428 of 706

Case Number: Gender:
50.00Weight:08/07/1996

25/10/1995
Causality probableRecovered

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)

09/10/1995 02/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109843

Preferred Term Severity Report Description Treatment
Drug ineffective Flattening of affect
Paraesthesia Formication of scalp
Diarrhoea
Headache
Weight decreased

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 429 of 706

Case Number: Gender:
Weight:12/07/1996

15/06/1996
Causality probableRecovered

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 100.0

ZOLOFT (Suspected)

10/04/1996 15/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109911

Preferred Term Severity Report Description Treatment
Diarrhoea
Rectal haemorrhage

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 430 of 706

Case Number: Gender:
50.00Weight:

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

12/07/1996

01/07/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

17/12/2002 Sodium

Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

XANAX (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily300.0

ZOLOFT (Suspected)

01/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109912

Preferred Term Severity Report Description Treatment
Hyponatraemia Suspected SIADH
Inappropriate antidiuretic hormone secretion

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 431 of 706

Case Number: Gender:
80.00Weight:17/07/1996

28/06/1996
Causality possibleNot yet recovered

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

SERTRALINE HYDROCHLORIDE (Suspected)

07/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109996

Preferred Term Severity Report Description Treatment
Abdominal pain
Diarrhoea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 432 of 706

Case Number: Gender:
70.00Weight:17/07/1996

12/07/1996
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

01/07/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1110001

Preferred Term Severity Report Description Treatment
Menorrhagia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 433 of 706

Case Number: Gender:
Weight:18/07/1996

08/07/1996
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:
Menopausal symptoms

Stopped:Started:Batch:

Microgram Daily OralTablet 625.0

PREMARIN (Other drug)

L TERM

Reason:

Menopausal symptoms

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

PROVERA (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

30/06/1996 10/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110017

Preferred Term Severity Report Description Treatment
Dizziness
Fatigue
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 434 of 706

Case Number: Gender:
Weight:18/07/1996

27/06/1996
Causality probableRecovered

DOB:

F
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 Daily50.0

ZOLOFT (Suspected)

25/06/1996 27/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110033

Preferred Term Severity Report Description Treatment
Erythema multiforme
Pruritus
Rash erythematous

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 435 of 706

Case Number: Gender:
40.00Weight:

Patient is an 80 year old female with dysphagia, psychomotor retardation.  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.

18/07/1996

20/06/1996
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily1.0

MINIPRESS (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

MULTIVITAMINS (Other drug) Reason:

Paralysis agitans

Stopped:Started:Batch:

Dose Unspecified Daily2.0

KINSON (Suspected)

01/04/1996 21/06/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

SERTRALINE HYDROCHLORIDE (Suspected)

01/04/1996 21/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110038

Preferred Term Severity Report Description Treatment
Grand mal convulsion Akinetic seizure
Extrapyramidal disorder Akinetic seizure.
Gait disturbance Short shuffling gait. Dilantin, epilim, clanazepam.
Convulsion Tonic clonic seizure
Cerebrovascular disorder
Hypertonia Required 

Specialist 
Consultation

Syncope
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 436 of 706

Case Number: Gender:
80.00Weight:22/07/1996

29/06/1996
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 Daily50.0

ZOLOFT (Suspected)

27/06/1996 11/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110104

Preferred Term Severity Report Description Treatment
Agitation Jitteriness
Fatigue
Flushing
Headache
Hyperhidrosis
Nausea
Tremor
Visual disturbance
Yawning

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 437 of 706

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.

24/07/1996

31/07/1996
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:

0.0

METFORMIN HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

0.0

GLIPIZIDE (Other drug) Reason:

Stopped:Started:Batch:

0.0

PANCREATIN (Other drug) Reason:

Stopped:Started:Batch:

0.0

PERICYAZINE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1110209

Preferred Term Severity Report Description Treatment
Hyperglycaemia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 438 of 706

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.

24/07/1996

31/07/1996
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110209

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 439 of 706

Case Number: Gender:
Weight:

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

24/07/1996

17/07/1996
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:

Milligram Daily50.0

ZOLOFT (Suspected)

01/07/1996 19/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110210

Preferred Term Severity Report Description Treatment
Arthralgia Pain & limited movement of both shoulder 

joints.Myalgia Pain down both arms to forearms. Analgesia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 440 of 706

Case Number: Gender:
Weight:

Reaction to zoloft cleared on discontinuation and recurred on rechallenge. patient had no previous history of acne.  - 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.

24/07/1996

31/07/1996
Causality certainNot 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)

01/06/1996 28/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110213

Preferred Term Severity Report Description Treatment
Acne Severe Acneform eruption.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 441 of 706

Case Number: Gender:
50.00Weight:

Patient died on the 7/7/96 from other causes.

24/07/1996

14/06/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

89YAge:

Additional Information:

Medicine Details:
Myxedema

Stopped:Started:Batch:

Microgram Daily OralTablet 75.0

THYROXINE SODIUM (Other drug)

06/07/1996L TERM

Reason:

Osteoarthritis

Stopped:Started:Batch:

Milligram Daily RectalSuppository 200.0

INDOCID (Suspected)

18/06/1996L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

07/06/1996 18/06/1996

Reason:

Osteoarthritis

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

PARADEX (Suspected)

18/06/1996L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1110214

Preferred Term Severity Report Description Treatment
Hyponatraemia
Inappropriate antidiuretic hormone secretion
Renal failure acute

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 442 of 706

Case Number: Gender:
50.00Weight:

Patient died on the 7/7/96 from other causes.

24/07/1996

14/06/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

89YAge:

Additional Information:

Medicine Details:
Prophylaxis

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

ZANTAC (Suspected)

18/06/1996L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1110214

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 443 of 706

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.

26/07/1996

31/07/1996
Causality probableRecovered

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

PROPRANOLOL HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily125.0

PRIMIDONE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram 1 time50.0

ZOLOFT (Suspected)

01/07/1996 28/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110235

Preferred Term Severity Report Description Treatment
Agitation Twitchiness
Tremor Severe

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 444 of 706

Case Number: Gender:
52.00Weight:

Zoloft 50mg (first tablet) was taken by the mother at 7pm 5/7/96. At 10am on 6/7/96 she had severe placental abruption at 30 
weeks gestation with death of the foetus despite emergency lower uterine segment caesarian section. Mother was resuscitated 
and recovered uneventfully. Mother had taken a few Murelax 30mg tablets for anxiety over the 2 weeks prior to starting Zoloft.

26/07/1996

06/07/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Oral0.0

MURELAX (Other drug)

24/06/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily Oral50.0

ZOLOFT (Suspected)

05/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110242

Preferred Term Severity Report Description Treatment
Premature separation of placenta Pacental abruption Emergency lower uterine 

segment caesarian section, 
mother was resuscitated and 
recovered eventually

Intra-uterine death

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 445 of 706

Case Number: Gender:
Weight:26/07/1996

20/05/1996
Causality possibleRecovered

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:

0.0

PHENYLPROPANOLAMINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

0.0

BROMPHENIRAMINE MALEATE (Suspected) Reason:

Stopped:Started:Batch:

0.0

CYPROHEPTADINE HYDROCHLORIDE (Suspected) Reason:

Other acne of sebaceous glands

Stopped:Started:Batch:

Milligram Daily300.0

ROXITHROMYCIN (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1110258

Preferred Term Severity Report Description Treatment
Thinking abnormal Cognitive functions impaired
Euphoric mood Elevated mood
Hyperaesthesia Hypersensitive to touch
Aggression
Agitation
Confusional state Sedation
Hallucination
Muscle twitching
Tachycardia
Urinary incontinence

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 446 of 706

Case Number: Gender:
Weight:26/07/1996

20/05/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

15YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

SERTRALINE HYDROCHLORIDE (Suspected)

20/04/1996 20/05/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110258

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 447 of 706

Case Number: Gender:
Weight:

Patient allergy to amoxycillin=hypotension, paracetamol=indigestion.  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.

29/07/1996

24/07/1996
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

69YAge:

Additional Information:

Medicine Details:
Otr respiratory systm diseases

Stopped:Started:Batch:

Microgram As necessary InhalationInhalation 200.0

VENTOLIN (Other drug)

L TERM

Reason:

Otr respiratory systm diseases

Stopped:Started:Batch:

Dose Unspecified Daily InhalationInhalation 8.0

ATROVENT (Other drug)

L TERM

Reason:

Otr respiratory systm diseases

Stopped:Started:Batch:

Microgram Daily InhalationInhalation 100.0

SEREVENT (Other drug)

01/01/1995

Reason:

Otr respiratory systm diseases

Stopped:Started:Batch:

Gram Daily InhalationInhalation 1.0

FLIXOTIDE (Other drug)

01/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1110308

Preferred Term Severity Report Description Treatment
Abdominal pain
Dizziness

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 448 of 706

Case Number: Gender:
Weight:

Patient allergy to amoxycillin=hypotension, paracetamol=indigestion.  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.

29/07/1996

24/07/1996
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

69YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily75.0

THYROXINE SODIUM (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

24/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110308

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 449 of 706

Case Number: Gender:
80.00Weight:

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

30/07/1996

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:
Otr&unsp forms neuralg&neurit

Stopped:Started:Batch:

Milligram Daily100.0

TEGRETOL (Other drug)

01/05/1996

Reason:

Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily40.0

PREPULSID FORTE (Other drug)

06/06/1996

Reason:

Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily300.0

ZANTAC (Other drug)

L TERM

Reason:

Menopausal symptoms

Stopped:Started:Batch:

Milligram Daily1.0

PROGYNOVA (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1110322

Preferred Term Severity Report Description Treatment
Hyperhidrosis Sweating - especially on head, face (day + 

night)

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 450 of 706

Case Number: Gender:
80.00Weight:

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

30/07/1996

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:
Chronic sinusitis

Stopped:Started:Batch:

Milligram Daily12.5

AVOMINE (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected)

01/01/1994 03/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110322

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 451 of 706

Case Number: Gender:
Weight:

Patient suffers from benign essential familial tremors.  the dosage stop date is not necessarily accurate but indicates that 
stoppage occurred sometime during the month.

29/07/1996

17/07/1996
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram As necessary OralTablet 15.0

SEREPAX (Other drug) Reason:

Abnormal involuntary movement

Stopped:Started:Batch:

Milligram Daily OralTablet 120.0

INDERAL (Other drug)

L TERM

Reason:

Abnormal involuntary movement

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 0.5

PRIMIDONE (Other drug)

08/06/1996

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 25.0

MELLERIL (Other drug)

28/06/1996L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1110331

Preferred Term Severity Report Description Treatment
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 452 of 706

Case Number: Gender:
Weight:

Patient suffers from benign essential familial tremors.  the dosage stop date is not necessarily accurate but indicates that 
stoppage occurred sometime during the month.

29/07/1996

17/07/1996
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time50.0

ZOLOFT (Suspected)

17/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110331

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 453 of 706

Case Number: Gender:
Weight:01/08/1996

10/07/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

96YAge:

Additional Information:

Medicine Details:
Edema and dropsy

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

LASIX (Other drug)

04/05/1995

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

SLOW-K (Other drug)

04/05/1995

Reason:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

07/06/1996 22/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110403

Preferred Term Severity Report Description Treatment
Rash

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 454 of 706

Case Number: Gender:
Weight:

Found to have large boweel obstruction, subsequently developed ci difficile enteritis. patient died on 7th july 1996.

01/08/1996

17/06/1996
Causality possibleUnrelated death

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine 0.07 - 0.15 
MMOL/L

29/05/1996 0.08
Creatinine 0.07 - 0.15 

MMOL/L
03/06/1996 0.07

Creatinine 0.07 - 0.15 
MMOL/L

05/06/1996 0.07
Creatinine 0.07 - 0.15 

MMOL/L
06/06/1996 0.08

Creatinine 0.07 - 0.15 
MMOL/L

20/06/1996 0.12
Creatinine 0.07 - 0.15 

MMOL/L
23/06/1996 0.07

Creatinine 0.07 - 0.15 
MMOL/L

21/06/1996 0.09

Laboratory Investigations:

89YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

THYROXINE SODIUM (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

0.0

PARADEX (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

0.0

RENITEC (Other drug)

L TERM

Reason:

Unspecified arthritis

Stopped:Started:Batch:

As necessary RectalSuppository 0.0

INDOCID (Suspected)

18/06/1996L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1110412

Preferred Term Severity Report Description Treatment
Hyponatraemia
Renal failure acute

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 455 of 706

Case Number: Gender:
Weight:

Found to have large boweel obstruction, subsequently developed ci difficile enteritis. patient died on 7th july 1996.

01/08/1996

17/06/1996
Causality possibleUnrelated death

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine 0.07 - 0.15 
MMOL/L

19/06/1996 0.21
Creatinine 0.07 - 0.15 

MMOL/L
18/06/1996 0.26

Creatinine 0.07 - 0.15 
MMOL/L

17/06/1996 0.31
Sodium 135 - 148 

MMOL/L
29/05/1996 131

Sodium 135 - 148 
MMOL/L

03/06/1996 132
Sodium 135 - 148 

MMOL/L
05/06/1996 137

Sodium 135 - 148 
MMOL/L

06/06/1996 135

Laboratory Investigations:

89YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

07/06/1996 18/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110412

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 456 of 706

Case Number: Gender:
Weight:

Found to have large boweel obstruction, subsequently developed ci difficile enteritis. patient died on 7th july 1996.

01/08/1996

17/06/1996
Causality possibleUnrelated death

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 135 - 148 
MMOL/L

17/06/1996 118
Sodium 135 - 148 

MMOL/L
18/06/1996 123

Sodium 135 - 148 
MMOL/L

19/06/1996 129
Sodium 135 - 148 

MMOL/L
20/06/1996 132

Sodium 135 - 148 
MMOL/L

21/06/1996 133
Sodium 135 - 148 

MMOL/L
23/06/1996 133

Urea 3.0 - 9.0 
MMOL/L

29/05/1996 6.5

Laboratory Investigations:

89YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

THYROXINE SODIUM (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

0.0

PARADEX (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

0.0

RENITEC (Other drug)

L TERM

Reason:

Unspecified arthritis

Stopped:Started:Batch:

As necessary RectalSuppository 0.0

INDOCID (Suspected)

18/06/1996L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1110412

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 457 of 706

Case Number: Gender:
Weight:

Found to have large boweel obstruction, subsequently developed ci difficile enteritis. patient died on 7th july 1996.

01/08/1996

17/06/1996
Causality possibleUnrelated death

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Urea 3.0 - 9.0 
MMOL/L

03/06/1996 4.7
Urea 3.0 - 9.0 

MMOL/L
05/06/1996 6.3

Urea 3.0 - 9.0 
MMOL/L

06/06/1996 7.0
Urea 3.0 - 9.0 

MMOL/L
17/06/1996 35.0

Urea 3.0 - 9.0 
MMOL/L

18/06/1996 37.6
Urea 3.0 - 9.0 

MMOL/L
19/06/1996 38.7

Urea 3.0 - 9.0 
MMOL/L

20/06/1996 26.9

Laboratory Investigations:

89YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

07/06/1996 18/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110412

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 458 of 706

Case Number: Gender:
Weight:

Found to have large boweel obstruction, subsequently developed ci difficile enteritis. patient died on 7th july 1996.

01/08/1996

17/06/1996
Causality possibleUnrelated death

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Urea 3.0 - 9.0 
MMOL/L

21/06/1996 13.6
Urea 3.0 - 9.0 

MMOL/L
23/06/1996 9.6

Laboratory Investigations:

89YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

THYROXINE SODIUM (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

0.0

PARADEX (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

0.0

RENITEC (Other drug)

L TERM

Reason:

Unspecified arthritis

Stopped:Started:Batch:

As necessary RectalSuppository 0.0

INDOCID (Suspected)

18/06/1996L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1110412

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 459 of 706

Case Number: Gender:
Weight:

Found to have large boweel obstruction, subsequently developed ci difficile enteritis. patient died on 7th july 1996.

01/08/1996

17/06/1996
Causality possibleUnrelated death

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

89YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

07/06/1996 18/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110412

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 460 of 706

Case Number: Gender:
0.00Weight:

Mother had been treated with Zoloft for depression during the last three months of her pregnancy and still continues. Baby 
described as "sleepy". Twin of baby in 110417.

01/08/1996

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99UAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Daily Breast milk transfer0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1110416

Preferred Term Severity Report Description Treatment
Somnolence

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 461 of 706

Case Number: Gender:
Weight:

Four day old female infant. smaller of twins born by normal vaginal delivery at 35 weeks gestation to a mother who had been 
treated for depression with zoloft during the last three months of her pregnancy, required intensive neonatal care due to 
respiratory difficulty.

01/08/1996

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Complex congenital heart disease and 
laryngo-broncho-tracheomalacia.

Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1110417

Preferred Term Severity Report Description Treatment
Agitation
Drug withdrawal syndrome neonatal
Heart disease congenital
Multiple congenital abnormalities
Neonatal respiratory depression
Pulmonary malformation
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 462 of 706

Case Number: Gender:
55.00Weight:02/08/1996

Causality probableRecovered
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:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

16/06/1996 20/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110426

Preferred Term Severity Report Description Treatment
Visual disturbance Deterioration of vision.
Headache Pressure behind both ears.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 463 of 706

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.

05/08/1996

31/12/1996
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 150.0

ZOLOFT (Suspected)

28/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110437

Preferred Term Severity Report Description Treatment
Visual disturbance

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:53AM Database: pusime02 ADRS004 Page 464 of 706

Case Number: Gender:
49.00Weight:

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

05/08/1996

Causality possibleNot yet recovered
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 Daily20.0

ZOLOFT (Suspected)

01/02/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1110495

Preferred Term Severity Report Description Treatment
Hyperhidrosis Night sweats.
Nocturia
Pollakiuria

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 465 of 706

Case Number: Gender:
68.00Weight:

Patient had increase in temporal lobe epilepsy. seizures increased from one every 4-6 weeks, to daily, after being on zoloft for 
7-10 days.

05/08/1996

08/05/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:
Partl,templobe,psychomo epilep

Stopped:Started:Batch:

Milligram As necessary30.0

TEGRETOL (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Microgram Daily500.0

LANOXIN (Other drug)

L TERM CONTIN

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily0.5

ASPIRIN (Other drug)

L TERM CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

30/04/1996 14/05/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110497

Preferred Term Severity Report Description Treatment
Convulsion Increase in temporal lobe epilepsy

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 466 of 706

Case Number: Gender:
85.00Weight:

See original report for other drugs. reaction is dose related.

06/08/1996

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:
Congestive heart failure

Stopped:Started:Batch:

Milligram Daily120.0

IMDUR (Other drug) Reason:

Congestive heart failure

Stopped:Started:Batch:

Milligram Daily50.0

TENORMIN (Other drug) Reason:

Congestive heart failure

Stopped:Started:Batch:

Milligram Daily40.0

LASIX (Other drug) Reason:

Congestive heart failure

Stopped:Started:Batch:

Dose Unspecified Daily1.0

SLOW-K (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1110511

Preferred Term Severity Report Description Treatment
Headache Severe Severe frontal and temporal headache

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 467 of 706

Case Number: Gender:
85.00Weight:

See original report for other drugs. reaction is dose related.

06/08/1996

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:
Congestive heart failure

Stopped:Started:Batch:

Milligram Daily2.0

COVERSYL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily150.0

ASPIRIN (Other drug) Reason:

Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily300.0

ZANTAC (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

06/07/1996 12/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110511

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 468 of 706

Case Number: Gender:
64.00Weight:08/08/1996

01/07/1996
Causality probableRecovered
19/12/1909DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

86Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Gram As necessary OralOral application 1.0

PARACETAMOL (Other drug)

L TERM

Reason:

Cranial arteritis

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

PREDNISOLONE (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

27/06/1996 01/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110621

Preferred Term Severity Report Description Treatment
Gait disturbance Unsteadiness on feet, leaning to the left
Dizziness
Syncope

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 469 of 706

Case Number: Gender:
45.00Weight:

Reaction occurred after sertraline dose was increased from 50mg to 100mg oral mane.

08/08/1996

13/06/1996
Causality probableRecovered
10/07/1911DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrolytes Examination revealed low serum sodium and high urine 
osmolarity.

Laboratory Investigations:

84Age:

Additional Information:

Medicine Details:
Coagulation defects

Stopped:Started:Batch:

0.0

WARFARIN SODIUM (Other drug)

14/05/1996

Reason:

Pain

Stopped:Started:Batch:

Gram As necessary OralOral application 1.0

PARACETAMOL (Other drug)

L TERM

Reason:

Acute heart failure,undefined

Stopped:Started:Batch:

Microgram Daily OralOral application 125.0

DIGOXIN (Other drug)

L TERM

Reason:

Prophylaxis

Stopped:Started:Batch:

Milligram Daily OralOral application 100.0

ASPIRIN (Other drug)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1110622

Preferred Term Severity Report Description Treatment
Somnolence Increasing drowsiness
Confusional state
Inappropriate antidiuretic hormone secretion

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 470 of 706

Case Number: Gender:
45.00Weight:

Reaction occurred after sertraline dose was increased from 50mg to 100mg oral mane.

08/08/1996

13/06/1996
Causality probableRecovered
10/07/1911DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

84Age:

Additional Information:

Medicine Details:
Unspec vitamin deficien states

Stopped:Started:Batch:

Dose Unspecified Daily OralOral application 1.0

MULTIVITAMINS (Other drug)

L TERM

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralOral application 15.0

OXAZEPAM (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

12/05/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110622

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 471 of 706

Case Number: Gender:
Weight:09/08/1996

11/03/1996
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum osmolality 275-295 11/03/1996 257
Sodium 11/03/1996 124
Sodium 18/03/1996 134
Urine osmolality 50-1300 11/03/1996 354

Laboratory Investigations:

84YAge:

Additional Information:

Medicine Details:
Prophylaxis

Stopped:Started:Batch:

Milligram Daily OralOral application 150.0

ASPIRIN (Other drug)

05/02/1996 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

SERTRALINE HYDROCHLORIDE (Suspected)

09/02/1996 12/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110656

Preferred Term Severity Report Description Treatment
Hyponatraemia
Inappropriate antidiuretic hormone secretion

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 472 of 706

Case Number: Gender:
90.00Weight:

Patient was rechallenged on zoloft with same reaction occurring. patient has hodgkins disease stable and cfs. see original report 
for other drugs.

09/08/1996

23/07/1996
Causality certainRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Pain in chest

Stopped:Started:Batch:

Dose Unspecified Daily1.0

ZOLOFT (Suspected)

23/07/1996 26/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110668

Preferred Term Severity Report Description Treatment
Chest pain Retrosternal and intercostal chest pain
Insomnia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 473 of 706

Case Number: Gender:
Weight:09/08/1996

14/06/1996
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)

11/06/1996 30/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110672

Preferred Term Severity Report Description Treatment
Paraesthesia Burning in mouth.
Mouth ulceration Reaction persists despite 

anti-inflam. mouth washes.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 474 of 706

Case Number: Gender:
Weight:13/08/1996

13/06/1996
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 10/06/1996 117
Sodium 13/06/1996 111
Sodium 24/06/1996 125

Laboratory Investigations:

76YAge:

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

SENOKOT (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily100.0

THIAMINE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1110791

Preferred Term Severity Report Description Treatment
Hyponatraemia Fludrocortisone 0.1mg daily

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 475 of 706

Case Number: Gender:
Weight:13/08/1996

13/06/1996
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

76YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SERTRALINE HYDROCHLORIDE (Suspected)

06/06/1996 13/06/1996

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

MELLERIL (Suspected)

10/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110791

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 476 of 706

Case Number: Gender:
68.00Weight:14/08/1996

11/07/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Increase in alt/ast.  ceased sertraline lft returned to normal.

Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Weekly OralTablet 600.0

PLAQUENIL (Other drug)

L TERM

Reason:

Unspecified arthritis

Stopped:Started:Batch:

Milligram Daily OralOral application 200.0

KETOPROFEN (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 30.0

OXAZEPAM (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 4.0

COLOXYL WITH SENNA (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1110830

Preferred Term Severity Report Description Treatment
Hepatic function abnormal

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 477 of 706

Case Number: Gender:
68.00Weight:14/08/1996

11/07/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

01/07/1996 16/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110830

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 478 of 706

Case Number: Gender:
52.00Weight:

Patient has severe multiple sclerosis, is wheelchair bound with an indwelling catheter. on 25/6/96 the severe dysarthria recurred 
following recommencement of zoloft. as before, the symptoms resolved when zoloft was ceased and patient recommenced on 
prozac.

15/08/1996

12/04/1996
Causality certainRecovered

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:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1110892

Preferred Term Severity Report Description Treatment
Dysarthria Severe Medication changed to prozac.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 479 of 706

Case Number: Gender:
Weight:19/08/1996

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: 1110936

Preferred Term Severity Report Description Treatment
Hypertonia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 480 of 706

Case Number: Gender:
Weight:19/08/1996

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: 1110938

Preferred Term Severity Report Description Treatment
Hypertonia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 481 of 706

Case Number: Gender:
Weight:19/08/1996

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: 1110939

Preferred Term Severity Report Description Treatment
Hypertonia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 482 of 706

Case Number: Gender:
Weight:

Same reaction happened twice when patient ceased zoloft.  the dosage start date is not necessarily accurate but indicates that 
start occurred sometime during the month.

20/08/1996

Causality certainRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:
Menopausal symptoms

Stopped:Started:Batch:

Microgram Daily625.0

OGEN (Other drug)

01/06/1995 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1110997

Preferred Term Severity Report Description Treatment
Sensory disturbance Dysaesthesia in face and head
Drug withdrawal syndrome
Paraesthesia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 483 of 706

Case Number: Gender:
Weight:

Mother started on zoloft for post natal depression whilst breast feeding, mother noted baby to be agitated for the same period of 
time when first started zoloft. lasted for a few days, settled spontaneously and has been normal since.  the dosage start date is 
not necessarily accurate but indicates that start occurred sometime during the month.

21/08/1996

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Breast milk transferOral application 0.0

ZOLOFT (Suspected)

01/06/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1111069

Preferred Term Severity Report Description Treatment
Agitation neonatal

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 484 of 706

Case Number: Gender:
96.00Weight:22/08/1996

02/08/1996
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 Daily50.0

ZOLOFT (Suspected)

31/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111076

Preferred Term Severity Report Description Treatment
Diarrhoea
Dizziness
Nausea
Vomiting

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 485 of 706

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.

26/08/1996

31/08/1996
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:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/07/1996 28/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111152

Preferred Term Severity Report Description Treatment
Dysgeusia Acid taste in mouth
Abdominal pain Epigastric burning
Diarrhoea
Headache

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 486 of 706

Case Number: Gender:
80.00Weight:26/08/1996

28/07/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 28/07/1996 122

Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified As necessary OralOral application 2.0

PANADOL (Other drug)

21/07/1996

Reason:

Stopped:Started:Batch:

Dose Unspecified As necessary OralOral application 2.0

PANADEINE (Other drug)

21/07/1996

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

ZANTAC (Other drug)

21/07/1996

Reason:

Stopped:Started:Batch:

Millilitre Daily80.0

MUCAINE (Other drug)

21/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111156

Preferred Term Severity Report Description Treatment
Chest pain Atypical chest pain
Drug ineffective
Hyponatraemia Severe Fluid restriction

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 487 of 706

Case Number: Gender:
80.00Weight:26/08/1996

28/07/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OphthalmicEye Drops 2.0

TIMOPTOL (Other drug)

21/07/1996

Reason:

Stopped:Started:Batch:

Dose Unspecified As necessary SublingualTablet 0.5

ANGININE (Suspected)

21/07/1996 03/08/1996

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

21/07/1996 28/07/1996

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 60.0

IMDUR (Suspected)

03/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111156

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 488 of 706

Case Number: Gender:
80.00Weight:26/08/1996

28/07/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 180.0

ISOPTIN SR (Suspected)

21/07/1996 03/08/1996

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 150.0

ASPIRIN (Suspected)

21/07/1996 01/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111156

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 489 of 706

Case Number: Gender:
50.00Weight:28/08/1996

19/08/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

 4YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

19/08/1996 19/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111237

Preferred Term Severity Report Description Treatment
Agitation Severe Feeling severe panic and impending death
Nausea
Palpitations
Paraesthesia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 490 of 706

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.

29/08/1996

31/08/1996
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 1 time OralTablet 50.0

ZOLOFT (Suspected)

01/08/1996 28/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111246

Preferred Term Severity Report Description Treatment
Headache
Pain
Paraesthesia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 491 of 706

Case Number: Gender:
30.00Weight:

When sertraline reduced to 25 mg improvement of symptoms, but fully recovered when ceased.

30/08/1996

18/03/1996
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

11YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Reducing OralTablet 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

15/03/1996 21/03/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

SERTRALINE HYDROCHLORIDE (Suspected)

06/03/1996 15/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111276

Preferred Term Severity Report Description Treatment
Dyspepsia Became cheeky, talkative, active and 

naughty.Insomnia Difficult to get to sleep.
Mania Hypomania
Nervousness
Personality disorder

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 492 of 706

Case Number: Gender:
93.00Weight:

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

04/09/1996

Causality probableRecovered
DOB:

M
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

SLOW-K (Other drug)

01/01/1995

Reason:

Stopped:Started:Batch:

0.0

THIAMINE (Other drug) Reason:

Stopped:Started:Batch:

0.0

NEO-CYTAMEN (Other drug) Reason:

Congestive heart failure

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

LASIX (Other drug)

01/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1111371

Preferred Term Severity Report Description Treatment
Erectile dysfunction

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 493 of 706

Case Number: Gender:
93.00Weight:

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

04/09/1996

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:
Congestive heart failure

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

CAPOTEN (Other drug)

01/01/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1111371

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 494 of 706

Case Number: Gender:
58.00Weight:04/09/1996

24/08/1996
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ATENOLOL (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

23/08/1996 28/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111377

Preferred Term Severity Report Description Treatment
Hypochloraemia Drop in chloride.
Hyponatraemia Drop in sodium.
Agitation
Chest pain
Hypertension
Nausea Anginine, oxygen.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 495 of 706

Case Number: Gender:
85.00Weight:04/09/1996

30/07/1996
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

79YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram As necessary1.2

CAPADEX (Other drug)

10/07/1996 03/08/1996

Reason:

Stopped:Started:Batch:

Dose Unspecified As necessary1.0

CODALGIN (Other drug)

14/07/1996 06/08/1996

Reason:

Stopped:Started:Batch:

Dose Unspecified As necessary1.0

PETHIDINE HYDROCHLORIDE (Other drug)

25/07/1996 31/07/1996

Reason:

Stopped:Started:Batch:

Gram Daily OralCapsule 2.0

IBILEX (Other drug)

29/07/1996 15/08/1996

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1111392

Preferred Term Severity Report Description Treatment
Consciousness fluctuating Reduced responsiveness
Confusional state
Hypertonia
Muscle twitching
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 496 of 706

Case Number: Gender:
85.00Weight:04/09/1996

30/07/1996
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

79YAge:

Additional Information:

Medicine Details:
Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Total12.5

SERENACE (Suspected)

29/07/1996 30/07/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

11/07/1996 30/07/1996

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1111392

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 497 of 706

Case Number: Gender:
67.00Weight:06/09/1996

24/08/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

62YAge:

Additional Information:

Medicine Details:
Menopausal symptoms

Stopped:Started:Batch:

0.0

PROVERA (Other drug) Reason:

Stopped:Started:Batch:

0.0

VITAMIN B COMPLEX (Other drug) Reason:

Stopped:Started:Batch:

0.0

ALPHA-TOCOPHEROL (Other drug) Reason:

Stopped:Started:Batch:

0.0

CALCIFEROL (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1111466

Preferred Term Severity Report Description Treatment
Face oedema

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 498 of 706

Case Number: Gender:
67.00Weight:06/09/1996

24/08/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

62YAge:

Additional Information:

Medicine Details:
Menopausal symptoms

Stopped:Started:Batch:

Milligram Daily1.2

OGEN (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

20/08/1996 31/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111466

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 499 of 706

Case Number: Gender:
Weight:09/09/1996

04/09/1996
Causality possibleNot yet recovered

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:

Dose Unspecified Daily1.0

ZOLOFT (Suspected)

26/08/1996 05/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111480

Preferred Term Severity Report Description Treatment
Rash Rash on facen neck and around breasts.
Pruritus

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 500 of 706

Case Number: Gender:
Weight:

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

09/09/1996

31/08/1996
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:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1111512

Preferred Term Severity Report Description Treatment
Aggression
Nightmare

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 501 of 706

Case Number: Gender:
Weight:

Very heavy alcohol intake.

11/09/1996

Causality probableRecovered
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)

29/04/1996 08/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111563

Preferred Term Severity Report Description Treatment
Ejaculation failure Retarded ejaculation.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 502 of 706

Case Number: Gender:
62.00Weight:

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

12/09/1996

Causality probableRecovered
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 50.0

ZOLOFT (Suspected)

01/07/1996 02/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111582

Preferred Term Severity Report Description Treatment
Urinary incontinence

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 503 of 706

Case Number: Gender:
53.00Weight:13/09/1996

29/08/1996
Causality probableRecovered
29/09/1956DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

29/08/1996 704
Serum osmolality 29/08/1996 246
Sodium 29/08/1996 115
Urine osmolality 29/08/1996 716
White blood cells 29/08/1996 22.7

Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

08/08/1996 29/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111603

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increased
Confusional state
Hyperreflexia
Hyponatraemia
Inappropriate antidiuretic hormone secretion
Leukocytosis

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 504 of 706

Case Number: Gender:
Weight:

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

18/09/1996

06/09/1996
Causality possibleNot yet recovered

DOB:

M
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 Daily50.0

ZOLOFT (Suspected)

01/08/1996     5W

Reason:

Hospitalisation:

Report Details:
Seq: 1111665

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Raised transaminase levels after 4 weeks 

treatmentFatigue

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 505 of 706

Case Number: Gender:
70.00Weight:19/09/1996

22/08/1996
Causality possibleNot yet recovered

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:

As necessary0.0

PANAMAX (Other drug)

L TERM

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

NATRILIX (Other drug)

05/09/1992

Reason:

Gout

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

ZYLOPRIM (Other drug)

L TERM

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

TENORMIN (Other drug)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1111707

Preferred Term Severity Report Description Treatment
Hallucination

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 506 of 706

Case Number: Gender:
70.00Weight:19/09/1996

22/08/1996
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

87YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralOral application 0.5

SOLPRIN (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/08/1996 29/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111707

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 507 of 706

Case Number: Gender:
Weight:20/09/1996

05/07/1996
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)

05/07/1996

Reason:

Stopped:Started:Batch:

Gram Daily1.2

AURORIX (Suspected)

05/07/1996S TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1111719

Preferred Term Severity Report Description Treatment
Pyrexia
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 508 of 706

Case Number: Gender:
39.00Weight:25/09/1996

14/09/1996
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:
Feeding disturbances

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

22/08/1996 14/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111830

Preferred Term Severity Report Description Treatment
Rash maculo-papular Extensive macular rash-face, trunk, limbs

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 509 of 706

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.

25/09/1996

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:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

01/08/1996 28/09/1996     4W

Reason:

Hospitalisation:

Report Details:
Seq: 1111831

Preferred Term Severity Report Description Treatment
Galactorrhoea Inappropriate lactation

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 510 of 706

Case Number: Gender:
Weight:

Reaction to zoloft occurred on both times of initiation of treatment. see oiginal report for other drugs.

25/09/1996

Causality certainNot yet recovered
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 200.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1111832

Preferred Term Severity Report Description Treatment
Pollakiuria

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 511 of 706

Case Number: Gender:
Weight:

"large" meningioma resected six or seven years ago. eeg following seizure said to show some "slight irregularity" - no pre-seizure 
tracings available for comparison.  - 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.

27/09/1996

31/08/1996
Causality possibleRecovered

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:

Milligram Daily50.0

ZOLOFT (Suspected)

01/08/1996     1W

Reason:

Hospitalisation:

Report Details:
Seq: 1111882

Preferred Term Severity Report Description Treatment
Grand mal convulsion

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 512 of 706

Case Number: Gender:
87.00Weight:

On 25/7/96 patient commenced on zoloft 50 mg increased dose on 5/9/96 . lft 9/7/96 normal, 9/9/96 lft grossly abnormal enzymes.

27/09/1996

09/09/1996
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT (<51) 09/09/1996 851
ALT = SGPT (<51) 16/09/1996 141
ALT = SGPT (<51) 23/09/1996 51
AST = SGOT (<41) 09/09/1996 480
AST = SGOT (<41) 16/09/1996 30
AST = SGOT (<41) 23/09/1996 26
Bilirubin (< 18) 09/09/1996 18

Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily2.0

KINIDIN DURULES (Other drug)

23/08/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

25/07/1996 05/09/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

05/09/1996 07/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111884

Preferred Term Severity Report Description Treatment
Hepatic function abnormal

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 513 of 706

Case Number: Gender:
87.00Weight:

On 25/7/96 patient commenced on zoloft 50 mg increased dose on 5/9/96 . lft 9/7/96 normal, 9/9/96 lft grossly abnormal enzymes.

27/09/1996

09/09/1996
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Bilirubin (< 18) 16/09/1996 12
Bilirubin (< 18) 23/09/1996 9
GGT = SGGT = 
GGTP

(<51) 09/09/1996 385
GGT = SGGT = 
GGTP

(<51) 23/09/1996 173
GGT = SGGT = 
GGTP

(<51) 16/09/1996 257
SAP = ALP (<121) 09/09/1996 199
SAP = ALP (<121) 16/09/1996 131

Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily2.0

KINIDIN DURULES (Other drug)

23/08/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

25/07/1996 05/09/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

05/09/1996 07/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111884

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 514 of 706

Case Number: Gender:
87.00Weight:

On 25/7/96 patient commenced on zoloft 50 mg increased dose on 5/9/96 . lft 9/7/96 normal, 9/9/96 lft grossly abnormal enzymes.

27/09/1996

09/09/1996
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

SAP = ALP (<121) 23/09/1996 97

Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily2.0

KINIDIN DURULES (Other drug)

23/08/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

25/07/1996 05/09/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

05/09/1996 07/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111884

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 515 of 706

Case Number: Gender:
75.00Weight:

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

30/09/1996

05/09/1996
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 Daily50.0

ZOLOFT (Suspected)

01/09/1995 25/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111911

Preferred Term Severity Report Description Treatment
Dizziness
Drug withdrawal syndrome
Malaise

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 516 of 706

Case Number: Gender:
Weight:

Patient has previous history of benign intracranial hypertension, successfully treated approx. 14 years ago.  the dosage start date 
is not necessarily accurate but indicates that start occurred sometime during the month.

30/09/1996

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Patient has developed bilateral engorged retinal blood vessels 
and swelling of the optic disk. she has some headache but no 
vision disturbances.  ct scan is clear.

Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected)

01/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111917

Preferred Term Severity Report Description Treatment
Retinal disorder Engorged retinal blood vessels/optic disk 

swellingHeadache

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 517 of 706

Case Number: Gender:
Weight:

Patient has family history of ischaemic heart disease.  the dosage start date is not necessarily accurate but indicates that start 
occurred sometime during the month.

30/09/1996

14/09/1996
Causality possibleRecovered

DOB:

M
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)

01/09/1996     2W

Reason:

Hospitalisation:

Report Details:
Seq: 1111918

Preferred Term Severity Report Description Treatment
Chest pain Central chest pain
Dyspnoea Marked breathlessness

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 518 of 706

Case Number: Gender:
Weight:

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

30/09/1996

31/12/1996
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:
Otr&unsp vertebrogen pain synd

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    1W

Reason:

Hospitalisation:

Report Details:
Seq: 1111919

Preferred Term Severity Report Description Treatment
Libido decreased Loss of libido
Anorgasmia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 519 of 706

Case Number: Gender:
Weight:

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

30/09/1996

31/12/1996
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:

0.0

RIVOTRIL (Other drug) Reason:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1111921

Preferred Term Severity Report Description Treatment
Headache Severe

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 520 of 706

Case Number: Gender:
80.00Weight:

Patient experienced reaction within 36 hours of sudden cessation of zoloft. reaction settled within 3 hours of resuming zoloft. 
similar symptoms occurred on ceasing zoloft a second time-again relieved by resuming medication.

01/10/1996

Causality certainRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1111947

Preferred Term Severity Report Description Treatment
Dizziness
Drug withdrawal syndrome Medication resumed - now 

attempting gradual withdrawal

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 521 of 706

Case Number: Gender:
35.00Weight:01/10/1996

20/07/1996
Causality possibleRecovered
04/04/1923DOB:

F
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 Daily OralTablet 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

18/07/1996 22/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111994

Preferred Term Severity Report Description Treatment
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 522 of 706

Case Number: Gender:
Weight:03/10/1996

15/09/1996
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 15/09/1996 120 MEQ/L

Laboratory Investigations:

81YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

15/08/1996 15/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112024

Preferred Term Severity Report Description Treatment
Hyponatraemia Fluid restriction

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 523 of 706

Case Number: Gender:
Weight:03/10/1996

15/09/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 15/09/1996 120 MEQ/L

Laboratory Investigations:

69YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

15/08/1996 15/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112025

Preferred Term Severity Report Description Treatment
Hyponatraemia Fluid restriction

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 524 of 706

Case Number: Gender:
64.00Weight:

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

04/10/1996

01/09/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Otr&unsp vertebrogen pain synd

Stopped:Started:Batch:

Dose Unspecified As necessary2.0

PANADEINE FORTE (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

01/01/1996 18/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112031

Preferred Term Severity Report Description Treatment
Hyperaesthesia Sensitive skin.
Hyperkinesia
Hyperreflexia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 525 of 706

Case Number: Gender:
60.00Weight:

Patient commenced zoloft in may'96. took  one clararyne in june'96 - depression returned. stopped claratyne returned to normal in 
about 6 hours. similar effect when re-challenged. clararyne appears to have negated antidepressant effect of 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.

04/10/1996

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

13YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified 1 time1.0

CLARATYNE (Interaction)

01/06/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Interaction)

01/05/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112052

Preferred Term Severity Report Description Treatment
Depression

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 526 of 706

Case Number: Gender:
80.00Weight:08/10/1996

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:

0.0

MULTIVITAMINS (Other drug)

CONTIN

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily15.0

IMOVANE (Other drug)

04/07/1996 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

22/09/1996 27/09/1996

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1112062

Preferred Term Severity Report Description Treatment
Diarrhoea Unresponsive to symptomatic 

treatment with loperamide.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 527 of 706

Case Number: Gender:
Weight:08/10/1996

09/09/1996
Causality possibleNot yet recovered
07/12/1922DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 20/08/1996 NORMAL
ALT = SGPT 09/09/1996 122
AST = SGOT 20/08/1996 NORMAL
AST = SGOT 09/09/1996 108
GGT = SGGT = 
GGTP

20/08/1996 NORMAL
GGT = SGGT = 
GGTP

09/09/1996 838
SAP = ALP 20/08/1996 NORMAL

Laboratory Investigations:

73Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified 1 time1.0

BACTRIM DS (Other drug)

24/08/1996

Reason:

Otr&unsp vertebrogen pain synd

Stopped:Started:Batch:

Dose Unspecified As necessary2.0

PANADOL (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily1.0

HALOPERIDOL (Other drug)

28/08/1996 29/08/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

SERTRALINE HYDROCHLORIDE (Suspected)

05/09/1996 09/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112140

Preferred Term Severity Report Description Treatment
Dry mouth
Hepatic function abnormal

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 528 of 706

Case Number: Gender:
Weight:08/10/1996

09/09/1996
Causality possibleNot yet recovered
07/12/1922DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

SAP = ALP 09/09/1996 259

Laboratory Investigations:

73Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Thousand International UnitDaily SubcutaneousInjection 10.0

HEPARIN SODIUM (Suspected)

09/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112140

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 529 of 706

Case Number: Gender:
92.00Weight:

Bruxism secondary to zoloft 50 two months after starting.  - 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.

08/10/1996

31/08/1996
Causality possibleNot yet recovered

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 Daily50.0

ZOLOFT (Suspected)

01/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112177

Preferred Term Severity Report Description Treatment
Bruxism Patient seeing dentist

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 530 of 706

Case Number: Gender:
Weight:

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

11/10/1996

22/09/1996
Causality possibleNot yet recovered

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 Daily5.0

HALOPERIDOL (Other drug)

01/05/1996 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

17/09/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1112200

Preferred Term Severity Report Description Treatment
Convulsion Myoclonic jerks

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 531 of 706

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

11/10/1996

31/12/1996
Causality probableRecovered

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)

01/01/1996 31/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112201

Preferred Term Severity Report Description Treatment
Dystonia Facial tics Medication changed to another 

ssri(not specified)

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 532 of 706

Case Number: Gender:
Weight:11/10/1996

22/09/1996
Causality possibleRecovered

DOB:

F
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 Daily50.0

ZOLOFT (Suspected)

22/09/1996 22/09/1996

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1112202

Preferred Term Severity Report Description Treatment
Grand mal convulsion Grand mal seizure Emergency admission to 

hospital initially

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 533 of 706

Case Number: Gender:
Weight:11/10/1996

26/07/1996
Causality possibleRecovered

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 Daily50.0

ZOLOFT (Suspected)

22/07/1996 26/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112203

Preferred Term Severity Report Description Treatment
Grand mal convulsion Grand mal seizure

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 534 of 706

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.

11/10/1996

31/12/1996
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

lipase Patient has elevated lipase - no details supplied

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected)

28/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112204

Preferred Term Severity Report Description Treatment
Pancreatitis Three bouts of pancreatitis

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 535 of 706

Case Number: Gender:
Weight:

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

11/10/1996

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrocardiograph
y

Patient found to have t-wave changes

Laboratory Investigations:

A5Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

NAPROSYN (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/02/1996

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1112206

Preferred Term Severity Report Description Treatment
Electrocardiogram abnormal T-wave changes
Chest pain
Hepatic function abnormal

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 536 of 706

Case Number: Gender:
Weight:

The patient is said to have reacted similarly to treatment with paroxetine six months ago.

18/10/1996

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) Reason:

Hospitalisation:

Report Details:
Seq: 1112384

Preferred Term Severity Report Description Treatment
Insomnia Total insomnia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 537 of 706

Case Number: Gender:
Weight:18/10/1996

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:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1112385

Preferred Term Severity Report Description Treatment
Drug ineffective Anxiety persisted
Dyspepsia Severe Severe gastrointestinal upset Zantac

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 538 of 706

Case Number: Gender:
Weight:

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

18/10/1996

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)

01/01/1996     6W

Reason:

Hospitalisation:

Report Details:
Seq: 1112386

Preferred Term Severity Report Description Treatment
Dermatitis bullous

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 539 of 706

Case Number: Gender:
Weight:

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

18/10/1996

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 150.0

ZOLOFT (Suspected)

31/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112387

Preferred Term Severity Report Description Treatment
Rash erythematous Required 

Specialist 
Consultation

Erythematous reaction, worse on legs and 
face

Patient was changed to other 
ssri's.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 540 of 706

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.

18/10/1996

31/10/1996
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/01/1996    10D

Reason:

Hospitalisation:

Report Details:
Seq: 1112388

Preferred Term Severity Report Description Treatment
Duodenal ulcer haemorrhage

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 541 of 706

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.

18/10/1996

31/10/1996
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)

01/01/1996

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

ZANTAC (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1112390

Preferred Term Severity Report Description Treatment
Paraesthesia Burning sensation in hand
Chest pain Discomfort in region of heart
Palpitations

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 542 of 706

Case Number: Gender:
Weight:

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

18/10/1996

31/10/1996
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:

0.0

TENORMIN (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1112392

Preferred Term Severity Report Description Treatment
Dizziness Patient felt "woozy" when zoloft introduced

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 543 of 706

Case Number: Gender:
Weight:

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

18/10/1996

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:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1112393

Preferred Term Severity Report Description Treatment
Anorgasmia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 544 of 706

Case Number: Gender:
Weight:

Patient commenced zoloft and after 3-4 days felt "funny", so discontinued. she tried again a few days later and had the same 
experience, so stopped again.  - the date of onset is not accurate but indicates that onset occurred sometime during the year.

18/10/1996

31/12/1996
Causality certainRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

76YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    4D

Reason:

Hospitalisation:

Report Details:
Seq: 1112394

Preferred Term Severity Report Description Treatment
Malaise Patient felt "funny"

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 545 of 706

Case Number: Gender:
59.00Weight:21/10/1996

02/09/1996
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

63YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily10.0

ROHYPNOL (Other drug)

02/09/1996

Reason:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

01/09/1996 09/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112402

Preferred Term Severity Report Description Treatment
Headache Occipital headache
Tetany Tetanic contraction of jaw Caltrate, zoloft was ceased

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 546 of 706

Case Number: Gender:
65.00Weight:

Similar reaction previously to same drug with medication ceased.

21/10/1996

25/09/1996
Causality certainNot yet recovered

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)

11/09/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1112410

Preferred Term Severity Report Description Treatment
Urinary incontinence Urinary stress incontinence.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 547 of 706

Case Number: Gender:
96.00Weight:

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

22/10/1996

30/09/1996
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 Daily40.0

ZOLOFT (Suspected)

17/09/1996

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

FELDENE (Suspected)

01/01/1992

Reason:

Hospitalisation:

Report Details:
Seq: 1112436

Preferred Term Severity Report Description Treatment
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 548 of 706

Case Number: Gender:
Weight:23/10/1996

Causality possibleRecovered
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:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1112461

Preferred Term Severity Report Description Treatment
Rash

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 549 of 706

Case Number: Gender:
Weight:23/10/1996

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:

Dose Unspecified 1 time OralTablet 1.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1112462

Preferred Term Severity Report Description Treatment
Headache
Nausea
Paraesthesia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 550 of 706

Case Number: Gender:
50.00Weight:24/10/1996

10/10/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

72Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

20/09/1996 08/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112477

Preferred Term Severity Report Description Treatment
Hyponatraemia Suspected SIADH
Inappropriate antidiuretic hormone secretion

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:54AM Database: pusime02 ADRS004 Page 551 of 706

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 
accurate but indicates that start occurred sometime during the year.

24/10/1996

31/12/1996
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 50.0

ZOLOFT (Suspected)

01/01/1996     2W

Reason:

Hospitalisation:

Report Details:
Seq: 1112512

Preferred Term Severity Report Description Treatment
Amnesia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 552 of 706

Case Number: Gender:
Weight:

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

24/10/1996

31/12/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1112513

Preferred Term Severity Report Description Treatment
Urticaria

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 553 of 706

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

24/10/1996

31/12/1996
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

22YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected)

01/01/1996 31/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112517

Preferred Term Severity Report Description Treatment
Hypertension Severe Bp 160/110.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 554 of 706

Case Number: Gender:
Weight:25/10/1996

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:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1112551

Preferred Term Severity Report Description Treatment
Hyponatraemia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 555 of 706

Case Number: Gender:
Weight:25/10/1996

Causality possibleRecovered
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 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1112553

Preferred Term Severity Report Description Treatment
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 556 of 706

Case Number: Gender:
Weight:

Patient had been taking zoloft 50mg/day for several months. the reaction developed when the dose of zoloft was increased from 
50mg to 100mg/day.  - 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.

25/10/1996

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:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

28/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112554

Preferred Term Severity Report Description Treatment
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 557 of 706

Case Number: Gender:
Weight:25/10/1996

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1112555

Preferred Term Severity Report Description Treatment
Anxiety Valium
Flushing
Muscle twitching
Palpitations

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 558 of 706

Case Number: Gender:
Weight:25/10/1996

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:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1112557

Preferred Term Severity Report Description Treatment
Dizziness

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 559 of 706

Case Number: Gender:
Weight:

Patient increased dose of zoloft to 100mg the day before he collapsed (1 dose taken). history of allergy to tolvon.  the dosage 
start date is not necessarily accurate but indicates that start occurred sometime during the month.

25/10/1996

18/09/1996
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:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram As necessary OralTablet 0.5

ROHYPNOL (Suspected)

L TERM CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

01/09/1996 01/10/1996

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1112569

Preferred Term Severity Report Description Treatment
Duodenal ulcer haemorrhage Transfusion, endoscopic repair.
Hypotension
Syncope

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 560 of 706

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.

28/10/1996

29/07/1996
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

22YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified As necessary OralOral application 1.0

PANADOL (Other drug) Reason:

Phleb&thrombophleb lowr extrem

Stopped:Started:Batch:

Milligram Daily OralTablet 7.0

COUMADIN (Other drug)

01/04/1996 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

01/06/1996 31/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112618

Preferred Term Severity Report Description Treatment
Grand mal convulsion Dilantin 300mg.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 561 of 706

Case Number: Gender:
53.00Weight:

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.

30/10/1996

28/08/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23YAge:

Additional Information:

Medicine Details:
Othr diseases of urinary tract

Stopped:Started:Batch:

0.0

NITROFURANTOIN (Suspected) Reason:

Contraception

Stopped:Started:Batch:

Dose Unspecified Daily1.0

SEQUILAR-ED (Suspected)

01/06/1996 28/08/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

01/08/1996 28/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112647

Preferred Term Severity Report Description Treatment
Hepatic function abnormal
Jaundice

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 562 of 706

Case Number: Gender:
Weight:

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

30/10/1996

31/12/1996
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:

0.0

ZOLOFT (Suspected)

    1W

Reason:

Hospitalisation:

Report Details:
Seq: 1112657

Preferred Term Severity Report Description Treatment
Hallucination Zoloft discontinued

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 563 of 706

Case Number: Gender:
Weight:

Reaction developed after zoloft was increased to 200mg/day.  - the date of onset is not accurate but indicates that onset occurred 
sometime during the year.

30/10/1996

31/12/1996
Causality possibleNot yet recovered

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 200.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1112659

Preferred Term Severity Report Description Treatment
Muscle contractions involuntary Jaw clenching Zoloft reduced to 150mg/day

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 564 of 706

Case Number: Gender:
Weight:

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

30/10/1996

31/12/1996
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) Reason:

Hospitalisation:

Report Details:
Seq: 1112660

Preferred Term Severity Report Description Treatment
Flushing Severe Severe flushing, "worse than menopause" Zoloft discontinued

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 565 of 706

Case Number: Gender:
53.00Weight:

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

30/10/1996

17/08/1996
Causality possibleRecovered

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 Daily50.0

ZOLOFT (Suspected)

12/08/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

PROTHIADEN (Suspected)

01/07/1996 11/08/1996

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily30.0

TEMAZEPAM (Suspected)

01/07/1996 22/08/1996

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1112678

Preferred Term Severity Report Description Treatment
Anxiety
Hyperhidrosis
Muscle spasms Iv diazepam
Tachycardia
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 566 of 706

Case Number: Gender:
Weight:

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

31/10/1996

31/12/1996
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:

0.0

ZOLOFT (Suspected)

    7W

Reason:

Hospitalisation:

Report Details:
Seq: 1112714

Preferred Term Severity Report Description Treatment
Diarrhoea Discontinued zoloft; 

transferred to moclobemide

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 567 of 706

Case Number: Gender:
Weight:

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

31/10/1996

31/12/1996
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)

    1W

Reason:

Hospitalisation:

Report Details:
Seq: 1112715

Preferred Term Severity Report Description Treatment
Dermatitis bullous Blistering around mouth
Face oedema Swollen lips
Dry mouth Discontiued zoloft; transferred 

to moclobemide

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 568 of 706

Case Number: Gender:
Weight:

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

31/10/1996

31/12/1996
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:

0.0

WARFARIN SODIUM (Other drug) Reason:

Stopped:Started:Batch:

0.0

ASPIRIN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    2D

Reason:

Hospitalisation:

Report Details:
Seq: 1112716

Preferred Term Severity Report Description Treatment
Pruritus Discontinued zoloft
Rash

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 569 of 706

Case Number: Gender:
Weight:

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

31/10/1996

31/12/1996
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)

    1D

Reason:

Hospitalisation:

Report Details:
Seq: 1112718

Preferred Term Severity Report Description Treatment
Pruritus Discontinued zoloft

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 570 of 706

Case Number: Gender:
Weight:

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

01/11/1996

31/12/1996
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: 1112744

Preferred Term Severity Report Description Treatment
Galactorrhoea Bilateral nipple discharge

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 571 of 706

Case Number: Gender:
Weight:

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

01/11/1996

31/12/1996
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)

    3M

Reason:

Hospitalisation:

Report Details:
Seq: 1112745

Preferred Term Severity Report Description Treatment
Amnesia Short term memory loss

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 572 of 706

Case Number: Gender:
82.00Weight:01/11/1996

14/10/1996
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

IMURAN (Other drug) Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily150.0

LAMICTAL (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

HYGROTON (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily200.0

PLAQUENIL (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1112748

Preferred Term Severity Report Description Treatment
Hypoaesthesia Numbness of right side of face and right 

arm.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 573 of 706

Case Number: Gender:
82.00Weight:01/11/1996

14/10/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily1.0

NAPROSYN (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

21/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112748

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 574 of 706

Case Number: Gender:
59.00Weight:01/11/1996

22/10/1996
Causality probableRecovered

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:

Milligram Daily15.0

SEREPAX (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

16/10/1996 22/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112754

Preferred Term Severity Report Description Treatment
Urinary retention Severe

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 575 of 706

Case Number: Gender:
Weight:04/11/1996

Causality probableRecovered
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 Daily50.0

SERTRALINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1112779

Preferred Term Severity Report Description Treatment
Scintillating scotoma Fourtification spectra
Visual disturbance

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 576 of 706

Case Number: Gender:
Weight:

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

04/11/1996

31/12/1996
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 200.0

ZOLOFT (Interaction) Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

Gram Daily OralOral application 2.0

EPILIM (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1112791

Preferred Term Severity Report Description Treatment
Grand mal convulsion

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 577 of 706

Case Number: Gender:
Weight:05/11/1996

02/10/1996
Causality probableRecovered

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 100.0

ZOLOFT (Suspected)

28/02/1996 05/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112873

Preferred Term Severity Report Description Treatment
Electrocardiogram abnormal
Hepatic function abnormal

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 578 of 706

Case Number: Gender:
Weight:

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

05/11/1996

31/12/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

58YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1112880

Preferred Term Severity Report Description Treatment
Malaise Felt strange and unwell
Diarrhoea Severe
Dizziness Severe

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 579 of 706

Case Number: Gender:
Weight:

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

05/11/1996

31/12/1996
Causality possibleRecovered

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: 1112881

Preferred Term Severity Report Description Treatment
Anxiety

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 580 of 706

Case Number: Gender:
Weight:

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

05/11/1996

31/12/1996
Causality possibleRecovered

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: 1112882

Preferred Term Severity Report Description Treatment
Anxiety

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 581 of 706

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.

05/11/1996

31/10/1996
Causality possibleUnknown

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:

0.0

TEMAZEPAM (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected)

01/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112883

Preferred Term Severity Report Description Treatment
Amenorrhoea Menstruation stopped - not pregnant

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 582 of 706

Case Number: Gender:
Weight:

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

05/11/1996

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 150.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1112885

Preferred Term Severity Report Description Treatment
Rash

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 583 of 706

Case Number: Gender:
Weight:

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

05/11/1996

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 150.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1112886

Preferred Term Severity Report Description Treatment
Rash

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 584 of 706

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.

06/11/1996

31/08/1996
Causality possibleRecovered

DOB:

M
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 Daily50.0

ZOLOFT (Suspected)

01/05/1996 24/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112898

Preferred Term Severity Report Description Treatment
Headache

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 585 of 706

Case Number: Gender:
65.00Weight:

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

12/11/1996

03/11/1996
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

63YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

01/11/1996 03/11/1996

Reason:

Stopped:Started:Batch:

Milligram Daily600.0

CALTRATE (Suspected)

01/01/1992

Reason:

Disturbance of sleep

Stopped:Started:Batch:

Milligram Daily5.0

MOGADON (Suspected)

L TERM

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily10.0

DUCENE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1113043

Preferred Term Severity Report Description Treatment
Rash maculo-papular Rash on lower abdomen, upper legs, little 

on back.
Avomine inj, tab.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 586 of 706

Case Number: Gender:
Weight:

Reaction to zoloft ceased with drug withdrawal and then restarted when drug restarted.  - the date of onset is not necessarily 
accurate but indicates that onset occurred sometime during the month.

13/11/1996

31/10/1996
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 Daily50.0

ZOLOFT (Suspected)

08/10/1996 09/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113107

Preferred Term Severity Report Description Treatment
Diarrhoea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 587 of 706

Case Number: Gender:
53.00Weight:

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

14/11/1996

31/08/1996
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:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113156

Preferred Term Severity Report Description Treatment
Thinking abnormal Difficulty thinking
Dizziness
Drug withdrawal syndrome
Vertigo

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 588 of 706

Case Number: Gender:
75.00Weight:

Patient restarted taking zoloft 25mg daily on 07/96. with recurrence of anxiety symptoms dose was increased to 100mg on 
06/11/96 followed by onset of reaction. has experienced same reaction previously in 08/95.

15/11/1996

07/11/1996
Causality certainUnknown

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 Daily100.0

ZOLOFT (Suspected)

06/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113184

Preferred Term Severity Report Description Treatment
Breast pain
Pollakiuria
Somnolence

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 589 of 706

Case Number: Gender:
76.00Weight:18/11/1996

12/11/1996
Causality possibleRecovered

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 Daily50.0

ZOLOFT (Suspected)

11/11/1996 11/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113202

Preferred Term Severity Report Description Treatment
Agitation Severe
Diarrhoea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 590 of 706

Case Number: Gender:
71.00Weight:

Previous use of zoloft 13/11/95 ===> 18/04/96 resulted with rash.  the dosage start date is not accurate but indicates that start 
occurred sometime during the year.

18/11/1996

10/10/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:
Contraception

Stopped:Started:Batch:

Milligram Daily50.0

MICROGYNON ED (Other drug)

01/01/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

17/09/1996 22/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113204

Preferred Term Severity Report Description Treatment
Urticaria Oral steroids, cream, 

antihistamines.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 591 of 706

Case Number: Gender:
65.00Weight:19/11/1996

09/11/1996
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

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113233

Preferred Term Severity Report Description Treatment
Diarrhoea
Tremor
Visual disturbance

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 592 of 706

Case Number: Gender:
Weight:20/11/1996

06/11/1996
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 0-30 U/L 05/11/1996 18
ALT = SGPT 0-30 U/L 06/11/1996 35
ALT = SGPT 0-30 U/L 07/11/1996 135
ALT = SGPT 0-30 U/L 13/11/1996 62
ALT = SGPT 0-30 U/L 14/11/1996 48
ALT = SGPT 0-30 U/L 10/11/1996 160
ALT = SGPT 0-30 U/L 09/11/1996 269

Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

ZANTAC (Suspected)

25/10/1996 09/11/1996

Reason:

Bacterial disease nec

Stopped:Started:Batch:

Gram Daily IntravenousInjection 1.5

VANCOMYCIN HYDROCHLORIDE (Suspected)

30/10/1996 07/11/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

25/10/1996 CONTIN

Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1113259

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Extended hospital admission

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 593 of 706

Case Number: Gender:
Weight:20/11/1996

06/11/1996
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

AST = SGOT 0-30 U/L 05/11/1996 13
AST = SGOT 0-30 U/L 06/11/1996 18
AST = SGOT 0-30 U/L 07/11/1996 135
AST = SGOT 0-30 U/L 10/11/1996 20
AST = SGOT 0-30 U/L 14/11/1996 12
AST = SGOT 0-30 U/L 13/11/1996 15
AST = SGOT 0-30 U/L 09/11/1996 92

Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

ZANTAC (Suspected)

25/10/1996 09/11/1996

Reason:

Bacterial disease nec

Stopped:Started:Batch:

Gram Daily IntravenousInjection 1.5

VANCOMYCIN HYDROCHLORIDE (Suspected)

30/10/1996 07/11/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

25/10/1996 CONTIN

Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1113259

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 594 of 706

Case Number: Gender:
Weight:20/11/1996

06/11/1996
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

GGT = SGGT = 
GGTP

0-60 U/L 05/11/1996 49
GGT = SGGT = 
GGTP

0-60 U/L 06/11/1996 66
GGT = SGGT = 
GGTP

0-60 U/L 09/11/1996 611
GGT = SGGT = 
GGTP

0-60 U/L 14/11/1996 288
GGT = SGGT = 
GGTP

0-60 U/L 13/11/1996 339
GGT = SGGT = 
GGTP

0-60 U/L 10/11/1996 468
GGT = SGGT = 
GGTP

0-60 U/L 07/11/1996 243

Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

ZANTAC (Suspected)

25/10/1996 09/11/1996

Reason:

Bacterial disease nec

Stopped:Started:Batch:

Gram Daily IntravenousInjection 1.5

VANCOMYCIN HYDROCHLORIDE (Suspected)

30/10/1996 07/11/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

25/10/1996 CONTIN

Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1113259

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 595 of 706

Case Number: Gender:
Weight:20/11/1996

06/11/1996
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

SAP = ALP 35-120 U/L 05/11/1996 78
SAP = ALP 35-120 U/L 06/11/1996 99
SAP = ALP 35-120 U/L 07/11/1996 277
SAP = ALP 35-120 U/L 09/11/1996 777
SAP = ALP 35-120 U/L 10/11/1996 557
SAP = ALP 35-120 U/L 13/11/1996 362
SAP = ALP 35-120 U/L 14/11/1996 311

Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

ZANTAC (Suspected)

25/10/1996 09/11/1996

Reason:

Bacterial disease nec

Stopped:Started:Batch:

Gram Daily IntravenousInjection 1.5

VANCOMYCIN HYDROCHLORIDE (Suspected)

30/10/1996 07/11/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

25/10/1996 CONTIN

Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1113259

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 596 of 706

Case Number: Gender:
80.00Weight:

Symptoms relieved within 2 days of stopping zoloft.

21/11/1996

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily20.0

LOSEC (Other drug)

07/11/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

07/11/1996 11/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113267

Preferred Term Severity Report Description Treatment
Abdominal pain Abdominal pain especially post prandial
Nausea Dose reduced to 50mg with 

little effect, zoloft stopped.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 597 of 706

Case Number: Gender:
Weight:

Patient was on sertraline 50mg a day for depression. dose was increased to 100mg due to insufficient response and experienced 
the reaction. on reduction of dose to 50mg a day patient recovered.

21/11/1996

07/11/1996
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 Daily OralTablet 100.0

SERTRALINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113269

Preferred Term Severity Report Description Treatment
Psychotic disorder Talking to dead relatives.
Agitation
Hallucination

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 598 of 706

Case Number: Gender:
80.00Weight:21/11/1996

11/09/1996
Causality probableRecovered

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 1 time OralTablet 50.0

ZOLOFT (Suspected)

11/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113270

Preferred Term Severity Report Description Treatment
Dizziness
Nausea
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 599 of 706

Case Number: Gender:
Weight:22/11/1996

Causality probableRecovered
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 Daily100.0

ZOLOFT (Suspected)

12/09/1996 30/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113276

Preferred Term Severity Report Description Treatment
Diarrhoea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 600 of 706

Case Number: Gender:
Weight:

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

22/11/1996

24/07/1996
Causality possibleRecovered
21/02/1956DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 1.5 - 2.0 11/04/1995 2.4
Neutrophils 1.5 - 2.0 26/06/1996 6.8
Neutrophils 1.5 - 2.0 25/07/1996 1.3
Neutrophils 1.5 - 2.0 24/07/1996 1.5
White blood cells 3.0 - 3.5 11/04/1995 5.8
White blood cells 3.0 - 3.5 26/06/1996 11.5
White blood cells 3.0 - 3.5 24/07/1996 4.6

Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily700.0

CLOZARIL (Suspected)

01/03/1995 29/07/1996

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

CLONAZEPAM (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily5.0

HALOPERIDOL (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113331

Preferred Term Severity Report Description Treatment
Leukopenia Required 

Specialist 
Consultation

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 601 of 706

Case Number: Gender:
Weight:

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

22/11/1996

24/07/1996
Causality possibleRecovered
21/02/1956DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells 3.0 - 3.5 25/07/1996 5.0

Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily700.0

CLOZARIL (Suspected)

01/03/1995 29/07/1996

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

CLONAZEPAM (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily5.0

HALOPERIDOL (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113331

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 602 of 706

Case Number: Gender:
75.00Weight:25/11/1996

11/11/1996
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 Daily50.0

ZOLOFT (Suspected)

08/11/1996 12/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113363

Preferred Term Severity Report Description Treatment
Confusional state Foginess in head
Fatigue
Headache Required 

Specialist 
Consultation

Nausea
Palpitations

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 603 of 706

Case Number: Gender:
Weight:25/11/1996

Causality probableRecovered
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:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113373

Preferred Term Severity Report Description Treatment
Rash Skin irritation/eczema.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 604 of 706

Case Number: Gender:
Weight:

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

25/11/1996

31/12/1996
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 1 time OralTablet 5.0

ZOLOFT (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1113380

Preferred Term Severity Report Description Treatment
Convulsion

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 605 of 706

Case Number: Gender:
Weight:

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

25/11/1996

31/12/1996
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:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113381

Preferred Term Severity Report Description Treatment
Rash

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 606 of 706

Case Number: Gender:
Weight:

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

25/11/1996

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:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1113382

Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 607 of 706

Case Number: Gender:
Weight:

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

25/11/1996

31/12/1996
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:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113383

Preferred Term Severity Report Description Treatment
Convulsion
Syncope

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 608 of 706

Case Number: Gender:
Weight:

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

25/11/1996

31/12/1996
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:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113384

Preferred Term Severity Report Description Treatment
Hyperhidrosis Sweating of lower half of body at night
Dizziness
Drug withdrawal syndrome
Influenza like illness
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 609 of 706

Case Number: Gender:
0.00Weight:

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

25/11/1996

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

83Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113385

Preferred Term Severity Report Description Treatment
Hyponatraemia Suspected SIADH

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 610 of 706

Case Number: Gender:
Weight:

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

25/11/1996

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: 1113386

Preferred Term Severity Report Description Treatment
Tinnitus

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 611 of 706

Case Number: Gender:
Weight:

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

25/11/1996

31/12/1996
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:

0.0

PERIACTIN (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113387

Preferred Term Severity Report Description Treatment
Coordination abnormal
Libido decreased Periactin
Somnolence

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 612 of 706

Case Number: Gender:
Weight:

Report from patient as result of being charged with shop-stealing.  - the date of onset is not accurate but indicates that onset 
occurred sometime during the year.

25/11/1996

31/12/1996
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:

0.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

0.0

VALIUM (Suspected) Reason:

Stopped:Started:Batch:

0.0

PROMETHAZINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

0.0

MORPHINE NOS (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113388

Preferred Term Severity Report Description Treatment
Amnesia
Confusional state
Insomnia
Somnolence

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 613 of 706

Case Number: Gender:
Weight:

Report from patient as result of being charged with shop-stealing.  - the date of onset is not accurate but indicates that onset 
occurred sometime during the year.

25/11/1996

31/12/1996
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

BUSCOPAN (Suspected) Reason:

Stopped:Started:Batch:

0.0

NITRAZEPAM (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113388

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 614 of 706

Case Number: Gender:
Weight:

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

25/11/1996

31/12/1996
Causality possibleRecovered

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 100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113389

Preferred Term Severity Report Description Treatment
Depersonalisation Felt strange, calm and fast

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 615 of 706

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.

25/11/1996

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)

01/10/1996 28/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113390

Preferred Term Severity Report Description Treatment
Libido decreased

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 616 of 706

Case Number: Gender:
Weight:

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

25/11/1996

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:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113391

Preferred Term Severity Report Description Treatment
Erectile dysfunction

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 617 of 706

Case Number: Gender:
Weight:

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

25/11/1996

31/12/1996
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)

    3D

Reason:

Hospitalisation:

Report Details:
Seq: 1113392

Preferred Term Severity Report Description Treatment
Nausea
Vomiting

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 618 of 706

Case Number: Gender:
Weight:

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

22/11/1996

31/12/1996
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: 1113393

Preferred Term Severity Report Description Treatment
Migraine

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 619 of 706

Case Number: Gender:
Weight:

Female patient, postmenopaisal, on zoloft experienced menorrhagia, reported as a heavy bleed, 1 year after cessation of 
menstruation.  - the date of onset is not accurate but indicates that onset occurred sometime during the year.

25/11/1996

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: 1113394

Preferred Term Severity Report Description Treatment
Menorrhagia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 620 of 706

Case Number: Gender:
Weight:

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

25/11/1996

31/12/1996
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:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113395

Preferred Term Severity Report Description Treatment
Mouth ulceration

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 621 of 706

Case Number: Gender:
Weight:

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

25/11/1996

31/12/1996
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:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113396

Preferred Term Severity Report Description Treatment
Agitation
Palpitations

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 622 of 706

Case Number: Gender:
Weight:

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

25/11/1996

31/12/1996
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

22YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation: Treated in outpatient department only.

Report Details:
Seq: 1113397

Preferred Term Severity Report Description Treatment
Nausea
Pallor
Palpitations

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 623 of 706

Case Number: Gender:
Weight:

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

25/11/1996

31/12/1996
Causality probableRecovered

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: 1113398

Preferred Term Severity Report Description Treatment
Somnolence Falling asleep constantly.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 624 of 706

Case Number: Gender:
Weight:

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

25/11/1996

31/12/1996
Causality possibleRecovered

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:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113399

Preferred Term Severity Report Description Treatment
Yawning

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 625 of 706

Case Number: Gender:
Weight:

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

25/11/1996

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:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113400

Preferred Term Severity Report Description Treatment
Agitation
Drug withdrawal syndrome
Myalgia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 626 of 706

Case Number: Gender:
Weight:

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

25/11/1996

31/12/1996
Causality possibleUnknown

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:

Milligram Daily50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113401

Preferred Term Severity Report Description Treatment
Orthostatic hypotension

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 627 of 706

Case Number: Gender:
Weight:

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

25/11/1996

31/12/1996
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:

Milligram Daily50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113402

Preferred Term Severity Report Description Treatment
Parosmia Unpleasant smell
Dysgeusia Unpleasant taste

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 628 of 706

Case Number: Gender:
Weight:

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

25/11/1996

31/12/1996
Causality probableRecovered

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 Daily100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113403

Preferred Term Severity Report Description Treatment
Nausea Severe

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 629 of 706

Case Number: Gender:
Weight:

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

25/11/1996

31/12/1996
Causality probableUnknown

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 Daily50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113404

Preferred Term Severity Report Description Treatment
Hallucination

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 630 of 706

Case Number: Gender:
Weight:

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

25/11/1996

31/12/1996
Causality probableRecovered

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 Daily50.0

ZOLOFT (Suspected)

    2M

Reason:

Hospitalisation:

Report Details:
Seq: 1113405

Preferred Term Severity Report Description Treatment
Muscle twitching

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:55AM Database: pusime02 ADRS004 Page 631 of 706

Case Number: Gender:
Weight:

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

25/11/1996

31/12/1996
Causality possibleUnknown

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 Daily100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113406

Preferred Term Severity Report Description Treatment
Ejaculation failure Ejaculation delayed

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 632 of 706

Case Number: Gender:
Weight:

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

25/11/1996

31/12/1996
Causality possibleUnknown

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 Daily100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113407

Preferred Term Severity Report Description Treatment
Ejaculation failure Delayed ejaculation

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 633 of 706

Case Number: Gender:
Weight:

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

25/11/1996

31/12/1996
Causality possibleRecovered

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 time50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113409

Preferred Term Severity Report Description Treatment
Agitation
Flushing
Hypertonia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 634 of 706

Case Number: Gender:
Weight:

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

25/11/1996

31/12/1996
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:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113410

Preferred Term Severity Report Description Treatment
Diarrhoea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 635 of 706

Case Number: Gender:
Weight:

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

25/11/1996

31/12/1996
Causality probableRecovered

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:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113411

Preferred Term Severity Report Description Treatment
Diarrhoea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 636 of 706

Case Number: Gender:
Weight:

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

25/11/1996

31/12/1996
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:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113412

Preferred Term Severity Report Description Treatment
Diarrhoea Severe

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 637 of 706

Case Number: Gender:
Weight:

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

25/11/1996

31/12/1996
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

67YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113413

Preferred Term Severity Report Description Treatment
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 638 of 706

Case Number: Gender:
Weight:

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

25/11/1996

31/12/1996
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 50.0

ZOLOFT (Suspected)

    7W

Reason:

Hospitalisation:

Report Details:
Seq: 1113414

Preferred Term Severity Report Description Treatment
Urticaria

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 639 of 706

Case Number: Gender:
Weight:

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

25/11/1996

31/12/1996
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: 1113415

Preferred Term Severity Report Description Treatment
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 640 of 706

Case Number: Gender:
Weight:

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

25/11/1996

31/12/1996
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: 1113416

Preferred Term Severity Report Description Treatment
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 641 of 706

Case Number: Gender:
Weight:

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

25/11/1996

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 150.0

ZOLOFT (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1113417

Preferred Term Severity Report Description Treatment
Syncope

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 642 of 706

Case Number: Gender:
Weight:26/11/1996

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113431

Preferred Term Severity Report Description Treatment
Libido decreased Loss of libido
Insomnia
Nausea
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 643 of 706

Case Number: Gender:
Weight:

The reporting doctor commented of this patient that she only ever takes one of any tablet, irrespective of the drug, and complains 
of side effects.  he believes that she just does not want to take any form of medication.

26/11/1996

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 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113432

Preferred Term Severity Report Description Treatment
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 644 of 706

Case Number: Gender:
82.00Weight:

See seq 01 for other drugs.

28/11/1996

28/11/1996
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

24/10/1996 01/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113510

Preferred Term Severity Report Description Treatment
Malaise

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 645 of 706

Case Number: Gender:
Weight:

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

28/11/1996

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:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113527

Preferred Term Severity Report Description Treatment
Hallucination
Malaise

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 646 of 706

Case Number: Gender:
Weight:

Patient started on zoloft and vomited after every dose for 3 days.  - the date of onset is not accurate but indicates that onset 
occurred sometime during the year.

28/11/1996

31/12/1996
Causality certainUnknown

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:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113529

Preferred Term Severity Report Description Treatment
Vomiting

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 647 of 706

Case Number: Gender:
Weight:

Patient has long history of agitated depression with insomnia.  the dosage start date is not necessarily accurate but indicates that 
start occurred sometime during the month.

22/11/1996

Causality possibleNot yet recovered
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 Daily50.0

ZOLOFT (Suspected)

01/10/1996     3W

Reason:

Hospitalisation:

Report Details:
Seq: 1113536

Preferred Term Severity Report Description Treatment
Insomnia Severe Sleeps only with the aid of two 

tablets of mogadon and one of 
valium nocte

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 648 of 706

Case Number: Gender:
Weight:

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

22/11/1996

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:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

01/08/1996 06/09/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

ZOLOFT (Suspected)

06/09/1996 27/09/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

27/09/1996 04/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113540

Preferred Term Severity Report Description Treatment
Dystonia Severe Zoloft withdrawn

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 649 of 706

Case Number: Gender:
Weight:28/11/1996

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

23/11/1996

Reason:

Stopped:Started:Batch:

Milligram Daily40.0

INDERAL (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1113557

Preferred Term Severity Report Description Treatment
Hemiparesis Left side weakness
Syncope

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 650 of 706

Case Number: Gender:
Weight:28/11/1996

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 Daily6.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113558

Preferred Term Severity Report Description Treatment
Dehydration
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 651 of 706

Case Number: Gender:
Weight:

Reaction occurred 1 day after increased zoloft dose.  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. the 
dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.

28/11/1996

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:

Milligram Daily100.0

ZOLOFT (Suspected)

01/01/1994 28/11/1996

Reason:

Stopped:Started:Batch:

Milligram Daily200.0

ZOLOFT (Suspected)

01/11/1996 28/11/1996

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1113559

Preferred Term Severity Report Description Treatment
Confusional state

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 652 of 706

Case Number: Gender:
65.00Weight:

Dose reduction by reduced freqnency symptoms continued for 2 weeks on complete withdrawal.  - 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.

29/11/1996

31/12/1995
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)

01/06/1995 28/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113570

Preferred Term Severity Report Description Treatment
Paraesthesia Tingling sensation in fingers
Confusional state
Drug withdrawal syndrome
Vertigo

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 653 of 706

Case Number: Gender:
51.00Weight:29/11/1996

16/11/1996
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

56YAge:

Additional Information:

Medicine Details:
Otr respiratory systm diseases

Stopped:Started:Batch:

As necessary InhalationInhalation 0.0

ATROVENT (Other drug) Reason:

Otr respiratory systm diseases

Stopped:Started:Batch:

As necessary InhalationInhalation 0.0

VENTOLIN (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

15/11/1996 26/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113571

Preferred Term Severity Report Description Treatment
Somnolence

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 654 of 706

Case Number: Gender:
55.00Weight:

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

29/11/1996

17/11/1996
Causality probableRecovered

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 OralCapsule 200.0

ORUVAIL SR (Other drug)

01/09/1996

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

MICROGYNON 30 ED (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

09/11/1996 17/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113572

Preferred Term Severity Report Description Treatment
Hot flush
Pruritus
Rash

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 655 of 706

Case Number: Gender:
60.00Weight:02/12/1996

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

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113600

Preferred Term Severity Report Description Treatment
Dizziness
Increased appetite
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 656 of 706

Case Number: Gender:
60.00Weight:

Previous withdrawals to aropax.

02/12/1996

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:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113601

Preferred Term Severity Report Description Treatment
Paraesthesia Fingers tingling
Accommodation disorder
Drug withdrawal syndrome

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 657 of 706

Case Number: Gender:
Weight:02/12/1996

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:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

20/11/1996 21/11/1996

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

21/11/1996

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 40.0

METHADONE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 30.0

METHADONE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113621

Preferred Term Severity Report Description Treatment
Miosis Pinpoint pupils.
Hallucination Visual hallucinations
Asthenia
Dizziness
Nausea
Vomiting

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 658 of 706

Case Number: Gender:
Weight:02/12/1996

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 Daily50.0

ZOLOFT (Suspected)

    1W

Reason:

Stopped:Started:Batch:

Milligram Daily25.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1113635

Preferred Term Severity Report Description Treatment
Abdominal pain Severe
Vomiting

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 659 of 706

Case Number: Gender:
Weight:

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

02/12/1996

31/12/1996
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: 1113637

Preferred Term Severity Report Description Treatment
Diarrhoea
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 660 of 706

Case Number: Gender:
96.00Weight:03/12/1996

21/08/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

DUCENE (Other drug)

23/01/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

21/08/1996 23/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113657

Preferred Term Severity Report Description Treatment
Arthralgia Pains in shoulders and buttocks
Perineal pain

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 661 of 706

Case Number: Gender:
88.00Weight:

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.

03/12/1996

24/09/1996
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

76YAge:

Additional Information:

Medicine Details:
Otr&nos disord of heart rhythm

Stopped:Started:Batch:

Microgram Daily250.0

LANOXIN (Other drug)

01/01/1996

Reason:

Congestive heart failure

Stopped:Started:Batch:

Milligram Daily5.0

MONOPRIL (Other drug)

01/01/1996

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily0.5

ASPIRIN SOLUBLE (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily2.0

METAMUCIL (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1113659

Preferred Term Severity Report Description Treatment
Dyspepsia
Palpitations
Pruritus
Vertigo

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 662 of 706

Case Number: Gender:
88.00Weight:

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.

03/12/1996

24/09/1996
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

76YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

20/09/1996 29/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113659

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 663 of 706

Case Number: Gender:
Weight:

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

05/12/1996

31/12/1996
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:

0.0

ZOLOFT (Suspected)

    6M

Reason:

Hospitalisation:

Report Details:
Seq: 1113702

Preferred Term Severity Report Description Treatment
Dyspareunia Pain on orgasm Zoloft discontinued

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 664 of 706

Case Number: Gender:
Weight:

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

05/12/1996

31/12/1996
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:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113703

Preferred Term Severity Report Description Treatment
Libido decreased Zoloft discontinued

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 665 of 706

Case Number: Gender:
Weight:

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

05/12/1996

31/12/1996
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:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1113704

Preferred Term Severity Report Description Treatment
Salivary hypersecretion

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 666 of 706

Case Number: Gender:
Weight:

Reaction developed within two weeks of starting zoloft.  - the date of onset is not accurate but indicates that onset occurred 
sometime during the year.

05/12/1996

31/12/1996
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: 1113705

Preferred Term Severity Report Description Treatment
Inner ear disorder Labyrinthitis
Confusional state
Dizziness
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 667 of 706

Case Number: Gender:
Weight:

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

05/12/1996

31/12/1996
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: 1113706

Preferred Term Severity Report Description Treatment
Inner ear disorder Labyrinthitis
Confusional state
Dizziness
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 668 of 706

Case Number: Gender:
Weight:

Patient developed nausea on 50mg dose of zoloft. reduced the dose to 25mg every second day and the nausea stopped. dose 
increased to 50mg again and the patient became euphoric.  - the date of onset is not accurate but indicates that onset occurred 
sometime during the year.

05/12/1996

31/12/1996
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113707

Preferred Term Severity Report Description Treatment
Euphoric mood
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 669 of 706

Case Number: Gender:
Weight:

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

05/12/1996

31/12/1996
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:
Depend on opium,opm alkl&deriv

Stopped:Started:Batch:

0.0

METHADONE HYDROCHLORIDE (Suspected) Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1113708

Preferred Term Severity Report Description Treatment
Convulsion

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 670 of 706

Case Number: Gender:
Weight:

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

05/12/1996

31/12/1996
Causality possibleRecovered

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:

0.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113710

Preferred Term Severity Report Description Treatment
Hypothyroidism Hypoparathyroidism.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 671 of 706

Case Number: Gender:
Weight:05/12/1996

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:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113712

Preferred Term Severity Report Description Treatment
Diarrhoea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 672 of 706

Case Number: Gender:
Weight:

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

05/12/1996

31/12/1996
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:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    2D

Reason:

Hospitalisation:

Report Details:
Seq: 1113715

Preferred Term Severity Report Description Treatment
Palpitations

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 673 of 706

Case Number: Gender:
51.00Weight:06/12/1996

29/07/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily25.0

ZOLOFT (Suspected)

21/07/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

25/07/1996 30/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113716

Preferred Term Severity Report Description Treatment
Dyskinesia Dyskinetic movements mouth + tongue, 

involuntary

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 674 of 706

Case Number: Gender:
Weight:

Patient developed agitation when zoloft increased to 100mg.  - the date of onset is not accurate but indicates that onset occurred 
sometime during the year.

05/12/1996

31/12/1996
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 50.0

ZOLOFT (Suspected)

    4W

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

    2W

Reason:

Hospitalisation:

Report Details:
Seq: 1113718

Preferred Term Severity Report Description Treatment
Agitation

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 675 of 706

Case Number: Gender:
Weight:

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

05/12/1996

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:

0.0

ZOLOFT (Suspected)

    5W

Reason:

Hospitalisation:

Report Details:
Seq: 1113720

Preferred Term Severity Report Description Treatment
Insomnia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 676 of 706

Case Number: Gender:
67.00Weight:06/12/1996

26/08/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

65YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralCapsule 0.0

SYPRINE (Suspected) Reason:

Stopped:Started:Batch:

Dose Unspecified Weekly IntramuscularInjection 2.0

CYANOCOBALAMIN (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily100.0

SERTRALINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily300.0

RANITIDINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113738

Preferred Term Severity Report Description Treatment
Urinary tract infection Presumptive uti Treatment caused a cleaning 

of wc's and rc's from urine

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 677 of 706

Case Number: Gender:
Weight:06/12/1996

Causality possibleNot yet recovered
DOB:

F
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 Daily50.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1113742

Preferred Term Severity Report Description Treatment
Migraine Sandomigran

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 678 of 706

Case Number: Gender:
Weight:

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

06/12/1996

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:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

25/10/1996 28/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113745

Preferred Term Severity Report Description Treatment
Agitation

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 679 of 706

Case Number: Gender:
Weight:

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

09/12/1996

31/12/1996
Causality possibleUnknown

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

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113790

Preferred Term Severity Report Description Treatment
Headache Severe

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 680 of 706

Case Number: Gender:
Weight:

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

09/12/1996

31/12/1996
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:

0.0

ZOLOFT (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1113791

Preferred Term Severity Report Description Treatment
Headache Severe

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 681 of 706

Case Number: Gender:
Weight:

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

09/12/1996

31/12/1996
Causality possibleRecovered

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: 1113792

Preferred Term Severity Report Description Treatment
Headache Severe

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 682 of 706

Case Number: Gender:
63.00Weight:

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

10/12/1996

17/06/1996
Causality probableRecovered

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 Daily OralTablet 100.0

ZOLOFT (Suspected)

01/09/1995 31/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113798

Preferred Term Severity Report Description Treatment
Affect lability Emotional instability
Aggression Uncontrolled anger
Suicide attempt

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 683 of 706

Case Number: Gender:
50.00Weight:10/12/1996

25/11/1996
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 As necessary5.0

VALIUM (Other drug) Reason:

Headache

Stopped:Started:Batch:

As necessary0.0

DI-GESIC (Other drug) Reason:

Menopausal symptoms

Stopped:Started:Batch:

Microgram Daily625.0

PREMARIN (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

12/11/1996 25/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113809

Preferred Term Severity Report Description Treatment
Oedema

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 684 of 706

Case Number: Gender:
Weight:13/12/1996

28/11/1996
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 23/10/1996 21
ALT = SGPT 28/11/1996 212
ALT = SGPT 29/11/1996 248
ALT = SGPT 09/12/1996 83
GGT = SGGT = 
GGTP

23/10/1996 15
GGT = SGGT = 
GGTP

28/11/1996 155
GGT = SGGT = 
GGTP

09/12/1996 108

Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected)

24/10/1996 03/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113847

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Increased liver function tests

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 685 of 706

Case Number: Gender:
Weight:13/12/1996

28/11/1996
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

GGT = SGGT = 
GGTP

29/11/1996 177
SAP = ALP 23/10/1996 84
SAP = ALP 28/11/1996 172
SAP = ALP 29/11/1996 167
SAP = ALP 09/12/1996 157

Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected)

24/10/1996 03/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113847

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 686 of 706

Case Number: Gender:
Weight:

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

12/12/1996

Causality possibleUnknown
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)

01/09/1996 05/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113874

Preferred Term Severity Report Description Treatment
Hyperkinesia
Insomnia
Paraesthesia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 687 of 706

Case Number: Gender:
Weight:

Patient was rechallenged with zoloft 25mg tablet and the reaction recurred.

12/12/1996

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 1 time OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113876

Preferred Term Severity Report Description Treatment
Vomiting Zoloft discontinued

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 688 of 706

Case Number: Gender:
Weight:

Patient was changed to aropax and developed such severe symptoms that it was discontinued in 3 days.

12/11/1996

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

17YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected)

   11D

Reason:

Hospitalisation:

Report Details:
Seq: 1113877

Preferred Term Severity Report Description Treatment
Nausea Severe

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 689 of 706

Case Number: Gender:
Weight:

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

12/12/1996

07/11/1996
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 07/11/1996 117
ALT = SGPT 07/12/1996 367
AST = SGOT 07/11/1996 57
AST = SGOT 07/12/1996 157

Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected)

28/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113878

Preferred Term Severity Report Description Treatment
Fatigue
Headache
Hepatic function abnormal

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 690 of 706

Case Number: Gender:
58.00Weight:

Direct causal effect proven by withdrawal and rechallenge.  the dosage start date is not accurate but indicates that start occurred 
sometime during the year.

16/12/1996

29/11/1996
Causality certainRecovered

DOB:

M
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

PARACETAMOL (Other drug) Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily10.0

TEMAZEPAM (Other drug)

L TERM

Reason:

Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily20.0

OMEPRAZOLE (Other drug)

01/01/1992

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily30.0

OXAZEPAM (Other drug)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1113954

Preferred Term Severity Report Description Treatment
Anorexia
Diarrhoea Cessation of sertraline
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 691 of 706

Case Number: Gender:
58.00Weight:

Direct causal effect proven by withdrawal and rechallenge.  the dosage start date is not accurate but indicates that start occurred 
sometime during the year.

16/12/1996

29/11/1996
Causality certainRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

57YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

SERTRALINE HYDROCHLORIDE (Suspected)

28/11/1996 03/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113954

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 692 of 706

Case Number: Gender:
96.00Weight:16/12/1996

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:

Milligram Daily100.0

ZOLOFT (Suspected)

16/10/1996 20/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113965

Preferred Term Severity Report Description Treatment
Urticaria Widespread urticarial rash
Hyperhidrosis
Osteoarthritis

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 693 of 706

Case Number: Gender:
65.00Weight:

Patient had prior exposure to zoloft 4 months ago experiencing same reaction.

17/12/1996

08/12/1996
Causality certainNot yet recovered

DOB:

M
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 Daily OralTablet 50.0

ZOLOFT (Suspected)

06/12/1996 09/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113981

Preferred Term Severity Report Description Treatment
Pain Painful groin - ie: spermatic cords.

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 694 of 706

Case Number: Gender:
Weight:

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

18/12/1996

31/12/1996
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 50.0

ZOLOFT (Suspected)

    2W

Reason:

Hospitalisation:

Report Details:
Seq: 1114000

Preferred Term Severity Report Description Treatment
Amnesia

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 695 of 706

Case Number: Gender:
Weight:

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

18/12/1996

31/12/1996
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium Serum na = 119

Laboratory Investigations:

83YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

RENITEC (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily10.0

TEMAZEPAM (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    3W

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1114001

Preferred Term Severity Report Description Treatment
Confusional state Fluids restricted, therapy 

changed to moclobemide.
Delirium
Hyponatraemia
Polydipsia
Urinary tract infection

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 696 of 706

Case Number: Gender:
Weight:

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

18/12/1996

31/12/1996
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:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    2D

Reason:

Hospitalisation:

Report Details:
Seq: 1114003

Preferred Term Severity Report Description Treatment
Dry skin
Pruritus
Rash

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 697 of 706

Case Number: Gender:
Weight:

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

18/12/1996

31/12/1996
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 1 time OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1114007

Preferred Term Severity Report Description Treatment
Paraesthesia Burning sensations of the hands and feet.
Paraesthesia Crawling sensation of the skin
Nervousness
Palpitations
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 698 of 706

Case Number: Gender:
Weight:

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

18/12/1996

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:

0.0

MOGADON (Other drug) Reason:

Stopped:Started:Batch:

0.0

VALIUM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

    3W

Reason:

Hospitalisation:

Report Details:
Seq: 1114008

Preferred Term Severity Report Description Treatment
Headache

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 699 of 706

Case Number: Gender:
Weight:

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

18/12/1996

31/12/1996
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:

0.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1114009

Preferred Term Severity Report Description Treatment
Ejaculation disorder

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 700 of 706

Case Number: Gender:
Weight:

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

18/12/1996

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 150.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1114010

Preferred Term Severity Report Description Treatment
Speech disorder Slight speech impairment
Dystonia Changed to aropax

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 701 of 706

Case Number: Gender:
Weight:

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

18/12/1996

31/12/1996
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: 1114011

Preferred Term Severity Report Description Treatment
Dyspepsia Severe

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 702 of 706

Case Number: Gender:
Weight:

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

23/12/1996

31/12/1996
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: Admitted to hospital

Report Details:
Seq: 1114132

Preferred Term Severity Report Description Treatment
Agitation Zoloft withdrawn
Dizziness
Tremor

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 703 of 706

Case Number: Gender:
82.00Weight:30/12/1996

19/12/1996
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

58YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

PREMARIN (Other drug) Reason:

Stopped:Started:Batch:

0.0

LOSEC (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1114165

Preferred Term Severity Report Description Treatment
Pruritus

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 704 of 706

Case Number: Gender:
62.00Weight:

After ceasing medication, the diarrhoea resolved. patient was rechallenged on 19-21/12/96 and the diarrhoea recurred within 24 
hours.

30/12/1996

20/10/1996
Causality certainUnknown

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:

Milligram Daily OralTablet 2.0

ROHYPNOL (Other drug)

L TERM

Reason:

Menopausal symptoms

Stopped:Started:Batch:

Milligram Daily OralTablet 1.2

OGEN (Other drug)

L TERM

Reason:

Menopausal symptoms

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

PRIMOLUT-N (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected)

30/09/1996 09/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1114167

Preferred Term Severity Report Description Treatment
Diarrhoea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 705 of 706

Case Number: Gender:
95.00Weight:

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.

30/12/1996

11/12/1996
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram As necessary5.0

SEREPAX (Other drug)

01/01/1995

Reason:

Nausea and vomiting

Stopped:Started:Batch:

Milligram As necessary5.0

STEMETIL (Other drug) Reason:

Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily20.0

LOSEC (Other drug)

01/01/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Alternate days25.0

ZOLOFT (Suspected)

10/12/1996 14/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1114168

Preferred Term Severity Report Description Treatment
Dizziness
Nausea

Causality:



  Date Range: 1 Jan 1992 To 31 Dec 1996  Unclear causality excluded  GM medicines Only  Tradenames: Chem Mart 
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline,SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White 
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 27/07/2007 07:56AM Database: pusime02 ADRS004 Page 706 of 706

Case Number: Gender:
55.00Weight:31/12/1996

18/12/1996
Causality probableRecovered

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 Daily50.0

ZOLOFT (Suspected)

18/12/1996 18/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1114217

Preferred Term Severity Report Description Treatment
Diarrhoea Loose bowel motions
Abdominal pain
Agitation Required diazepam 10mg ivi, 

1mg iviAnxiety Severe

Causality:
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