THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 123779 Seq: 1 Gender: M
Reported: 06/01/1998 Weight:
Hospitalisation: Age:
Onset Date: 31/12/1997 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Epistaxis

Medicine Details:
ZOLOFT (Suspected) Reason: Depression

50.0 Milligram Daily
3atch: Started: 30/12/1997 stopped: 02/01/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  27/07/200  10:59A!  Database: pusime ADRS004 Page 1 of 581



TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 123790 Seq: 1 Gender: F
Reported: 07/01/1998 Weight:
Hospitalisation: Age:
Onset Date: 31/12/1997 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dizziness Became disorientated and dizzy
Confusional state Convicted for shoplifting Zoloft discontinued
Drug withdrawal syndrome
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
0.0
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

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

Report Run  27/07/200 10:59A!

Database: pusime

ADRS004 Page 2 of 581




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 123791 Seq: 1 Gender: F
Reported: 07/01/1998 Weight:
Hospitalisation: Age:
Onset Date: 31/12/1997 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Libido decreased Zoloft discontinued

Medicine Details:
ZOLOFT (Suspected) Reason:
0.0

3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

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

Report Run  27/07/200  10:59Al  Database: pusime ADRS004 Page 3 of 581



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 123793 Seq: 1 Gender: M
Reported: 07/01/1998 Weight:
Hospitalisation: Hospitalisation prolonged Age:
Onset Date: 31/12/1997 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Rash A cutaneous eruption Vancomycin therapy had been
discontinued

Medicine Details:

CLEXANE (Suspected) Reason: Other prophylactic procedures
0.0
3atch: Started: stopped:
VANCOMYCIN HYDROCHLORIDE (Suspected) Reason:
0.0
3atch: Started: Stopped:
ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: Stopped: 3D

Laboratory Investigations:
Date Type Range Date Tested Result Details

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

Report Run  27/07/200 10:59A1 Database: pusime ADRS004 Page 4 of 581



TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 123794 Seq: 1 Gender: M
Reported: 07/01/1998 Weight:
Hospitalisation: Age: 36Y
Onset Date: 31/12/1997 DOB:
Outcome: Unknown Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment
Alopecia Experienced hair loss Zoloft discontinued
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
0.0
3atch: Started: stopped: 2W
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
The patient recommenced zoloft. within days, he felt that he was suffering hair loss again. - the date of onset is not accurate but

indicates that onset occurred sometime during the year.

Report Run  27/07/200 10:59A!

Database: pusime
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 123795 Seq: 1 Gender: M
Reported: 07/01/1998 Weight:
Hospitalisation: Age: 44Y
Onset Date: 31/12/1997 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Urinary incontinence Bladder overflow

Medicine Details:
ZOLOFT (Suspected) Reason:
0.0

3atch: Started: 01/06/1997 stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
- 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.

Report Run  27/07/200  10:59Al  Database: pusime ADRS004 Page 6 of 581



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 123796 Seq: 1 Gender: F
Reported: 07/01/1998 Weight:
Hospitalisation: Age: 20Y
Onset Date: 31/12/1997 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Tremor Shakiness
Agitation Zoloft discontinued
Anxiety
Drug withdrawal syndrome

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 200.0 Milligram Daily Oral
3atch: Started: 01/07/1997 stopped:  28/12/1997 5M

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

- 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.

Report Run  27/07/200  10:59A!  Database: pusime ADRS004 Page 7 of 581



TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 123798
Reported: 07/01/1998
Hospitalisation:
Onset Date: 31/12/1997
Outcome: Unknown

Reaction Detai

Seq: 1

: Causality possible

Preferred Term

Severity

Report Description

Treatment

Dizziness
Fatigue
Libido decreased

Dizzy spells

Generally lacking in energy
Non-specific sexual dysfunction

Medicine Details:

PANADEINE FORTE (Suspected)

3atch:

0.0
Started:

Reason: Pain

As necessary

Stopped:

ZOLOFT (Suspected)
Tablet
3atch:

50.0 Milligram

Started:

Reason: Depression

Daily

Stopped:

Laboratory Investigations:

Date Type

Range Date Tested

Result

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

Report Run  27/07/200 10:59A!

Database: pusime

ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 123799 Seq: 1 Gender: F
Reported: 07/01/1998 Weight:
Hospitalisation: Age: A2
Onset Date: 31/12/1997 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Coordination abnormal Loss of balance
Dizziness

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
The doctor is considering reducing the dose but is concerned at lack of control of this patient's depression. - the date of onset is
not necessarily accurate but indicates that onset occurred sometime during the month.

Report Run  27/07/200  10:59Al  Database: pusime ADRS004 Page 9 of 581



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 123865 Seq: 1 Gender: M
Reported: 09/01/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Libido decreased

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  27/07/200  10:59Al  Database: pusime ADRS004 Page 10 of 581



THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

TGA

THERAPEUTIC 600DS

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 123868 Seq: 1
Reported: 14/01/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: F
Weight:

Age: 32Y
DOB:

Causality: Causality probable

Preferred Term Severity Report Description Treatment
Rash Systemic rash Zoloft discontinued. the patient
was managed on lovan.

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 2W

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 10:59A1 Database: pusime ADRS004

Page 11 of 581




THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Chemists Sertraline,Xydep,ZOLOFT

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Report Detail

Case Number: 123906 Seq: 1 Gender: F
Reported: 12/01/1998 Weight: 99.00
Hospitalisation: Age: 62Y
Onset Date: 22/12/1997 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Oedema peripheral Ceased zoloft.
Medicine Details:
BRUFEN (Other drug) Reason:
0.0 As necessary
3atch: Started: stopped:
ALDACTONE (Other drug) Reason:
100.0 Milligram Daily
3atch: Started: Stopped:
RAMACE (Other drug) Reason:
5.0 Milligram Daily
3atch: Started: Stopped:
THYROXINE SODIUM (Other drug) Reason:
150.0 Microgram Daily
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  27/07/200  10:59Al  Database: pusime ADRS004 Page 12 of 581




THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 123906 Seq: 1 Gender: F
Reported: 12/01/1998 Weight: 99.00
Hospitalisation: Age: 62Y
Onset Date: 22/12/1997 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 13/11/1997 stopped:  07/01/1998

Laboratory Investigations:

Additional Information:

Report Run  27/07/200 10:59A1 Database: pusime

ADRS004

Page 13 of 581




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 123948 Seq: 1 Gender: F
Reported: 14/01/1998 Weight:
Hospitalisation: Age: A3
Onset Date: 31/12/1997 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Arthralgia Severe Zoloft discontinued

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 6W

Laboratory Investigations:

Date Type Range Date Tested Result Details

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

Report Run  27/07/200 10:59A1 Database: pusime ADRS004 Page 14 of 581



THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 123951 Seq: 1
Reported: 14/01/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: F
Weight:
Age: 35Y
DOB:
Causality: Causality possible

Date Type Range Date Tested Result

Preferred Term Severity Report Description Treatment
Nausea Severe Zoloft discontinued and aurorix
commenced.
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 25.0 Milligram Daily Oral
3atch: Started: stopped:
Laboratory Investigations:
Details

Additional Information:

Report Run  27/07/200 10:59A1 Database: pusime ADRS004

Page 15 of 581




THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 123952 Seq: 1
Reported: 14/01/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: F
Weight:
Age: 39Y
DOB:
Causality: Causality possible

Date Type Range Date Tested Result

Preferred Term Severity Report Description Treatment

\VVomiting Severe Zoloft discontinued and aurorix
commenced.
Medicine Details:
ZOLOFT (Suspected) Reason:

Tablet 50.0 Milligram Daily Oral

3atch: Started: stopped:
Laboratory Investigations:

Details

Additional Information:

Report Run  27/07/200 10:59A1 Database: pusime ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 123953 Seq: 1 Gender: M
Reported: 14/01/1998 Weight:
Hospitalisation: Age: 44Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Paraesthesia Neuritic paraethesias in arms
Pain Sore neck
Asthenia
Dizziness Zoloft re-commenced
Drug withdrawal syndrome
Fatigue

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  27/07/200  10:59A!  Database: pusime ADRS004 Page 17 of 581



THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 123954 Seq: 1
Reported: 14/01/1998
Hospitalisation:
Onset Date: 06/01/1998
Outcome: Unknown

Reaction Detai

Gender: F
Weight:

Age: 38Y
DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Paraesthesia Pins and needles in her hands
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 06/01/1998 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 10:59A1 Database: pusime

ADRS004

Page 18 of 581




THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Chemists Sertraline,Xydep,ZOLOFT

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

123956
14/01/1998

Seq: 1

Unknown

Gender: F
Weight:
Age: 35Y
DOB:
Causality: Causality possible

Preferred Term Severity

Report Description Treatment

Libido decreased

Medicine Details:

ZOLOFT (Suspected)
Tablet

3atch: Started:

50.0 Milligram

Reason:
Daily Oral

Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested

Result Details

Additional Information:
The patient was previously treated with prothiaden

Report Run  27/07/200 10:59A1 Database: pusime

ADRS004 Page 19 of 581




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report

Detail

Case Number: 123957
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

14/01/1998

Unknown

Seq: 1

Gender: M
Weight:
Age: 38Y
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Hepatic function abnormal

Increase in liver enzymes (ast, alt and ggt) [Zoloft and lithium ceased.

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

0.0
Started:

Reason:
Oral

Stopped:

LITHIUM CARBONATE (Suspected)
Tablet
3atch:

0.0
Started:

Reason:
Oral
Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested Result Details

Additional Information:

Report Run

27/07/200 10:59A!

Database: pusime

ADRS004 Page 20 of 581




TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 123959
Reported: 14/01/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Seq: 1

Gender: F
Weight:
Age: 22Y
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Palpitations

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

0.0
Started:

Reason:
Oral
Stopped: CONTIN

Laboratory Investigations:

Date Type

Range Date Tested

Result Details

Additional Information:

Report Run  27/07/200 11:00A!

Database: pusime

ADRS004 Page 21 of 581




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 123966 Seq: 1 Gender: F
Reported: 14/01/1998 Weight:
Hospitalisation: Age: A4
Onset Date: 31/12/1997 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Purpura Bruising around lower legs Zoloft to be discontinued
temporarily. fbc to be done.
Insomnia Required
Specialist

Consultation

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/10/1997 stopped: 28/01/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

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

Report Run  27/07/200  11:00A!  Database: pusime ADRS004 Page 22 of 581



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 123970 Seq: 1 Gender: F
Reported: 15/01/1998 Weight:
Hospitalisation: Age: 77Y
Onset Date: 13/12/1997 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Hypoglycaemia Low blood sugar levels. Zoloft discontinued

Medicine Details:

TEMAZE (Other drug) Reason:
1.0 Dose Unspecified As necessary
3atch: Started: stopped:
ZESTRIL (Other drug) Reason: Congestive heart failure
Tablet 5.0 Milligram Daily Oral
3atch: Started: Stopped:
LASIX (Other drug) Reason: Congestive heart failure
Oral application 40.0 Milligram Daily Oral
3atch: Started: stopped:  17/12/1997
SLOW-K (Other drug) Reason:
Tablet 600.0 Milligram Daily Oral
3atch: Started: Stopped:  17/12/1997
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient made good recovery from this episode, but died 03/01/98 of independent cause.

Report Run  27/07/200  11:00Al!  Database: pusime ADRS004 Page 23 of 581



TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 123970 Seq: 1 Gender: F
Reported: 15/01/1998 Weight:
Hospitalisation: Age: 77Y
Onset Date: 13/12/1997 DOB:

Outcome: Recovered Causality: Causality probable
Reaction Detai
Medicine Details:

METFORMIN HYDROCHLORIDE (Other drug) Reason: Diabetes mellitus

Tablet 1.0 Gram Daily Oral

3atch: Started: stopped:  17/12/1997
DAONIL (Other drug) Reason: Diabetes mellitus

Tablet 20.0 Milligram Daily Oral

3atch: Started: stopped:  17/12/1997
PANADEINE FORTE (Other drug) Reason:

Oral application 4.0 Dose Unspecified Daily Oral

3atch: Started: Stopped:
PARACETAMOL (Other drug) Reason:

4.0 Dose Unspecified Daily
3atch: Started: Stopped:

Laboratory Investigations:

Additional Information:
Patient made good recovery from this episode, but died 03/01/98 of independent cause.
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TGA

THERAPEUTIC 600DS

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 123970 Seq: 1 Gender: F
Reported: 15/01/1998 Weight:
Hospitalisation: Age: 77Y
Onset Date: 13/12/1997 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 12/12/1997 stopped:  17/12/1997

Laboratory Investigations:

Additional Information:
Patient made good recovery from this episode, but died 03/01/98 of independent cause.
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124001 Seq: 1 Gender: F
Reported: 16/01/1998 Weight:
Hospitalisation: Age: AD
Onset Date: 14/12/1997 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Feeding disorder neonatal 'off food'
Diarrhoea neonatal
VVomiting neonatal Sertraline discontinued
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
Oral application 0.0 Breast milk transfer
3atch: Started: 12/12/1997 stopped:  18/12/1997
Laboratory Investigations:
Date Type Range Date Tested Result Details

normally.

Additional Information:

Breastfed baby. mother commenced on sertraline 50mg daily on 12/12/97. baby had vomiting, diarrhoea and 'off food', not
drinking well from about the same day. mother ceased zoloft on 18/12/97. o/e ent/chest/abdom - no clinical abnormality. bag
su/faecal spec - no pathogens/heavy mixed growth in bag spec seen again 22/12/97 - much improved - eating and drinking
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124005 Seq: 1 Gender: M
Reported: 16/01/1998 Weight: 82.00
Hospitalisation: Age: 49Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Chills Shakes Zoloft discontinued

Abdominal pain
Disturbance in attention
Headache

Insomnia

Medicine Details:

XANAX (Other drug) Reason: Anxiety neurosis
2.0 Milligram Daily
3atch: Started: 01/01/1996 stopped:
ZOLOFT (Suspected) Reason: Depression
25.0 Milligram Daily
3atch: Started: 29/12/1997 stopped: 01/01/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not accurate but indicates that start occurred sometime during the year.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

124009
15/01/1998

18/11/1997
Recovered

Seq: 1

Gender:

F

Weight:

Age:

43Y

DOB:

Causality

: Causality probable

Preferred Term

Severity Report Description

Treatment

Vaginal haemorrhage

Ceased zoloft

Medicine Details:

PREMARIN (Other drug)
Tablet
3atch:

Menopausal symptoms
Oral

Reason:
625.0 Microgram
Started: L TERM

Daily
Stopped:

ZOLOFT (Suspected)
Tablet
3atch:

Reason: Depression

50.0 Milligram Oral

Started: 04/11/1997

Daily
Stopped:

17/11/1997

Laboratory Investigations:

Date Type

Range Date Tested Result

Details

Additional Information:
Patient has history of endometriosis.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124140 Seq: 1 Gender: F
Reported: 19/01/1998 Weight: 61.00
Hospitalisation: Age: 38Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment

Drug withdrawal syndrome
Herpes simplex
Therapeutic response unexpecte

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 11/01/1997 stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
The patient has been on zoloft 50mg daily since january 1997. on the 3 occasions she has missed more than 3 tablets, she has
developed a lesion (cold sore) on the lip. she has been cold sore free while on zoloft.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 124191 Seq: 1 Gender: M
Reported: 19/01/1998 Weight:
Hospitalisation: Age:
Onset Date: 31/01/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Rash

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/01/1998 stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
- 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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124192 Seq: 1 Gender: M
Reported: 19/01/1998 Weight:
Hospitalisation: Age: 54Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyperkinesia

Medicine Details:
ZOLOFT (Suspected) Reason: Depression

0.0
3atch: Started: stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124205 Seq: 1 Gender: F
Reported: 19/01/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anxiety
Libido decreased Zoloft discontinued by dose
reduction i.e. 100mg for 2 days
then 59mg for 2 days then

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 150.0 Milligram Reducing Oral
3atch: Started: stopped: oM

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124206 Seq: 1
Reported: 19/01/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: F
Weight:
Age:
DOB:
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome
Nausea Severe Zoloft ceased and to
commence on aurorix.

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 150.0 Milligram Daily Oral
3atch: Started: stopped: oM

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

THERAPEUTIC 600DS

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124215 Seq: 1 Gender: F
Reported: 19/01/1998 Weight:
Hospitalisation: Age: 53Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Diarrhoea Severe
Dry mouth
Nausea

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram 1 time Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

124216
19/01/1998

Seq: 1

Not yet recovered

Gender: F
Weight:
Age:
DOB:
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Rash Rash over the entire body.
Nausea
Pruritus
Visual disturbance Cortisone and antihistamines.

zoloft ceased.
Medicine Details:
ZOLOFT (Suspected) Reason:

Tablet 50.0 Milligram Daily Oral

3atch: Started: stopped:
Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient started therapy with zoloft 50mg daily and experienced blurred vision and nausea. recovered spontaneously. when dose
was increased to 125mg daily the patient experienced pruritus and rash.
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124218 Seq: 1 Gender: F
Reported: 19/01/1998 Weight:
Hospitalisation: Age: 83Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment
Abdominal pain Gastrointestinal upset.
Diarrhoea
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
Tablet 1.0 Dose Unspecified 1 time Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
After first dose of zoloft patient suffered symptoms. took zoloft at a later date which resulted in same symptoms occurring the
patient had recently undergone a bowel resection.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 124333 Seq: 1 Gender: M
Reported: 22/01/1998 Weight:
Hospitalisation: Age: 72
Onset Date: 09/01/1998 DOB: 21/11/1925
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Diplopia Ceased sertraline.

Medicine Details:

SERTRALINE HYDROCHLORIDE (Suspected) Reason: Depression
50.0 Milligram Daily
3atch: Started: 10/12/1997 stopped:  09/01/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 124347

Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Reported: 27/01/1998

Seq: 1

Gender: F
Weight:
Age: 38Y
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Dystonia
Anorgasmia

Stiffness of the jaw

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

Started:

Reason:

0.0

Oral

Stopped:

CONTIN

Laboratory Investigations:

Date Type

Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124349 Seq: 1 Gender: M
Reported: 27/01/1998 Weight:
Hospitalisation: Age: 58Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dystonia Stiffness of the jaw

Medicine Details:
ZOLOFT (Suspected) Reason:

Tablet 0.0 Oral
3atch: Started: stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124350 Seq: 1 Gender: F
Reported: 22/01/1998 Weight:
Hospitalisation: Age: 19Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Acne

Medicine Details:
ZOLOFT (Suspected) Reason:

Tablet 0.0 Oral
3atch: Started: stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124351 Seq: 1
Reported: 22/01/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: M

Weight:
Age: 35Y
DOB:

Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Tremor Severe

Zoloft was reduced to 50mg
from 150mg. valium 5mg daily
was prescribed for 5 days.

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 150.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 11:00A! Database: pusime ADRS004

Page 41

of 581




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124352 Seq: 1 Gender: M
Reported: 22/01/1998 Weight:
Hospitalisation: Age: 16Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Mania Hypomanic Ceased zoloft

Medicine Details:

ZOLOFT (Suspected) Reason: Anxiety neurosis
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient was commenced on zoloft 25mg daily, which was increased to 50mg daily.
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124353 Seq: 1 Gender: F
Reported: 22/01/1998 Weight:
Hospitalisation: Age: 18Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Mania Hyomanic Prescribed anti-psychotic for
sleep. ceased zoloft.
Medicine Details:
ZOLOFT (Suspected) Reason: Anxiety neurosis
Tablet 25.0 Milligram Daily Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient was commenced on zoloft 25mg daily which was than increased to 50mg daily.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report

Detail

Case Number: 124354
Reported: 22/01/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Seq: 1

Gender:

M

Weight:

Age:

51Y

DOB:

Causality

: Causality probable

Preferred Term

Severity

Report Description

Treatment

Paraesthesia

Burning sensation scalp region/back Ceased zoloft.

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

Started:

0.0

Reason:
Oral

Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 124355 Seq: 1 Gender: F

Reported: 22/01/1998 Weight:

Hospitalisation: Admitted to hospital Age: 30Y
Onset Date: DOB:

Outcome: Recovered Causality: Causality probable

Reaction Detai
Preferred Term Severity Report Description Treatment

Oesophageal spasm

Ceased zoloft. therapy
changed to efexor.

Medicine Details:

Report Run  27/07/200 11:00A! Database: pusime

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 2W
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124356 Seq: 1 Gender: M
Reported: 27/01/1998 Weight:
Hospitalisation: Age: 28Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dystonia Stiffness of the jaw

Medicine Details:
ZOLOFT (Suspected) Reason:

Tablet 0.0 Oral
3atch: Started: stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124358 Seq: 1 Gender: F
Reported: 27/01/1998 Weight:
Hospitalisation: Age: 40Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible

Reaction Detai
Preferred Term Severity Report Description Treatment

Drug withdrawal syndrome
Nausea Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 150.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient experienced nausea on withdrawl of zoloft. commenced on another antide pressant (unspecified) after one week washout
period due to failure to respond to zoloft.

Report Run  27/07/200  11:00A!  Database: pusime ADRS004 Page 47 of 581



TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Rash

Case Number: 124359 Seq: 1 Gender: F
Reported: 22/01/1998 Weight:
Hospitalisation: Age: 40Y
Onset Date: 06/01/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Conjunctivitis Eyes are red, swollen and itchy.
Urticaria Urticaria covers arms/feet/ankles/midriff.

Prednisone and promethazine
without improvement. zoloft

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/06/1997 stopped:  12/01/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124362 Seq: 1 Gender: M
Reported: 27/01/1998 Weight:
Hospitalisation: Age: 60Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome Required Sexual dysfunction
Specialist
Consultation

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 200.0 Milligram Daily Oral
3atch: Started: stopped: 18M

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124363
Reported: 27/01/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Seq: 1

Gender: M
Weight:
Age: 35Y
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Headache
Nausea

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

0.0
Started:

Reason:
Oral
Stopped: CONTIN

Laboratory Investigations:

Date Type

Range Date Tested

Result Details

Additional Information:
These events resolved spontaneously.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Run

Report Detail
Case Number: 124364 Seq: 1 Gender: F
Reported: 27/01/1998 Weight:
Hospitalisation: Age: 45Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Urticaria Urticaria of the area around eyes. Ceased zoloft.
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 0.0 Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Reported

Report Detail
Case Number:
1 27/01/1998
Hospitalisation:
Onset Date:
Outcome:
Reaction Detai

124365

Unknown

Seq: 1

Gender: M
Weight:
Age:
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Flushing
Paraesthesia

Medicine Details:

ZOLOFT (Suspe
Tablet
3atch:

cted)

0.0
Started:

Reason:
Oral

Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested

Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report

Case Number:
Reported
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Detail

124366
: 27/01/1998

Unknown

Seq: 1

Gender: U
Weight:

Age:
DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Insomnia

Reduction in sleep to 2 hours per night.

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

Started:

Reason:

Stopped:

Oral
CONTIN

Laboratory Investigations:

Date

Type

Range Date Tested Result

Details

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Run

Report Detail
Case Number: 124367 Seq: 1 Gender: U
Reported: 27/01/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Somnolence Experienced increase in sleeping hours Ceased zoloft
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet Oral
3atch: Started: stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Run

Report Detail
Case Number: 124368 Seq: 1 Gender: U
Reported: 27/01/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Somnolence Increase in sleeping hours each night Ceased zoloft.
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet Oral
3atch: Started: stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Reported

Report Detail

Case Number:

124369
1 27/01/1998
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Unknown

Seq: 1

Gender: F
Weight:
Age:
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Anxiety

Medicine Details:

ZOLOFT (Suspe
Tablet
3atch:

cted)

0.0
Started:

Reason:
Oral

Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested

Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124398 Seq: 1 Gender: F
Reported: 27/01/1998 Weight:
Hospitalisation: Age: A2
Onset Date: 31/12/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Headache Head burning inside Ceased zoloft.

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram 1 time Oral
3atch: Started: stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient has had this experience on fluoxetine and paroxetine. - the date of onset is not accurate but indicates that onset occurred

sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124425 Seq: 1 Gender: U
Reported: 29/01/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyperhidrosis Night sweats

Medicine Details:
ZOLOFT (Suspected) Reason:

Tablet 0.0 Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124426 Seq: 1 Gender: F
Reported: 29/01/1998 Weight:
Hospitalisation: Age: 41Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dizziness
Drug withdrawal syndrome

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient experienced dizziness which continued for two days after cessation of zoloft. zoloft recommenced.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report

Case Number:
Reported
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Detail

124427
1 29/01/1998

Unknown

Seq: 1

Gender: F
Weight:

Age:
DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Nausea

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

0.0
Started:

Reason:

Daily

Stopped:

Oral

Laboratory Investigations:

Date

Type

Range Date Tested

Result

Details

Additional Information:

Report Run
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124428 Seq: 1 Gender: F
Reported: 29/01/1998 Weight:
Hospitalisation: Age: 77Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Rash Zoloft ceased.

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped: 02M

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient developed a skin rash after two months of therapy with zoloft. zoloft ceased.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124429 Seq: 1 Gender: F
Reported: 29/01/1998 Weight:
Hospitalisation: Age: 70Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Serotonin syndrome Zoloft ceased.

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 25.0 Milligram 1 time Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124430 Seq: 1 Gender: F
Reported: 29/01/1998 Weight:
Hospitalisation: Age: 22Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation
Muscle twitching
Tremor

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
The doctor believes that the patient may also have been taking illegal drugs at the same time.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124431 Seq: 1 Gender: F
Reported: 29/01/1998 Weight:
Hospitalisation: Age: 29Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dyskinesia Patient experienced movement disorder

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
This patient also has a terminal illness (unspecified).
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124468 Seq: 1 Gender: M
Reported: 29/01/1998 Weight: 27.00
Hospitalisation: Age: 9Y
Onset Date: 07/08/1997 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Convulsion

Medicine Details:

SERTRALINE HYDROCHLORIDE (Interaction) Reason:
Tablet 25.0 Milligram Daily Oral
3atch: tarted: 07/08/1997 stopped:  14/08/1997

CARBAMAZEPINE (Interaction) Reason:

600.0 Milligram Daily
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data Increase in frequency of partial complex fits from 3-4/month to

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,

ZOLOFT

Report Detail

Case Number: 124482 Seq: 1 Gender: M
Reported: 30/01/1998 Weight:
Hospitalisation: Age: 40Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Diarrhoea
Nausea Zoloft ceased and serzone
commenced.
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 150.0 Milligram Daily Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

serzone commenced.

Patient experienced nausea and diarrhoea upon a dosage increase of zoloft from 100mg to 150mg daily. zoloft ceased and
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124483 Seq: 1 Gender: M
Reported: 30/01/1998 Weight:
Hospitalisation: Age: 50Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyperkinesia Restlessness of legs
Agitation
Dystonia
Nausea

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Reactions resolved spontaneously after two to three weeks.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124488 Seq: 1
Reported: 30/01/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Causality

Gender: F
Weight:

Age: 30Y
DOB:

: Causality possible

Preferred Term Severity

Report Description

Treatment

Insomnia

Pt. exp. insomnia during 3 weeks of zoloft

Zoloft discontinued by patient

Medicine Details:

ZOLOFT (Suspected)
Tablet

3atch: Started:

Reason:

50.0 Milligram Daily
Stopped:

Oral
3w

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
Zoloft discontinued by patient.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124489 Seq: 1 Gender: F
Reported: 30/01/1998 Weight:
Hospitalisation: Age: 20Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Insomnia

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124490 Seq: 1
Reported: 30/01/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: F
Weight:

Age: 35Y
DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Nausea Pt.exp. persistent nausea during 3 mths of [Zoloft ceased.
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 0.0 Daily Oral
3atch: Started: stopped: 3M

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124491 Seq: 1 Gender: F

Reported: 30/01/1998 Weight:

Hospitalisation: Age: 29Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Somnolence Pt. exp. somnolence during 10 days of

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 0.0 Daily Oral
3atch: Started: stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Zoloft to continue but time of administration to be changed to night as the patient's general condition has improved.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124518 Seq: 1 Gender: F
Reported: 30/01/1998 Weight:
Hospitalisation: Age: 67Y
Onset Date: 21/01/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Abdominal pain
Anorexia
Diarrhoea
Dyspepsia
Nausea Zoloft ceased

Medicine Details:

DIDROCAL (Other drug) Reason:
0.0
3atch: Started: stopped:
DIAMICRON (Other drug) Reason:
1.0 Dose Unspecified Daily
3atch: Started: Stopped:
BURINEX (Other drug) Reason:
0.5 Dose Unspecified Daily
3atch: Started: Stopped:
LANOXIN PG (Other drug) Reason:

1.0 Dose Unspecified Daily
3atch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Reactions began within 24 hours of starting zoloft.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

124518
30/01/1998

21/01/1998
Not yet recovered

Medicine Details:

Seq: 1

Gender: F

Weight:
Age:
DOB:

67Y

Causality: Causality possible

Report Run

SOTACOR (Other drug) Reason:
0.5 Dose Unspecified Daily
3atch: Started: stopped:
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 20/01/1998 stopped: 23/01/1998
Laboratory Investigations:
Additional Information:
Reactions began within 24 hours of starting zoloft.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124564 Seq: 1 Gender: M
Reported: 02/02/1998 Weight:
Hospitalisation: Age: 50Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Migraine Increasing frequency of migraine attacks |Zoloft ceased, therapy
changed to aropax.

Medicine Details:
ZOLOFT (Suspected) Reason: Depression

0.0
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient had a history of migraine. pt was changed to aropax and there was no increase in frequency of migraine attacks.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124565 Seq: 1 Gender: F
Reported: 02/02/1998 Weight:
Hospitalisation: Admitted to hospital Age: 32Y
Onset Date: 25/01/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Convulsion Patient suffered a generalised seizure. Pt hospitalised. eeg taken

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 02/01/1998 stopped: 22/01/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient has a long history of depression and has been treated previously with fluoxetine and tricyclic antidepressants.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124581 Seq: 1 Gender: F
Reported: 02/02/1998 Weight:
Hospitalisation: Age: 45Y
Onset Date: 22/01/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Paraesthesia Felt that things were crawling over her face
Headache Throbbing in the temples Zoloft ceased
Dizziness
Dysphagia
Insomnia
Tremor

Medicine Details:

ZOLOFT (Suspected) Reason: Othr disorders of menstruation
Tablet 50.0 Milligram 1 time Oral
3atch: Started: 22/01/1998 stopped: 22/01/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

open and things crawling over her face. these symptoms had abated only a little after about 18 hours.

Within 5 hours of taking zoloft patient developed reactions including a feeling that her hair was standing on end, her eyes glued
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Chemists Sertraline,Xydep,ZOLOFT

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Report Detail

Case Number: 124590
Reported: 02/02/1998
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Seq: 1

Unknown

Gender: U
Weight:
Age:
DOB:
Causality: Causality possible

Preferred Term Severity

Report Description

Treatment

Hyperlipidaemia

Increase in lipid levels

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

50.0 Milligram
Started:

Reason:

Daily

Oral
Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124591 Seq: 1 Gender: F
Reported: 02/02/1998 Weight:
Hospitalisation: Age: 35Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Orthostatic hypotension Dose of zoloft was reduced to
50mg/day

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124592 Seq: 1 Gender: M
Reported: 02/02/1998 Weight:
Hospitalisation: Age:
Onset Date: 31/12/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Drug level decreased
Hypothyroidism Increase of thyroxine dose and
monitor.

Medicine Details:

THYROXINE SODIUM (Interaction) Reason: Myxedema
0.0
3atch: Started: stopped: CONTIN
ZOLOFT (Interaction) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/12/1997 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Male patient, on zoloft for one month, with pre-existing hypothyroidism, controlled with thyroxine. developed hypothyroidism,
warranting an increased dose of thyroxine, after commencing zoloft. - the date of onset is not accurate but indicates that onset
occurred sometime during the year. the dosage start date is not necessarily accurate but indicates that start occurred sometime
during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124594 Seq: 1 Gender: F
Reported: 02/02/1998 Weight:
Hospitalisation: Age: A5
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Myalgia Patient experienced "aches and pains"
Malaise Zoloft ceased

Medicine Details:

SERZONE (Other drug) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:
ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: Stopped: 1D

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient was a hospital patient (reason for admission unknown), felt unwell while receiving treatment with serzone and requested a
change of medication. serzone ceased and zoloft commenced. the patient experienced "aches and pains" the same day.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124596 Seq: 1
Reported: 02/02/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: F
Weight:
Age: 40Y
DOB:
Causality: Causality probable

Preferred Term Severity Report Description

Treatment

Depersonalisation Patient described feeling vague

Zoloft ceased.

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124597 Seq: 1 Gender: F
Reported: 02/02/1998 Weight:
Hospitalisation: Age: 40Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Tinnitus Ringing in the ears

Medicine Details:
ZOLOFT (Suspected) Reason:

0.0
3atch: Started: L TERM stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Female patient experienced ringing in her ears but has persisted on zoloft despite this ringing for a couple of months. she has
been on zoloft for 9 months now.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124599 Seq: 1 Gender: F
Reported: 02/02/1998 Weight:
Hospitalisation: Age: 35Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Tinnitus Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124602 Seq: 1 Gender: F
Reported: 02/02/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dizziness

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 0.0 Daily Oral
3atch: Started: stopped: 30M

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient experienced dizziness which persisted for one week after discontinuation of zoloft.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report

Detail

Case Number: 124605
Reported: 02/02/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Seq: 1

Gender: F
Weight:

Age:
DOB:

Causality: Causality probable

Preferred Term

Severity

Report Description

Treatment

Vaginal haemorrhage

Pt. exp. vaginal bleeding ("spotting")

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

Started:

Reason:
0.0 Daily
Stopped:

Oral
CONTIN

Laboratory Investigations:

Date

Type

Range Date Tested Result

Details

Additional Information:

Report Run
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

124611
03/02/1998
Admitted to hospital
29/01/1998
Recovered

Seq: 1

Gender: F
Weight:

Age:

45Y

DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Pruritus

Rash erythematous

Severe
Severe

Itchy all over

Given imi adrenaline 0.3mg.

Medicine Details:

Tablet
3atch:

ZOLOFT (Suspected)
50.0 Milligram

Started:

Reason:

1 time

Oral

Stopped:

Laboratory Investigations:

Date

Type Range

Date Tested

Result

Details

Additional Information:
Patient expereinced reaction to zoloft within one hour after first dose.

Report Run
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124627 Seq: 1 Gender: F
Reported: 02/02/1998 Weight:
Hospitalisation: Age: 32Y
Onset Date: 31/12/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Weight increased Weight continues to increase after a few

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 0.0 Daily Oral
3atch: Started: stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124638 Seq: 1 Gender: F
Reported: 04/02/1998 Weight:
Hospitalisation: Age: A4
Onset Date: 31/12/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Asthenia Felt weak in the knees
Tremor

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 200.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient was on zoloft 50mg for one week. reactions occurred when dose increased to 200mg daily. - the date of onset is not
accurate but indicates that onset occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124656 Seq: 1
Reported: 03/02/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: M
Weight:
Age: 11Y
DOB:
Causality: Causality probable

Preferred Term Severity Report Description Treatment
Glossitis Burning in mouth.
Nausea Stopped sertraline.
\Vomiting

Medicine Details:

DEXAMPHETAMINE SULPHATE (Other drug) Reason:
5.0 Milligram Daily
3atch: Started: 15/01/1998 stopped: CONTIN
SERTRALINE HYDROCHLORIDE (Suspected) Reason: Explosive personality disorder
12.5 Milligram Daily
3atch: Started: 15/01/1998 stopped: 22/01/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report

Detail

Case Number: 124674
Reported: 05/02/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Seq: 1

Gender: F
Weight:
Age: A2
DOB:
Causality: Causality probable

Preferred Term

Severity

Report Description

Treatment

Anorgasmia

Zoloft ceased

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

50.0 Milligram

Started:

Reason: Depression

Daily

Oral

Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested

Result

Details

Additional Information:
Anorgasmia appeared one month into treatment

Report Run
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report

Detail

Case Number: 124675
Reported: 05/02/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Seq: 1

Gender: F
Weight:
Age: A2
DOB:
Causality: Causality probable

Preferred Term

Severity

Report Description

Treatment

Anorgasmia

Zoloft ceased

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

50.0 Milligram

Started:

Reason: Depression

Daily

Oral

Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested

Result

Details

Additional Information:
Anorgasmia appeared one month into treatment

Report Run
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ADRS004
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 124676

Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Reported: 05/02/1998

Seq: 1

Gender: M
Weight:
Age: 35Y
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Libido decreased
Hyperhidrosis

Loss of libido
Night sweats

Zoloft ceased

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

Reason:

100.0 Milligram Daily
S TERM Stopped:

Started:

Oral

Laboratory Investigations:

Date Type

Range Date Tested Result

Details

Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 124677

Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Reported: 05/02/1998

Seq: 1

Gender: M
Weight:
Age: 55Y
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Libido decreased
Hyperhidrosis

Loss of libido
Night sweats

Zoloft ceased

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

Reason:

100.0 Milligram Daily
S TERM Stopped:

Started:

Oral

Laboratory Investigations:

Date Type

Range Date Tested Result

Details

Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124681 Seq: 1 Gender: F
Reported: 05/02/1998 Weight:
Hospitalisation: Age: 40Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation Zoloft ceased
Diarrhoea
Insomnia
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Pt commenced zoloft at 25mg, without problems. the dose increased to 50 mg and developed reactions. the dose was then
reduced to 25 mg and the reactions res olved. they returned when the dose was increased to 50 mg. zoloft ceased.
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124682 Seq: 1 Gender: M
Reported: 05/02/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Diarrhoea
Medicine Details:
ZOLOFT (Suspected) Reason:
0.0
3atch: Started: L TERM stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124689 Seq: 1 Gender: F
Reported: 05/02/1998 Weight:
Hospitalisation: Age: 44Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dizziness
Headache
Nausea

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 0.0 Daily Oral
3atch: Started: stopped: 14M

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Reactions commenced 3 weeks after cessation of zoloft
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124690 Seq: 1
Reported: 05/02/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: F
Weight:
Age:
DOB:
Causality: Causality probable

Preferred Term Severity Report Description Treatment

Hyperhidrosis Night sweats

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 0.0 Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
Experienced night sweats after 3 weeks of therapy with zoloft
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124729 Seq: 1 Gender: F
Reported: 09/02/1998 Weight: 0.00
Hospitalisation: Age: 70
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyponatraemia Suspected SIADH Admitted to hospital and zoloft
ceased.

Electrolyte imbalance
Muscle spasms
Paresis

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Pt. developed siadh after 8 days of therapy with zoloft. the patient had been treated with endep for 25 years prior to initiation of
zoloft.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124735 Seq: 1 Gender: U
Reported: 09/02/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Orthostatic hypotension

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124736
Reported: 09/02/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Seq: 1

Gender: F
Weight:
Age: 30Y
DOB:
Causality: Causality probable

Preferred Term

Severity

Report Description Treatment

Drug withdrawal syndrome
Crying
Tremor

3 months of tremors and bouts of crying.

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

Reason: Depression

100.0 Milligram Daily Oral

Started:

Stopped: 18M

Laboratory Investigations:

Date Type

Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124741 Seq: 1 Gender: F
Reported: 09/02/1998 Weight:
Hospitalisation: Admitted to hospital Age: 35Y
Onset Date: 27/01/1998 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation
Anxiety
Flushing
Nausea
Palpitations
Pruritus Zoloft ceased.

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram 1 time Oral
3atch: Started: 27/01/1998 stopped: 27/01/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Pt was admitted to hospital for 4 days because of extremely depressed state.
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THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

TGA

THERAPEUTIC 600DS

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124747 Seq: 1
Reported: 09/02/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: F
Weight:

Age: 40Y
DOB:

Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Somnolence Sedation
Agitation

Zoloft ceased.

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 3D

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124749 Seq: 1 Gender: F
Reported: 09/02/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hallucination
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 0.0 Daily Oral
3atch: Started: stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Pt had complained of the same experience prior to commencement of zoloft.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report

Case Number:
Reported
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Detail

124750
: 09/02/1998

Unknown

Seq: 1

Gender: U
Weight:

Age: 70Y
DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Hyponatraemia

Decrease in serum levels of sodium.

Zoloft ceased.

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

Started:

Reason:
Daily
Stopped:

Oral

Laboratory Investigations:

Date

Type

Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124751 Seq: 1 Gender: F
Reported: 09/02/1998 Weight:
Hospitalisation: Age: 50Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dizziness
Drug withdrawal syndrome
Headache

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 0.0 Daily Oral
3atch: Started: L TERM stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Pt experienced reactions 6 weeks after cessation of zoloft. the dose had been gradually titrated down prior to cessation.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124831 Seq: 1 Gender: M
Reported: 06/02/1998 Weight:
Hospitalisation: Age:
Onset Date: 31/12/1997 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyperhidrosis Profuse night sweating Zoloft ceased.

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/06/1997 stopped:  28/12/1997

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Patient started zoloft 50mg/d in june 1997. in mid december experienced reaction and his dose of zoloft was 25mg daily at this
time. zoloft ceased. - 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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124833 Seq: 1 Gender: U
Reported: 06/02/1998 Weight:
Hospitalisation: Age: 50Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Psychotic disorder Patient became psychotic

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 0.0 Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124834 Seq: 1
Reported: 06/02/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: M
Weight:

Age: 31Y
DOB:

Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Agitation Pt. exp. panic attacks after 3 days on zoloft

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124835 Seq: 1 Gender: M
Reported: 06/02/1998 Weight:
Hospitalisation: Age: A2
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dyspnoea

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram 1 time Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  27/07/200  11:01Al)  Database: pusime ADRS004 Page 109 of 581



TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report

Case Number:
Reported
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Detail

124836
: 06/02/1998

Unknown

Seq: 1

Gender: F
Weight:

Age:
DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Alopecia

Thinning of hair the scalp/hair loss dur.

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

Reason:

0.0 Daily
Started:

Stopped:

Oral
6M

Laboratory Investigations:

Date

Type

Range Date Tested Result

Details

Additional Information:

Report Run

27/07/200 11:01A!

Database: pusime

ADRS004

Page 110 of 581




TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124841 Seq: 1 Gender: F
Reported: 06/02/1998 Weight:
Hospitalisation: Age: 85Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Hallucination Severe
Insomnia Severe Zoloft ceased.
Medicine Details:
ZOLOFT (Suspected) Reason:
0.0
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
After zoloft withdrawn, patient was started on haloperidol without problems.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 124847 Seq: 1 Gender: F
Reported: 10/02/1998 Weight:
Hospitalisation: Age: 17Y
Onset Date: 31/01/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Acne Worsening of acne Retin a (tretinoin)

Medicine Details:

BENZTROPINE MESYLATE (Suspected) Reason:
0.0

3atch: Started: stopped:
ZYPREXA (Suspected) Reason:

Tablet 10.0 Milligram Daily Oral

3atch: Started: 16/01/1998 Stopped:
SERTRALINE HYDROCHLORIDE (Suspected) Reason:

50.0 Milligram Daily
3atch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

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

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

124870
11/02/1998

31/12/1998
Recovered

Gender: M
Weight:
Age: 80Y
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Coma

"coma-like state"

Zolft discontinued

Medicine Details:

3atch:

PIROXICAM (Other drug)

0.0
Started:

Reason:

Stopped:

3atch:

PANADEINE (Other drug)

0.0
Started:

Reason:

Stopped:

3atch:

PHOLCODINE (Other drug)

0.0
Started:

Reason:

Stopped:

3atch:

LOPERAMIDE HYDROCHLORIDE (Other drug)

0.0
Started:

Reason:

Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested

Result

Details

Additional Information:

Patient with lung cancer, leukemia and depression. other medications possibly included fluoxetine. patient was not admitted to
hospital at this time. it is not certain that the patient was taking all these medications concomitantly. - the date of onset is not
accurate but indicates that onset occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124870
Reported: 11/02/1998
Hospitalisation:
Onset Date: 31/12/1998
Outcome: Recovered

Reaction Detai

Medicine Details:

Gender: M
Weight:
Age: 80Y
DOB:
Causality: Causality possible

TEMAZEPAM (Other drug)

3atch:

Started:

0.0

Reason:

Stopped:

CYANOCOBALAMIN (Other drug)

3atch:

Started:

0.0

Reason:

Stopped:

ZOLOFT (Suspected)

3atch:

Started:

0.0

Reason:

Depression

Stopped:

3D

PROZAC (Suspected)

3atch:

Started:

0.0

Reason:

Depression

Stopped:

Laboratory Investigations:

Additional Information:

Patient with lung cancer, leukemia and depression. other medications possibly included fluoxetine. patient was not admitted to
hospital at this time. it is not certain that the patient was taking all these medications concomitantly. - the date of onset is not
accurate but indicates that onset occurred sometime during the year.
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TGA

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124870 1 Gender: M
Reported: 11/02/1998 Weight:
Hospitalisation: Age: 80Y
Onset Date: 31/12/1998 DOB:

Outcome: Recovered Causality: Causality possible
Reaction Detai
Medicine Details:
MORPHINE NOS (Suspected) Reason:
0.0
3atch: Started: stopped:
LISINOPRIL (Suspected) Reason:
0.0
3atch: Started: Stopped:

Laboratory Investigations:

Additional Information:
Patient with lung cancer, leukemia and depression. other medications possibly included fluoxetine. patient was not admitted to
hospital at this time. it is not certain that the patient was taking all these medications concomitantly. - the date of onset is not

accurate but indicates that onset occurred sometime during the year.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

124873
11/02/1998

31/12/1998
Recovered

Seq: 1

Gender: M
Weight:
Age:
DOB:
Causality: Causality possible

35Y

Preferred Term

Severity

Report Description

Treatment

Abdominal pain

Zoloft discontinued

Agitation
Anxiety
Fatigue
Insomnia
Nausea

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:
PROZAC (Suspected)
Capsule
3atch:

Reason: Depression
50.0 Milligram

Started:

Daily Oral

Stopped: 4D

Reason: Depression
Oral

Stopped: 3Y

20.0 Milligram
Started:

Daily

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Patient is hiv positive. had been on fluoxetine for three years at doses up to 40mg/day, but recently on 20mg/day. was changed
to zoloft because of his multiple other medications (not identified), without a washout period. (he was also on multiple other hiv
drugs - protease inhibitors, antivirals etc.). - the date of onset is not accurate but indicates that onset occurred sometime during
the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

THERAPEUTIC 600DS

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124874 Seq: 1 Gender: M
Reported: 11/02/1998 Weight:
Hospitalisation: Age: 40Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Diarrhoea Severe
Tremor

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report
Case N

Hospitali

Reported:

Detail

umber:

sation:

Onset Date:
Outcome:

Reaction Detai

124875
11/02/1998

Unknown

Seq: 1

Gender: F
Weight:
Age:
DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Paranoia

Episodes of paranoia comm. 2-3 daysafter

Medici

ne Details:

ZOLOFT (Suspected)

3atch:

Started:

Reason:

0.0
Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124877 Seq: 1 Gender: F
Reported: 11/02/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation

Medicine Details:

ZOLOFT (Suspected) Reason: Anxiety neurosis
Tablet 25.0 Milligram Daily Oral
3atch: Started: 01/09/1997 stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

On 25mg/day patient experienced some agitation but symptoms gradually subsided. agitation returned again when the dose was
increased to 50mg, but panic symptoms not adequately resolved, so dose increased recently to 100mg per day and the patient is
much improved, and can now leave her home. the dosage start date is not necessarily accurate but indicates that start occurred
sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124908 Seq: 1 Gender: F
Reported: 12/02/1998 Weight:
Hospitalisation: Age: 49Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Headache Severe Zoloft ceased

Medicine Details:
ZOLOFT (Suspected) Reason:

Tablet 0.0 Oral
3atch: Started: stopped: 2D

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124910
Reported: 12/02/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Seq: 1

Gender: F
Weight:
Age:
DOB:
Causality: Causality probable

Preferred Term

Severity

Report Description Treatment

Hepatic function abnormal

Zoloft ceased

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

0.0
Started:

Reason:
Daily Oral
Stopped: 2M

Laboratory Investigations:

Date Type

Range Date Tested

Result Details

Additional Information:

Pt also treated with an (unspecified) nsaid for back pain.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124911 Seq: 1 Gender: F
Reported: 12/02/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Hyperkalaemia

Medicine Details:
LASIX (Suspected) Reason:

Oral application 0.0

3atch: Started: stopped:
ZOLOFT (Suspected) Reason:

Tablet 50.0 Milligram Daily Oral

3atch: Started: Stopped:

Oral

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124912 Seq: 1
Reported: 12/02/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: M
Weight:
Age:
DOB:
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Diarrhoea
Nausea Zoloft ceased. therapy
changed to aurorix.

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

124913
13/02/1998

Unknown

Seq: 1

Gender: F

Weight:
Age: 40Y
DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Agitation

Medicine Details:

Tablet
3atch:

ZOLOFT (Suspected)

0.0
Started:

Reason:
Oral

Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested

Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

THERAPEUTIC 600DS

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124914 Seq: 1 Gender: F
Reported: 13/02/1998 Weight:
Hospitalisation: Age: 76Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Nausea
Tremor Severe

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

124915

12/02/1998

Unknown

Seq: 1

Gender: M
Weight:
Age:
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Depersonalisation
Libido decreased

Medicine Details:

Tablet
3atch:

ZOLOFT (Suspected)

0.0
Started:

Reason:
Oral

Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested

Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124916 Seq: 1 Gender: M
Reported: 13/02/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Coordination abnormal Ceased zoloft
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 0.0 Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

THERAPEUTIC 600DS

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124953 Seq: 1 Gender: M
Reported: 13/02/1998 Weight:
Hospitalisation: Age: 50Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation
Confusional state Zoloft ceased
Dizziness

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124954 Seq: 1 Gender: F
Reported: 13/02/1998 Weight:
Hospitalisation: Age: 18Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Nausea Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 4M

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient had been on zoloft for a total of four months. started on 50mg/day, than increased to 100mg/day.

Report Run  27/07/200  11:01Al)  Database: pusime ADRS004 Page 129 of 581



TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 124955 Seq: 1 Gender: F
Reported: 13/02/1998 Weight:
Hospitalisation: Age: 20Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Diarrhoea
Nausea Zoloft ceased
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 5W
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125045 Seq: 1 Gender: F

Reported: 16/02/1998 Weight: 57.00

Hospitalisation: Age: 65Y
Onset Date: 20/12/1996 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Depersonalisation Disconnection while driving a car. Sertraline ceased

Medicine Details:

SERTRALINE HYDROCHLORIDE (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/12/1996 stopped:  28/01/1997

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Pt experienced 5 episodes of reaction. pt stoped drug and reactions ceased. 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.

Report Run  27/07/200  11:01Al)  Database: pusime ADRS004 Page 131 of 581



THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125056 Seq: 1
Reported: 17/02/1998
Hospitalisation: Treated in outpatient department only.
Onset Date: 26/01/1998
Outcome: Recovered

Reaction Detai

Gender: F
Weight: 53.00

Age: 31Y
DOB:

Causality: Causality probable

Preferred Term Severity Report Description

Treatment

Rash maculo-papular Erythematous rash over entire body.

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 22/01/1998 stopped:  27/01/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 125087 Seq: 1 Gender: F

Reported: 18/02/1998 Weight:

Hospitalisation: Age: 25Y
Onset Date: 16/09/1997 DOB:

Outcome: Not yet recovered Causality: Causality possible

Reaction Detai
Preferred Term Severity Report Description Treatment

Galactorrhoea
Hyperprolactinaemia

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
50.0 Milligram Daily
3atch: Started: 19/08/1997 stopped:  28/12/1997

Laboratory Investigations:

Date Type Range Date Tested Result Details

Prolactin Rised prolactin from 28 to 36.

Additional Information:

but indicates that stoppage occurred sometime during the month.

Currently being seen by endocrinologist. ct scan normal. prolactin still raised. the dosage stop date is not necessarily accurate
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 125138 Seq: 1 Gender: F
Reported: 18/02/1998 Weight:
Hospitalisation: Age: 32Y
Onset Date: 31/12/1996 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Anxiety
Hyperhidrosis Zoloft ceased
Tremor

Medicine Details:

ZOLOFT (Suspected) Reason:
50.0 Milligram Daily

3atch: Started: 01/01/1996 stopped: 10D

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
- 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.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

125153
23/02/1998

25/01/1998

Seq: 1

Not yet recovered

Gender:

Weight

Age:

M
: 90.00
46Y

DOB:

Causality

: Causality possible

Preferred Term

Severity

Report Description

Treatment

Depersonalisation
Dizziness

Drug withdrawal syndrome
Hypoaesthesia
Paraesthesia

Medicine Details:

ZOLOFT (Suspected)

3atch:

0.0
Started:

Reason:

Stopped:

22/01/1998

Laboratory Investigations:

Date Type

Range Date Tested

Result

Details

Additional Information:

Pt restarted on zoloft at lower dose (1/2 daily).
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125164 Seq: 1 Gender: F
Reported: 23/02/1998 Weight: 60.00
Hospitalisation: Age: 29Y
Onset Date: 10/12/1997 DOB:
Outcome: Not yet recovered Causality: Causality probable

Reaction Detai
Preferred Term Severity Report Description Treatment

Hyperhidrosis Cold sweats
Dizziness Severe
Drug withdrawal syndrome
Myalgia Severe
Nausea Severe

Medicine Details:
ZOLOFT (Suspected) Reason: Depression

100.0 Milligram Daily
3atch: Started: 01/01/1994 stopped:  10/12/1997

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Pt was on 100 mg untill november 1997. pt tried to stop treatment, and was unsucessful. over november pt went from 100mg -
50mg. on 10th dec pt was on nil. reactions lasted 3 weeks - not toleraable so recommenced zoloft on lower dose 25mg daily. the
dosage start date is not accurate but indicates that start occurred sometime during the year.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report

Case Number:
Reported
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Detail

125191
1 23/02/1998

Unknown

Seq: 1

Gender: F
Weight:

Age:
DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Skin discolouration

Darkening/ pigmentation of skin on face

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

Started:

Reason:

Daily

Stopped:

Oral

Laboratory Investigations:

Date

Type

Range Date Tested Result

Details

Additional Information:

Report Run
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125192 Seq: 1 Gender: M
Reported: 26/02/1998 Weight:
Hospitalisation: Age: 46Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Malaise Feeling of ill being
Drug withdrawal syndrome
Dystonia Zoloft recommenced
Hypertonia
Paraesthesia

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 0.0 Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Reaction occurred after discontinuing zoloft by patient without doctor's consu lItation.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125193 Seq: 1 Gender: F
Reported: 23/02/1998 Weight:
Hospitalisation: Age: 40Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Somnolence

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
The patient also works at night.
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125194 Seq: 1 Gender: F
Reported: 23/02/1998 Weight:
Hospitalisation: Age: 95Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Syncope Became unconscious after two days of Zoloft ceased
Medicine Details:
ZOLOFT (Suspected) Reason: Otr spec symp psychopathol nec
Tablet 25.0 Milligram Daily Oral
3atch: Started: stopped: 02D
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

TGA

THERAPEUTIC 600DS

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125196 Seq: 1
Reported: 23/02/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: F
Weight:

Age:
DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Agitation Patient experienced panic attack
Tremor Shakiness next morning
\Vomiting

Medicine Details:

ZOLOFT (Suspected) Reason: Anxiety neurosis
Tablet 50.0 Milligram 1 time Oral
3atch: Started: stopped:

XANAX (Suspected) Reason:

Tablet 500.0 Microgram Daily Oral
3atch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125203 Seq: 1 Gender: M
Reported: 23/02/1998 Weight:
Hospitalisation: Age: 30Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anxiety Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 02w

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125206 Seq: 1
Reported: 23/02/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: M
Weight:
Age: 45Y
DOB:
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Nightmare Bad dreams
Insomnia Zoloft ceased

Medicine Details:

PANADEINE FORTE (Other drug) Reason: Otr&unsp vertebrogen pain synd
Tablet 0.0 Daily Oral
3atch: Started: L TERM stopped:
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: Stopped: 6w

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125208
Reported: 23/02/1998
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Unknown

Seq: 1

Gender:

M

Weight:

Age:

45Y

DOB:

Causality

: Causality possible

Preferred Term

Severity

Report Description

Treatment

Suicide attempt
Depression

Became suicidal

Medicine Details:

ALCOHOL (Suspected)
Oral application
3atch:

0.0
Started:

Reason:

Oral

Stopped:

SEREPAX (Suspected)

3atch:

0.0
Started:

Reason:

Stopped:

ZOLOFT (Suspected)
Tablet
3atch:

50.0
Started:

Reason: Depression

Milligram Daily

Oral

Stopped:

6W

Laboratory Investigations:

Date Type

Range

Date Tested

Result

Details

Additional Information:

A doctor reports that a male patient, 45 years, experienced insomnia and bad dreams during 5 - 6 weeks of therapy with zoloft
50mg daily for the management of a recurrent depressive episode. zoloft ceased. the patient commenced drinking alcohol and
taking serapax 2 days later and became suicidal. he discharged himself from hospital and has vanished. he has also taken

panadeine forte for the past 15 years for the management of back pain.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125211 Seq: 1 Gender: F

Reported: 23/02/1998 Weight:

Hospitalisation: Age: 32Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Weight increased Wieght gain of 5 kg in 6 months Zoloft ceased

Medicine Details:
ZOLOFT (Suspected) Reason: Depression

0.0
3atch: Started: L TERM stopped: 06M

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Run

Report Detail
Case Number: 125213 Seq: 1 Gender: M
Reported: 23/02/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Ejaculation failure Zoloft ceased, therapy
changed to moclobemide.
Medicine Details:
ZOLOFT (Suspected) Reason:
0.0
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
27/07/200  11:01A)  Database: pusime ADRS004 Page 146 of 581




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report

Detail

Case Number: 125214
Reported: 23/02/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Seq: 1

Gender: F
Weight:

Age:
DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Acne

Developed pustular acne and vesicle

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

Started:

0.0

Reason:
Daily
Stopped:

Oral

Laboratory Investigations:

Date

Type

Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125220 Seq: 1 Gender: F
Reported: 23/02/1998 Weight:
Hospitalisation: Age: 32Y
Onset Date: 31/01/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dizziness
Drug withdrawal syndrome
Headache
Visual disturbance

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 100.0 Milligram Daily Oral
3atch: Started: 01/07/1997 stopped: 28/01/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Patient treated for post-natal depression. she is attempting to wean off more slowly and is now down to 50mg every fourth day.
reaction occurred on reducing dose. - 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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125227 Seq: 1 Gender: M
Reported: 23/02/1998 Weight:
Hospitalisation: Age: 35Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anorexia

Medicine Details:
DIAZEPAM (Other drug) Reason:

Oral application 0.0

3atch: Started: stopped:
ZOLOFT (Suspected) Reason:

Tablet 50.0 Milligram Daily Oral

3atch: Started: Stopped:

Oral

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125255 Seq: 1 Gender: F
Reported: 24/02/1998 Weight: 64.00
Hospitalisation: Age: 58Y
Onset Date: 08/02/1998 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Dizziness
Face oedema
Headache
Nausea
Paraesthesia

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram 1 time Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient took 1/2 tablet of zoloft 50 mg for 2 days, then 3rd night took one whole tablet of 50mg and reaction occurred.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125293 Seq: 1 Gender: F
Reported: 25/02/1998 Weight:
Hospitalisation: Age: 55Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Nausea

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

increased.

Therapy with zoloft started at 50mg/d. slight nausea noted. when dose increased to 100mg/d one week later severity of nausea
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125294 Seq: 1 Gender: M
Reported: 25/02/1998 Weight:
Hospitalisation: Age: 57Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Libido decreased Ceased zoloft and
commenced aurorix.
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
Tablet 0.0 Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125295 Seq: 1 Gender: U
Reported: 25/02/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Drug withdrawal syndrome
Headache

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: L TERM stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient experienced symptoms after cessation of long-term therapy with zoloft 50mg daily.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125298 Seq: 1 Gender: F
Reported: 25/02/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Diarrhoea Chronic diarrhoea

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient experienced chronic diarrhoea after a dose increase in zoloft from 50mg to 100mg daily.
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 125302

Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Reported: 23/02/1998

Seq: 1

Gender: M
Weight:
Age: 40Y
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Ejaculation failure
Libido decreased

Zoloft ceased

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

50.0 Milligram

Started:

Reason:

Daily

Oral

stopped: 3M

Laboratory Investigations:

Date Type

Range Date Tested

Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125303 Seq: 1 Gender: F
Reported: 23/02/1998 Weight:
Hospitalisation: Age: 26Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Fatigue Severe Extreme tiredness

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/07/1997 stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125304 Seq: 1
Reported: 23/02/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: F
Weight:
Age: 48Y
DOB:
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Depersonalisation Feeling "spaced out"
Hyperhidrosis Zoloft ceased
Nausea

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 25.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125305 Seq: 1
Reported: 23/02/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: F
Weight:

Age: 74Y
DOB:

Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Weight increased In excess of 10 kg over 4 weeks of therapy|Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125306 Seq: 1
Reported: 23/02/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: F
Weight:

Age: 50Y
DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Weight increased Wight gained over three months of therapy |Zoloft ceased
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped: 3M

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125307
Reported: 23/02/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Seq: 1

Gender: M
Weight:

Age:
DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Agitation
Rash erythematous

Increased agitation

Raised, red rash on forearms and hands

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

Started:

Reason:

Daily

Stopped:

Oral

Laboratory Investigations:

Date Type

Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125314 Seq: 1 Gender: F
Reported: 26/02/1998 Weight: 65.00
Hospitalisation: Age: 66Y
Onset Date: 28/10/1997 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Breast enlargement When from c cup to dd.

Medicine Details:

ZOLOFT (Suspected) Reason: Obsessive compulsive neurosis
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/07/1996 stopped:  28/02/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125332 Seq: 1 Gender: F
Reported: 26/02/1998 Weight:
Hospitalisation: Age: 30Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Nightmare Vivid dreams Ceased zoloft.

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 200.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient was being managed for depression and panic, which initially responded then returned after 3 to 4 months of therapy with

zoloft. ceased zoloft.
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125334 Seq: 1 Gender: M
Reported: 26/02/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Ejaculation failure Zoloft to continued and
mianserin added to therapy.
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 0.0 Oral
3atch: Started: stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125337 Seq: 1 Gender: M
Reported: 26/02/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Erectile dysfunction Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 2.0 Dose Unspecified Total Oral
3atch: Started: stopped: 2D

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125339 Seq: 1 Gender: F
Reported: 26/02/1998 Weight:
Hospitalisation: Age: 30Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Nightmare Strange dreams
Anorgasmia
Yawning

Medicine Details:

ZOLOFT (Suspected) Reason:
50.0 Milligram Daily
3atch: Started: stopped:
ZOLOFT (Suspected) Reason:
100.0 Milligram Daily
3atch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient was on 50mg zoloft daily and experienced strange dreams & yawning dose of zoloft increased to 100mg and experienced
anorgasmia. zoloft was then reduced back to 50mg daily.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125343 Seq: 1 Gender: F
Reported: 26/02/1998 Weight:
Hospitalisation: Age: 40Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Rash

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient was on other medications (unspecified).
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Chemists Sertraline,Xydep,ZOLOFT

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Report Detail

Case Number: 125344 Seq: 1 Gender: U
Reported: 26/02/1998 Weight:
Hospitalisation: Admitted to hospital Age: AC
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyperkinesia Hyperstimulation
Agitation Zoloft and dexamphetamine
Agitation '
Nervousness

Medicine Details:
DEXAMPHETAMINE SULPHATE (Suspected) Reason: Behavior disorders of childhod
Oral application 0.0 Oral
3atch: Started: stopped:
ZOLOFT (Suspected) Reason: Behavior disorders of childhod
Tablet 25.0 Milligram Daily Oral
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

The event resolved within 24 hour and dexamphetamine recommenced.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Chemists Sertraline,Xydep,ZOLOFT

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Report Detail

Case Number: 125348 Seq: 1 Gender: U
Reported: 26/02/1998 Weight:
Hospitalisation: Admitted to hospital Age: AC
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyperkinesia Hyperstimulation
Agitation Zoloft and dexamphetamine
Agitation '
Nervousness

Medicine Details:

DEXAMPHETAMINE SULPHATE (Suspected)
Oral application

3atch: Started:

Reason: Alcoholism

0.0 Oral

Stopped:

ZOLOFT (Suspected)
Tablet

3atch: Started:

25.0 Milligram

Reason: Alcoholism

Daily Oral

Stopped:

Laboratory Investigations:

Date Type Range

Date Tested

Result

Details

Additional Information:

The event resolved within 24 hrs and dexamphetamine recommenced.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125350 Seq: 1 Gender: M
Reported: 26/02/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dizziness
Dry mouth
Headache
Nausea
Nervousness

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Reaction occurred after 2 days of therapy with zoloft.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125428 Seq: 1 Gender: F
Reported: 02/03/1998 Weight:
Hospitalisation: Age: 45Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Weight increased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: 01/01/1997 stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not accurate but indicates that start occurred sometime during the year.
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Report Run  27/07/200 11:01A!

Case Number: 125429 Seq: 1 Gender: F
Reported: 02/03/1998 Weight:
Hospitalisation: Age: 30Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyponatraemia Zoloft ceased
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125432 Seq: 1 Gender: F
Reported: 02/03/1998 Weight:
Hospitalisation: Age: 41Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Diarrhoea Zloft ceased
\VVomiting
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 0.0 Oral
3atch: Started: stopped: 1w
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125433 Seq: 1 Gender: F
Reported: 02/03/1998 Weight:
Hospitalisation: Age: 75Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Visual disturbance Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped: 1w

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Reaction occurred after increase in dose from 50mg to 100mg daily. zoloft ceased after 4 weeks of therapy.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125434 Seq: 1 Gender: M
Reported: 02/03/1998 Weight:
Hospitalisation: Age: 40Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Erectile dysfunction Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 3w

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125438 Seq: 1 Gender: F
Reported: 02/03/1998 Weight:
Hospitalisation: Age: 40Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Libido decreased Zoloft ceased and luvox
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 0.0 Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125442 Seq: 1 Gender: F

Reported: 02/03/1998 Weight:

Hospitalisation: Age: 60Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Hyperkinesia Nocturnal active leg syndrome
Drug withdrawal syndrome

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:
ZOLOFT (Suspected) Reason:
Tablet 25.0 Milligram Daily Oral
3atch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Patient experienced symptoms on cessation of therapy with zoloft. zoloft recommenced and the event resolved. doctor had
tapered dose of zoloft from 50mg to 25mg daily prior to cessation and will attempt to maintain the patient on a dose of 25mg daily
for a longer period this time prior to cessation.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125443 Seq: 1 Gender: F
Reported: 02/03/1998 Weight:
Hospitalisation: Age: 40Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation Panic attack Zoloft ceased.

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Zoloft was ceased and recommenced one week later with same result occurring. patient has multiple sclerosis.
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125447
Reported: 02/03/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Seq: 1

Causality

Gender: F
Weight:

Age: 35Y
DOB:

: Causality possible

Preferred Term

Severity

Report Description

Treatment

Cold sweat
Mydriasis
Syncope

Sweaty and clammy

Medicine Details:

ZOLOFT (Suspected)

3atch:

0.0
Started:

Reason:

Stopped:

CONTIN

VENTOLIN (Suspected)

3atch:

0.0
Started:

Reason: Asthma

Stopped:

MODIFAST (Suspected)
Oral application
3atch:

Reason:

0.0

Started:

Stopped:

Oral

Laboratory Investigations:

Date Type

Range Date Tested Result

Details

Additional Information:

Patient has asthma and chronic fatigue syndrome.

Report Run  27/07/200 11:02A0

Database: pusime

ADRS004

Page 178

of 581




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125448 Seq: 1 Gender: M
Reported: 02/03/1998 Weight: 70.00
Hospitalisation: Age: 54Y
Onset Date: 20/11/1997 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hepatic function abnormal Suspected medication ceased.
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 11/11/1997 stopped:  13/01/1998
PREPULSID (Suspected) Reason:
Tablet 15.0 Milligram Daily Oral
3atch: Started: 13/11/1997 stopped:  19/01/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details
ALT = SGPT 7-56 24/11/1997 60 Zoloft ceased 13.01.98
ALT = SGPT 7-56 08/01/1998 240 Zoloft ceased 13.01.98
ALT = SGPT 7-56 30/01/1998 36 Zoloft ceased 13.01.98
Albumin 35-45 24/11/1997 28 Zoloft ceased 13.01.98
Albumin 35-45 08/01/1998 29 Zoloft ceased 13.01.98
Albumin 35-45 30/01/1998 17 Zoloft ceased 13.01.98
Bilirubin <17 24/11/1997 3 Zoloft ceasd 13.01.98

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125448 Seq: 1 Gender: M
Reported: 02/03/1998 Weight: 70.00
Hospitalisation: Age: 54Y
Onset Date: 20/11/1997 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Detai

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 11/11/1997 stopped:  13/01/1998
PREPULSID (Suspected) Reason:
Tablet 15.0 Milligram Daily Oral
3atch: Started: 13/11/1997 stopped:  19/01/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Bilirubin <17 08/01/1998 3 Zoloft ceasd 13.01.98
Bilirubin <17 30/01/1998 5 Zoloft ceasd 13.01.98
SAP = ALP 30-120 24/11/1997 399 Zoloft ceased 13.01.98
SAP = ALP 30-120 08/01/1998 413 Zoloft ceased 13.01.98
SAP = ALP 30-120 30/01/1998 252 Zoloft ceased 13.01.98

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125450 Seq: 1 Gender: F
Reported: 02/03/1998 Weight:
Hospitalisation: Age: 14Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Epistaxis Epistaxis incr from 1 every 3-6 mts to 3 per

Medicine Details:

SERTRALINE HYDROCHLORIDE (Suspected) Reason: Depression
Oral application 50.0 Milligram Daily Oral
3atch: Started: 01/12/1997 stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125470 Seq: 1 Gender: M
Reported: 02/03/1998 Weight:
Hospitalisation: Age: 33Y
Onset Date: 24/02/1998 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Salivary hypersecretion Dribbling Rest in bed.
Convulsion
Insomnia

Medicine Details:

VALIUM (Other drug) Reason:

Tablet 10.0 Milligram As necessary Oral

3atch: Started: stopped:
TEGRETOL (Other drug) Reason: Other&unspecified epilepsy

Tablet 900.0 Milligram Daily Oral

3atch: Started: L TERM stopped: CONTIN
ZOLOFT (Suspected) Reason: Depression

Tablet 50.0 Milligram Daily Oral

3atch: Started: 23/02/1998 Stopped: 24/02/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125539 Seq: 1 Gender: F
Reported: 06/03/1998 Weight: 50.00
Hospitalisation: Age: 17Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Urticaria Maculopapular urticarial rash Steroids, antihistamine oral
and iv. zoloft ceased.
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/10/1997 stopped:  07/01/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125572 Seq: 1
Reported: 06/03/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: F
Weight:
Age: 43Y
DOB:
Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Galactorrhoea
Hyperprolactinaemia

Bromocriptine.

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 0.0 Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
Breastfeeding for 2 1/2 years, found to have a prolactinoma.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125574 Seq: 1
Reported: 06/03/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: F
Weight:
Age: 30Y
DOB:
Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Insomnia Severe

Zoloft changed from nocte to

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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Page 185 of 581




TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125575 Seq: 1 Gender: F
Reported: 06/03/1998 Weight:
Hospitalisation: Age: 80Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dyspepsia
Nausea Zoloft ceased and aropax
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 4w
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  27/07/200  11:02Al!  Database: pusime ADRS004 Page 186 of 581




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125576 Seq: 1 Gender: F
Reported: 06/03/1998 Weight:
Hospitalisation: Age: 60Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Back pain Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 25.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Female patient 60 years,developed back pain when commenced on therapy with zoloft 25mg daily. this become intolerable when
dose of zoloft was increased to 50mg daily.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Chemists Sertraline,Xydep,ZOLOFT

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Report Detail

Case Number: 125577
Reported: 06/03/1998
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Seq: 1

Unknown

Gender: F
Weight:
Age:
DOB:
Causality: Causality possible

30Y

Preferred Term Severity

Report Description

Treatment

Galactorrhoea

Galactorrhoea

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

50.0 Milligram
Started:

Reason:

Daily

Depression

Oral
Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
Patient took zoloft between 50 - 200mg/daily.

Report Run  27/07/200 11:02A0 Database: pusime

ADRS004
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125581
Reported: 06/03/1998
Hospitalisation:
Onset Date: 20/02/1998
Outcome: Recovered

Reaction Detai

Seq: 1

Gender: M
Weight:
Age: 15Y
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Otitis media
Pyrexia
Coordination abnormal

Diarrhoea
Headache
Pharyngitis
Photophobia
Viral infection

Right otitis media
Temp up to 39 degrees c.

Zoloft reduced to 50mg/d and
ritalin reduced to 40mg/d.

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

Reason: Depression

100.0 Milligram Daily Oral

Started:

Stopped:

RITALIN (Suspected)
Tablet
3atch:

Started:

Reason: Behavior disorders of childhod

50.0 Milligram Daily Oral

Stopped:

Laboratory Investigations:

Date Type

Range Date Tested Result Details

Additional Information:

Patient suffers from attention deficit disorder, autism and personality disorder and behavioural problems.

Report Run  27/07/200 11:02A0

Database: pusime
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125582 Seq: 1 Gender: M
Reported: 05/03/1998 Weight: 103.00
Hospitalisation: Age: 48Y
Onset Date: 23/01/1998 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Micturition disorder

Difficulty passing urine.

Zoloft ceased.

Medicine Details:

MERITAL (Other drug) Reason:
400.0 Milligram Daily
3atch: Started: 01/09/1997 stopped:
GLIMEL (Other drug) Reason: Diabetes mellitus
10.0 Milligram Daily
3atch: Started: 01/09/1996 Stopped:
MIXTARD 30/70 (Other drug) Reason: Diabetes mellitus
70.0 Unit Daily
3atch: Started: 01/07/1997 Stopped:
BETALOC (Other drug) Reason: Tachycardia
100.0 Milligram Daily
3atch: Started: 01/07/1997 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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.

Report Run  27/07/200 11:02A0

Database: pusime

ADRS004
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TGA

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125582 Seq: 1 Gender: M
Reported: 05/03/1998 Weight: 103.00
Hospitalisation: Age: 48Y
Onset Date: 23/01/1998 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
100.0 Milligram Daily
3atch: Started: 16/01/1998 stopped:  10/02/1998

Additional Information:
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.

Laboratory Investigations:

Report Run  27/07/200 11:02A0

Database: pusime

ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125583 Seq: 1 Gender: F
Reported: 06/03/1998 Weight:
Hospitalisation: Age: 20Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Headache

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125584 Seq: 1 Gender: F
Reported: 06/03/1998 Weight:
Hospitalisation: Age: 50Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Headache Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  27/07/200  11:02Al!  Database: pusime ADRS004 Page 193 of 581



TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Run  27/07/200

Report Detail
Case Number: 125585 Seq: Gender: F
Reported: 06/03/1998 Weight:
Hospitalisation: Admitted to hospital Age: 52Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Purpura Petechiae Zoloft ceased
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 0.0 Daily Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
11:02A)  Database: pusime ADRS004 Page 194 of 581




THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125586 Seq: 1
Reported: 06/03/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: M
Weight:
Age: 51Y
DOB:
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Diarrhoea Severe Zoloft ceased
Nausea Severe
VVomiting Severe

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 3D

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 11:02A0 Database: pusime ADRS004
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125587
Reported: 05/03/1998

Hospitalisation:

Onset Date:

Reaction Detai

Seq: 1

Outcome: Not yet recovered

Gender:

Weight
Age

F
1 63.00
1 41Y

DOB:

Causality

: Causality possible

Preferred Term

Severity

Report Description

Treatment

Bruxism
Tremor

Ceased sertraline.

Medicine Details:

SERTRALINE HYDROCHLORIDE (Suspected) Reason: Depression
0.0
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125589 Seq: 1
Reported: 06/03/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: F
Weight:
Age: 53Y
DOB:
Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Agitation Severe

Zoloft ceased and aurorix

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 25.0 Milligram Daily Oral
3atch: Started: stopped: 3D

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 11:02A0 Database: pusime ADRS004
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125590 Seq: 1 Gender: M
Reported: 06/03/1998 Weight:
Hospitalisation: Age: 55Y
Onset Date: 31/12/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Sensory disturbance Complains of nerve irritation in hands
Fatigue Tired muscle in hands and arms.
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

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

Report Run  27/07/200 11:02A0

Database: pusime

ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 125680 Seq: 1 Gender: F
Reported: 10/03/1998 Weight:
Hospitalisation: Age: A4
Onset Date: 31/03/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Headache Nauseous headache
Drug withdrawal syndrome
Nausea

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
0.0

3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 125682 Seq: 1 Gender: F
Reported: 10/03/1998 Weight:
Hospitalisation: Age: 39Y
Onset Date: 31/12/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Sarcoma Liposarcoma

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 100.0 Milligram Daily Oral
3atch: Started: 01/01/1996 stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
- 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.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report
Case N

Hospitali

Reported:

Detail

umber:

sation:

Onset Date:
Outcome:

Reaction Detai

125707
11/03/1998

Unknown

Seq: 1

Gender: F
Weight:
Age: 24Y
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Agitation

Panic attacks

Zoloft ceased

Medici

ne Details:

ZOLOFT (Suspected)

Tablet
3atch:

Started:

Reason:

50.0 Milligram Daily

Oral

Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested Result

Details

Additional Information:
Pt was pregnant

Report Run

27/07/200 11:02A0

Database: pusime

ADRS004
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125716 Seq: 1
Reported: 11/03/1998
Hospitalisation: Treated in outpatient department only.
Onset Date: 05/03/1998
Outcome: Recovered

Reaction Detai

Gender: F
Weight:

Age: 38Y
DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Hypoaesthesia Tingling and numbness in the arms
Malaise Treatment: intramuscular
VVomiting Severe S

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram 1 time Oral
3atch: Started: 05/03/1998 stopped:  05/03/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  27/07/200  11:02Al!  Database: pusime ADRS004 Page 202 of 581




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125717 Seq: 1 Gender: F
Reported: 11/03/1998 Weight:
Hospitalisation: Age: 70Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dizziness Constant falls

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped: 3w

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient started zoloft 50mg/d for 1 month, then increased to 100mg/d for 2 - 3 weeks until ceased.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125718 Seq: 1 Gender: M

Reported: 11/03/1998 Weight:

Hospitalisation: Age: 52Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Libido decreased Loss of libido Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

THERAPEUTIC 600DS

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125719 Seq: 1 Gender: F
Reported: 11/03/1998 Weight: 48.00
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation Severe Zoloft ceased
Anxiety Severe
Dizziness Severe

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram 1 time Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Chemists Sertraline,Xydep,ZOLOFT

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Report Detail

Report Run

Case Number: 125720 Seq: 1 Gender: F
Reported: 11/03/1998 Weight:
Hospitalisation: Age: 42Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anorgasmia Zoloft ceased
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 0.0 Daily Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125722 Seq: 1 Gender: F
Reported: 11/03/1998 Weight:
Hospitalisation: Age: 25Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Zoloft tapper over 6 weeks

Dizziness
then ceased

Drug withdrawal syndrome

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 150.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  27/07/200  11:02A)  Database: pusime ADRS004 Page 207 of 581



THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Chemists Sertraline,Xydep,ZOLOFT

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Report Detail

Case Number: 125724 Seq: 1 Gender: F
Reported: 11/03/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Weight increased Weight gain Zoloft reduced to 25mg daily.
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  27/07/200  11:02Al!  Database: pusime ADRS004 Page 208 of 581




TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125726
Reported: 11/03/1998
Hospitalisation:
Onset Date:

Reaction Detai

Seq: 1

Outcome: Not yet recovered

Gender: F
Weight:
Age: 32Y
DOB:
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Alopecia Zoloft ceased, citolopram
commenced.
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
Tablet 0.0 Oral
3atch: Started: stopped: 6M
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125728 Seq: 1 Gender: M

Reported: 11/03/1998 Weight:

Hospitalisation: Age: 68Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Rash Skin rash after 2 years of therapy with Zoloft ceased

Medicine Details:
ZOLOFT (Suspected) Reason:

Tablet 0.0 Oral
3atch: Started: stopped: 2Y

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125743 Seq: 1 Gender: F
Reported: 12/03/1998 Weight: 64.00
Hospitalisation: Age: 54
Onset Date: DOB: 19/12/1943
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Coordination abnormal Coordination impaired
Coordination abnormal Imbalance

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 15.0 Milligram Daily Oral
3atch: Started: 01/03/1997 stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

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

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125754 Seq: 1 Gender: F
Reported: 12/03/1998 Weight: 75.00
Hospitalisation: Age: 57Y
Onset Date: 28/02/1998 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Micturition disorder Difficulty voiding
Pain Facial discomfort
Hypoaesthesia Numbness in mouth and tongue
Tremor Tremulousness Zoloft ceased
Medicine Details:
ZOLOFT (Other drug) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 18/02/1998 stopped: 25/02/1998
PEPCIDINE (Other drug) Reason: Other diseases of esophagus
Tablet 40.0 Milligram Daily Oral
3atch: Started: 04/01/1994 Stopped:
ESTRADERM (Other drug) Reason: Menopausal symptoms
Cream 50.0 Milligram Daily Transdermal
3atch: Started: 13/07/1995 Stopped:
VASTIN (Other drug) Reason: Othr&unspec metabolic diseases
Capsule 20.0 Milligram Daily Oral
3atch: Started: 19/11/1997 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

125754
12/03/1998

28/02/1998
Recovered

Medicine Details:

Seq: 1

Gender:

Weight

Age:

F
1 75.00
57Y

DOB:

Causality

: Causality probable

ZOLOFT (Suspected)
Tablet
3atch:

100.0 Milligram
Started: 25/02/1998

Reason: Depression

Daily Oral

stopped:  02/03/19

98

Laboratory Investigations:

Additional Information:

Report Run  27/07/200 11:02A0
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Chemists Sertraline,Xydep,ZOLOFT

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Report Detail

Case Number: 125765 Seq: 1 Gender: F
Reported: 12/03/1998 Weight:
Hospitalisation: Age: 63Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Paraesthesia Skin burning all over body esp. face and  [Zoloft ceased
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  27/07/200 11:02A0 Database: pusime ADRS004 Page 214 of 581




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125766 Seq: 1 Gender: F
Reported: 12/03/1998 Weight:
Hospitalisation: Age: 30Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment
Toothache Sore teeth Zoloft ceased.

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 0.0 Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Other data Loss of tooth enamel

Additional Information:
Pt experienced sore teeth after one month of therapy. zoloft recomenced one month later and the event recurred. zoloft ceased
and her doctor reported a loss of tooth enamel requiring treatment.
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125834 Seq: 1 Gender: M
Reported: 17/03/1998 Weight:
Hospitalisation: Age: 72Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome Felt like he was going to die
Drug ineffective
Headache
Nausea Zoloft increased to original
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 3M
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Zoloft dose was being tapered from 50 mg with intent to cease. symptoms occurred upon tapering of dose.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125835 Seq: 1 Gender: F
Reported: 17/03/1998 Weight:
Hospitalisation: Age: 70Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dyspepsia Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 3w

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Chemists Sertraline,Xydep,ZOLOFT

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Report Detail

Report Run

Case Number: 125836 Seq: 1 Gender: M
Reported: 17/03/1998 Weight:
Hospitalisation: Age: 53Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Erectile dysfunction Zoloft ceased
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 0.0 Daily Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

125837
17/03/1998

Recovered

Seq: 1

Gender: F
Weight:
Age:
DOB:
Causality: Causality probable

Preferred Term

Severity

Report Description

Treatment

Anorexia
Hypoaesthesia
Hyperaesthesia
Headache

Loss of appetite

Loss of sensation along one side of body

Sensitive to touch
Severe headache

Abdominal pain Zoloft ceased

Diarrhoea
Fatigue
Visual disturbance

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet

3atch:

1.0 Dose Unspecified 1 time Oral

Started: stopped: 1D

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125838 Seq: 1 Gender: M
Reported: 17/03/1998 Weight:
Hospitalisation: Age: 39Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Erectile dysfunction Lost ability to maintain erection

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 0.0 Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125839 Seq: 1
Reported: 17/03/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: F
Weight:
Age: 30Y
DOB:
Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Dizziness
Nausea

Zoloft ceased and aropax

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 11:02A0 Database: pusime ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125841 Seq: 1 Gender: F
Reported: 17/03/1998 Weight:
Hospitalisation: Age:
Onset Date: 31/12/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Blood creatine phosphokinase ini
Rhabdomyolysis

Medicine Details:

ZOLOFT (Suspected) Reason:
0.0

3atch: Started: stopped: 10D

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125851 Seq: 1 Gender: M
Reported: 17/03/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Erectile dysfunction Erectile dysfunction Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 0.0 Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Zoloft ceased, but later recommenced as other medications used in this time did not control the patients depression.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125853 Seq: 1 Gender: M
Reported: 17/03/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Ear pain Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125854 Seq: 1 Gender: F
Reported: 17/03/1998 Weight:
Hospitalisation: Age: 24Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anxiety Severe Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125859 Seq: 1 Gender: M
Reported: 17/03/1998 Weight:
Hospitalisation: Age:
Onset Date: 31/03/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Insomnia Required Pt sleeps only 4-5 hrs at night May try changing the time of
Specialist t
Consultation

Medicine Details:

ZOLOFT (Suspected) Reason: Anxiety neurosis
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/03/1998 stopped: 1w
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Pt on zoloft 50mg daily for seven days, complains of mild insomnia. pt only sleeps 4-5 hours a night. previous on prothiaden
150mg daily for 8 months, and experienced insomnia on that, as well. - 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.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 125860 Seq: 1 Gender: F
Reported: 17/03/1998 Weight:
Hospitalisation: Age: AE
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Jaundice Zoloft ceased
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 0.0 Oral
3atch: Started: stopped: 6M
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Reported: 18/03/1998
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Not yet recovered

Case Number: 125872 Seq:

Gender: M
Weight:
Age: 40Y
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Psychotic disorder
Depersonalisation

Mania

Drug ineffective

Drug withdrawal syndrome

Mania with psychotic features
Spinning out
Spinning out and feeling manic.

Zoloft ceased

Medicine Details:

INTRON A (Suspected)

Reason:

Injection 6.0 Million Internation: Weekly Subcutaneous
3atch: Started: 12/06/1996 stopped:  28/05/1997
ZOLOFT (Suspected) Reason: Depression
100.0 Milligram Daily
3atch: Started: Stopped:
ZOLOFT (Suspected) Reason: Depression
150.0 Milligram Daily
3atch: Started: stopped: 28/06/1997
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

There was no previous or underlying psychiatric history before intron a was initiated. the dosage stop date is not necessarily
accurate but indicates that stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125887 Seq: 1
Reported: 18/03/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: F
Weight:
Age: 55Y
DOB:
Causality: Causality probable

Preferred Term Severity Report Description Treatment
Somnolence Zoloft decreased to 25mg with
no improvement, then ceased.

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 11:02A0 Database: pusime ADRS004
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Report Run  27/07/200 11:02A0

Case Number: 125888 Seq: 1 Gender: M
Reported: 18/03/1998 Weight:
Hospitalisation: Age: 24Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Diarrhoea Severe Zoloft ceased
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 25.0 Milligram Daily Oral
3atch: Started: stopped: 8W
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 125896 Seq: 1 Gender: F
Reported: 18/03/1998 Weight: 65.00
Hospitalisation: Age: 30Y
Onset Date: 01/03/1998 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hepatitis
Medicine Details:
DI-GESIC (Suspected) Reason: Pain
Tablet 2.0 Dose Unspecified As necessary Oral
3atch: Started: L TERM stopped:
ZOLOFT (Suspected) Reason: Depression
Tablet 25.0 Milligram Daily Oral
3atch: Started: 23/02/1998 stopped: 03/03/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details
ALT = SGPT 01/03/1998 685
AST = SGOT 01/03/1998 459
Bilirubin 01/03/1998 39
GGT = SGGT = 01/03/1998 1097
LDH 01/03/1998 529
Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125897 Seq: 1
Reported: 18/03/1998 : 100.00
Hospitalisation:
Onset Date:
Outcome: Not yet recovered : Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Sexual dysfunction Severe Severe sexual dysfunction
Medicine Details:
VENTOLIN (Other drug) Reason: Asthma
Inhalation 0.0 Daily
3atch: Started: stopped:
BECOTIDE (Other drug) Reason: Asthma
Inhalation 0.0 Daily
3atch: Started: Stopped:
SERZONE (Other drug) Reason: Depression
Tablet 600.0 Milligram Daily
3atch: Started: 13/08/1997 Stopped:
ZOLOFT (Suspected) Reason: Depression
Tablet 200.0 Milligram Daily
3atch: Started: 05/09/1997 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result

Additional Information:
the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125926 Seq: 1 Gender: F
Reported: 19/03/1998 Weight: 60.00
Hospitalisation: Age: 39Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Galactorrhoea
Hyperprolactinaemia

Zoloft reduced to 100mg daily

Medicine Details:

NORIMIN (Other drug)

Reason: Contraception

1.0 Dose Unspecified Daily

3atch: Started: 01/05/1997 stopped:
ZOLOFT (Suspected) Reason: Depression
200.0 Milligram Daily
3atch: Started: 01/02/1998 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Biochemistry S. fsh normal bhcg negative oestradiol normal
Prolactin (0-450) 24/02/1998 2779

Additional Information:
Pt previously on zoloft 100mg with no reactions, when increased to 200mg pt experienced reactions. pt placed back onto 100mg
daily. 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.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

125928

19/03/1998

13/03/1998
Not yet recovered

Seq: 1

Gender:

F

Weight:

Age:

24Y

DOB:

Causality

: Causality possible

Preferred Term Severity Report Description Treatment
Galactorrhoea Cessation of zoloft, blood tests.
Medicine Details:

MONOFEME 28 (Other drug) Reason: Contraception
0.0
3atch: Started: L TERM stopped:
ZOLOFT (Suspected) Reason: Depression
50.0 Milligram Daily
3atch: Started: 05/11/1997 stopped: 16/03/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125936 Seq: 1 Gender: F
Reported: 19/03/1998 Weight:
Hospitalisation: Age: 60Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Arthralgia Sore temperomandibular joint
Bruxism Zoloft ceased

Medicine Details:
ZOLOFT (Suspected) Reason:

0.0
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125937 Seq: 1 Gender: F
Reported: 19/03/1998 Weight:
Hospitalisation: Age: A2
Onset Date: 31/03/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Galactorrhoea Zoloft ceased

Medicine Details:

MONOFEME 28 (Suspected) Reason: Contraception
0.0
3atch: Started: stopped:
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/11/1997 stopped: 28/03/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

- 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.
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 125941

Hospitalisation:
Onset Date:

Reaction Detai

Reported: 19/03/1998

Outcome: Unknown

Seq: 1

Gender: F

Weight:
Age: 20Y
DOB:

Causality: Causality possible

Preferred Term

Severity Report Description

Treatment

Headache
Nausea

Medicine Details:

VITAMIN NOS (Other drug)

3atch:

Reason:
0.0

Started: Stopped:

ZOLOFT (Suspected)
Tablet
3atch:

Reason:

50.0 Milligram Daily

Oral

Started: Stopped:

Laboratory Investigations:

Date Type

Range Date Tested Result

Details

Additional Information:
Female patient 20 years old with an eating disorder.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125942 Seq: 1 Gender: F
Reported: 19/03/1998 Weight:
Hospitalisation: Age: 40Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Yawning Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125943 Seq: 1 Gender: F
Reported: 19/03/1998 Weight:
Hospitalisation: Age: 40Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Yawning

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125944 Seq: 1 Gender: F
Reported: 19/03/1998 Weight:
Hospitalisation: Age: 40Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Yawning

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 125945 Seq: 1 Gender: M
Reported: 19/03/1998 Weight:
Hospitalisation: Age: 36Y
Onset Date: 31/03/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anxiety
Headache
Insomnia

Medicine Details:

ZOLOFT (Suspected) Reason: Anxiety neurosis
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/03/1998 stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

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

- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 125946 Seq: 1 Gender: F
Reported: 19/03/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126018 Seq: 1 Gender: F
Reported: 19/03/1998 Weight: 0.00
Hospitalisation: Age: 86
Onset Date: 20/11/1997 DOB: 17/06/1911
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Confusional state
Hyponatraemia
Inappropriate antidiuretic hormon
Rhabdomyolysis
Medicine Details:
LANOXIN (Other drug) Reason:
0.0 Daily
3atch: Started: stopped:
SOLPRIN (Other drug) Reason:
0.0 Daily
3atch: Started: Stopped:
PANAMAX (Other drug) Reason:
0.0 Daily
3atch: Started: Stopped:
ZOLOFT (Suspected) Reason: Depression
50.0 Milligram Daily Oral
3atch: Started: Stopped:  20/11/1997
Laboratory Investigations:
Date Type Range Date Tested Result Details
17/12/2002 [Serum osmolality 29/05/2007 260
17/12/2002 [Sodium 29/05/2007 128
17/12/2002 |Urine Sodium 29/05/2007 141
17/12/2002 |Urine osmolality 29/05/2007 603
Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126071 Seq: 1 Gender: F
Reported: 23/03/1998 Weight: 83.00
Hospitalisation: Age: 43Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Depersonalisation Being spaced, feelings of dissociation
Dizziness Resumed zoloft
Drug withdrawal syndrome
Headache
Medicine Details:
CLIMARA (Other drug) Reason: Menopausal symptoms
50.0 Milligram Weekly
3atch: Started: stopped:
ZANTAC (Other drug) Reason: Other diseases of esophagus
150.0 Milligram Daily
3atch: Started: Stopped:
ZOLOFT (Suspected) Reason: Depression
100.0 Milligram Daily
3atch: Started: 01/01/1996 stopped: 28/03/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

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.

Report Run  27/07/200 11:02A0

Database: pusime

ADRS004

Page 244 of 581




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126072 Seq: 1 Gender: M
Reported: 23/03/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Depersonalisation Being spaced, feelings of dissociation
Dizziness Resumed zoloft
Drug withdrawal syndrome
Headache

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
100.0 Milligram Daily
3atch: Started: 01/06/1997 stopped: 28/01/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126085 Seq: 1 Gender: F
Reported: 23/03/1998 Weight:
Hospitalisation: Age: A3
Onset Date: 31/10/1997 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Libido decreased

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 25.0 Milligram Daily Oral
3atch: Started: 09/10/1997 stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

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

Report Run  27/07/200  11:02Al!  Database: pusime ADRS004 Page 246 of 581



TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126086 Seq: 1 Gender:
Reported: 23/03/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Face oedema Swelling of face and lower lip. Zoloft ceased
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 25.0 Milligram Daily Oral
3atch: Started: 02/02/1998 stopped:
RENITEC (Suspected) Reason:
Tablet 5.0 Milligram Daily Oral
3atch: Started: Stopped:
ASPIRIN (Suspected) Reason:
Tablet 150.0 Milligram Daily Oral
3atch: Started: Stopped:
TEGRETOL (Suspected) Reason:
Tablet 0.0 Daily Oral
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126086 Seq: 1 Gender: F
Reported: 23/03/1998 Weight:
Hospitalisation: Age: 81Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible

Reaction Detai

Medicine Details:

MACRODANTIN (Suspected) Reason:
Tablet 0.0 Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126087 Seq: 1 Gender: F
Reported: 23/03/1998 Weight:
Hospitalisation: Age: 19Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Weight increased Slight weight gain

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 3M

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Tremor

Serotonin syndrome

Case Number: 126088 Seq: 1 Gender: F
Reported: 23/03/1998 Weight:
Hospitalisation: Admitted to hospital Age: 77Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dizziness
Nausea
Pyrexia

Ifgtier)t.is stabilised on zoloft

Medicine Details:

ZOLOFT (Interaction) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:
AURORIX (Interaction) Reason:
Tablet 600.0 Milligram Daily Oral
3atch: Started: Stopped: 3M
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Zoloft commenced after 4 day washout.
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126089
Reported: 23/03/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Seq: 1

Gender: F
Weight:
Age: AD
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Libido increased

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

0.0
Started:

Reason: Depression
Daily Oral
Stopped:

Laboratory Investigations:

Date Type

Range Date Tested

Result Details

Additional Information:
Middle aged female
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126090
Reported: 23/03/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Seq: 1

Gender: F
Weight:
Age: AD
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Libido increased

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

0.0
Started:

Reason: Depression
Daily Oral
Stopped:

Laboratory Investigations:

Date Type

Range Date Tested

Result Details

Additional Information:
Middle aged female
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126091 Seq: 1
Reported: 23/03/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: F

Weight:
Age: 50Y
DOB:

Causality: Causality probable

Preferred Term Severity Report Description Treatment

Rash Rash on face Resolved after cessation of
therapy with zoloft
Medicine Details:
ZOLOFT (Suspected) Reason:

Tablet 50.0 Milligram Daily Oral

3atch: Started: stopped:
Laboratory Investigations:

Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 126094 Seq: 1 Gender: F
Reported: 23/03/1998 Weight:
Hospitalisation: Age: 70Y
Onset Date: 16/03/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Diarrhoea Severe Zoloft ceased, patient changed
back to dothiepin
Medicine Details:
NATRILIX (Other drug) Reason:
0.0
3atch: Started: stopped:
ZOLOFT (Suspected) Reason: Depression
Tablet 25.0 Milligram Daily Oral
3atch: Started: 16/03/1998 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126116 Seq: 1 Gender: F
Reported: 24/03/1998 Weight:
Hospitalisation: Age:
Onset Date: 31/12/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Alopecia Hair loss
Drug withdrawal syndrome

Medicine Details:
ZOLOFT (Suspected) Reason:
0.0

3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient also on an unspecified contraceptive pill. - the date of onset is not accurate but indicates that onset occurred sometime

during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126119 Seq: 1 Gender: F
Reported: 24/03/1998 Weight:
Hospitalisation: Age: A2
Onset Date: 31/03/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hypertonia Tightening of arm muscles, predominately |Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 75.0 Milligram Total Oral
3atch: Started: 01/03/1998 stopped: 28/03/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

- 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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126124 Seq: 1 Gender: F
Reported: 24/03/1998 Weight:
Hospitalisation: Age: 58Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Bradycardia 40 beats per minute Zoloft ceased
Insomnia

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 0.0 Daily Oral
3atch: Started: 26/11/1997 stopped: 23/02/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  27/07/200  11:03A!  Database: pusime ADRS004 Page 257 of 581



TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

126125
24/03/1998

Seq: 1

Treated in outpatient department only.

17/03/1998
Unknown

Gender: F

Weight:
Age:
DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Dizziness
Tremor

Abdominal pain

Medicine Details:

Tablet
3atch:

ZOLOFT (Suspected)

0.0
Started: 16/03/1998

Reason:

Daily

Oral

Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested

Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126129 Seq: 1 Gender: U
Reported: 24/03/1998 Weight:
Hospitalisation: Admitted to hospital Age:
Onset Date: 31/12/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Guillain-Barre syndrome Severe

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
0.0
3atch: Started: stopped:
DILANTIN (Suspected) Reason: Other&unspecified epilepsy
0.0
3atch: Started: Stopped:
SABRIL (Suspected) Reason: Other&unspecified epilepsy
0.0
3atch: Started: Stopped:
PREDNISOLONE (Suspected) Reason: Systemic lupus erythematosus
0.0
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient also suffers from systemic lupus erythematous, epilepsy and asthma. - the date of onset is not accurate but indicates that
onset occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126155 Seq: 1 Gender: F
Reported: 25/03/1998 Weight: 49.00
Hospitalisation: Age: 68Y
Onset Date: 15/03/1998 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Hyperbilirubinaemia

Hyponatraemia

Unconjugated hyperbilirubinaemia

Ceased cozaar and dapatabs

with fluid restriction and normal
PN HPN

Medicine Details:

OVESTIN (Other drug) Reason:
Ointment 0.0 Topical
3atch: Started: 06/03/1998 stopped:
TEMAZEPAM (Other drug) Reason: Specific disorders of sleep
Capsule 10.0 Milligram As necessary Oral
3atch: Started: 15/03/1998 Stopped:
TENORMIN (Other drug) Reason: Essential benign hypertension
Tablet 50.0 Milligram Daily Oral
3atch: Started: 19/02/1998 Stopped:
COZAAR (Suspected) Reason: Essential benign hypertension
Tablet 100.0 Milligram Daily Oral
3atch: Started: 16/02/1998 Stopped:  18/03/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126155 Seq: 1 Gender: F
Reported: 25/03/1998 Weight: 49.00
Hospitalisation: Age: 68Y
Onset Date: 15/03/1998 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Detai

Medicine Details:

DAPA-TABS (Suspected) Reason: Essential benign hypertension
Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: 06/03/1998 stopped:  20/03/1998
ZOLOFT (Suspected) Reason: Depression
Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: 13/03/1998 stopped:  19/03/1998

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126156 Seq: 1 Gender: F

Reported: 25/03/1998 Weight:

Hospitalisation: Age:

Onset Date: 31/12/1998 DOB:

Outcome: Recovered Causality: Causality possible
Reaction Detai

Preferred Term Severity Report Description Treatment
Somnolence Complained of sedation Ponstan discontinued

Medicine Details:

ZOLOFT (Suspected) Reason:
0.0
3atch: Started: stopped:
PONSTAN (Suspected) Reason: Painful menstruation
0.0
3atch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126157 Seq: 1 Gender: U
Reported: 25/03/1998 Weight:
Hospitalisation: Age:
Onset Date: 31/03/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Hypotension

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:
CLOZARIL (Suspected) Reason:
Tablet 400.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

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

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

126158
25/03/1998

31/03/1998
Unknown

Seq: 1

Gender: U

Weight:
Age:
DOB:

Causality: Causality possible

Preferred Term

Severity Report Description

Treatment

Hypotension

Medicine Details:

3atch:

CLOPIXOL (Suspected)

Reason:
0.0

Started: Stopped:

Tablet
3atch:

ZOLOFT (Suspected)

Reason:
50.0 Milligram Daily

Oral

Started: Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested Result

Details

Additional Information:
- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126159 Seq: 1 Gender: U
Reported: 25/03/1998 Weight:
Hospitalisation: Age:
Onset Date: 31/03/1998 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Brufen discontinued

Somnolence

Medicine Details:

ZOLOFT (Suspected) Reason:
0.0
3atch: Started: stopped:
BRUFEN (Suspected) Reason:
0.0
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

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

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Report Run  27/07/200 11:03A!

Case Number: 126160 Seq: 1 Gender: M
Reported: 25/03/1998 Weight:
Hospitalisation: Age: 30Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Acne Zoloft ceased
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126161 Seq: 1 Gender: F
Reported: 25/03/1998 Weight:
Hospitalisation: Age: 45Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Nausea Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 25.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126164 Seq: 1 Gender: F
Reported: 25/03/1998 Weight:
Hospitalisation: Age: 40Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Nausea Severe Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  27/07/200  11:03Al!  Database: pusime ADRS004 Page 268 of 581



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126165 Seq: 1 Gender: F
Reported: 25/03/1998 Weight:
Hospitalisation: Age: 15Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anorgasmia Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126166 Seq: 1 Gender: F
Reported: 25/03/1998 Weight:
Hospitalisation: Age: 35Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Palpitations

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126167 Seq: 1 Gender: F
Reported: 25/03/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Migraine Zoloft ceased
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 0.0 Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Run

Report Detail
Case Number: 126168 Seq: 1 Gender: F
Reported: 25/03/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Migraine Zoloft ceased
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 0.0 Daily Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126185 Seq: 1 Gender: F
Reported: 27/03/1998 Weight: 75.00
Hospitalisation: Age: 40Y
Onset Date: 15/03/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Rash Butterfly rash on face
Skin exfoliation
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
50.0 Milligram Daily
3atch: Started: 09/03/1998 stopped:  22/03/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126192 Seq: 1 Gender: M
Reported: 27/03/1998 Weight: 0.00
Hospitalisation: Age: A2
Onset Date: 23/03/1998 DOB:
Outcome: Unknown Causality: Causality possible

Reaction Detai
Preferred Term Severity Report Description Treatment

Mania

Medicine Details:

ZOLOFT (Interaction) Reason: Depression
150.0 Milligram Daily Oral
3atch: Started: stopped:
ZYPREXA (Interaction) Reason: Unspecified schizophrenia
Tablet 20.0 Milligram Daily Oral
3atch: Started: L TERM Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 126207 Seq: 1 Gender: M

Reported: 27/03/1998 Weight: 84.00

Hospitalisation: Age: 47Y
Onset Date: 12/01/1998 DOB:

Outcome: Recovered Causality: Causality probable

Reaction Detai
Preferred Term Severity Report Description Treatment

Erythema multiforme

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 05/01/1998 stopped:  10/02/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 126212 Seq: 1 Gender: F
Reported: 26/03/1998 Weight: 55.00
Hospitalisation: Age: 39Y
Onset Date: 13/02/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Sarcoma High grade liposarcoma

Medicine Details:
ZOLOFT (Suspected) Reason: Depression

100.0 Milligram Daily
3atch: Started: 01/07/1995 stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Other data High grade liposarcoma retronephric region

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

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

126218
27/03/1998

24/11/1997
Unknown

Seq: 1

Gender:

Weight

Age:

F
1 75.00
54Y

DOB:

Causality

: Causality certain

Preferred Term

Severity

Report Description

Treatment

Hyperhidrosis
Somnolence

Severe

Severe sweating

Very sleepy

Medicine Details:

Tablet
3atch:

ZOLOFT (Suspected)

Reason: Depression

100.0 Milligram Daily Oral

Started:

24/11/1997 jtopped:

CONTIN

Laboratory Investigations:

Date

Type

Range Date Tested Result Details

Additional Information:
Still on drug - when she came off it the problem went away. back on it, it returns. takes dose at night to sleep.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126231 Seq: 1 Gender: F
Reported: 27/03/1998 Weight:
Hospitalisation: Admitted to hospital Age: 55Y
Onset Date: 31/12/1998 DOB:
Outcome: Unknown Causality: Causality possible

Reaction Detai
Preferred Term Severity Report Description Treatment

Zoloft discontinued

Hepatic function abnormal

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: ™

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient also on unspecified hormone replacement therapy. - the date of onset is not accurate but indicates that onset occurred

sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126232 Seq: 1 Gender: F
Reported: 27/03/1998 Weight:
Hospitalisation: Age: 35Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Bruxism Clenching of jaw Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram 1 time Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126237 Seq: 1 Gender: M
Reported: 27/03/1998 Weight:
Hospitalisation: Age: 55Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Depression
Fatigue
Headache Zoloft ceased
Nausea

Medicine Details:

ZOLOFT (Suspected) Reason: Otr&unsp vertebrogen pain synd
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 3D
ENDONE (Suspected) Reason: Otr&unsp vertebrogen pain synd
Tablet 0.0 Daily Oral
3atch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  27/07/200  11:03Al!  Database: pusime ADRS004 Page 280 of 581



THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Chemists Sertraline,Xydep,ZOLOFT

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Report Detail

Case Number: 126246
Reported: 27/03/1998
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Seq: 1

Unknown

Gender:

F

Weight:

Age:

35Y

DOB:

Causality

: Causality possible

Preferred Term Severity

Report Description

Treatment

Weight increased
Hyperhidrosis

Over 10kg during one year of therapy

Zoloft ceased

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

Started:

0.0

Reason: Depression

Daily Oral

Stopped:

1Y

Laboratory Investigations:

Date Type Range

Date Tested

Result

Details

Additional Information:

Report Run  27/07/200 11:03A0 Database: pusime
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126249 Seq: 1
Reported: 30/03/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: F
Weight:
Age:
DOB:
Causality: Causality probable

Preferred Term Severity Report Description

Treatment

Diarrhoea
Tremor

Time of administration altered

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 11:03A0 Database: pusime ADRS004
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

126250 Seq: 1
30/03/1998

18/03/1998
Not yet recovered

Gender:

Weight

Age:

F
: 70.00
45Y

DOB:

Causality

: Causality possible

Preferred Term Severity

Report Description

Treatment

Dizziness
Insomnia
Nausea
Rash

Accommodation disorder

Difficulty focusing

Medicine Details:

3atch:

ZOLOFT (Suspected)

Started:

Reason: Depression

50.0 Milligram Daily
18/03/1998 stopped:  25/03/1998

Laboratory Investigations:

Date

Type Range Date Tested Result Details

Additional Information:
Hx of possible sle
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 126251 Seq: 1 Gender: F
Reported: 30/03/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Headache Severe Zoloft discontinued
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 0.0 Daily Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126287 Seq: 1 Gender: F
Reported: 31/03/1998 Weight:
Hospitalisation: Age: 42Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Rash Rash over entire body Zoloft ceased
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 0.0 Daily Oral
3atch: Started: stopped: 2W
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126292 Seq: 1 Gender: F
Reported: 31/03/1998 Weight:
Hospitalisation: Age: 71Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Pyrexia
Anaemia
Headache

High temperature

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: 01/12/1997 stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126293 Seq: 1 Gender: M
Reported: 31/03/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome
Nausea
Tremor Zoloft recommenced

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient decided to abruptly stop therapy with zoloft 100mg/d and reaction occurred. zoloft recommenced and the event resolved.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report

Case Number:
Reported
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Detail

126294
: 31/03/1998

Unknown

Seq: 1

Gender: F
Weight:

Age: 38Y
DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Cataract

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

0.0
Started:

Reason:

Daily

Stopped:

Oral

Laboratory Investigations:

Date

Type

Range Date Tested

Result

Details

Additional Information:
Also on other unspecified medications.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126295 Seq: 1 Gender: F
Reported: 31/03/1998 Weight:
Hospitalisation: Age: 35Y
Onset Date: 31/12/1998 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Skin discolouration Yellow discolouration of eyelids Zoloft ceased. therapy
changed to diazepam.

Medicine Details:

ORAL CONTRACEPTIVE NOS (Other drug) Reason:
0.0
3atch: Started: stopped:
ZOLOFT (Suspected) Reason: Depression
0.0
3atch: Started: Stopped: 5M

Laboratory Investigations:

Date Type Range Date Tested Result Details

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

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report

Case Number:
Reported
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Detail

126298
: 30/03/1998

Unknown

Seq: 1

Gender: F

Weight:
Age: 52Y
DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Migraine

Increasing frequency of migraine

Medicine Details:

ZOLOFT (Suspected)

3atch:

0.0
Started:

Reason:

Stopped:

IMIGRAN (Suspected)

3atch:

0.0
Started:

Reason: Migraine

Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126299 Seq: 1
Reported: 30/03/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: F
Weight:
Age: 40Y
DOB:
Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Headache
Nausea
Tremor

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 11:03A0 Database: pusime ADRS004

Page 291 of 581




TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Hospitalisation:
Onset Date:

Reaction Detai

Case Number: 126300
Reported: 30/03/1998

Seq: 1

Outcome: Not yet recovered

Gender: F

Weight:
Age: 40Y
DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Mania Experienced 3-5 days of manic behaviour [Plans to reduce dose to 50mg.
Apathy Pt feels that lost all emotion and feelings.
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped: 4w
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Chemists Sertraline,Xydep,ZOLOFT

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Report Detail
Case Number: 126311 Seq: 1 Gender: F
Reported: 01/04/1998 Weight: 68.00
Hospitalisation: Age: 21Y
Onset Date: 22/03/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Purpura Bruising Drug ceased
Rash
Medicine Details:
BRICANYL (Other drug) Reason: Asthma
Inhalation 0.0 Daily Inhalation
3atch: Started: L TERM stopped: CONTIN
BACTRIM DS (Other drug) Reason: Otr ecz&der due otr&unsp cause
Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: 01/01/1997 Stopped: CONTIN
CELESTONE (Other drug) Reason: Otr ecz&der due otr&unsp cause
Ointment 0.0 Daily Topical
3atch: Started: L TERM stopped: CONTIN
DIPROSONE (Other drug) Reason: Otr ecz&der due otr&unsp cause
Ointment 0.0 Daily Topical
3atch: Started: L TERM Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Also exacerbation of eczema. the dosage start date is not accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126311 Seq: 1 Gender: F
Reported: 01/04/1998 Weight: 68.00
Hospitalisation: Age: 21Y
Onset Date: 22/03/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Detai

Medicine Details:

PULMICORT (Other drug) Reason: Asthma

Inhalation 0.0 Daily Inhalation

3atch: Started: L TERM stopped: CONTIN
ZOLOFT (Suspected) Reason: Depression

Tablet 50.0 Milligram Daily Oral

3atch: Started: 21/03/1998 stopped: 23/03/1998

Laboratory Investigations:

Additional Information:
Also exacerbation of eczema. the dosage start date is not accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Chemists Sertraline,Xydep,ZOLOFT

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Report Detail

Case Number: 126388 Seq: 1 Gender: F
Reported: 02/04/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation Stimulatory effects Zoloft ceased.
Medicine Details:
ZOLOFT (Suspected) Reason: Anxiety neurosis
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report

Case Number:
Reported
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Detail

126389
: 02/04/1998

Unknown

Seq: 1

Gender: F
Weight:
Age:
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Menstrual disorder

Inter-menstrual bleeding

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

Started:

Reason:

Oral

Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested Result

Details

Additional Information:

Report Run
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Database: pusime

ADRS004
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Reported

Report Detail

Case Number:

126390
: 02/04/1998
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Unknown

Seq: 1

Gender: U
Weight:
Age:
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Hyponatraemia

Medicine Details:

ZOLOFT (Suspe
Tablet
3atch:

cted)

0.0
Started:

Reason:
Oral

Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested

Result Details

Additional Information:

Report Run  27/07/200
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Reported

Report Detail

Case Number:

126391
: 02/04/1998
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Unknown

Seq: 1

Gender: U
Weight:
Age:
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Hyponatraemia

Medicine Details:

ZOLOFT (Suspe
Tablet
3atch:

cted)

0.0
Started:

Reason:
Oral

Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested

Result Details

Additional Information:

Report Run  27/07/200

11:03A!
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126392 Seq: 1
Reported: 02/04/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: U
Weight:
Age: 55Y
DOB:
Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Pruritus

Antihistamine

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 11:03A0 Database: pusime ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126394 Seq: 1 Gender: F
Reported: 02/04/1998 Weight:
Hospitalisation: Age: 31Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Somnolence

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126395 Seq: 1 Gender: F
Reported: 02/04/1998 Weight:
Hospitalisation: Age: 17Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Somnolence

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126434 Seq: 1 Gender: F
Reported: 06/04/1998 Weight:
Hospitalisation: Age: 71Y
Onset Date: 28/03/1998 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Pyrexia

Convulsion

Somnolence

Drug withdrawal syndrome

38 c degrees
Generalised myoclonic jerking
Marked sedation

Ceased zoloft and gabapentin.

Medicine Details:

METHOTREXATE (Other drug) Reason: Other rheumatoid arthritis
12.5 Milligram Weekly
3atch: Started: 01/01/1990 stopped:
KAPANOL (Other drug) Reason: Pain
1.5 Gram Daily
3atch: Started: 01/01/1997 Stopped:
LOSEC (Other drug) Reason: Other diseases of esophagus
40.0 Milligram Daily
3atch: Started: 01/01/1996 Stopped:
CIPROXIN (Other drug) Reason: Other diseases of esophagus
1.0 Gram Daily
3atch: started: 01/01/1995 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 126434 Seq: 1 Gender: F
Reported: 06/04/1998 Weight:
Hospitalisation: Age: 71Y
Onset Date: 28/03/1998 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Detai

Medicine Details:

GABAPENTIN (Suspected) Reason: Pain
900.0 Milligram Daily
3atch: Started: 28/03/1998 stopped:  28/03/1998
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/01/1997 stopped: 28/03/1998

Laboratory Investigations:

Additional Information:

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.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126454 Seq: 1 Gender: M
Reported: 06/04/1998 Weight:
Hospitalisation: Age:
Onset Date: 31/12/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Eosinophilia
Hepatitis

Medicine Details:

Date Type

ZOLOFT (Suspected) Reason:
0.0
3atch: Started: 01/06/1997 stopped:
METHADONE HYDROCHLORIDE (Suspected) Reason:
0.0
3atch: Started: Stopped:
Laboratory Investigations:
Range Date Tested Result Details

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year. the dosage start date is not
necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126459 Seq: 1
Reported: 06/04/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: F
Weight:
Age:
DOB:
Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Alopecia

Medicine Details:

VALIUM (Other drug) Reason:
Tablet 0.0 Oral
3atch: Started: stopped:
ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 11:03A0 Database: pusime ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126460 Seq: 1 Gender: M
Reported: 06/04/1998 Weight:
Hospitalisation: Age: 45Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Mania Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 18M

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report

Case Number:
Reported
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Detail

126461
: 06/04/1998

Seq: 1

Not yet recovered

Gender: F
Weight:
Age: 60Y
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Insomnia

Medicine Details:

MURELAX (Other drug)
Tablet
3atch:

30.0 Milligram

Started:

Reason:

Daily

Oral

Stopped:

ZOLOFT (Suspected)
Tablet
3atch:

Reason:

50.0 Milligram Daily

Started:

Oral

Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested

Result

Details

Additional Information:
Pt on zoloft 50mg daily then 100mg daily then 150mg daily.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report

Case Number:
Reported
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Detail

126462
: 06/04/1998

Unknown

Seq: 1

Gender: M
Weight:
Age: 30Y
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Sexual dysfunction

Zoloft ceased

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

0.0
Started:

Reason:
Oral

stopped: 3M

Laboratory Investigations:

Date

Type

Range Date Tested

Result Details

Additional Information:

Report Run
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report

Case Number:
Reported
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Detail

126463
: 06/04/1998

Unknown

Seq: 1

Gender: M
Weight:
Age: 30Y
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Sexual dysfunction

Zoloft ceased

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

0.0
Started:

Reason:
Oral

stopped: 3M

Laboratory Investigations:

Date

Type

Range Date Tested

Result Details

Additional Information:

Report Run

27/07/200 11:03A!
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report

Detail

Case Number: 126466
Reported: 06/04/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Seq: 1

Gender: F

Weight:
Age: 59Y
DOB:

Causality: Causality probable

Preferred Term

Severity

Report Description

Treatment

Rash erythematous

Flared red rash

Zoloft ceased

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

Started:

Reason:
0.0

Oral

Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested Result

Details

Additional Information:

Report Run
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126507 Seq: 1 Gender: M
Reported: 08/04/1998 Weight:
Hospitalisation: Age: 40Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Thinking abnormal Unusual thoughts Pt being titrated off zoloft.

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: S TERM stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  27/07/200  11:03Al!  Database: pusime ADRS004 Page 311 of 581



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126511 Seq: 1 Gender: F
Reported: 08/04/1998 Weight:
Hospitalisation: Age: 34Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Nausea Severe Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 25.0 Milligram Daily Oral
3atch: Started: stopped: 3D

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Reported

Report Detail

Case Number:

126512
: 08/04/1998
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Unknown

Seq: 1

Gender: F
Weight:
Age:
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Diarrhoea

Medicine Details:

ZOLOFT (Suspe
Tablet
3atch:

cted)

0.0
Started:

Reason:
Daily Oral
Stopped: 2W

Laboratory Investigations:

Date

Type

Range Date Tested

Result Details

Additional Information:

Report Run  27/07/200

11:03A!

Database: pusime

ADRS004 Page 313 of 581




THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

TGA

THERAPEUTIC 600DS

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126513 Seq: 1
Reported: 08/04/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: F
Weight:
Age:
DOB:
Causality: Causality probable

Drug withdrawal syndrome

Preferred Term Severity Report Description Treatment
Depersonalisation Pt feeling " spaced out"
Dizziness

Zoloft was recommenced and
the dose slowly titrated, and
the event resolved.

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily
3atch: Started: stopped: 6M

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 11:03A0 Database: pusime ADRS004
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126514

Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Unknown

Reported: 08/04/1998

Seq: 1

Gender: M
Weight:
Age:
DOB:

34Y

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Fatigue

Drug withdrawal syndrome
Insomnia

Myalgia

Nausea

Decreased energy

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

Started:

Reason:
0.0

Oral

Stopped:

Laboratory Investigations:

Date Type

Range

Date Tested

Result

Details

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126515

Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Unknown

Reported: 08/04/1998

Seq: 1

Gender: F
Weight:
Age:
DOB:

65Y

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Fatigue

Drug withdrawal syndrome
Insomnia

Myalgia

Nausea

Decreased energy

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

Started:

Reason:
0.0

Oral

Stopped:

Laboratory Investigations:

Date Type

Range

Date Tested

Result

Details

Additional Information:

Report Run  27/07/200

11:03A!
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ADRS004
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Run

Report Detail
Case Number: 126516 Seq: 1 Gender: M
Reported: 08/04/1998 Weight:
Hospitalisation: Age: 22Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Diarrhoea Zoloft ceased and aropax
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 0.0 Oral
3atch: Started: stopped: ™
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126518 Seq: 1 Gender: F
Reported: 08/04/1998 Weight:
Hospitalisation: Age:
Onset Date: 31/03/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Confusional state

Zoloft ceased.

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
0.0
3atch: Started: stopped:
OMEPRAZOLE (Suspected) Reason:
0.0
3atch: Started: Stopped:
TAMOXIFEN CITRATE (Suspected) Reason:
0.0
3atch: Started: Stopped:
CISAPRIDE (Suspected) Reason:
0.0
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

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

Report Run
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126518 Seq: 1 Gender: F
Reported: 08/04/1998 Weight:
Hospitalisation: Age:
Onset Date: 31/03/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Detai

Medicine Details:

NIFEDIPINE (Suspected) Reason:
0.0
3atch: Started: stopped:
STEROID NOS (Suspected) Reason:
0.0
3atch: Started: stopped:

Laboratory Investigations:

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

Report Run  27/07/200  11:03Al!  Database: pusime ADRS004 Page 319 of 581



TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 126519
Reported: 08/04/1998
Hospitalisation:
Onset Date: 31/03/1998
Outcome: Unknown

Reaction Detai

Seq: 1

Gender: F

Weight:
Age:
DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Dystonia

Increased dystinic reaction when zoloft

Medicine Details:

ZOLOFT (Suspected)

3atch:

0.0
Started:

Reason:

Stopped:

SERENACE (Suspected)

3atch:

0.0
Started:

Reason:

Stopped:

COGENTIN (Suspected)

3atch:

0.0
Started:

Reason:

Stopped:

Laboratory Investigations:

Date Type

Range Date Tested

Result Details

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

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126521 Seq: 1 Gender: M
Reported: 08/04/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Libido decreased Zoloft ceased
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
Tablet 0.0 Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  27/07/200  11:03Al!  Database: pusime ADRS004 Page 321 of 581




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126522 Seq: 1 Gender: M
Reported: 08/04/1998 Weight:
Hospitalisation: Age: 20Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Pain Stiff neck Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram 2 times Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  27/07/200  11:03A!  Database: pusime ADRS004 Page 322 of 581



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126523 Seq: 1 Gender: M
Reported: 08/04/1998 Weight:
Hospitalisation: Age: 25Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Pain Stiff neck Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  27/07/200  11:03Al!  Database: pusime ADRS004 Page 323 of 581



THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

TGA

THERAPEUTIC 600DS

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126524 Seq: 1
Reported: 08/04/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: F
Weight:

Age: 40Y
DOB:

Causality: Causality probable

Preferred Term Severity Report Description

Treatment

Rash All over body

Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 10D

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 11:03A0 Database: pusime ADRS004
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126525 Seq: 1
Reported: 08/04/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: M
Weight:
Age: 70Y
DOB:
Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Muscle spasms Bilateral calf cramps

Zoloft reduced to 25mg daily.

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 11:03A0 Database: pusime ADRS004
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Reported

Report Detail

Case Number:

126528
: 08/04/1998
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Unknown

Seq: 1

Gender: M
Weight:
Age:
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Ejaculation failure

Medicine Details:

ZOLOFT (Suspe

3atch:

cted)

0.0
Started:

Reason:

Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested

Result Details

Additional Information:

Report Run  27/07/200

11:03A!

Database: pusime

ADRS004 Page 326 of 581




TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126529 Seq: 1 Gender: F
Reported: 08/04/1998 Weight:
Hospitalisation: Age: A4
Onset Date: 31/12/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Bursitis
Tendonitis
Medicine Details:
ZOLOFT (Suspected) Reason:
0.0
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient developed a bilateral shoulder impingement tendonitis and bursitis as diagnosed by a physiotherapist. - the date of onset
is not accurate but indicates that onset occurred sometime during the year.

Report Run  27/07/200 11:03A!

Database: pusime

ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126530 Seq: 1 Gender: F
Reported: 08/04/1998 Weight:
Hospitalisation: Age: A2
Onset Date: 31/12/1998 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Rash Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 25.0 Milligram Daily Oral
3atch: Started: stopped: 10D

Laboratory Investigations:

Date Type Range Date Tested Result Details

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

Report Run  27/07/200  11:03Al!  Database: pusime ADRS004 Page 328 of 581



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126568 Seq: 1 Gender: F
Reported: 09/04/1998 Weight:
Hospitalisation: Age: 26Y
Onset Date: 05/03/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Pruritus Zoloft ceased. treatment:
teldane 1-2 daily.
Rash
Medicine Details:
VENTOLIN (Other drug) Reason: Asthma
Inhalation 2.0 Dose Unspecified As necessary Inhalation
3atch: Started: L TERM stopped:
PROPYLTHIOURACIL (Other drug) Reason: Toxic diffuse goiter
Tablet 100.0 Milligram Daily Oral
3atch: Started: 01/12/1997 stopped:
ZOLOFT (Suspected) Reason: Depression
50.0 Milligram Daily
3atch: Started: 16/02/1998 stopped: 05/03/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

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

Report Run  27/07/200 11:03A!

Database: pusime

ADRS004
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126570 Seq: 1 Gender:
Reported: 09/04/1998 Weight:
Hospitalisation: Age:
Onset Date: 31/03/1998 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Foetal distress syndrome Foetal bradycardia
Medicine Details:
STEMETIL (Other drug) Reason: Nausea and vomiting
0.0
3atch: Started: stopped:
MAXOLON (Other drug) Reason: Nausea and vomiting
0.0
3atch: Started: Stopped:
MOTILIUM (Other drug) Reason: Nausea and vomiting
0.0
3atch: Started: Stopped:
TEMAZEPAM (Other drug) Reason: Nausea and vomiting
0.0
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result

Additional Information:

Fetal bradycardia lasting approximately 12 hours prior to delivery - returned to normal within 24 hours after delivery. echo normal

- no other effects noted. - 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.

Report Run

27/07/200

11:03A!

Database: pusime

ADRS004
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

126570
09/04/1998

31/03/1998
Recovered

Medicine Details:

Seq:

Gender: F
Weight:
Age:
DOB:
Causality: Causality possible

32Y

PHENERGAN (Suspected) Reason:
Injection 1.0 Dose Unspecified 1 time Subcutaneous
3atch: Started: 01/03/1998 stopped:
ZOLOFT (Suspected) Reason: Depression
Tablet 300.0 Milligram Daily Oral
3atch: Started: 01/06/1995 Stopped: CONTIN

Laboratory Investigations:

Additional Information:

Fetal bradycardia lasting approximately 12 hours prior to delivery - returned to normal within 24 hours after delivery. echo normal
- no other effects noted. - 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.

Report Run  27/07/200 11:03A!

Database: pusime

ADRS004
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 126595 Seq: 1 Gender: M
Reported: 14/04/1998 Weight:
Hospitalisation: Age: 70Y
Onset Date: 03/04/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Hyponatraemia

Ceased zoloft, will be weaned
off tegretol in 3-4 weeks.

Medicine Details:

ZOLOFT (Suspected) Reason:
50.0 Milligram Daily
3atch: Started: 27/03/1998 stopped:  02/04/1998
TEGRETOL (Suspected) Reason:
400.0 Milligram Daily
3atch: Started: S TERM Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  27/07/200  11:03Al!  Database: pusime ADRS004 Page 332 of 581




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126627 Seq: 1 Gender: M
Reported: 14/04/1998 Weight:
Hospitalisation: Age: 22
Onset Date: 27/02/1998 DOB: 21/03/1975
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hepatitis

Medicine Details:

CLOZAPINE (Suspected) Reason: Unspecified schizophrenia
Tablet 500.0 Milligram Daily Oral
3atch: Started: 01/07/1997 stopped:  04/03/1998
SERTRALINE HYDROCHLORIDE (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: 06/01/1998 stopped: 04/03/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
ALT = SGPT 15/07/1997 259
AST = SGOT 15/07/1997 72
AST = SGOT 27/02/1998 92
Bilirubin 15/07/1997 32
Bilirubin 27/02/1998 32
GGT = SGGT = 15/07/1997 152

Additional Information:

Report Run  27/07/200 11:03A1 Database: pusime ADRS004 Page 333 of

581




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126635 Seq: 1 Gender: M
Reported: 14/04/1998 Weight:
Hospitalisation: Age: 40Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Delusion Please see additional information
Mania Zoloft ceased
Psychotic disorder
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 0.0 Oral
3atch: Started: stopped: 8W
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Pt believed that he had an alien inside his chest and lost over 30kg in attempting to starve it out.

Report Run  27/07/200 11:04A0

Database: pusime

ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126636 Seq: 1 Gender: F
Reported: 14/04/1998 Weight:
Hospitalisation: Age: 35Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation Panic attack

Medicine Details:
ZOLOFT (Suspected) Reason:

Tablet 0.0 Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  27/07/200  11:04Al!  Database: pusime ADRS004 Page 335 of 581



TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

126642
14/04/1998

Unknown

Seq: 1

Gender: U
Weight:
Age:
DOB:

30Y

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Rash

Zoloft ceased

Medicine Details:

LITHIUM CARBONATE (Other drug)
Tablet
3atch:

0.0
Started:

Reason:

Stopped:

Oral

ZOLOFT (Suspected)
Tablet
3atch:

100.0 Milligram

Started:

Reason:

Daily

Stopped:

Oral

Laboratory Investigations:

Date Type

Range Date Tested

Result

Details

Additional Information:

Report Run  27/07/200 11:04A0

Database: pusime

ADRS004
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126643 Seq: 1
Reported: 14/04/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: M
Weight:
Age: 50Y
DOB:
Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Insomnia
Tremor

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 11:04A1 Database: pusime ADRS004
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126644 Seq: 1
Reported: 14/04/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: F
Weight:

Age: 45Y
DOB:

Causality: Causality possible

Preferred Term Severity

Report Description

Treatment

Muscle twitching

Twitching of the facial muscles

Zoloft ceased, prothiaden

commenced.
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 25.0 Milligram Daily Oral
3atch: Started: stopped: 4D
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient unable to tolerate aropax.

Report Run  27/07/200 11:04A1 Database: pusime ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126645 Seq: 1 Gender: F
Reported: 14/04/1998 Weight:
Hospitalisation: Admitted to hospital Age:
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Palpitations Patient spent 2 days in icu.

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 1.0 Dose Unspecified 1 time Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  27/07/200  11:04Al!  Database: pusime ADRS004 Page 339 of 581



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126647 Seq: 1 Gender: M
Reported: 14/04/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Nausea

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/04/1998 stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126648 Seq: 1 Gender: F
Reported: 14/04/1998 Weight:
Hospitalisation: Age: A2
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Nausea

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/04/1998 stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

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

Report Run  27/07/200  11:04Al!  Database: pusime ADRS004 Page 341 of 581



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 126649 Seq: 1 Gender: F
Reported: 14/04/1998 Weight:
Hospitalisation: Age: 25Y
Onset Date: 31/12/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Nausea
Tremor

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 25.0 Milligram Daily Oral
3atch: Started: L TERM stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Pt on zoloft 100mg for 8 months, symptom free for 5 months. dose was reduced over 5- 6 weeks, to 25mg, when pt experienced
reactions. - the date of onset is not accurate but indicates that onset occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126650 Seq: 1 Gender: M
Reported: 14/04/1998 Weight:
Hospitalisation: Age: 50Y
Onset Date: 31/12/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Aggression Anger and frustration
Affect lability Moodiness
Anxiety
Drug withdrawal syndrome

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 25.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Pt experienced reactions whilst his dose of zoloft was being titrated from 100mg/day to 25mg/day over 8 weeks. - the date of
onset is not accurate but indicates that onset occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 126651 Seq: 1 Gender: F

Reported: 14/04/1998 Weight:

Hospitalisation: Age: 60Y
Onset Date: 31/12/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Drug withdrawal syndrome Withdrawal problems after zoloft titrated to

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 25.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

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

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

126653
14/04/1998

Unknown

Seq: 1

Gender: M
Weight:
Age:
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Ejaculation failure

Medicine Details:

Tablet
3atch:

ZOLOFT (Suspected)

0.0
Started:

Reason:
Oral

Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested

Result Details

Additional Information:

Report Run  27/07/200

11:04A0

Database: pusime
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report
Case N

Hospitali

Reported:

Detail

umber:

sation:

Onset Date:
Outcome:

Reaction Detai

126654
14/04/1998

Unknown

Seq: 1

Gender: M
Weight:
Age:
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Dizzines

S

Dizziness upon exertion (ie climbing stairs)

Medici

ne Details:

ZOLOFT (Suspected)

Tablet
3atch:

Reason:

150.0 Milligram Daily Oral

Started:

Stopped: CONTIN

Laboratory Investigations:

Date

Type

Range Date Tested Result Details

Additional Information:
Reaction occurred when dose of zoloft was increased from 100mg to 150mg.

Report Run

27/07/200 11:04A0
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 126656 Seq: 1 Gender: M
Reported: 14/04/1998 Weight:
Hospitalisation: Age: 45Y
Onset Date: 31/03/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Pollakiuria Increased urination esp. at night
Nocturia

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/02/1998 stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

- 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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126731 Seq: 1 Gender: F

Reported: 16/04/1998 Weight: 65.00

Hospitalisation: Admitted to hospital Age: 57Y
Onset Date: 16/01/1998 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Pain Pain radiating up left arm to chin
Tachycardia Several episodes of tachycardia. Zoloft ceased. treatment :

anginine tab prn.

Angina pectoris
Chest pain
Hypertension

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
1.0 Dose Unspecified Daily
3atch: Started: 13/01/1998 stopped: 28/01/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  27/07/200 11:04A0 Database: pusime ADRS004 Page 348
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

THERAPEUTIC 600DS

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

to venlafaxine.

Report Detail
Case Number: 126752 Seq: 1 Gender: F
Reported: 17/04/1998 Weight: 36.00
Hospitalisation: Age: 75
Onset Date: 25/12/1997 DOB: 03/10/1922
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Diarrhoea Reduction and then cessation

of sertraline. therapy changed

Medicine Details:

SERTRALINE HYDROCHLORIDE (Suspected) Reason: Depression
150.0 Milligram Daily
3atch: Started: 16/12/1997 stopped:  30/01/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Reaction occurred on increased dose of sertraline from 100mg to 150mg.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126768 Seq: 1 Gender: M
Reported: 17/04/1998 Weight:
Hospitalisation: Age: 68Y
Onset Date: 05/03/1998 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Rash maculo-papular Rash all over back and upper chest Ceased sertraline.
Pruritus
Medicine Details:
SINEMET (Other drug) Reason:
6.0 Dose Unspecified Daily
3atch: Started: L TERM stopped:
COLOXYL (Other drug) Reason:
Tablet 120.0 Milligram Daily Oral
3atch: Started: L TERM Stopped:
SORBILAX (Other drug) Reason:
40.0 Millilitre Daily
3atch: Started: L TERM Stopped:
SERTRALINE HYDROCHLORIDE (Suspected) Reason: Depression
25.0 Milligram Daily
3atch: Started: 26/02/1998 Stopped: 05/03/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Pt suffers from depression and parkinsons disease.
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Reported

Report Detail

Case Number:

126800
: 21/04/1998
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Unknown

Seq: 1

Gender: F
Weight:
Age:
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Anorgasmia

Medicine Details:

ZOLOFT (Suspe
Tablet
3atch:

cted)

0.0
Started:

Reason:
Oral

Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested

Result Details

Additional Information:

Report Run  27/07/200

11:04A0

Database: pusime
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126801 Seq: 1 Gender: F
Reported: 21/04/1998 Weight:
Hospitalisation: Age: 60Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Diarrhoea Ceased zoloft

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126803 Seq: 1
Reported: 21/04/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: F
Weight:
Age: 40Y
DOB:
Causality: Causality probable

Preferred Term Severity Report Description

Treatment

Flushing

Zoloft reduced to 75mg,
however the patient's control of
depression was compromised.

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 11:04A1 Database: pusime ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 126804 Seq: 1 Gender: F
Reported: 21/04/1998 Weight:
Hospitalisation: Treated in outpatient department only. Age: 20Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anxiety Severe

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 2D

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
A doctor reports that a female patient was commenced on therapy with zoloft 50mg daily and experienced anxiety. the patient
presented to hospital but was not admitted. zoloft ceased for 2 days than recommenced on 25mg daily for 2 weeks. the patient is

currently taking zoloft 100mg daily with good results.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126806 Seq: 1 Gender: M
Reported: 21/04/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Insomnia

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 126807 Seq: 1 Gender: F

Reported: 21/04/1998 Weight:

Hospitalisation: Admitted to hospital Age: 17Y
Onset Date: DOB:

Outcome: Recovered Causality: Causality probable

Reaction Detai
Preferred Term Severity Report Description Treatment

Nausea

Syncope

Muscle twitching

Muscle twitching

Zoloft started with 50mg then
reduced to 25mg daily.

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 2W
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126814 Seq: 1 Gender: M
Reported: 21/04/1998 Weight:
Hospitalisation: Age: 86Y
Onset Date: 18/03/1998 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Thinking abnormal
Confusional state
Hyponatraemia

Deterioration of mental state

Ceased sertraline

Medicine Details:

FERRO-GRADUMET (Other drug) Reason:
350.0 Milligram Daily
3atch: Started: 02/12/1997 stopped:
LACTULOSE (Other drug) Reason:
20.0 Millilitre Daily
3atch: Started: 02/12/1997 Stopped:
COLOXYL WITH SENNA (Other drug) Reason:
2.0 Dose Unspecified Daily
3atch: Started: 02/12/1997 Stopped:
SERTRALINE HYDROCHLORIDE (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 03/03/1998 stopped:  30/03/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  27/07/200  11:04Al!  Database: pusime ADRS004 Page 357 of 581




TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126833 Seq: 1 Gender: F
Reported: 21/04/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Pain General pains Zoloft was reduced from
600mg daily to 200mg daily.
Arthralgia
Pyrexia
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 600.0 Milligram Daily Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  27/07/200  11:04Al!  Database: pusime ADRS004 Page 358 of 581




TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Reported

Report Detail
Case Number:
: 21/04/1998
Hospitalisation:
Onset Date:
Outcome:
Reaction Detai

126834

Unknown

Seq: 1

Gender: M
Weight:
Age:
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Agitation
Anxiety

Medicine Details:

ZOLOFT (Suspe
Tablet
3atch:

cted)

0.0
Started:

Reason:
Oral

Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested

Result Details

Additional Information:

Report Run  27/07/200 11:04A0
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126835 Seq: 1 Gender: M
Reported: 21/04/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Orthostatic hypotension Ceased zoloft.

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient has also experienced problems with therapy with other ssr's (unspecified).
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THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

TGA

THERAPEUTIC 600DS

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 126860 Seq: 1
Reported: 23/04/1998
Hospitalisation:
Onset Date: 19/04/1998
Outcome: Not yet recovered

Reaction Detai

Gender: M
Weight: 74.00

Age: 34Y
DOB:

Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Sleep disorder Poor sleep
Tremor

Ceased zoloft

Medicine Details:

Date Type Range Date Tested Result

ZOLOFT (Suspected) Reason: Depression
50.0 Milligram Daily
3atch: Started: 17/04/1998 stopped:  19/04/1998
Laboratory Investigations:
Details

Additional Information:

Report Run  27/07/200 11:04A1 Database: pusime ADRS004
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126961 Seq: 1
Reported: 27/04/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: F
Weight:

Age: A4
DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Thirst Increased thirst after inc of dose from 25 to|.
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 11:04A1 Database: pusime ADRS004

Page 362 of 581




TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126962
Reported: 27/04/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Seq: 1

Gender: F
Weight:
Age: 33Y
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Weight increased

Pt gained 12kg over 12 months

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

Started:

Reason: Depression
Daily Oral
Stopped: 1Y

Laboratory Investigations:

Date Type

Range Date Tested Result Details

Additional Information:

Report Run  27/07/200 11:04A0
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126963 Seq: 1 Gender: F
Reported: 27/04/1998 Weight:
Hospitalisation: Age: 60Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Nausea Zoloft ceased
Somnolence

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 1.0 Dose Unspecified 1 time Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 126965 Seq: 1 Gender: F
Reported: 27/04/1998 Weight:
Hospitalisation: Age: 60Y
Onset Date: 31/12/1996 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Xerophthalmia

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 200.0 Milligram Daily Oral
3atch: Started: L TERM stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127004 Seq: 1 Gender: F
Reported: 29/04/1998 Weight: 50.00
Hospitalisation: Age: 32Y
Onset Date: 20/02/1998 DOB:
Outcome: Recovered Causality: Causality probable

Reaction Detai

Preferred Term Severity Report Description Treatment

Increased appetite Eats more often
Menorrhagia Excessive bleeding, clots
Tachycardia Rapid heart rate
Pharyngitis Ulcerated throat
Conjunctivitis
Nausea

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 25.0 Milligram Daily Oral
3atch: Started: 20/02/1998 stopped: 08/03/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Pt taking 25mg daily but on a few occassions therapy had been missed.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127073 Seq: 1 Gender: F

Reported: 01/05/1998 Weight: 50.00

Hospitalisation: Age: 15Y
Onset Date: 29/04/1998 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Dizziness Dizzy
Nausea Felt sick
Asthenia Felt weak
Peripheral ischaemia Hands felt cold
Hypoaesthesia Numbness going to elbows from hands
Tremor Shaking
Headache Slight headache
Hypoaesthesia

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 25.0 Milligram Daily Oral
3atch: Started: 29/04/1998 stopped:  29/04/1998
DOXYCYCLINE HYDROCHLORIDE (Suspected) Reason:
50.0 Milligram Daily
3atch: Started: 29/04/1998 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  27/07/200  11:04Al!  Database: pusime ADRS004 Page 367 of 581



THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

TGA

THERAPEUTIC 600DS

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127101 Seq: 1
Reported: 04/05/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: F
Weight:

Age: 32Y
DOB:

Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Agitation Extremely agitated

Zoloft ceased. efexor

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 4w

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 11:04A1 Database: pusime ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127105 Seq: 1 Gender: F
Reported: 04/05/1998 Weight:
Hospitalisation: Age: 27Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Diarrhoea Severe
Nausea Severe Zoloft ceased. aropax

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 25.0 Milligram Daily Oral
3atch: Started: stopped: 2W

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
The patient had been treated with zoloft for a period of 1 year and 6 months previously.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report

Case Number:
Reported
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Detail

127106
: 04/05/1998

Unknown

Seq: 1

Gender: F
Weight:
Age:
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Candidiasis

Rash under folds of both breasts

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

Started:

Reason:

Oral

Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested Result

Details

Additional Information:

Report Run

27/07/200 11:04A0

Database: pusime

ADRS004
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Reported

Report Detail
Case Number:
: 04/05/1998
Hospitalisation:
Onset Date:
Outcome:
Reaction Detai

127107

Unknown

Seq: 1

Gender: M
Weight:
Age: 50Y
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Tinnitus

Drug withdrawal syndrome

Buzzing in the head after cessation of

Medicine Details:

ZOLOFT (Suspe
Tablet
3atch:

cted)

Started:

Reason:
0.0 Oral
Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested Result Details

Additional Information:

Report Run  27/07/200 11:04A0

Database: pusime
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127108 Seq: 1 Gender: M
Reported: 04/05/1998 Weight:
Hospitalisation: Age: 35Y
Onset Date: 31/12/1998 DOB:
Outcome: Unknown Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment

Testicular disorder

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
This reaction apparently recurred on rechallenge. - the date of onset is not accurate but indicates that onset occurred sometime

during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127109 Seq: 1 Gender: F
Reported: 04/05/1998 Weight:
Hospitalisation: Age:
Onset Date: 31/12/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Asthenia Extreme fatigue, quite debilitating

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 200.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127110 Seq: 1 Gender: M
Reported: 04/05/1998 Weight:
Hospitalisation: Age: 51Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Alopecia Hair loss

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  27/07/200 11:04A1 Database: pusime ADRS004 Page 374 of 581



TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127111 Seq: 1 Gender: M
Reported: 04/05/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Ejaculation failure Delayed ejaculation
Somnolence Dose of zoloft reduced to 25mg
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient experienced reaction when dose of zoloft was increased from 50 to 100mg.

Report Run  27/07/200 11:04A0

Database: pusime
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127112 Seq: 1 Gender: F
Reported: 04/05/1998 Weight:
Hospitalisation: Age: 30Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation Extremely agitated
Affect lability Uncontrollable crying
Depression Zoloft ceased
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient experienced reaction when dose of zoloft was increased from 25 to 50mg.
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Database: pusime
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127113
Reported: 04/05/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Seq: 1

Gender: F
Weight:
Age: 29Y
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Agitation
Anxiety
Agitation

Became agitated
Became anxious

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

Started:

Reason: Depression

50.0 Milligram Daily Oral
Stopped:

Laboratory Investigations:

Date Type

Range Date Tested Result Details

Additional Information:

Report Run  27/07/200 11:04A0
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127115 Seq: 1 Gender: F
Reported: 04/05/1998 Weight:
Hospitalisation: Age: 40Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Somnolence Experienced sedation Zoloft ceased
Fatigue

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 2W

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127117 Seq: 1 Gender: M
Reported: 04/05/1998 Weight:
Hospitalisation: Age: 47Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Muscle twitching Muscle twitching Cogentin added to therapy

Medicine Details:

PROZAC (Suspected) Reason:
Tablet 0.0 Oral
3atch: Started: stopped:
ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient had the same experience with prozac.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127118 Seq: 1 Gender: F
Reported: 04/05/1998 Weight: 77.00
Hospitalisation: Age: 53Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
VVaginal haemorrhage \Vaginal bleeding Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 200.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Therapy with serzone produced same reaction. the reporting doctor is the patient. increased oestrogen levels also reported with

aurorix.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127119 Seq: 1 Gender: F
Reported: 04/05/1998 Weight:
Hospitalisation: Age: 39Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment
Amnesia Memory loss

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Reaction occurred after 3-4 years on medication. zoloft ceased. recommenced 3 weeks later and the event recurred.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127155 Seq: 1 Gender: F
Reported: 05/05/1998 Weight: 65.00
Hospitalisation: Age: 58Y
Onset Date: 02/04/1998 DOB:
Outcome: Recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment
Diarrhoea Zoloft ceased

Medicine Details:

TEMAZEPAM (Other drug) Reason: Specific disorders of sleep
10.0 Milligram Daily
3atch: Started: 01/01/1996 stopped:
ZOLOFT (Suspected) Reason: Depression
50.0 Milligram Daily
3atch: Started: 02/04/1998 stopped: 29/04/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Diarrhoea during the day only when taking zoloft in the am. symptoms stopped when zoloft ceased. had similar episode in jan
1997. the dosage start date is not accurate but indicates that start occurred sometime during the year.
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127161 Seq: 1 Gender: F
Reported: 05/05/1998 Weight: 54.00
Hospitalisation: Age: 64Y
Onset Date: 31/10/1997 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Diarrhoea

Inc bowel motility - 5-6/day

Ceased zoloft

Medicine Details:

LARGACTIL (Other drug) Reason: Otr spec symp psychopathol nec
10.0 Milligram Daily
3atch: Started: 01/09/1997 stopped:  12/12/1997
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/09/1997 stopped: 08/01/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details

during the month.

Additional Information:

After cessation of zoloft it took 12 weeks to recover normal bowel frequency. - 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
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127167 Seq: 1 Gender: M
Reported: 04/05/1998 Weight: 85.00
Hospitalisation: Age: 54Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Thinking abnormal Fuzziness in head

Medicine Details:
ZOLOFT (Suspected) Reason: Depression

50.0 Milligram Daily
3atch: Started: 01/02/1997 stopped: 21/04/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

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

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127174
Reported: 05/05/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Seq: 1

Gender: F
Weight:
Age:
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Vaginal haemorrhage

\Vaginal bleeding (intermenstrual)

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

Started:

Reason:

0.0 Oral

Stopped: CONTIN

Laboratory Investigations:

Date Type

Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

THERAPEUTIC 600DS

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127175 Seq: 1 Gender: F
Reported: 05/05/1998 Weight:
Hospitalisation: Age: 40Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Nausea Ceased zoloft
\VVomiting

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram 1 time Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  27/07/200 11:04A01 Database: pusime ADRS004 Page 386
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127176 Seq: 1 Gender: F

Reported: 05/05/1998 Weight:

Hospitalisation: Age: 38Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Libido decreased Loss of libido Zoloft ceased

Medicine Details:
ZOLOFT (Suspected) Reason:

Tablet 0.0 Oral
3atch: Started: stopped: 18M

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127177 Seq: 1 Gender: M
Reported: 05/05/1998 Weight:
Hospitalisation: Age: 88Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Tachycardia Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 4D

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127178 Seq: 1 Gender: M
Reported: 05/05/1998 Weight:
Hospitalisation: Age: 65Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Tremor Zoloft reduced, symptoms
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 0.0 Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127179 Seq: 1 Gender: M
Reported: 05/05/1998 Weight:
Hospitalisation: Age: 52Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Alopecia Hair loss Zoloft ceased

Medicine Details:
ZOLOFT (Suspected) Reason:

Tablet 0.0 Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127180 Seq: 1 Gender: F
Reported: 05/05/1998 Weight:
Hospitalisation: Age: 40Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Nausea

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127181 Seq: 1 Gender: F
Reported: 06/05/1998 Weight:
Hospitalisation: Age: A2
Onset Date: 31/03/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Weight increased 4-5 kg over 5 weeks
Drug ineffective Zoloft ceased
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 5W
Laboratory Investigations:
Date Type Range Date Tested Result Details

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

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127182 Seq: 1 Gender: M
Reported: 06/05/1998 Weight:
Hospitalisation: Age: 20Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Rash pustular Superficial purulent rash when rubbed or [Zoloft dose reduced
Medicine Details:
ZOLOFT (Suspected) Reason: Anxiety neurosis
Tablet 0.0 Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127183 Seq: 1
Reported: 06/05/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: F
Weight:
Age:
DOB:
Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Palpitations

Zoloft dose reduced to 25mg/d

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 11:04A1 Database: pusime ADRS004
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THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

TGA

THERAPEUTIC 600DS

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127185 Seq: 1
Reported: 06/05/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: M
Weight:

Age: 46Y
DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Erectile dysfunction Erectile dysfunction
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
Tablet 150.0 Milligram Daily Oral
3atch: Started: stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 11:04A1 Database: pusime ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127186 Seq: 1 Gender: M
Reported: 06/05/1998 Weight:
Hospitalisation: Age: 32Y
Onset Date: 31/12/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Ejaculation failure Ejaculatory delay Zoloft ceased, therapy
changed to nefazodone.

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 5M

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127188 Seq: 1 Gender: M
Reported: 06/05/1998 Weight:
Hospitalisation: Age: 38Y
Onset Date: 31/12/1998 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Ejaculation failure Delayed ejaculation Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/01/1998 stopped:  28/04/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

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

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 127189 Seq: 1 Gender: F
Reported: 06/05/1998 Weight:
Hospitalisation: Age: 42Y
Onset Date: DOB:
Outcome: Death Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation Very agitated Zoloft ceased, aurorix
commenced. unknown whether|
zoloft was gradually reduced or|
whether aurorix was
commenced.
Sudden death
Medicine Details:
ZOLOFT (Interaction) Reason: Depression
200.0 Milligram Daily
3atch: Started: stopped: 4w
AURORIX (Interaction) Reason: Depression
Tablet 200.0 Milligram Daily Oral
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Dose was titrated very quickly from 50mg to 200 mg. reaction occurred at this dosage.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127204 Seq: 1 Gender: F
Reported: 04/05/1998 Weight: 46.00
Hospitalisation: Age: 21Y
Onset Date: 31/03/1998 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Micturition disorder
Pollakiuria Patient responed to halving
dose of prepulsid to 20mg d.

Medicine Details:

PREPULSID (Interaction) Reason: Gastritis&duodenitis
40.0 Milligram Daily

3atch: Started: stopped:
ZOLOFT (Interaction) Reason: Depression

Tablet 50.0 Milligram Daily Oral

3atch: Started: stopped: CONTIN
MULTIVITAMINS (Other drug) Reason:

Tablet 1.0 Dose Unspecified Daily Oral

3atch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Chemists Sertraline,Xydep,ZOLOFT

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Report Detail

Case Number: 127239 Seq: 1 Gender: M
Reported: 07/05/1998 Weight:
Hospitalisation: Age: 71Y
Onset Date: 26/04/1998 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Rash maculo-papular Non raised diffused red rash. Ceased augmentin forte.
Medicine Details:
ACTRAPID (Other drug) Reason: Diabetes mellitus
0.0
3atch: Started: stopped: CONTIN
PANADOL (Other drug) Reason: Pain
4.0 Gram Daily
3atch: Started: Stopped: CONTIN
NILSTAT (Other drug) Reason: Moniliasis
4.0 Millilitre Daily
3atch: Started: 23/04/1998 Stopped: CONTIN
AUGMENTIN FORTE (Suspected) Reason: Othr diseases of urinary tract
3.0 Dose Unspecified Daily
3atch: Started: 25/04/1998 Stopped: 26/04/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Report Run  27/07/200 11:04A0

Database: pusime
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Chemists Sertraline,Xydep,ZOLOFT

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

127239 Seq: 1
07/05/1998

26/04/1998
Recovered

Medicine Details:

Gender: M
Weight:
Age: 71Y
DOB:
Causality: Causality possible

SERTRALINE HYDROCHLORIDE (Suspected) Reason: Depression
50.0 Milligram Daily
3atch: Started: 24/04/1998 stopped:  25/04/1998
Laboratory Investigations:
Additional Information:
Report Run  27/07/200 11:04A0 Database: pusime ADRS004 Page 401 of 581




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127280 Seq: 1 Gender: F
Reported: 11/05/1998 Weight:
Hospitalisation: Age: 50Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Depersonalisation

Medicine Details:
ZOLOFT (Suspected) Reason: Depression

0.0
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127283 Seq: 1 Gender: M
Reported: 11/05/1998 Weight:
Hospitalisation: Age: 55Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation
Visual disturbance

Medicine Details:

NORMISON (Other drug) Reason: Specific disorders of sleep
Oral application 15.0 Milligram Daily Oral
3atch: Started: stopped:

ZOLOFT (Suspected) Reason: Depression
Tablet 75.0 Milligram Daily Oral
3atch: Started: 01/04/1998 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient became agitated when zoloft dose was increased from 50mg to 75mg. dose titrated back to 62.5mg and now reports
vision disturbance. the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 127285 Seq: 1 Gender: F
Reported: 11/05/1998 Weight:
Hospitalisation: Age: 50Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Face oedema Lip and facial swelling with facial distortion [Zoloft stopped and reaction
resolved 2 days later
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 21/10/1997 stopped: 24/11/1997
ZOLOFT (Suspected) Reason: Depression
Tablet 100.0 Milligram Daily Oral
3atch: Started: 24/11/1997 stopped: 28/01/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Reaction occurred after dose was increased to 100mg daily. reaction resolved 2 days after stopping zoloft in january 1998. the
dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127286 Seq: 1
Reported: 11/05/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: M
Weight:
Age: 22Y
DOB:
Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Paraesthesia

Dose reduced to 100mg and
reaction resolved.

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 200.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127302 Seq: 1 Gender: F
Reported: 11/05/1998 Weight:
Hospitalisation: Age: 50Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyponatraemia Zoloft ceased and aurorix
commenced. aurorix cease
and then tolvon commenced.
Medicine Details:
AURORIX (Other drug) Reason: Depression
Tablet 0.0 Oral
3atch: Started: stopped:
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Zoloft ceased and aurorix commenced and the problem remained. aurorix ceased and tolvon commenced and the event
resolved. patient was also on other medications (unspecified).
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127307 Seq: 1 Gender: M
Reported: 11/05/1998 Weight:
Hospitalisation: Age: 45Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Palpitations Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 01w

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127311 Seq: 1 Gender: M
Reported: 11/05/1998 Weight:
Hospitalisation: Age: 47Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation
Hyperhidrosis
Tremor

Medicine Details:
ZOLOFT (Suspected) Reason: Depression

50.0 Milligram Daily
3atch: Started: 01/02/1997 stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

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

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127312
Reported: 11/05/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Seq: 1

Gender: M

Weight:
Age: 38Y
DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Ejaculation disorder

Medicine Details:

ZOLOFT (Suspected)

3atch:

50.0 Milligram

Started:

Reason:

Daily

Stopped: 01w

Laboratory Investigations:

Date Type

Range Date Tested

Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127314 Seq: 1 Gender: F
Reported: 11/05/1998 Weight:
Hospitalisation: Age: 41Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anorgasmia

Medicine Details:
ZOLOFT (Suspected) Reason: Depression

100.0 Milligram Daily
3atch: Started: L TERM stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report
Case N

Hospitali

Reported:

Detail

umber:

sation:

Onset Date:
Outcome:

Reaction Detai

127316
11/05/1998

Unknown

Seq: 1

Gender: F

Weight:
Age: 30Y
DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Deperso

nalisation

Spaced out

Medici

ne Details:

ZOLOFT (Suspected)

3atch:

Started:

Reason:

50.0 Milligram Daily

Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested Result

Details

Additional Information:
Reaction occurred when dose was increased from 25mg to 50mg daily.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 127317 Seq: 1 Gender: F
Reported: 11/05/1998 Weight:
Hospitalisation: Age: 23Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Weight decreased Lost several kilos within 6 month of therapy|Medication ceased and began
to rega”in_ V\{eight almost
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
50.0 Milligram Daily
3atch: Started: stopped: 06M
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127322 Seq: 1 Gender: M
Reported: 11/05/1998 Weight:
Hospitalisation: Age: 30Y
Onset Date: DOB:
Outcome: Recovered with sequelae Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hypotension Hypotensive attacks leading to falls and

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
100.0 Milligram Daily

3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

prevalent on 100mg.

Reaction would occur on both 50mg and 100mg dose of sertraline. patient would fall and injure himself. adverse event was more
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127346 Seq: 1 Gender: F
Reported: 12/05/1998 Weight:
Hospitalisation: Age: 35Y
Onset Date: 27/04/1998 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation Agitated
Lacrimal disorder Eyes watery
Hypertonia Jaw tightness
Yawning Yawning a lot

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
1.0 Dose Unspecified Daily
3atch: Started: 27/04/1998 stopped: 27/04/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127347 Seq: 1 Gender: F
Reported: 13/05/1998 Weight:
Hospitalisation: Age: 20Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Pruritus Zoloft ceased
Rash

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Breastfeeding mother developed red itchy rash on neck. soon after her baby developed similar rash. both recovered when mother
ceased zoloft. report number for baby is 127348.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127348 Seq: 1 Gender: F
Reported: 13/05/1998 Weight:
Hospitalisation: Age: 20Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Pruritus Baby Qe\(gloped red itchy rash through Zoloft ceased

Neonatal disorder
Rash

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Oral application 100.0 Milligram Daily Breast milk transfer
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Both mother and baby developed red itchy rash on neck whilst mother was on zoloft. rash resolved when mother ceased zoloft.

report number for mother is 127347.
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

127352
13/05/1998

Unknown

Seq: 1

Gender: M
Weight:
Age:
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Ejaculation failure

Medicine Details:

Tablet
3atch:

ZOLOFT (Suspected)

0.0
Started:

Reason:
Oral

Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested

Result Details

Additional Information:

Report Run  27/07/200

11:05A!

Database: pusime

ADRS004 Page 417 of 581




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127362 Seq: 1 Gender: M

Reported: 11/05/1998 Weight:

Hospitalisation: Age: 46Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Nerve root lesion Existing sciatic nerve pinch
Osteoarthritis Swelling wrist with further develop of
Back pain )

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: 01/03/1998 stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127363 Seq: 1 Gender: F
Reported: 11/05/1998 Weight:
Hospitalisation: Age: 50Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Depersonalisation

Medicine Details:
ZOLOFT (Suspected) Reason: Depression

0.0
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

127397
14/05/1998

12/05/1998
Not yet recovered

Seq: 1

Gender: M
Weight: 80.00
Age: 56Y
DOB:
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Syncope Felt faint on standing
Gait disturbance Staggering gait.
Dizziness
Medicine Details:
CARDIZEM CD (Other drug) Reason: Essential benign hypertension
240.0 Milligram Daily
3atch: Started: 22/02/1998 stopped:
ASPIRIN (Other drug) Reason: Essential benign hypertension
150.0 Milligram Daily
3atch: Started: 16/02/1998 Stopped:
ZOLOFT (Suspected) Reason: Depression
50.0 Milligram Daily
3atch: Started: 11/05/1998 stopped:  12/05/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

127399 Seq: 1
12/05/1998

Admitted to hospital
31/01/1998

Recovered

Gender: M
Weight:
Age: 28Y
DOB:
Causality: Causality possible

Preferred Term Severity

Report Description

Treatment

Abdominal pain
Anorexia
Nausea

Medicine Details:

3atch:

RISPERIDONE (Suspected)
1.0 Milligram

Started: 17/01/1996

Reason: Paranoia

Daily

Stopped:

CONTIN

3atch:

SERTRALINE HYDROCHLORIDE (Suspected)
25.0 Milligram
Started: 11/02/1997

Reason: Depression

Daily

Stopped:

CONTIN

Laboratory Investigations:

Date

Type Range Date Tested

Result

Details

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

Report Run  27/07/200 11:05A1 Database: pusime
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127416 Seq: 1 Gender: F

Reported: 14/05/1998 Weight:

Hospitalisation: Age: A3
Onset Date: 25/04/1998 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Rash Rash on front & bk upper trunk, neck & jaw

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 14/01/1998 stopped:  29/04/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Mother of new baby developed rash on front and back upper trunk, neck and jaw line. baby had previously developed similar
rash. baby breastfed, approx 4 months of age. baby's rash persisted for at least 10 days after ceasing drug. for report on baby see
127417.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127417 Seq: 1 Gender: F
Reported: 14/05/1998 Weight:
Hospitalisation: Age: A3
Onset Date: 25/04/1998 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Neonatal disorder
Rash

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Oral application 50.0 Milligram Daily Breast milk transfer
3atch: Started: 14/01/1998 stopped:  29/04/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Mother of new baby developed rash on front and back upper trunk, neck and jaw line. baby had previously developed similar
rash. baby breastfed, approx 4 months of age. baby's rash persisted for at least 10 days after ceasing drug. for report on mother
see 127416.
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127420 Seq: 1 Gender: F
Reported: 13/05/1998 Weight: 50.00
Hospitalisation: Admitted to hospital Age: 32Y
Onset Date: 05/05/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Headache Severe headache like a band around head
Nausea
\VVomiting

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 04/05/1998 stopped:  05/05/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  27/07/200 11:05A! Database: pusime ADRS004 Page 424 of 581




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 127495 Seq: 1 Gender: F
Reported: 18/05/1998 Weight:
Hospitalisation: Age: 18Y
Onset Date: 31/05/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyperglycaemia High blood sugars rising to 16.

Medicine Details:

ORAL CONTRACEPTIVE NOS (Other drug) Reason:
Tablet 0.0 Oral
3atch: Started: stopped:
ZOLOFT (Suspected) Reason:
0.0
3atch: Started: 01/05/1998 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
- 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.

Report Run  27/07/200  11:05Al!  Database: pusime ADRS004 Page 425 of 581



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127496 Seq: 1 Gender: F
Reported: 18/05/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Insomnia

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127497
Reported: 18/05/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Seq: 1

Gender: F
Weight:
Age:
DOB:
Causality: Causality probable

Preferred Term

Severity

Report Description

Treatment

Agitation
Hyperhidrosis
Salivary hypersecretion

Zoloft ceased

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

50.0 Milligram

Started:

Reason: Depression

Daily

Oral

Stopped:

Laboratory Investigations:

Date Type

Range Date Tested

Result

Details

Additional Information:

Report Run  27/07/200 11:05A!

Database: pusime

ADRS004
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127498
Reported: 18/05/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Seq: 1

Gender: F
Weight:
Age: 25Y
DOB:
Causality: Causality probable

Preferred Term

Severity

Report Description

Treatment

Dizziness
Hyperhidrosis
Palpitations

Zoloft ceased

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

50.0 Milligram

Started:

Reason: Depression

Daily

Oral

Stopped:

Laboratory Investigations:

Date Type

Range Date Tested

Result

Details

Additional Information:

Report Run  27/07/200 11:05A!

Database: pusime

ADRS004
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 127499 Seq: 1 Gender: F
Reported: 18/05/1998 Weight:
Hospitalisation: Admitted to hospital Age: A2
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Convulsion Experienced a seizure Zoloft ceased
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 3D
Laboratory Investigations:
Date Type Range Date Tested Result Details

Computerised
Electroencephalog

Ct scan performed, normal.
Eeg revealed a diagnosis of epilepsy.

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 127500 Seq: 1 Gender: F
Reported: 18/05/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Rash Zoloft ceased
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 0.0 Oral
3atch: Started: stopped: 1Y
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127501 Seq: 1
Reported: 18/05/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: M
Weight:
Age:
DOB:
Causality: Causality possible

Preferred Term Severity Report Description Treatment

Neurosis

Medicine Details:

ZYPREXA (Suspected) Reason: Unspecified schizophrenia
Tablet 0.0 Oral
3atch: Started: stopped:

ZOLOFT (Suspected) Reason: Depression
Tablet 100.0 Milligram Daily Oral
3atch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 11:05A1 Database: pusime
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127503 Seq: 1
Reported: 18/05/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: F
Weight:
Age:
DOB:
Causality: Causality probable

Preferred Term Severity Report Description

Treatment

Metrorrhagia

Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 11:05A1 Database: pusime ADRS004
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127504 Seq: 1
Reported: 18/05/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: F
Weight:
Age:
DOB:
Causality: Causality probable

Preferred Term Severity Report Description

Treatment

Metrorrhagia

Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 11:05A1 Database: pusime ADRS004
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127505 Seq: 1
Reported: 18/05/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: F
Weight:
Age:
DOB:
Causality: Causality probable

Preferred Term Severity Report Description

Treatment

Metrorrhagia

Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 11:05A1 Database: pusime ADRS004
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 127506 Seq: 1 Gender: M
Reported: 18/05/1998 Weight:
Hospitalisation: Age: 60Y
Onset Date: 31/12/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Mania Appears hyperactive/ manic
Libido increased Libido very much improved
Medicine Details:
DIAMICRON (Other drug) Reason:
0.0
3atch: Started: stopped:
CAPOTEN (Other drug) Reason:
0.0
3atch: Started: Stopped:
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year.
Report Run  27/07/200  11:05Al!  Database: pusime ADRS004 Page 435 of 581




THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

TGA

THERAPEUTIC 600DS

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127507 Seq: 1
Reported: 18/05/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: M
Weight:

Age: 40Y
DOB:

Causality: Causality probable

Preferred Term Severity Report Description

Treatment

Myalgia Muscle pain

Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 1w

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 11:05A1 Database: pusime ADRS004
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127508 Seq: 1
Reported: 18/05/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: F
Weight:

Age: 17Y
DOB:

Causality: Causality probable

Preferred Term Severity Report Description

Treatment

Weight decreased Substantial weight loss, dangerously thin  [Zoloft ceased, aropax

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 11:05A1 Database: pusime ADRS004
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THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

TGA

THERAPEUTIC 600DS

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127510 Seq: 1
Reported: 18/05/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: F
Weight:
Age:
DOB:
Causality

17Y

: Causality probable

Preferred Term Severity Report Description

Treatment

Headache Intolerable headache

Zoloft reduced then ceased

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
0.0

3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 11:05A1 Database: pusime ADRS004
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

127511

18/05/1998

Unknown

Seq: 1

Gender: M

Weight:
Age: 70Y
DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Orthostatic hypotension

Severe

Medicine Details:

Tablet
3atch:

ZOLOFT (Suspected)

50.0 Milligram

Started:

Reason:

Daily

Oral

Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested

Result

Details

Additional Information:

Report Run  27/07/200

11:05A!

Database: pusime

ADRS004

Page 439

of 581




TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127513 Seq: 1 Gender: F
Reported: 18/05/1998 Weight:
Hospitalisation: Age: 60Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Colitis
Diarrhoea Zoloft ceased
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data Colonoscopy revealed colitis

Additional Information:

Report Run  27/07/200 11:05A!

Database: pusime

ADRS004

Page 440 of 581




TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127514 Seq: 1 Gender: F
Reported: 18/05/1998 Weight:
Hospitalisation: Age: 26Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dizziness Lightheaded, spacey feeling
Drug withdrawal syndrome
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 25.0 Milligram Daily Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Doseage of zoloft - 25mg, then 50mg, then 25mg. reaction lasted for 6 weeks upon discontinuation.
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127515 Seq: 1 Gender: M
Reported: 18/05/1998 Weight:
Hospitalisation: Age: 29Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation Irritability
Sexual dysfunction Zoloft tapered and ceased
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

TGA

THERAPEUTIC 600DS

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127516 Seq: 1
Reported: 18/05/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: M
Weight:
Age: 29Y
DOB:
Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Dizziness Feeling light headed and spacey
Drug withdrawal syndrome

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127517 Seq: 1 Gender: F
Reported: 18/05/1998 Weight:
Hospitalisation: Admitted to hospital Age: 59Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Diarrhoea 2-3 watery stool per day
Abdominal pain Right upper quadrant pain
Anorexia
Fatigue
Hepatitis Zoloft ceased
Weight decreased

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 200.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
ALT = SGPT First result (2615), second result (1581), 4 days after zoloft
ceased, third result (1224) present level.
Bilirubin First result (61), second result (32) is present level.

Additional Information:
Patient started on zoloft 100mg daily which was increased to 200mg daily after 2 weeks. at this point patient noticed reactions.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127518 Seq: 1 Gender: M
Reported: 18/05/1998 Weight:
Hospitalisation: Age: 25Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anorgasmia

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127519 Seq: 1
Reported: 18/05/1998
Hospitalisation:
Onset Date:
Outcome: Not yet recovered

Reaction Detai

Gender: F
Weight:

Age: 32Y
DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Nightmare Vivid dreams
Insomnia

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127520 Seq: 1
Reported: 18/05/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: F
Weight:
Age: 34Y
DOB:
Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Libido decreased

Recommenced zoloft without
adverse reaction

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

TGA

THERAPEUTIC 600DS

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127521 Seq: 1
Reported: 18/05/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: F
Weight:

Age: 70Y
DOB:

Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Abdominal pain Gastrointestinal discomfort

Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 3M

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127522 Seq: 1 Gender: M
Reported: 18/05/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Erectile dysfunction Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped: 2W

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127523 Seq: 1 Gender: M
Reported: 18/05/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Erectile dysfunction Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

200.0 Milligram

Alternate days

Case Number: 127595 Seq: 1 Gender: M
Reported: 19/05/1998 Weight: 62.00
Hospitalisation: Age: 72Y
Onset Date: 28/04/1998 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Grand mal convulsion Grand mal seizure
Rash maculo-papular
Medicine Details:
WARFARIN SODIUM (Other drug) Reason: Otr&nos disord of heart rhythm
3.0 Milligram Daily
3atch: Started: stopped:
LANOXIN PG (Other drug) Reason: Congestive heart failure
2.0 Dose Unspecified Daily
3atch: Started: L TERM stopped:
CORDARONE X (Other drug) Reason: Otr&nos disord of heart rhythm

3atch: Started: Stopped:
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/04/1997 Stopped: 28/04/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

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

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

127595
19/05/1998

28/04/1998
Recovered

Medicine Details:

Seq: 1 Gender: M
Weight: 62.00
Age: 72Y
DOB:
Causality: Causality possible

CARDIZEM (Suspected) Reason: Congestive heart failure
Tablet 180.0 Milligram Daily Oral
3atch: Started: L TERM stopped: 06/05/1998

Laboratory Investigations:

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

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 127748 Seq: 1 Gender: F
Reported: 25/05/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Libido decreased Zoloft ceased
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
0.0
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127749 Seq: 1 Gender: F
Reported: 25/05/1998 Weight:
Hospitalisation: Age: 42Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Somnolence Severe Severe somnolence Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 150.0 Milligram Daily Oral
3atch: Started: stopped: 3w

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient taking zoloft developed severe somnolence when dose was titrated from 25mg to 150mg over a four week period.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127750 Seq: 1 Gender: F

Reported: 25/05/1998 Weight:

Hospitalisation: Age: 15Y
Onset Date: 31/05/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Rash Rash on arms and body Doctor to treat rash with

antihistamine, but will
discontinue zoloft if no

racnliitinn

Pruritus

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/05/1998 stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
- 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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 127751 Seq: 1 Gender: M
Reported: 25/05/1998 Weight:
Hospitalisation: Age: 38Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Depersonalisation Feelings of being unsafe and falling over
Dizziness
Drug withdrawal syndrome Zoloft reintroduced and
withdrawn more gradually.
Nausea

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
0.0
3atch: Started: 01/01/1997 stopped:  28/02/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Patient taking zoloft was decreased from 100mg to 50mg over 1 week, than to zero medication after another week. 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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127752 Seq: 1 Gender: F
Reported: 25/05/1998 Weight:
Hospitalisation: Age: 31Y
Onset Date: 31/12/1997 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Libido decreased Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/01/1997 stopped:  31/01/1997

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

- 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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127753 Seq: 1 Gender: F

Reported: 25/05/1998 Weight:

Hospitalisation: Age: 31Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Depersonalisation Feelings of being unsafe and falling over |Zoloft reintroduced and
withdrawn more gradually.

Dizziness Transient dizziness
Drug withdrawal syndrome
Nausea

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
0.0
3atch: Started: 01/01/1997 stopped:  31/01/1997

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Chemists Sertraline,Xydep,ZOLOFT

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Report Detail

Case Number: 127755
Reported: 25/05/1998
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Seq: 1

Not yet recovered

Gender: F
Weight:
Age:
DOB:
Causality: Causality possible

50Y

Preferred Term Severity

Report Description

Treatment

Agitation

Wakes at night in a panic

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

25.0 Milligram
Started:

Reason:

Daily

Depression

Oral
Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127756 Seq: 1 Gender: M
Reported: 25/05/1998 Weight:
Hospitalisation: Age: 40Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Erectile dysfunction

Medicine Details:

ZOLOFT (Suspected) Reason: Anxiety neurosis
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127757 Seq: 1 Gender: M
Reported: 25/05/1998 Weight:
Hospitalisation: Age: 45Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Sexual dysfunction Sexual dysfunction

Medicine Details:
ZOLOFT (Suspected) Reason:

Tablet 0.0 Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127758 Seq: 1 Gender: F
Reported: 25/05/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment
Flushing Feeling hot
Paraesthesia Numbness in lower extremities
Diarrhoea
Polyuria
Rash

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 25.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
This was patients second trial on zoloft, the first producing the same resuilt.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127759 Seq: 1 Gender: M
Reported: 25/05/1998 Weight:
Hospitalisation: Age: 43Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Sleep disorder

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Type

Case Number: 127760 Seq: 1 Gender: M
Reported: 25/05/1998 Weight:
Hospitalisation: Age: 51Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Ejaculation failure Dr increased dose of zoloft to
100mg and condition
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/01/1997 stopped:
Laboratory Investigations:
Date Range Date Tested Result Details

Additional Information:
the dosage start date is not accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127761 Seq: 1 Gender: M
Reported: 25/05/1998 Weight:
Hospitalisation: Age: 51Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Erectile dysfunction Erectile dysfunction Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 100.0 Milligram Daily Oral
3atch: Started: 01/01/1997 stopped: 31/01/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 127763 Seq: 1 Gender: M
Reported: 25/05/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Erectile dysfunction Zoloft ceased
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
0.0
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127764
Reported: 25/05/1998
Hospitalisation:
Onset Date:

Reaction Detai

Seq: 1

Outcome: Not yet recovered

Gender: M
Weight:
Age:
DOB:
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Erectile dysfunction
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
0.0
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Patient tolerating impotence to treat depression.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127765 Seq: 1
Reported: 25/05/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: M
Weight:

Age: 35Y
DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Suicide attempt Developed suicidal tendencies Zoloft ceased
Drug ineffective

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127766 Seq: 1
Reported: 25/05/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: F
Weight:

Age: 40Y
DOB:

Causality: Causality probable

Preferred Term Severity Report Description

Treatment

Disturbance in attention Unbearable impairment to concentration  [Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason: Anxiety neurosis
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127767 Seq: 1 Gender: F
Reported: 25/05/1998 Weight:
Hospitalisation: Age: 40Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Weight increased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  27/07/200  11:05Al!  Database: pusime ADRS004 Page 470 of 581



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127768 Seq: 1 Gender: F
Reported: 25/05/1998 Weight:
Hospitalisation: Age: 50Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Weight increased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127769 Seq: 1 Gender: F
Reported: 25/05/1998 Weight:
Hospitalisation: Age: 52Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation
Tremor Zoloft ceased.
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 3D
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  27/07/200 11:05A! Database: pusime ADRS004 Page 472 of 581




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

127770
25/05/1998

Seq: 1

17/05/1998
Not yet recovered

Gender: F
Weight:
Age:
DOB:

60Y

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Nausea Substantial nausea
Medicine Details:
METFORMIN HYDROCHLORIDE (Other drug) Reason:
0.0
3atch: Started: stopped:
ZOLOFT (Suspected) Reason: Depression
100.0 Milligram Daily
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127849 Seq: 1 Gender: F

Reported: 27/05/1998 Weight:

Hospitalisation: Age: 28Y
Onset Date: 06/05/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Colitis Sudden relapse of colitis
Abdominal pain
Diarrhoea
Nausea Ceased zoloft

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 02/05/1998 stopped:  09/05/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Past history of inflammatory bowel disease (ulcerative colitis).
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127869 Seq: 1 Gender: F
Reported: 28/05/1998 Weight:
Hospitalisation: Age: 39Y
Onset Date: 31/12/1997 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Libido decreased Zoloft ceased
Visual disturbance

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 0.0 Oral
3atch: Started: 01/11/1997 stopped:  28/12/1997

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Reaction resolved within 2 days of discontinuing zoloft. - 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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127870 Seq: 1 Gender: M

Reported: 28/05/1998 Weight:

Hospitalisation: Age: 56Y
Onset Date: 31/05/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Tardive dyskinesia Involuntary jaw and tongue movement Zoloft reduced to 75mg

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 100.0 Milligram Daily Oral
3atch: Started: 01/05/1998 stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Pt on zoloft for 4 years at 50mg daily. dose increased to 100mg for breakthrough depression. - 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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127872 Seq: 1 Gender: F
Reported: 28/05/1998 Weight:
Hospitalisation: Age:
Onset Date: 31/12/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Depersonalisation Pt felt like a 'zombie' Zoloft ceased

Medicine Details:

NAPROSYN (Other drug) Reason:
0.0
3atch: Started: stopped:
ZOCOR (Other drug) Reason:
0.0
3atch: Started: Stopped:
CALTRATE (Other drug) Reason:
0.0
3atch: Started: Stopped:
PREMARIN (Other drug) Reason:
0.0
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Pt was being transfered from tricyclic anti-depressant. - 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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127872 Seq: 1 Gender: F
Reported: 28/05/1998 Weight:
Hospitalisation: Age:
Onset Date: 31/12/1998 DOB:
Outcome: Unknown Causality: Causality possible

Reaction Detai

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram 2 times Oral
3atch: Started: 01/01/1998 stopped:

Laboratory Investigations:

Additional Information:
Pt was being transfered from tricyclic anti-depressant. - 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.

Report Run  27/07/200  11:05Al!  Database: pusime ADRS004 Page 478 of 581



TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127875 Seq: 1 Gender: F
Reported: 28/05/1998 Weight:
Hospitalisation: Age: 53Y
Onset Date: 31/12/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Affect lability Tearfulness
Anxiety
Drug withdrawal syndrome Pt recommenced zoloft at
50mg on alternate days for one
week then changed to aurorix.
Insomnia
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily
3atch: Started: 01/01/1997 stopped:  31/01/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

- 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.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127881 Seq: 1
Reported: 28/05/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: M
Weight:

Age:
DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Gynaecomastia Breast development
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped: 6W

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Pt also noted a redistribution of weight from his waist to his buttocks.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127893 Seq: 1 Gender: F
Reported: 28/05/1998 Weight:
Hospitalisation: Age: 70Y
Onset Date: 31/05/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Convulsion Seizure

Medicine Details:

GABAPENTIN (Other drug) Reason:
0.0
3atch: Started: stopped:
PHENYTOIN SODIUM (Other drug) Reason:
0.0
3atch: Started: Stopped:
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram 1 time Oral
3atch: Started: 01/05/1998 stopped: 28/05/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Pt has had a stroke and a history of alcoholism. - 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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127897 Seq: 1 Gender: F
Reported: 28/05/1998 Weight:
Hospitalisation: Age: 46Y
Onset Date: 31/12/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Bruxism Clenching teeth
Hypertonia

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 100.0 Milligram Daily Oral
3atch: Started: 01/06/1997 stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year. the dosage start date is not
necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127906 Seq: 1 Gender: F
Reported: 28/05/1998 Weight:
Hospitalisation: Age:
Onset Date: 31/05/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Sexual dysfunction Sexual dysfunction

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/04/1998 stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

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

- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127913 Seq: 1 Gender: F
Reported: 28/05/1998 Weight:
Hospitalisation: Age: 70Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Diarrhoea Zoloft reduced to 75mg.

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Reaction was intermittent amongst various doses of zoloft. initial dose not reported when ae first appeared, ae appeared again at
zoloft 100mg and abated before zoloft dose reduced to 25mg. pt stable at 25mg dose.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

THERAPEUTIC 600DS

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127915 Seq: 1 Gender: F
Reported: 28/05/1998 Weight:
Hospitalisation: Age: 50Y
Onset Date: 31/12/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Abnormal dreams Unusual vivid dreams
Paranoia

Medicine Details:

CANNABIS PREPARATION (Suspected) Reason:
0.0
3atch: Started: stopped:
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127917 Seq: 1 Gender: M
Reported: 28/05/1998 Weight:
Hospitalisation: Age: 30Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment
\VVomiting Zoloft ceased and another ssri
started.

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 25.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient retried zoloft again and same reaction happened.
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Hospitalisation:
Onset Date:

Case Number: 127921
Reported: 28/05/1998

Seq: 1

Outcome: Not yet recovered

Gender: M
Weight:
Age:
DOB:
Causality: Causality possible

Reaction Detai

Preferred Term Severity Report Description Treatment
Sexual dysfunction Pt suffers from anejaculation or
Medicine Details:

ZOLOFT (Suspected) Reason: Depression
50.0 Milligram Daily

3atch: Started: stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Pt has chosen to stay on zoloft.

Report Run  27/07/200 11:06A!0 Database: pusime ADRS004
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Reaction Detai

Case Number: 127926
Reported: 28/05/1998
Hospitalisation: Admitted to hospital
Onset Date: 15/05/1998
Outcome: Recovered

Seq: 1

Gender: F
Weight:

Age: 28Y
DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Dystonia
Hyperhidrosis
Anxiety

Flushing
Hyperkinesia
Hyperkinesia
Muscle twitching
Mydriasis
Nausea

Severe

Dystonic jaw and tongue.
Sweaty and fearful

Zoloft ceased, tegretol with
cogentin and clonazepam.

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

Started:

Reason: Depression
50.0 Milligram 3 times
14/05/1998

Stopped:

Oral
15/05/1998

Laboratory Investigations:

Date Type

Range Date Tested Result

Details

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127970

Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Reported: 29/05/1998

Seq: 1

Not yet recovered

Gender: F
Weight:

Age:
DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Rash erythematous Blotchy red rash
Insomnia Had difficulty sleeping Zoloft ceased
Weight decreased Lost 6 kilos
Diarrhoea
Medicine Details:

ZOLOFT (Suspected) Reason: Depression

Tablet 25.0 Milligram Daily Oral

3atch: Started: stopped: 2D
Laboratory Investigations:

Date Type Range Date Tested Result Details
Additional Information:
Patient experienced a hot, burning feeling inside,temperature was normal
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127972 Seq: 1 Gender: M
Reported: 29/05/1998 Weight:
Hospitalisation: Age: 50Y
Onset Date: 31/12/1998 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Urticaria Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 100.0 Milligram Daily Oral
3atch: Started: 01/01/1998 stopped: 3D

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
- 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.
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127973
Reported: 29/05/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Seq: 1

Gender: F
Weight:
Age:
DOB:
Causality: Causality probable

Preferred Term

Severity

Report Description Treatment

Bruxism

Grinding her teeth at night

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

Started:

0.0

Reason: Depression
Daily Oral
Stopped:

Laboratory Investigations:

Date Type

Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127974 Seq: 1 Gender: M
Reported: 29/05/1998 Weight:
Hospitalisation: Admitted to hospital Age: 13Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Pollakiuria Severe Zoloft ceased, then
reintroduced at 25mg daily.
Medicine Details:
ZOLOFT (Suspected) Reason: Anxiety neurosis
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127978 Seq: 1
Reported: 29/05/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: F
Weight:
Age:
DOB:
Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Hyperhidrosis
Nausea

Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127979 Seq: 1 Gender: M
Reported: 29/05/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Erectile dysfunction Sex dysfunction

Medicine Details:
ZOLOFT (Suspected) Reason:

0.0
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 127980 Seq: 1 Gender: M
Reported: 29/05/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Erectile dysfunction Sex dysfunction

Medicine Details:
ZOLOFT (Suspected) Reason:

0.0
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128036 Seq: 1 Gender: F
Reported: 03/06/1998 Weight:
Hospitalisation: Age: 42Y
Onset Date: 31/05/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Headache Severe

Medicine Details:

PROPRANOLOL HYDROCHLORIDE (Interaction) Reason: Chronic nephritis
0.0
3atch: Started: 01/05/1998 stopped:
ZOLOFT (Interaction) Reason: Depression
Tablet 100.0 Milligram Daily Oral
3atch: Started: 01/02/1998 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

- 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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128037 Seq: 1 Gender: F
Reported: 03/06/1998 Weight:
Hospitalisation: Age: 50Y
Onset Date: 31/12/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Headache Intermittent sharp, stabbing headaches.

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: S TERM stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 128038 Seq: 1 Gender: F
Reported: 03/06/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anxiety

Medicine Details:

ZOLOFT (Suspected) Reason: Anxiety neurosis
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/01/1997 stopped:  31/01/1997

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

taking 50mg daily and is a changed person. 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.

Pt had anxiety about taking any medication. pt's gp prescribed zoloft 50mg daily. pt became extreamly anxious and decided to
discontinue the medication. some months later gp suggested that the pt restart the zoloft at 25mg daily for two weeks. pt is now
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THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

TGA

THERAPEUTIC 600DS

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128039 Seq: 1
Reported: 03/06/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: M
Weight:

Age: 50Y
DOB:

Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Sexual dysfunction Sexual dysfunction

Zoloft reduced to 50mg daily.

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 75.0 Milligram Daily Oral
3atch: Started: stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128053 Seq: 1 Gender: F
Reported: 03/06/1998 Weight:
Hospitalisation: Age:
Onset Date: 31/12/1998 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Syncope Ceased zoloft

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/01/1998 stopped: 31/01/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Patient was also on benzodiazepine (unspecified). - 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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128055 Seq: 1 Gender: F
Reported: 03/06/1998 Weight:
Hospitalisation: Age: 70Y
Onset Date: 31/12/1998 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Delusion
Dizziness Ceased zoloft.

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/01/1998 stopped: 31/01/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

- 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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128056 Seq: 1 Gender: F
Reported: 03/06/1998 Weight:
Hospitalisation: Age: 48Y
Onset Date: 31/12/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Diarrhoea Severe Discontinued zoloft.

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 200.0 Milligram Daily Oral
3atch: Started: stopped: 31/01/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Patient developed symptoms when zoloft was increased form 50mg to 200mg. - the date of onset is not accurate but indicates
that onset occurred sometime during the year. the dosage stop date is not accurate but indicates that stoppage occurred
sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128061 Seq: 1
Reported: 03/06/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: F
Weight:
Age: 68Y
DOB:
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Insomnia Ceased zoloft and
commenced serzone.

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 2W

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128062 Seq: 1 Gender: F
Reported: 03/06/1998 Weight:
Hospitalisation: Age: 51Y
Onset Date: 20/04/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Weight increased

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient is also on hormone replacement therapy (unspecified).
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128063 Seq: 1
Reported: 03/06/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: F
Weight:

Age: 38Y
DOB:

Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Diarrhoea Watery stools
Nausea

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 200.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128064 Seq: 1
Reported: 03/06/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: F
Weight:

Age: 30Y
DOB:

Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Depersonalisation Vague and empty headed

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 128065 Seq: 1 Gender: M
Reported: 03/06/1998 Weight:
Hospitalisation: Age: 45Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Abdominal pain Severe
Agitation Severe
Insomnia
Nausea Severe Ceased zoloft and managed
on a tricyclic antidepressant.

Medicine Details:

ZOLOFT (Suspected) Reason: Depression

Tablet 25.0 Milligram Daily Oral

3atch: Started: stopped: 10D
ZOLOFT (Suspected) Reason: Depression

Tablet 50.0 Milligram Daily Oral

3atch: Started: Stopped: 1™

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128066 Seq: 1 Gender: M
Reported: 03/06/1998 Weight:
Hospitalisation: Age: 72Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Amnesia
Confusional state Ceased zoloft
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 0.0 Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128112 Seq: 1 Gender: F
Reported: 05/06/1998 Weight:
Hospitalisation: Age: 32Y
Onset Date: 27/05/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Metrorrhagia

Medicine Details:

LOGYNON ED (Other drug) Reason: Contraception
0.0
3atch: Started: 01/02/1998 stopped:
ZOLOFT (Suspected) Reason: Depression
50.0 Milligram Daily
3atch: Started: 22/05/1998 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128139 Seq: 1 Gender: F
Reported: 05/06/1998 Weight:
Hospitalisation: Age: 17Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Insomnia

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128141 Seq: 1 Gender: F
Reported: 05/06/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Maxolon prescribed, not

Nausea

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  27/07/200  11:06Al!  Database: pusime ADRS004 Page 511 of 581



TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128142 Seq: 1 Gender: F
Reported: 05/06/1998 Weight:
Hospitalisation: Admitted to hospital Age:
Onset Date: 31/05/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Coma Drowsiness led to unconsciousness
Somnolence Increasing drowsiness
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: S TERM stopped:
OROXINE (Suspected) Reason:
Tablet 100.0 Microgram Daily Oral
3atch: Started: Stopped:
RANI 2 (Suspected) Reason:
300.0 Milligram Daily
3atch: Started: Stopped:
NEULACTIL (Suspected) Reason:
Milligram Daily
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

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

Report Run  27/07/200 11:06A!

Database: pusime
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

128142
05/06/1998

Admitted to hospital

31/05/1998
Unknown

Medicine Details:

Seq: 1

Gender: F

Weight:
Age:
DOB:

Causality: Causality possible

TEMAZEPAM (Suspected) Reason:
10.0 Milligram Daily
3atch: Started: stopped:
OXAZEPAM (Suspected) Reason:
45.0 Milligram Daily
3atch: Started: Stopped:

Laboratory Investigations:

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

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Reaction Detai

Case Number: 128144
Reported: 05/06/1998
Hospitalisation: Admitted to hospital
Onset Date: 31/05/1998
Outcome: Unknown

Seq: 1

Gender: F

Weight:
Age:
DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Arrhythmia Cardiac arrhythmias
Medicine Details:

ZOLOFT (Suspected) Reason:
0.0

3atch: Started: stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

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

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

128145 Seq: 1
05/06/1998
Treated in outpatient department only.

Unknown

Gender: M
Weight:
Age:
DOB:
Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Hyperhidrosis
Tachycardia
Tremor

Sweating

Medicine Details:

Tablet
3atch:

ZOLOFT (Suspected) Reason:

100.0 Milligram Daily

Oral

Started: Stopped:

Laboratory Investigations:

Date

Type Range Date Tested Result

Details

Additional Information:
The patient had also consumed a large quantity of alcohol.

Report Run  27/07/200 11:06A!0 Database: pusime ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128153 Seq: 1 Gender: M
Reported: 05/06/1998 Weight:
Hospitalisation: Age: 50Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Alopecia Ceased zoloft

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128155 Seq: 1
Reported: 05/06/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: F
Weight:
Age:
DOB:
Causality: Causality probable

Preferred Term Severity Report Description Treatment
Anorgasmia Ceased zoloft and
commenced serzone.

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 11:06A!0 Database: pusime ADRS004
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128171 Seq: 1 Gender: M
Reported: 05/06/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Weight increased Ceased zoloft
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
Tablet 0.0 Oral
3atch: Started: stopped: 5M
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  27/07/200  11:06Al!  Database: pusime ADRS004 Page 518 of 581




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128172 Seq: 1 Gender: F
Reported: 05/06/1998 Weight:
Hospitalisation: Age: 45Y
Onset Date: 02/06/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Nausea

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 100.0 Milligram Daily Oral
3atch: Started: 01/06/1998 stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient experienced reaction after one dose of zoloft.
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TGA

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128173
Reported: 05/06/1998
Hospitalisation:
Onset Date: 01/06/1998

Seq: 1

Outcome: Not yet recovered

Reaction Detai

Gender: F
Weight:
Age: AE
DOB:
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Neurosis Un-cooperative behaviour.
Confusional state Zoloft temporarily discontinued.
Medicine Details:
CAPOTEN (Other drug) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:
DIAMICRON (Other drug) Reason:
Tablet 80.0 Milligram Daily Oral
3atch: Started: Stopped:
FERRO-GRADUMET (Other drug) Reason:
Tablet 350.0 Milligram Daily Oral
3atch: Started: Stopped:
RANITIDINE (Other drug) Reason:
Oral application 300.0 Milligram Daily Oral
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  27/07/200  11:06Al!  Database: pusime ADRS004 Page 520 of 581




THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Chemists Sertraline,Xydep,ZOLOFT

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

128173
05/06/1998

Seq: 1

01/06/1998
Not yet recovered

Medicine Details:

Gender:
Weight:
Age:

F

AE

DOB:

Causality

: Causality possible

PANAMAX (Other drug) Reason:
Tablet 1.5 Gram Daily Oral
3atch: Started: stopped:
PANADEINE FORTE (Other drug) Reason:
Tablet 1.5 Dose Unspecified Daily Oral
3atch: Started: Stopped:
ACTILAX (Other drug) Reason:
Oral Liquid 20.0 Millilitre Daily Oral
3atch: Started: Stopped:
THYROXINE SODIUM (Other drug) Reason:
Tablet 50.0 Microgram Alternate days Oral
3atch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128173 Seq: 1
Reported: 05/06/1998
Hospitalisation:
Onset Date: 01/06/1998
Outcome: Not yet recovered

Reaction Detai

Medicine Details:

Gender:
Weight:

F

Age: AE

DOB:
Causality:

Causality possible

Report Run  27/07/200 11:06A!0 Database: pusime

THYROXINE SODIUM (Other drug) Reason:
Tablet 100.0 Microgram Alternate days Oral
3atch: Started: stopped:
THYROXINE SODIUM (Other drug) Reason:
Tablet 200.0 Microgram Alternate days Oral
3atch: Started: stopped:
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 25/05/1998 stopped: 01/06/1998
Laboratory Investigations:
Additional Information:
ADRS004 Page 522 of 581




TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128174
Reported: 05/06/1998
Hospitalisation:
Onset Date: 01/06/1998

Seq: 1

Outcome: Not yet recovered

Reaction Detai

Gender: F
Weight:
Age: AE
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Hypoglycaemia
Confusional state

Lowered blood glucose levels.

Zoloft temporarily discontinued.

Medicine Details:

NORVASC (Other drug) Reason:
Tablet Milligram Daily Oral
3atch: Started: stopped:
ENALAPRIL MALEATE (Other drug) Reason:
Tablet Milligram Daily Oral
3atch: Started: Stopped:
NEULACTIL (Other drug) Reason:
Tablet Milligram Daily Oral
3atch: Started: Stopped:
TEMAZE (Other drug) Reason:
Capsule Milligram Daily Oral
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128174 Seq: 1 Gender: F
Reported: 05/06/1998 Weight:
Hospitalisation: Age: AE
Onset Date: 01/06/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Detai

Medicine Details:

RANITIDINE (Other drug) Reason:

Oral application 300.0 Milligram Daily Oral

3atch: Started: stopped:
BRONDECON (Other drug) Reason:

Oral Liquid 20.0 Milligram Daily Oral

3atch: Started: stopped:
ZOLOFT (Suspected) Reason: Depression

Tablet 50.0 Milligram Daily Oral

3atch: Started: 25/05/1998 stopped: 01/06/1998

Laboratory Investigations:

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

F

32Y

128188 Seq: 1 Gender:
09/06/1998 Weight:

Age:
31/07/1997 DOB:
Not yet recovered Causality

: Causality possible

Preferred Term Severity Report Description Treatment
Visual disturbance Loss of vision to 6/60 right and left eye
Medicine Details:
ZOLOFT (Suspected) Reason:
0.0
3atch: Started: stopped:
SERZONE (Suspected) Reason: Depression
600.0 Milligram Daily
3atch: Started: 01/05/1997 stopped: 28/07/1997
Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data Normal mri, ct normal.

Additional Information:
Fully investigated with no other plausible cause. cluster analysis left eye suspect superior zone defect. cluster analysis right eye
sup/inf zone defect. - 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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128195 Seq: 1 Gender: F
Reported: 09/06/1998 Weight:
Hospitalisation: Age:
Onset Date: 31/12/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Weight increased

Medicine Details:
ZOLOFT (Suspected) Reason: Depression

0.0
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128196 Seq: 1 Gender: F
Reported: 09/06/1998 Weight:
Hospitalisation: Age:
Onset Date: 31/12/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Weight increased

Medicine Details:
ZOLOFT (Suspected) Reason: Depression

0.0
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

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

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

128199
09/06/1998

Seq: 1

31/12/1998
Not yet recovered

Gender: F
Weight:
Age:
DOB:
Causality: Causality possible

25Y

Preferred Term

Severity

Report Description Treatment

Myalgia
Anxiety
Arthralgia

Fatigue
Insomnia

Drug withdrawal syndrome

Aches

Patient discontinued zoloft and
suffered symptoms. zoloft
was recommenced.

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 200.0 Milligram Daily Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128202 Seq: 1 Gender: F
Reported: 09/06/1998 Weight:
Hospitalisation: Age: 50Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Rash Whole body rash

Medicine Details:
ZOLOFT (Suspected) Reason: Depression

0.0
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128203 Seq: 1 Gender: M
Reported: 09/06/1998 Weight:
Hospitalisation: Age: 40Y
Onset Date: 31/12/1997 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Sexual dysfunction Sexual dysfunction Ceased zoloft

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/01/1997 stopped: 31/01/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

- 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.
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Reported

Report Detail

Case Number:

128214
: 09/06/1998
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Unknown

Seq: 1

Gender: F
Weight:
Age: 55Y
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Hepatic function abnormal

Medicine Details:

ZOLOFT (Suspe

3atch:

cted)

0.0
Started:

Reason:

Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested

Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128216 Seq: 1 Gender: F
Reported: 09/06/1998 Weight:
Hospitalisation: Age: AE
Onset Date: 31/12/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Urinary incontinence
Medicine Details:
ZOLOFT (Suspected) Reason:
0.0
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128228 Seq: 1 Gender: F

Reported: 09/06/1998 Weight:

Hospitalisation: Admitted to hospital Age: A4
Onset Date: 31/12/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyponatraemia Patient admitted to hospital and
do§e oflzoloft planned to be

Medicine Details:

NORVIR (Interaction) Reason: Hiv infection
0.0
3atch: Started: stopped:
3TC (Interaction) Reason: Hiv infection
0.0
3atch: Started: Stopped:
VIRAMUNE (Interaction) Reason: Hiv infection
0.0
3atch: Started: Stopped:
ZOLOFT (Interaction) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Patient has past history of drug and alcohol abuse, heroin addiction, cirrhos- -is of the liver, menieres disease and is hiv+. treating
doctor suspects an interaction between zoloft and ritonavir, or another of the antiviral drugs. - the date of onset is not accurate
but indicates that onset occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128228 Seq: 1 Gender: F
Reported: 09/06/1998 Weight:
Hospitalisation: Admitted to hospital Age: A4
Onset Date: 31/12/1998 DOB:
Outcome: Unknown Causality: Causality possible

Reaction Detai

Medicine Details:
LOSEC (Other drug) Reason:

0.0
3atch: Started: stopped:

Laboratory Investigations:

Additional Information:

Patient has past history of drug and alcohol abuse, heroin addiction, cirrhos- -is of the liver, menieres disease and is hiv+. treating
doctor suspects an interaction between zoloft and ritonavir, or another of the antiviral drugs. - the date of onset is not accurate
but indicates that onset occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128270 Seq: 1 Gender: F
Reported: 11/06/1998 Weight:
Hospitalisation: Age: 27Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Aggression
Agitation Transfer of patient from aropax
to zoloft included a four day
wash out period ceased zoloft
and switched to aurorix.

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/06/1998 stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 128273 Seq: 1 Gender: F
Reported: 11/06/1998 Weight:
Hospitalisation: Age: 35Y
Onset Date: 31/12/1998 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Insomnia Poor sleeping pattern Ceased zoloft
Anorexia

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 25.0 Milligram Daily Oral
3atch: Started: stopped: 31/01/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year. the dosage stop date is not
accurate but indicates that stoppage occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 128274 Seq: 1 Gender: F
Reported: 11/06/1998 Weight:
Hospitalisation: Age: 28Y
Onset Date: 15/05/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyperhidrosis Night sweating

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 100.0 Milligram Daily Oral
3atch: Started: 08/05/1998 stopped:
SALAZOPYRIN (Suspected) Reason:
Tablet 1.0 Gram Daily Oral
3atch: Started: 08/05/1998 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient suffered symptoms one week after commencement of zoloft.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

128310
12/06/1998

27/05/1998

Seq: 1

Not yet recovered

Gender:

Weight:

Age:
DOB
Causality

F

67
: 06/09/1930
: Causality possible

Preferred Term Severity Report Description Treatment
Rash Rash on neck
Hyperhidrosis Sweatiness Zoloft ceased
Abdominal pain Tenderness/pain - gastrointestinal
Fatigue Weariness
Nausea
Somnolence
Medicine Details:
PARACETAMOL (Other drug) Reason: Pain
Tablet 1.0 Gram As necessary Oral
3atch: Started: 18/05/1998 Stopped: CONTIN
PROVERA (Other drug) Reason:
Tablet 5.0 Milligram Daily Oral
3atch: Started: 08/05/1998 Stopped: CONTIN
PROGYNOVA (Other drug) Reason:
Tablet 2.0 Milligram Daily Oral
3atch: Started: 08/05/1998 Stopped: CONTIN
ASPIRIN (Other drug) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: 08/05/1998 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  27/07/200  11:06Al!  Database: pusime ADRS004 Page 538 of 581




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

128310
12/06/1998

27/05/1998

Medicine Details:

Not yet recovered

Seq: 1

Gender: F
Weight:

Age: 67
DOB: 06/09/1930

Causality: Causality possible

Report Run

COVERSYL (Other drug) Reason:
Tablet 2.0 Milligram Daily Oral
3atch: Started: 12/05/1998 stopped: CONTIN
MIXTARD 30/70 (Other drug) Reason:
70.0 Unit Daily
3atch: Started: 13/05/1998 Stopped: CONTIN
ZOLOFT (Suspected) Reason: Depression
0.0
3atch: Started: 26/05/1998 Stopped: 27/05/1998
Laboratory Investigations:
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

THERAPEUTIC 600DS

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128343 Seq: 1 Gender: F
Reported: 12/06/1998 Weight:
Hospitalisation: Age: 28
Onset Date: 04/03/1998 DOB: 05/04/1969
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyperkinesia

Medicine Details:

SERTRALINE HYDROCHLORIDE (Suspected) Reason:
100.0 Milligram Daily

3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Report Run

Case Number: 128378 Seq: 1 Gender: M
Reported: 15/06/1998 Weight:
Hospitalisation: Admitted to hospital Age: 33Y
Onset Date: 06/03/1998 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dystonia Dystonic reaction Benztropine iv ceased
halop_e.ridol, commence
Medicine Details:
HALOPERIDOL (Suspected) Reason: Unspecified psychosis
Tablet 10.0 Milligram Daily Oral
3atch: Started: 04/03/1998 stopped: 06/03/1998
SERTRALINE HYDROCHLORIDE (Suspected) Reason: Depression
Tablet 100.0 Milligram Daily Oral
3atch: Started: 04/03/1998 stopped: 06/03/1998
TEMAZEPAM (Suspected) Reason: Specific disorders of sleep
Tablet 10.0 Milligram Daily Oral
3atch: Started: 04/03/1998 stopped: 06/03/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

128408

17/06/1998

31/12/1998
Not yet recovered

Seq: 1

Gender: F
Weight:

Age: 25Y

DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Metrorrhagia Breakthrough bleeding Nordette ceased and changed
to nordiol
Medicine Details:
NORDETTE NOS (Suspected) Reason: Contraception
Oral application 0.0 Oral
3atch: Started: stopped:
ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128416 Seq: 1 Gender: M
Reported: 17/06/1998 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Nausea Required
Specialist
Consultation

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128419 Seq: 1 Gender: F
Reported: 17/06/1998 Weight:
Hospitalisation: Age: 28Y
Onset Date: 31/01/1998 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Diarrhoea Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/01/1998 stopped: 28/06/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

- 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.
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Hospitalisation:
Onset Date:

Reaction Detai

Case Number: 128422
Reported: 17/06/1998

Seq: 1

Outcome: Not yet recovered

Gender: F
Weight:
Age: 37Y
DOB:
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Amnesia Short term memory loss
Visual disturbance Vision disturbance in left eye
Ovarian cyst
Somnolence
Weight increased Zoloft reduced to 50mg daily
and then again to 25mg daily.
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: 01/10/1997 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 128428 Seq: 1 Gender: F
Reported: 17/06/1998 Weight:
Hospitalisation: Age: 39Y
Onset Date: 05/06/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Myalgia Severe Sore It calf muscle ~ 5 days later sore r calfAnti inflammatory gel

Medicine Details:

SEREPAX (Other drug) Reason: Anxiety neurosis
Tablet 90.0 Milligram Daily Oral
3atch: Started: 01/01/1996 stopped:

ZOLOFT (Suspected) Reason: Anxiety neurosis
Tablet 50.0 Milligram Daily Oral
3atch: Started: 24/04/1998 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128431 Seq: 1 Gender: M
Reported: 17/06/1998 Weight:
Hospitalisation: Age:
Onset Date: 31/12/1998 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dizziness Dizziness and light headed Zoloft and posicor ceased

Medicine Details:

POSICOR (Suspected) Reason: Essential benign hypertension
0.0
3atch: Started: stopped: 31/01/1998
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 31/01/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

- the date of onset is not accurate but indicates that onset occurred sometime during the year. the dosage stop date is not
accurate but indicates that stoppage occurred sometime during the year. the dosage stop date is not accurate but indicates that
stoppage occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

128433
17/06/1998

Unknown

Seq: 1

Gender: F
Weight:
Age:
DOB:
Causality: Causality possible

45Y

Preferred Term

Severity Report Description

Treatment

Hallucination

Zoloft ceased

Medicine Details:

ADALAT (Suspected)
Tablet
3atch:

Reason:
0.0
Started:

Oral

Stopped:

INDERAL (Suspected)
Tablet
3atch:

Reason:
0.0
Started:

Oral

Stopped:

ZOLOFT (Suspected)
Tablet
3atch:

Reason:
100.0 Milligram
Started: 01/01/1996

Daily

Depression

Stopped:

Oral
28/06/1998

Laboratory Investigations:

Date Type

Range

Date Tested Result

Details

Additional Information:

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.
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Report Run  27/07/200

Case Number: 128436 Seq: 1 Gender: F
Reported: 17/06/1998 Weight:
Hospitalisation: Age: 45Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Diarrhoea Severe Zoloft reduced to 25mg daily
on 11/06/98
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128443 Seq: 1 Gender: F
Reported: 17/06/1998 Weight:
Hospitalisation: Age: 30Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Nausea Prepulsid

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 100.0 Milligram Daily Oral
3atch: Started: 01/03/1998 stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

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

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 128445 Seq: 1 Gender: F
Reported: 17/06/1998 Weight:
Hospitalisation: Age: 61Y
Onset Date: 31/12/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Insomnia Worsening of pre-existing insomnia Dr plans to reduce dose,
change the time of dosing and
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
Tablet 150.0 Milligram Daily Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Female pt on zoloft for 2-3 months at dose up to 150mg, has experienced worsening of pre-existing insomnia. - the date of onset
is not accurate but indicates that onset occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128446 Seq: 1
Reported: 17/06/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: F
Weight:
Age: 52Y
DOB:
Causality: Causality probable

Preferred Term Severity Report Description

Treatment

Nausea

Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Date Type

Case Number: 128457 Seq: 1 Gender: M
Reported: 16/06/1998 Weight: 85.00
Hospitalisation: Age: 45Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Micturition disorder Post-micturition dribbling
Abdominal pain Suprapubic discomfort
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/06/1997 stopped:  03/06/1998
Laboratory Investigations:
Range Date Tested Result Details

Additional Information:
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128548 Seq: 1
Reported: 19/06/1998
Hospitalisation:
Onset Date: 11/06/1998
Outcome: Recovered

Reaction Detai

Gender: F
Weight: 86.00
Age: 51Y

DOB:

Causality: Causality probable

Preferred Term Severity Report Description Treatment
Syncope Fainted x3
Dizziness Felt faint all the time
Nausea Zoloft ceased

Medicine Details:

PANADEINE FORTE (Other drug) Reason:
0.0 As necessary
3atch: Started: stopped:
ZOLOFT (Suspected) Reason:
50.0 Milligram Daily
3atch: Started: 10/06/1998 stopped: 16/06/1998

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 128553 Seq: 1 Gender: F
Reported: 19/06/1998 Weight:
Hospitalisation: Age:
Onset Date: 31/05/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Alopecia
Breast pain

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 0.0 Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 128554 Seq: 1 Gender: F
Reported: 19/06/1998 Weight:
Hospitalisation: Age:
Onset Date: 31/05/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Alopecia
Breast pain

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 0.0 Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128563 Seq: 1 Gender: M
Reported: 19/06/1998 Weight:
Hospitalisation: Admitted to hospital Age: 53Y
Onset Date: 31/05/1998 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Grand mal convulsion Grand mal seizure Dose of zoloft reduced from
50mg to 25mg, consideration is
being given to ceasing zoloft.

Medicine Details:
ZOLOFT (Suspected) Reason: Depression

50.0 Milligram Daily
3atch: Started: 01/01/1998 stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Patient experienced reaction after 21 days of using zoloft. patient has always been very healthy and has no history of seizures. -
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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail
Case Number: 128569 Seq: 1 Gender: M
Reported: 19/06/1998 Weight:
Hospitalisation: Age: AE
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
\Vomiting Ceased zoloft.

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/06/1998 stopped: 28/06/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Patient took one dose of zoloft and started vomiting for two days, patient was on multiple medications. patient continued vomiting
for two days after ceasing 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.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128573 Seq: 1 Gender: M
Reported: 19/06/1998 Weight:
Hospitalisation: Age: A5
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Syncope About 8 syncopal episodes a day Zoloft reduced and then ceased
Fatigue Extremely fatigued after syncopal episodes
Palpitations Unusual fluttering of heart
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Reaction occurred when dose of zoloft was increased from 50mg to 100mg.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128581 Seq: 1 Gender: M
Reported: 19/06/1998 Weight:
Hospitalisation: Admitted to hospital Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hepatocellular damage Ceased zoloft

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 200.0 Milligram Daily Oral
3atch: Started: stopped: 1Y

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128609 Seq: 1 Gender: F
Reported: 23/06/1998 Weight:
Hospitalisation: Age: 55Y
Onset Date: 31/03/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Somnolence Excessive somnolence Ceased zoloft and changed to
Medicine Details:
OGEN (Other drug) Reason:
0.0
3atch: Started: stopped:
PROVERA (Other drug) Reason:
0.0
3atch: Started: Stopped:
RANITIDINE (Other drug) Reason: Other diseases of esophagus
150.0 Milligram Daily
3atch: Started: 01/01/1995 stopped: 28/05/1997
ZOLOFT (Suspected) Reason: Depression
50.0 Milligram Daily
3atch: Started: 01/03/1998 Stopped: 28/05/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Excessive somnolence with both zoloft and luvox. pt switched to efexor and recovered within two days. - 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 stop date is not necessarily accurate but indicates that stoppage occurred sometime during

the month.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report

Case Number:
Reported
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Detail

128613
: 23/06/1998

Seq: 1

Unrelated death

Gender: F
Weight:
Age: 60Y
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Prothrombin level decreased

Warfarin dose reduced.

Medicine Details:

ZOLOFT (Interaction)
Tablet
3atch:

0.0
Started:

Reason: Depression
Oral
Stopped:

WARFARIN SODIUM (Interaction)
Tablet
3atch:

0.0
Started:

Reason:
Oral
Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested

Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128616 Seq: 1 Gender: F
Reported: 23/06/1998 Weight:
Hospitalisation: Age: 34Y
Onset Date: 17/06/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dry mouth
Dry skin

Medicine Details:

ZOLOFT (Suspected) Reason: Anxiety neurosis
Tablet 25.0 Milligram Daily Oral
3atch: Started: 12/06/1998 stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128623 Seq: 1 Gender: F
Reported: 23/06/1998 Weight:
Hospitalisation: Age: 30Y
Onset Date: 31/03/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Nausea

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/03/1998 stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

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

- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128627 Seq: 1 Gender: M
Reported: 23/06/1998 Weight:
Hospitalisation: Age: 60Y
Onset Date: 31/05/1998 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Nausea Ceased zoloft.

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/05/1998 stopped: 28/06/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

- 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.
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128628 Seq: 1 Gender: M
Reported: 23/06/1998 Weight:
Hospitalisation: Admitted to hospital Age: 26Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Convulsion

Experienced seizures.

Ceased zoloft.

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 0.0 Oral
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient experienced seizures after initiation of therapy with zoloft. the patient had a past history of seizure activity which was

controlled prior to initiation of zoloft.
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THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

TGA

THERAPEUTIC 600DS

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128630 Seq: 1
Reported: 23/06/1998
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: M
Weight:

Age: 17Y
DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Mania Feels too good and acts inappropriately.
Agitation Panic attacks
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128636 Seq: 1
Reported: 23/06/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: F
Weight:

Age: 50Y
DOB:

Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Mania Hypermania

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128637 Seq: 1
Reported: 23/06/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: M
Weight:
Age:
DOB:
Causality: Causality probable

Preferred Term Severity Report Description

Treatment

Priapism

Ceased zoloft

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  27/07/200 11:07A! Database: pusime ADRS004

Page 569 of 581




THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Chemists Sertraline,Xydep,ZOLOFT

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Report Detail

Case Number: 128639
Reported: 23/06/1998
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Seq: 1

Unknown

Gender: M
Weight:
Age:
DOB:
Causality: Causality possible

60Y

Preferred Term Severity

Report Description

Treatment

Eructation

Burps more frequently

Medicine Details:

ZOLOFT (Suspected)
Tablet
3atch:

100.0 Milligram
Started:

Reason:

Daily

Depression

Oral
Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128685 Seq: 1
Reported: 25/06/1998
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: F
Weight: 58.00
Age: 38Y
DOB:
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Bruxism
Yawning
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 04/06/1998 stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128689 Seq: 1 Gender: F
Reported: 26/06/1998 Weight:
Hospitalisation: Age: 43Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Abdominal pain Stomach tightness Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/06/1998 stopped: 28/06/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128690 Seq: 1 Gender: F
Reported: 26/06/1998 Weight:
Hospitalisation: Age: 40Y
Onset Date: 31/12/1998 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Somnolence Sleepy
Fatigue Zoloft ceased

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/01/1998 stopped: 31/01/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

- 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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128692 Seq: 1 Gender: F

Reported: 26/06/1998 Weight:

Hospitalisation: Age: 30Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Convulsion See added info Zoloft ceased.

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 1w

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient awoke one morning to find that she had hit her head on the bedhead, urinated in the bed and bitten her tongue. doctor felt
she had experienced a seizure. patient has no past history of seizure activity.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128693 Seq: 1 Gender: M
Reported: 26/06/1998 Weight:
Hospitalisation: Age: AE
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation Zoloft dose reduced to 25mg/d.

Medicine Details:

ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128695 Seq: 1 Gender: F
Reported: 26/06/1998 Weight:
Hospitalisation: Age: 50Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Agitation
Insomnia

Intolerable agitation
Unable to sleep for two months

Zoloft ceased

Medicine Details:

Type

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/04/1998 stopped:  28/06/1998
Laboratory Investigations:
Date Range Date Tested Result Details

Additional Information:
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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128699 Seq: 1 Gender: F
Reported: 26/06/1998 Weight:
Hospitalisation: Admitted to hospital Age: 47Y
Onset Date: 31/12/1998 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Dizziness Dizzy spells Zoloft ceased
Depersonalisation Feeling of detachment

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: stopped: 28/06/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
- 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.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128783 Seq: 1
Reported: 24/06/1998
Hospitalisation:
Onset Date: 10/06/1998
Outcome: Not yet recovered

Reaction Detai

Gender: M

Weight:

Age: 62Y

DOB:

Causality: Causality possible

Blood creatine phosphokinase in
Neuroleptic malignant syndrome
Pyrexia

Preferred Term Severity Report Description Treatment
Consciousness fluctuating Clouding of consciousness
Hypertonia Rigidity

Ceased risperdal and sertraling|

Medicine Details:

PROPOFOL (Suspected) Reason:
0.0
3atch: Started: stopped:
FENTANYL CITRATE (Suspected) Reason:
0.0
3atch: Started: Stopped:
RISPERDAL (Suspected) Reason: Unspecified schizophrenia
Tablet 4.0 Milligram Daily Oral
3atch: Started: 01/04/1998 stopped:  10/06/1998
SERTRALINE HYDROCHLORIDE (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/06/1998 Stopped:  10/06/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details
Creatine 10/06/1998

Additional Information:

09/06/98 - patient had a cystoscopy and bladder neck incision. the dosage start date is not necessarily accurate but indicates that

start occurred sometime during the month.
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart

ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White

Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

128796 Seq: 1
25/06/1998

17/06/1998
Not yet recovered

Gender: F
Weight: 38.00
Age: 93Y
DOB:
Causality: Causality possible

Preferred Term Severity

Report Description

Treatment

Erythema multiforme

Sertraline ceased

Medicine Details:

LACTULOSE (Other drug) Reason:
20.0 Milligram Daily
3atch: Started: stopped:
SERTRALINE HYDROCHLORIDE (Suspected) Reason: Depression
Tablet 25.0 Milligram Daily Oral
3atch: Started: 04/06/1998 stopped: 18/06/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  27/07/200  11:07Al!  Database: pusime ADRS004 Page 579 of 581




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
ARMINITRATION Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100, Terry White
Chemists Sertraline,Xydep,ZOLOFT

Report Detail

Case Number: 128814 Seq: 1 Gender: F
Reported: 30/06/1998 Weight: 65.00
Hospitalisation: Age: 29Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Diarrhoea
Headache
Insomnia
Vomiting

Medicine Details:

COUMADIN (Other drug) Reason: Other coagulation defects
84.0 Milligram Weekly
3atch: Started: stopped:
ZOLOFT (Suspected) Reason: Depression
Tablet 25.0 Milligram Daily Oral
3atch: Started: 09/06/1998 stopped:  10/06/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient suffered symptoms within one after taking zoloft.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

Date Range: 1 Jan 1998 To 30 Jun 1998 Unclear causality excluded GM medicines Only Tradenames: Chem Mart
Sertraline,Concorz,Eleva 100,Eleva 50,GenRx Sertraline, SERTRALINE HYDROCHLORIDE,Sertraline-DP 100,Terry White
Chemists Sertraline,Xydep,ZOLOFT

THERAPEUTIC 600DS
ADMINISTRATION

Report Detail

Case Number: 130056 Seq: 1 Gender: F
Reported: 10/06/1998 Weight:
Hospitalisation: Age: 39Y
Onset Date: 31/12/1997 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Tachycardia Fast pulse
Muscle twitching Twitching of facial muscles
Hypersensitivity Severe
Pruritus Stopped zoloft
Tremor
Visual disturbance
Medicine Details:
ZOLOFT (Suspected) Reason: Otr&unsp vertebrogen pain synd
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/01/1997 stopped: 1w
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
- 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.
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