THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 2505 Seq: 1 Gender: F
Reported: 06/11/1990 Weight: 53.00
Hospitalisation: Age: 78Y
Onset Date: 31/08/1990 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Thrombocytopenia

Medicine Details:

VENTOLIN (Other drug) Reason:
0.0
3atch: Started: stopped:
THIAMINE (Other drug) Reason:
100.0 Milligram Daily
3atch: Started: Stopped:
MELLERIL (Other drug) Reason:
Oral application 100.0 Milligram Daily Oral
3atch: Started: Stopped:
PROZAC (Suspected) Reason:
20.0 Milligram Daily
3atch: Started: 19/07/1990 Stopped:  23/08/1990
Laboratory Investigations:
Date Type Range Date Tested Result Details
Haematology 1 29/8 3/9 10/9 14/9 24/9 28/9 9/10 25/10 range
platelets: 138 140 135 125 127 171 153 167

Additional Information:
- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. Case Sequenced to:
68185/2
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

2505
06/11/1990

31/08/1990
Recovered

Medicine Details:

Seq: 1 Gender: F
Weight: 53.00
Age: 78Y
DOB:
Causality: Causality probable

3atch:

PROZAC (Suspected)

Reason:
20.0 Milligram Alternate days
Started: 23/08/1990 stopped:  14/09/1990

68185/2

Laboratory Investigations:

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

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 2511 Seq: 1 Gender: F
Reported: 09/11/1990 Weight: 70.00
Hospitalisation: Age: 37Y
Onset Date: 17/09/1990 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Extrapyramidal disorder Decrease trifluoperazine to 20
mg daily

Medicine Details:

PROZAC (Suspected) Reason:
20.0 Milligram Daily
3atch: Started: 27/08/1990 stopped:  03/10/1990
TRIFLUOPERAZINE HYDROCHLORIDE (Suspected) Reason: Schizo-affective type psychos
25.0 Milligram Daily
3atch: Started: stopped:  26/09/1990

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Case Sequenced to: 68362/2

Report Run  24/07/200  10:05Al!  Database: pusime ADRS004 Page 3 of 678



TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 2512 Seq: 1 Gender: F
Reported: 09/11/1990 Weight: 70.00
Hospitalisation: Age: 37Y
Onset Date: 26/09/1990 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Somnolence
Visual disturbance

Ceased prozac and

Medicine Details:

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected) Reason: Schizo-affective type psychos
20.0 Milligram Daily
3atch: Started: 26/09/1990 stopped: CONTIN
BENZTROPINE MESYLATE (Suspected) Reason:
2.0 Milligram Daily
3atch: Started: 26/09/1990 stopped:  03/10/1990
PROZAC (Suspected) Reason:
20.0 Milligram Daily
3atch: Started: 27/08/1990 stopped:  03/10/1990
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Case Sequenced to: 68362/3
Report Run  24/07/200  10:05Al!  Database: pusime ADRS004 Page 4 of 678




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report

Detail

Case Number: 2513
Reported: 09/11/1990
Hospitalisation:
Onset Date: 06/10/1990
Outcome: Recovered

Reaction Detai

Seq: 1

Gender: F
Weight: 70.00
Age: 37Y
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Somnolence

Ceased prozac 20.

Medicine Details:

PROZAC (Suspected)

3atch:

Started:

20.0 Milligram
06/10/1990

Reason:
Total

Stopped:

07/10/1990

3atch:

Started:

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected)

20.0 Milligram
26/09/1990

Reason:

Daily

Stopped:

CONTIN

Laboratory Investigations:

Date

Type

Range Date Tested

Result

Details

Additional Information:
Case Sequenced to: 68362/4

Report Run

24/07/200 10:05A!

Database: pusime

ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

THERAPEUTIC 600DS
ADMINISTRATION

Report Detail

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

Reaction Detai
Preferred Term

Gender: M
Weight: 41.00
Age: 49Y
DOB:
Causality: Causality possible

2611
08/05/1991

24/04/1991
Recovered

Severity Report Description Treatment

Thrombocytopenia

Medicine Details:
COGENTIN (Other drug)

Tablet
3atch:
SERENACE (Other drug)

Oral application

Reason:
2.0 Milligram Oral

Started: 09/04/1991

As necessary

Stopped: CONTIN

Reason: Otr spec symp psychopathol nec

Oral

10.0 Milligram Daily

3atch:

Started: 09/04/1991

Stopped:

CONTIN

PROZAC (Suspected)
Tablet
3atch:

20.0 Milligram

Started: 20/04/1991

Reason: Depression

Daily

Stopped:

Oral
24/04/1991

Laboratory Investigations:

Date Type

Range Date Tested

Result

Details

Additional Information:

Case Sequenced to: 70692/2

Report Run  24/07/200 10:05A!

Database: pusime
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 66947 Seq: 1 Gender: M
Reported: 15/08/1990 Weight: 85.00
Hospitalisation: Age: 47Y
Onset Date: 05/08/1990 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Diarrhoea
Dizziness
Eye pain
Headache
Insomnia

Medicine Details:

VOLTAREN (Suspected) Reason:
0.0
3atch: Started: stopped: CONTIN
MODURETIC (Suspected) Reason:
0.0
3atch: Started: Stopped: CONTIN
ATROMID-S (Suspected) Reason:
0.0
3atch: Started: Stopped: CONTIN
CARDIZEM (Suspected) Reason:
0.0
3atch: Started: Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200  10:05A1)  Database: pusime ADRS004 Page 7 of 678



TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 66947 Seq: 1 Gender: M
Reported: 15/08/1990 Weight: 85.00
Hospitalisation: Age: 47Y
Onset Date: 05/08/1990 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Medicine Details:
LEXOTAN (Suspected) Reason:
0.0
3atch: Started: stopped: CONTIN
AVIL (Suspected) Reason:
0.0
3atch: Started: Stopped: CONTIN
PROZAC (Suspected) Reason: Depression
1.0 Dose Unspecified Daily
3atch: Started: 03/08/1990 stopped:  15/08/1990

Laboratory Investigations:

Additional Information:

Report Run  24/07/200 10:05A! Database: pusime ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 67558 Seq: 1 Gender: F
Reported: 26/09/1990 Weight: 60.00
Hospitalisation: Age: 30Y
Onset Date: 14/09/1990 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation Cease use of prozac

Medicine Details:

MELLERIL (Other drug) Reason:
50.0 Milligram Daily
3atch: Started: 06/08/1990 stopped:
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 13/08/1990 stopped:  22/09/1990

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200  10:05Al!  Database: pusime ADRS004 Page 9 of 678



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 67683 Seq: 1 Gender: M
Reported: 04/10/1990 Weight:
Hospitalisation: Age: 69Y
Onset Date: 25/09/1990 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anxiety
Rash Betamethasone 0.02%
qregm,diazepam 6mg orally
Medicine Details:
ISORDIL (Other drug) Reason: Chron isch heart dis no hyper
Oral application 60.0 Milligram Daily Oral
3atch: tarted: 01/01/1985 stopped: CONTIN
CARDIZEM (Other drug) Reason: Chron isch heart dis no hyper
Oral application 180.0 Milligram Daily Oral
3atch: Started: 01/04/1990 Stopped: CONTIN
ORUDIS (Other drug) Reason: Osteoarthritis
Oral application 200.0 Milligram Daily Oral
3atch: Started: 02/08/1990 Stopped: CONTIN
PROZAC (Suspected) Reason: Depression
Oral application 20.0 Milligram Daily Oral
3atch: Started: 17/09/1990 Stopped:  26/09/1990
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
necessarily accurate but indicates that start occurred sometime during the month.

Report Run  24/07/200 10:05A!

Database: pusime

ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 67915 Seq: 1 Gender: F
Reported: 25/10/1990 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Euphoric mood

Prothrombin level decreased
Purpura

Rectal haemorrhage Mx ceased,further investigation
Vomiting

Weight decreased

Medicine Details:

NITRAZEPAM (Other drug) Reason: Specific disorders of sleep
5.0 Milligram Daily
3atch: Started: stopped:
PROZAC (Suspected) Reason: Unspecified psychosis
20.0 Milligram Daily
3atch: Started: 01/08/1990 stopped:  09/10/1990

Laboratory Investigations:

Date Type Range Date Tested Result Details
Haematology 1 19/8/90 9/10/90  19/10/90 20/10/90 pt1.2
pt1.1 pt2.3 pt1.3 pttk 48  pttk 38 appt >2min

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

Report Run  24/07/200  10:05A1)  Database: pusime ADRS004 Page 11 of 678



TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 68175 Seq: 1 Gender: F
Reported: 06/11/1990 Weight: 46.00
Hospitalisation: Age: 25Y
Onset Date: 01/08/1990 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Purpura
Medicine Details:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 01/08/1990 stopped:  05/10/1990
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:05Al!  Database: pusime ADRS004 Page 12 of 678




TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 68185 Seq: 1 Gender: F
Reported: 06/11/1990 Weight: 53.00
Hospitalisation: Age: 78Y
Onset Date: 31/08/1990 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Rash

Medicine Details:

Date Type

Range Date Tested Result

PROZAC (Suspected) Reason:
20.0 Milligram Daily
3atch: Started: 19/07/1990 stopped:  23/08/1990
PROZAC (Suspected) Reason:
20.0 Milligram Alternate days
3atch: Started: 23/08/1990 stopped:  14/09/1990
Laboratory Investigations:
Details

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

Report Run  24/07/200 10:05A!

Database: pusime

ADRS004
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 68364 Seq: 1 Gender: F
Reported: 15/11/1990 Weight: 55.00
Hospitalisation: Age: 18Y
Onset Date: 30/10/1990 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Flatulence
lleus

Medicine Details:

MIDAZOLAM (Suspected)

Reason:

2.5 Milligram As necessary
3atch: Started: 07/09/1990 stopped:  14/11/1990
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 29/10/1990 stopped:  01/11/1990
HYDROCORTISONE (Suspected) Reason:
Injection 100.0 Milligram Daily Intravenous
3atch: Started: 05/10/1990 stopped:  09/11/1990
VENTOLIN (Suspected) Reason:
Inhalation 3.2 Millilitre Daily Inhalation
3atch: Started: 07/09/1990 Stopped:  29/10/1990
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 14 of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 68475 Seq: 1 Gender: F
Reported: 27/11/1990 Weight: 47.00
Hospitalisation: Age: 35Y
Onset Date: 09/11/1990 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Anxiety
Extrasystoles

Medicine Details:

LARGACTIL (Other drug) Reason: Otr spec symp psychopathol nec

Tablet 100.0 Milligram Daily Oral

3atch: Started: 08/11/1990 stopped: CONTIN
ROHYPNOL (Other drug) Reason: Specific disorders of sleep

4.0 Milligram Daily

3atch: Started: 08/11/1990 Stopped: CONTIN
PROZAC (Suspected) Reason: Depression

Oral application 20.0 Milligram Daily Oral

3atch: Started: 08/11/1990 stopped:  19/11/1990

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 15 of 678



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 68584 Seq: 1 Gender: F
Reported: 06/12/1990 Weight: 61.00
Hospitalisation: Age: 72Y
Onset Date: 08/11/1990 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Mouth ulceration
Rash maculo-papular Carbamazepine, steroids
Medicine Details:
DIGOXIN (Other drug) Reason: Congestive heart failure
125.0 Microgram Daily
3atch: Started: stopped:
FRUSEMIDE (Other drug) Reason: Congestive heart failure
40.0 Milligram Daily
3atch: Started: Stopped:
AMILORIDE HYDROCHLORIDE (Other drug) Reason: Congestive heart failure
5.0 Milligram Daily
3atch: Started: Stopped:
TEMAZEPAM (Other drug) Reason:
10.0 Milligram Daily
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 16 of 678




THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Report Run  24/07/200 10:06A! Database: pusime

Case Number: 68584 Seq: 1 Gender: F
Reported: 06/12/1990 Weight: 61.00
Hospitalisation: Age: 72Y
Onset Date: 08/11/1990 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Medicine Details:
PERICYAZINE (Other drug) Reason:
5.0 Milligram Daily
3atch: Started: 31/07/1990 stopped:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 01/11/1990 stopped:  08/11/1990
Laboratory Investigations:
Additional Information:
ADRS004 Page 17 of 678




TGA

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 68663 Seq: 1 Gender: M
Reported: 04/12/1990 Weight:
Hospitalisation: Age: 81Y
Onset Date: 17/08/1990 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Urinary retention
Medicine Details:
DUPHALAC (Other drug) Reason:
15.0 Milllitre Daily
3atch: Started: 13/08/1990 stopped: CONTIN
CLINORIL (Other drug) Reason:
200.0 Milligram Daily
3atch: Started: 15/08/1990 stopped:  20/09/1990
LANOXIN (Other drug) Reason:
250.0 Microgram Daily
3atch: Started: Stopped: CONTIN
FLUCLOXACILLIN SODIUM (Suspected) Reason:
2.0 Gram Daily
3atch: Started: 14/08/1990 Stopped:  22/08/1990
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 18 of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 68663 Seq: 1 Gender: M
Reported: 04/12/1990 Weight:
Hospitalisation: Age: 81Y
Onset Date: 17/08/1990 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Detai

Medicine Details:

PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 14/08/1990 stopped: 21/08/1990

Laboratory Investigations:

Additional Information:

Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 19 of 678



TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 68807 Seq: 1 Gender: F
Reported: 14/12/1990 Weight:
Hospitalisation: Age: 49Y
Onset Date: 08/08/1990 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anorexia
Insomnia
Weight decreased

Medicine Details:

TOLVON (Suspected)

Reason: Depression

2.0 Dose Unspecified Daily

3atch: Started: 24/04/1990 stopped:  08/08/1990
PROZAC (Suspected) Reason: Depression
1.0 Dose Unspecified Daily
3atch: Started: 08/08/1990 stopped:  26/10/1990

Laboratory Investigations:

Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200 10:06A! Database: pusime ADRS004 Page 20 of 678




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 68937 Seq: 1 Gender: M
Reported: 24/12/1990 Weight: 70.00
Hospitalisation: Age: 81Y
Onset Date: 17/12/1990 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Nausea
Vomiting
Medicine Details:
CAPOTEN (Other drug) Reason: Congestive heart failure
6.2 Milligram Daily
3atch: Started: 20/03/1990 Stopped: CONTIN
UREX (Other drug) Reason: Congestive heart failure
40.0 Milligram Daily
3atch: Started: 20/03/1990 Stopped: CONTIN
CORDARONE X 200 (Other drug) Reason: Otr&nos disord of heart rhythm
200.0 Milligram Daily
3atch: Started: 20/03/1990 Stopped: CONTIN
OROXINE (Other drug) Reason: Myxedema
100.0 Microgram Daily
3atch: Started: 14/06/1990 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 21 of 678




THERAPEUTIC GOODS ADMINISTRATION

TGA

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 68937 Seq: 1
Reported: 24/12/1990
Hospitalisation:
Onset Date: 17/12/1990
Outcome: Recovered

Reaction Detai

Medicine Details:

: 70.00
1 81Y

: Causality possible

ECOTRIN (Other drug) Reason: Transient cereb isch no hypert
650.0 Milligram Daily
3atch: Started: 22/06/1990 stopped: CONTIN
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 16/12/1990 Stopped: CONTIN
Laboratory Investigations:
Additional Information:
Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 22 of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 68974 Seq: 1 Gender: M
Reported: 17/12/1990 Weight:
Hospitalisation: Age: 45Y
Onset Date: 15/11/1990 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Chest pain
Dizziness
Fatigue
Malaise

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: stopped:  15/11/1990

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 23 0of 678



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 69321 Seq: 1 Gender: F
Reported: 29/01/1991 Weight:
Hospitalisation: Age: 41Y
Onset Date: 19/12/1990 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Urticaria

Medicine Details:

PROZAC (Suspected) Reason: Convulsions
20.0 Milligram Daily
3atch: Started: 30/10/1990 stopped:  14/12/1990

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200 10:06A! Database: pusime ADRS004 Page 24 of 678



TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 69785 Seq: 1 Gender: F
Reported: 05/03/1991 Weight: 65.00
Hospitalisation: Age: 39Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Abdominal pain
Diarrhoea
Nausea
Medicine Details:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 07/09/1990 stopped:  28/02/1991
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 25 of 678




THERAPEUTIC GOODS ADMINI
Public Case Detail

TGA

THERAPEUTIC 600DS

STRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 69864 Seq: 1
Reported: 07/03/1991
Hospitalisation:
Onset Date:
Outcome: Not yet recovered

Reaction Detai

Gender: M
Weight: 76.00
Age: 66Y

DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Dysgeusia
Weight decreased
Medicine Details:
ECOTRIN (Suspected) Reason:
650.0 Milligram Daily
3atch: Started: stopped: CONTIN
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 15/01/1991 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200 10:06A0 Database: pusime ADRS004 Page 26 of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

THERAPEUTIC 600DS

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 69877 Seq: 1 Gender: F
Reported: 06/03/1991 Weight: 60.00
Hospitalisation: Age: 39Y
Onset Date: 06/02/1991 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Nausea

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200 10:06A! Database: pusime ADRS004 Page 27

of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 69886 Seq: 1 Gender: F
Reported: 10/03/1991 Weight: 56.00
Hospitalisation: Age: 40Y
Onset Date: 26/11/1990 DOB:
Outcome: Recovered Causality: Causality probable

Reaction Detai

Preferred Term Severity Report Description Treatment

Muscle twitching Nocturnal myoclonic jerks
Arthralgia
Dysgeusia
Dyspepsia
Fatigue
Headache
Insomnia
Nightmare
Oedema
Rhinitis
Yawning

Medicine Details:

EPILIM (Other drug) Reason:
Tablet 2.0 Gram Daily Oral
3atch: Started: stopped:

PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 26/11/1990 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 28 of 678



TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 69922
Reported: 13/03/1991
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Recovered

Seq: 1

Gender: F
Weight:
Age:
DOB:

35Y

Causality: Causality probable

Preferred Term

Severity

Report Description

Treatment

Arthralgia
Dermatitis bullous
Osteoarthritis

Medicine Details:

PROZAC (Suspected)
Tablet
3atch:

Started:

20.0 Milligram

Reason:
Daily
13/02/1990

Depression

Stopped:

Oral
20/02/1990

Laboratory Investigations:

Date Type

Range

Date Tested

Result

Details

Additional Information:

Report Run  24/07/200 10:06A!

Database: pusime

ADRS004

Page 29

of 678




TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Neutropenia

Case Number: 69943 Seq: 1 Gender: F
Reported: 08/03/1991 Weight:
Hospitalisation: Age:
Onset Date: 01/02/1991 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Fatigue
Leukopenia White cell count appears to be

very slow rising

Medicine Details:

PROZAC (Suspected) Reason:
3atch: Started: stopped: 02M
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 30 of 678




THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

TGA

THERAPEUTIC 600DS

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 70287 Seq: 1
Reported: 08/04/1991
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: F
Weight: 80.00
Age: 59Y
DOB:
Causality: Causality probable

Preferred Term Severity Report Description

Treatment

Pruritus

Medicine Details:

CLONAZEPAM (Other drug) Reason: Anxiety neurosis
4.0 Milligram Daily
3atch: Started: stopped:
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 16/03/1991 stopped: 26/03/1991

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  24/07/200 10:06A! Database: pusime ADRS004

Page 31 of 678




THERAPEUTIC GOODS ADMINISTRATION

TGA

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 70430 Seq: 1
Reported: 10/04/1991
Hospitalisation:
Onset Date: 08/04/1991
Outcome: Not yet recovered

Reaction Detai

Causality

Gender: M
Weight: 59.00

Age: 86Y
DOB:

: Causality possible

Preferred Term Severity

Report Description

Treatment

Diarrhoea
Photosensitivity reaction
Rash erythematous
Urinary incontinence

Prozac ceased.

Medicine Details:

MOGADON (Suspected) Reason: Specific disorders of sleep
Tablet 2.0 Dose Unspecified As necessary Oral
3atch: Started: 24/01/1991 stopped:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 02/04/1991 stopped:  09/04/1991
VITAMIN PREPARATION COMPOUND (Suspected) Reason:
Oral application 1.0 Dose Unspecified Daily Oral
3atch: Started: 23/01/1991 Stopped:
FML LIQUIFILM (Suspected) Reason:
Eye Drops 1.0 Dose Unspecified Daily Ophthalmic
3atch: Started: 04/02/1991 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 32 0of 678




THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 70528 Seq: 1 Gender: M
Reported: 24/04/1991 Weight: 54.00
Hospitalisation: Age: 89Y
Onset Date: 04/04/1991 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Pruritus
Rash maculo-papular Aqueous cream
Skin exfoliation
Medicine Details:
SENOKOT (Other drug) Reason: Constipation
Tablet 1.0 Dose Unspecified As necessary Oral
3atch: Started: 11/03/1991 stopped:
PANADOL (Other drug) Reason: Otr&unsp vertebrogen pain synd
Tablet 1.0 Gram As necessary Oral
3atch: Started: 02/03/1991 Stopped:
LANOXIN PG (Other drug) Reason: Congestive heart failure
Tablet 125.0 Microgram Daily Oral
3atch: Started: Stopped:
AGAROL (Other drug) Reason: Constipation
Solution 80.0 Millilitre Daily Oral
3atch: Started: 04/03/1991 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 33 0of 678




TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 70528 Seq: 1 Gender: M
Reported: 24/04/1991 Weight: 54.00
Hospitalisation: Age: 89Y
Onset Date: 04/04/1991 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Medicine Details:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram As necessary Oral
3atch: Started: 19/03/1991 stopped:  09/04/1991
Laboratory Investigations:
Additional Information:
Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 34 of 678




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

70533
26/04/1991

04/02/1991
Recovered

Seq: 1

Gender: F
Weight:
Age:
DOB:
Causality: Causality certain

66Y

Preferred Term

Severity

Report Description

Treatment

Abdominal pain
Insomnia

Medicine Details:

ROHYPNOL (Other drug)
Tablet
3atch:

4.0 Mill
Started:

Reason:

igram Daily

Stopped:

Oral
CONTIN

PROZAC (Suspected)
Tablet
3atch:

20.0 Milligram

Started: 14/01/1

Reason:
Daily
991

Stopped:

Oral
15/03/1991

Laboratory Investigations:

Date Type

Range Date Tested

Result

Details

Additional Information:

Report Run  24/07/200 10:06A!

Database: pusime

ADRS004

Page 35
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 70714 Seq: 1 Gender: F
Reported: 10/05/1991 Weight:
Hospitalisation: Age: 28Y
Onset Date: 20/04/1991 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Arthralgia
Insomnia
Palpitations
Vomiting

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Oral application 20.0 Milligram Daily Oral
3atch: Started: 19/04/1991 stopped:  23/04/1991

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200 10:06A! Database: pusime ADRS004 Page 36

of 678




THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

TGA

THERAPEUTIC 600DS

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 70905 Seq: 1
Reported: 21/05/1991
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: M
Weight: 91.00
Age: 47Y

DOB:

Causality: Causality probable

Preferred Term Severity Report Description

Treatment

Disturbance in attention
Somnolence

Medicine Details:

Tablet 20.0 Milligram Daily

PROZAC (Suspected) Reason: Depression

Oral

3atch: Started: 02/04/1991 Stopped:  22/04/1991

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  24/07/200 10:06A! Database: pusime ADRS004

Page 37

of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 70982 Seq: 1 Gender: M
Reported: 21/05/1991 Weight:
Hospitalisation: Age: 67Y
Onset Date: 31/03/1991 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Rash

Medicine Details:

INSULIN NOS (Other drug) Reason:
0.0
3atch: Started: stopped: CONTIN
LASIX (Other drug) Reason:
0.0
3atch: Started: Stopped: CONTIN
SLOW-K (Other drug) Reason:
0.0
3atch: Started: Stopped: CONTIN
MOGADON (Other drug) Reason:
0.0
3atch: Started: 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. the dosage stop date is not necessarily
accurate but indicates that stoppage occurred sometime during the month.

Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 38 of 678



TGA

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 70982 Seq: 1 Gender: M
Reported: 21/05/1991 Weight:
Hospitalisation: Age: 67Y
Onset Date: 31/03/1991 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Medicine Details:
DISPRIN (Other drug) Reason:
0.0
3atch: Started: stopped: CONTIN
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 01/12/1990 stopped: 28/03/1991

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.

Laboratory Investigations:

Report Run  24/07/200 10:06A!

Database: pusime

ADRS004

Page 39 of 678




TGA

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 70999 Seq: 1 Gender: M
Reported: 22/05/1991 Weight:
Hospitalisation: Age: 50Y
Onset Date: 31/10/1990 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Abdominal pain
Nausea
Vertigo 100mg anafranil 25mg nocte &
mane, baclofen 100mg daily.
Vomiting
Medicine Details:
BACLOFEN (Other drug) Reason:
75.0 Milligram Daily
3atch: Started: 01/03/1990 stopped:
PROZAC (Suspected) Reason: Pain
Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: 01/08/1990 stopped: 28/11/1990
STEMETIL (Suspected) Reason:
3.0 Dose Unspecified Daily
3atch: Started: 01/10/1990 stopped:  28/11/1990
SERC (Suspected) Reason:
1.0 Dose Unspecified Daily
3atch: started: 01/10/1990 Stopped:  28/11/1990

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. the dosage start date is not necessarily accurate but
indicates that start occurred sometime during the month. the dosage stop date is not necessarily accurate but indicates that
stoppage occurred sometime during the month. the dosage start date is not necessarily accurate but indicates that start occurred
sometime durina the month. the dosaae ston date is not necessarilv accurate but indicates that stonnaae occurred sometime

Report Run  24/07/200 10:06A!

Database: pusime

ADRS004
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 71156 Seq: 1 Gender: F
Reported: 31/05/1991 Weight:
Hospitalisation: Age: 41Y
Onset Date: 06/05/1991 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Somnolence
Visual disturbance

Medicine Details:

PROZAC (Suspected) Reason: Depression

Tablet 40.0 Milligram Daily Oral

3atch: Started: 03/05/1991 stopped:  07/05/1991
TEGRETOL (Suspected) Reason:

1.0 Gram Daily

3atch: Started: 01/07/1990 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  24/07/200 10:06A!

Database: pusime

ADRS004
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 71265
Reported: 07/06/1991
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Not yet recovered

Gender: M
Weight: 60.00
Age: 35Y
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Urticaria

Promethazine 30mg daily.

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 07/05/1991 stopped:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason: Depression
Oral application 100.0 Milligram Daily Oral
3atch: Started: Stopped:
NAPROSYN (Suspected) Reason:
750.0 Milligram Daily
3atch: started: 05/06/1991 Stopped:
AUGMENTIN FORTE (Suspected) Reason:
3.0 Dose Unspecified Daily
3atch: Started: 05/06/1991 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 42 of 678




TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 71372 Seq: 1 Gender: F
Reported: 18/06/1991 Weight: 60.00
Hospitalisation: Age: 64Y
Onset Date: 31/05/1991 DOB:
Outcome: Not yet recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment
Nausea
Medicine Details:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Gram Daily Oral
3atch: Started: 17/05/1991 stopped:  11/06/1991

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  24/07/200 10:06A! Database: pusime
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

71449
21/06/1991

12/02/1991
Recovered

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

59Y

Preferred Term Severity

Report Description

Treatment

Insomnia

Prozac reduced immediately to
20mg alt days.

Medicine Details:

FLUNITRAZEPAM (Other drug)

3atch: Started:

Reason:

Disturbance of sleep

1.0 Dose Unspecified As necessary

Stopped: CONTIN

TEMAZEPAM (Other drug)
Capsule

3atch: Started:

Reason:

2.0 Dose Unspecified Daily

Disturbance of sleep
Oral

Stopped: CONTIN

PROZAC (Suspected)
Tablet
3atch:

60.0 Milligram
Started: 07/11/1990

Reason:

Depression
Daily Oral

Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  24/07/200 10:06A! Database: pusime
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 71539 Seq: 1 Gender: F
Reported: 20/06/1991 Weight: 80.00
Hospitalisation: Age: 40Y
Onset Date: 07/06/1991 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Hypertension Blood pressure increased
Rash maculo-papular Rash on face, hands

Medicine Details:

MOGADON (Other drug) Reason: Specific disorders of sleep

Tablet 10.0 Milligram Daily Oral

3atch: Started: 07/06/1991 stopped: CONTIN
VALIUM (Other drug) Reason: Anxiety neurosis

Tablet 15.0 Milligram Daily Oral

3atch: Started: 09/06/1991 Stopped: CONTIN
PROZAC (Suspected) Reason: Depression

Tablet 20.0 Milligram Daily Oral

3atch: started: 05/06/1991 stopped:  10/06/1991

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 45 of 678



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 71734 Seq: 1 Gender: F

Reported: 10/07/1991 Weight: 106.00

Hospitalisation: Age: 42Y
Onset Date: 22/05/1991 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Arthralgia Severe Polyarthralgia in shoulder, hip & knee Required analgesia

Medicine Details:

CLONAZEPAM (Other drug) Reason: Anxiety neurosis
500.0 Microgram
3atch: Started: 13/02/1991 stopped: CONTIN
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Tablet 40.0 Milligram Daily Oral
3atch: Started: 05/04/1991 stopped:  12/06/1991

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 46 of 678



THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

TGA

THERAPEUTIC 600DS

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 71848 Seq: 1
Reported: 26/07/1991
Hospitalisation:
Onset Date: 04/05/1991
Outcome: Recovered

Reaction Detai

Gender: F
Weight: 70.00
Age: 40Y

DOB:

Causality: Causality probable

Preferred Term Severity Report Description

Treatment

Agitation
Hyperkinesia

Medicine Details:

Tablet 20.0 Milligram Daily

PROZAC (Suspected) Reason: Depression

Oral

3atch: Started: 03/05/1991 Stopped:  07/05/1991

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  24/07/200 10:06A! Database: pusime ADRS004

Page 47
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 71988
Reported: 11/07/1991
Hospitalisation:
Onset Date: 10/06/1991
Outcome: Recovered

Reaction Detai

Seq: 1

Gender: F
Weight: 98.00
Age: 39Y

DOB:

Causality: Causality probable

Preferred Term

Severity

Report Description Treatment

Hypoaesthesia
Paraesthesia

Loss of sensation
Transient sensation of tingling in legs

Medicine Details:

PROZAC (Suspected)
Tablet
3atch:

Started:

Reason: Depression
20.0 Milligram Daily Oral
03/06/1991 stopped: CONTIN

Laboratory Investigations:

Date Type

Range Date Tested Result Details

Additional Information:
Drug continued because of excellent antidepressant result. reaction settled over 2 weeks.

Report Run  24/07/200 10:06A!

Database: pusime ADRS004 Page 48
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 72220 Seq: 1 Gender: F
Reported: 01/08/1991 Weight: 64.00
Hospitalisation: Age: 62Y
Onset Date: 25/07/1991 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Euphoric mood Elevated mood/disinhibition/very giggly
Mania Hypomania
Insomnia Poor sleep

Thinking abnormal

Thoughts racing

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: tarted: 18/07/1991 stopped:  27/07/1991
HALOPERIDOL (Suspected) Reason: Otr spec symp psychopathol nec
Tablet 1.5 Milligram Daily Oral
3atch: Started: 18/07/1991 stopped: 24/07/1991
THIAMINE (Suspected) Reason: Alcoholism
Oral application 50.0 Milligram Daily Oral
3atch: Started: 02/05/1991 Stopped: CONTIN
FOLIC ACID (Suspected) Reason:
Tablet 5.0 Milligram Daily Oral
3atch: Started: 02/05/1991 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
No history of mania.
Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 49 of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 72220 Seq: 1 Gender: F
Reported: 01/08/1991 Weight: 64.00
Hospitalisation: Age: 62Y
Onset Date: 25/07/1991 DOB:
Outcome: Unknown Causality: Causality possible

Reaction Detai

Medicine Details:

ASPIRIN (Suspected) Reason: Transient cereb isch no hypert
Tablet 150.0 Milligram Daily Oral
3atch: Started: L TERM stopped: CONTIN
TEMAZEPAM (Suspected) Reason:
10.0 Milligram Daily
3atch: Started: L TERM stopped: CONTIN

Laboratory Investigations:

Additional Information:
No history of mania.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

72321
10/09/1991

09/09/1991
Not yet recovered

Gender: F
Weight: 60.00
Age: 35Y
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Face oedema
Urticaria

Facial swelling

Phenergan 25mg and
symptometic measures for itch.

Medicine Details:

Report Run

PROZAC (Suspected) Reason: Depression
Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: 09/08/1991 stopped:  10/09/1991
STELAZINE (Suspected) Reason: Paranoia
Oral application 25.0 Milligram Daily Oral
3atch: Started: L TERM Stopped:
COGENTIN (Suspected) Reason: Disturbance of coordination
1.0 Dose Unspecified Daily
3atch: Started: L TERM stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
24/07/200  10:06AM  Database: pusime ADRS004 Page 51 of 678




THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 72378 Seq: 1 Gender: F
Reported: 19/08/1991 Weight:
Hospitalisation: Age: AD
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai

Preferred Term Severity Report Description Treatment

Arthralgia Aching joints and pain in spine

Nightmare Bad dreams

Insomnia Disturbed sleep

Hyperkinesia Increased energy levels

Rhinitis Increased secretion in nasal passages

Salivary hypersecretion Increased secretion of phlegm in throat

Dizziness Light headedness

Breast pain Painful breasts

Dysmenorrhoea Painful menstruation

Breast enlargement Swollen breasts

Medicine Details:

PROZAC (Suspected) Reason:

Tablet 0.0 Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 52 of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 72378 Seq: 1 Gender: F
Reported: 19/08/1991 Weight:
Hospitalisation: Age: AD
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation
Hyperhidrosis

Medicine Details:
PROZAC (Suspected) Reason:

Tablet 0.0 Oral
3atch: Started: stopped:

Laboratory Investigations:

Additional Information:

Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 53 of 678



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 72482 Seq: 1 Gender: F
Reported: 27/08/1991 Weight: 78.00
Hospitalisation: Age: 32Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Influenza Flu like iliness

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 01/11/1990 stopped:  28/06/1991

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.

Report Run  24/07/200 10:06A! Database: pusime ADRS004 Page 54 of 678



TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 72530

Hospitalisation:

Reaction Detai

Reported: 26/08/1991

Onset Date: 23/08/1991
Outcome: Not yet recovered

Seq: 1

Gender: F
Weight: 87.00
Age: 67Y

DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Chills Alternating freezing/hot.
Myalgia Muscle cramps in legs and arms.
Anxiety
Palpitations
Tremor
Medicine Details:

PROZAC (Suspected) Reason:
20.0 Milligram Daily

3atch: Started: 06/08/1991 stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
See original report for other medication.
Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 55 of 678




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 72605 Seq: 1 Gender: F
Reported: 28/08/1991 Weight: 61.00
Hospitalisation: Age: 54Y
Onset Date: 21/09/1990 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Weight decreased Weight loss
Nausea
Medicine Details:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 21/09/1990 stopped:  26/10/1990
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 56 of 678




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 72606 Seq: 1 Gender: F
Reported: 28/08/1991 Weight: 58.00
Hospitalisation: Age: 35Y
Onset Date: 25/05/1991 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Headache Severe Nardil
Medicine Details:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 25/05/1991 stopped:  28/05/1991
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 57 of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 72711 Seq: 1 Gender: M
Reported: 04/09/1991 Weight:
Hospitalisation: Age: 46Y
Onset Date: 18/05/1991 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Headache Blinding headache.
Dyspepsia Severe

Medicine Details:

PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 18/05/1991 stopped:  22/05/1991

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 58 of 678



TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 72835 Seq: 1 Gender: M
Reported: 01/09/1991 Weight:
Hospitalisation: Age:
Onset Date: 30/08/1991 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Paraesthesia Burning sensation on face - not hot
Medicine Details:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 30/08/1991 stopped:  01/09/1991
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 59 of 678




THERAPEUTIC GOODS ADMINISTRATION

TGA

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 72888 Seq: 1 Gender: F
Reported: 03/09/1991 Weight: 60.00
Hospitalisation: Age: 46Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Headache Severe
Leukopenia
Nausea Severe
Medicine Details:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 23/06/1991 stopped:  03/07/1991
Laboratory Investigations:
Date Type Range Date Tested Result Details
Neutrophils 06/08/1991 1.8
White blood cells 4.0-11.0 04/07/1991 35
White blood cells 4.0-11.0 06/08/1991 2.6
Additional Information:
Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 60 of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 73064 Seq: 1 Gender: M
Reported: 23/09/1991 Weight:
Hospitalisation: Age: 32
Onset Date: 02/09/1991 DOB: 01/11/1958
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Urticaria Teldane

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 09/08/1991 stopped:  03/09/1991

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 61 of 678



TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 73115 Seq: 1 Gender: F
Reported: 17/09/1991 Weight: 70.00
Hospitalisation: Age: 50Y
Onset Date: 07/08/1991 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Fatigue
Headache
Nausea

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 03/08/1991 stopped:  03/08/1991
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 62 of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 73170 Seq: 1 Gender: F
Reported: 27/09/1991 Weight: 65.00
Hospitalisation: Age: 46Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Rash Total body rash.
Pruritus

Medicine Details:

XANAX (Other drug) Reason:
0.0
3atch: Started: stopped: CONTIN
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 20/09/1991 stopped:  23/09/1991

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 63 of 678



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 73204 Seq: 1 Gender: F
Reported: 30/09/1991 Weight: 70.00
Hospitalisation: Age: 51Y
Onset Date: 25/09/1991 DOB:
Outcome: Recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment
Personality disorder Personality change
Arthralgia

Medicine Details:
PROZAC (Suspected) Reason: Depression

20.0 Milligram Daily
3atch: Started: 01/08/1991 stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient ceased prozac and reactions reversed but when started again on 23/09/1991 reaction started again. patient stopped
treatment herself. the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

Report Run  24/07/200 10:06A! Database: pusime ADRS004 Page 64 of 678



THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 73226 Seq: 1 Gender: F
Reported: 18/04/1991 Weight:
Hospitalisation: Age: 45Y
Onset Date: 18/04/1991 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Dizziness
Hyperglycaemia
Nausea
Tremor
\Vomiting
Medicine Details:
ACTRAPID HM (Other drug) Reason: Diabetes mellitus
Injection 18.0 International Unit  Daily Subcutaneous
3atch: Started: stopped:
MONOTARD HM (Other drug) Reason: Diabetes mellitus
Injection 8.0 International Unit  Daily Subcutaneous
3atch: Started: Stopped:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 18/04/1991 stopped:  18/04/1991
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 65 of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 73248 Seq: 1 Gender: M
Reported: 10/10/1991 Weight: 77.00
Hospitalisation: Age: 64Y
Onset Date: 03/10/1991 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Mouth ulceration Mouth ulcers.
Tachycardia

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 03/10/1991 stopped:  06/10/1991

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 66 of 678



TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 73302 Seq: 1 Gender: F
Reported: 03/10/1991 Weight: 37.00
Hospitalisation: Age: 37Y
Onset Date: 20/09/1991 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Muscle spasms Severe Abdominal cramps
Dizziness Faintness
Malaise General sick feeling
Tremor Tremor of lips
Chest pain Severe
Eye pain
Medicine Details:
TILCOTIL (Other drug) Reason: Lumbalgia
Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: 23/07/1991 stopped: CONTIN
PROZAC (Suspected) Reason: Depression
Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: 20/09/1991 stopped:  20/09/1991
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 67 of 678




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 73545 Seq: 1 Gender: F
Reported: 24/10/1991 Weight: 63.00
Hospitalisation: Age: 73Y
Onset Date: 17/10/1991 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Abdominal pain
Diarrhoea
Nausea Severe Reactions unrelieved by
metoclopramide and antacids.
Vomiting

Medicine Details:

MODURETIC (Other drug)

Reason:

1.0 Dose Unspecified Daily

Essential benign hypertension

3atch: Started: 01/11/1987 stopped: CONTIN
TRANSIDERM-NITRO (Other drug) Reason: Chron isch heart dis no hyper
Cream 50.0 Milligram Daily Topical
3atch: Started: 01/01/1985 Stopped: CONTIN
ATENOLOL (Other drug) Reason: Essential benign hypertension
50.0 Milligram Daily
3atch: Started: 05/08/1991 Stopped: CONTIN
ALLOPURINOL (Other drug) Reason: Gout
300.0 Milligram Daily
3atch: Started: 05/08/1991 Stopped: CONTIN
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
necessarily accurate but indicates that start occurred sometime during the month. the dosage start date is not accurate but
indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

73545
24/10/1991

17/10/1991
Recovered

Medicine Details:

Gender: F
Weight: 63.00
Age: 73Y
DOB:
Causality: Causality possible

LITHIUM CARBONATE (Other drug)

Reason: Depression

250.0 Milligram Alternate days

3atch: Started: 01/01/1985 stopped: CONTIN
PROZAC (Suspected) Reason: Depression

Tablet 20.0 Milligram Daily Oral

3atch: Started: 11/10/1991 stopped:  22/10/1991

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

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 73628
Reported: 21/10/1991
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Recovered

Seq: 1
Weight

Gender:

M
: 70.00

Age:
DOB:

Causality

: Causality possible

Preferred Term

Severity Report Description

Treatment

Extrasystoles
Tachycardia

Frequency of ventricular ectopic beats

Medicine Details:

TOFRANIL (Suspected)
Tablet
3atch:

Reason: Depression

Oral

100.0 Milligram
Started: 29/07/1991

Daily

Stopped:

09/09/1991

PROZAC (Suspected)
Tablet
3atch:

20.0 Milligram
Started: 09/09/1991

Reason: Depression

Daily

Stopped:

Oral
23/09/1991

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 74003 Seq: 1 Gender: F
Reported: 13/11/1991 Weight:
Hospitalisation: Age: 61Y
Onset Date: 11/07/1991 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Somnolence
Suicide attempt

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 27/06/1991 stopped:  16/07/1991
CLOTRIMAZOLE (Suspected) Reason:
Tablet 1.0 Dose Unspecified Daily Vaginal
3atch: Started: 10/07/1991 stopped:  15/07/1991

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
See original report for other drugs.

Report Run  24/07/200  10:06A!  Database: pusime ADRS004 Page 71 of 678



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 74006 Seq: 1 Gender: M
Reported: 09/11/1991 Weight: 65.00
Hospitalisation: Age: 35Y
Onset Date: 31/12/1991 DOB:
Outcome: Recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment
Suicide attempt Suicidal ideas.
Aggression

Medicine Details:

RIVOTRIL (Other drug) Reason:
Oral application 2.0 Milligram Daily Oral
3atch: Started: stopped:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Reaction occured on two separate occasions in 1991. - 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 74057 Seq: 1 Gender: F
Reported: 13/11/1991 Weight:
Hospitalisation: Age: 45Y
Onset Date: 01/11/1991 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Bradycardia Bradycardia (sinus, 40/min)
Hypotension Hyoptension (systolic, 70-80)

Medicine Details:

PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 23/10/1991 stopped:  09/11/1991

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 74092 Seq: 1 Gender: F
Reported: 12/11/1991 Weight:
Hospitalisation: Age: 31Y
Onset Date: 09/11/1991 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Headache
Pruritus
Medicine Details:
DIAZEPAM (Suspected) Reason: Otr spec symp psychopathol nec
5.0 Milligram As necessary
3atch: Started: 08/11/1991 stopped:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 08/11/1991 stopped:  11/11/1991
TRIPHASIL (Suspected) Reason:
Pill 1.0 Dose Unspecified Daily Oral
3atch: Started: L TERM stopped: CONTIN
NEMBUTAL (Suspected) Reason: Specific disorders of sleep
Oral application 150.0 Milligram Daily Oral
3atch: Started: L TERM Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 74 of 678




THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 74128 Seq: 1
Reported: 12/11/1991
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: M

Weight:
Age: 60Y
DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Agitation
Erectile dysfunction
Suicide attempt
Medicine Details:
THIORIDAZINE HYDROCHLORIDE (Other drug) Reason: Unspecified psychosis
Oral application 50.0 Milligram Daily Oral
3atch: Started: 24/07/1991 stopped:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 23/07/1991 stopped: 27/08/1991
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 75 of 678




TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

74207 Seq: 1
18/11/1991

17/10/1991
Not yet recovered

Gender:

Weight

Age:

F
: 60.00
45Y

DOB:

Causality

: Causality possible

Preferred Term Severity

Report Description

Treatment

Erectile dysfunction

Lost ability to orgasm/lost sensation

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 07/10/1991 stopped:  18/11/1991

SURMONTIL (Suspected) Reason:
Capsule 25.0 Milligram Daily Oral
3atch: Started: L TERM Stopped:

OROXINE (Suspected) Reason:
Tablet 50.0 Microgram Daily Oral
3atch: Started: 01/01/1980 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
ADMINISTRATION

THERAPEUTIC GOODS ADMINI
Public Case Detail

STRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 74348 Seq: 1 Gender: F
Reported: 26/11/1991 Weight: 64.00
Hospitalisation: Age: 43Y
Onset Date: 20/09/1991 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Haematoma
Medicine Details:
INDERAL (Other drug) Reason: Migraine
80.0 Milligram Daily
3atch: Started: 01/01/1988 stopped: CONTIN
Reason: Headache

ASPIRIN (Suspected)

6.0 Dose Unspecified Weekly

3atch: Started: stopped:  30/09/1991
PROZAC (Suspected) Reason: Depression
Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: 01/03/1991 stopped:  30/09/1991
Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data Haematoma confirmed on mri scan.

Additional Information:

date is not accurate but indicates

that start occurred sometime during the year.

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

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

74384
22/11/1991

19/11/1991
Recovered

Gender: F
Weight:

Age: 82Y

DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Acidosis

Coma
Hyperreflexia
Miosis

Suicide attempt

Respiratory acidosis

Medicine Details:

PREDNISOLONE (Other drug)
Tablet
3atch:

2.0 Milligram

Started:

Reason:
Daily
Stopped:

Oral

CONTIN

PARACETAMOL (Suspected)

3atch:

0.0
Started:

Reason:

Stopped:

Suicide and self-inflicted by solid or liquid sub

VENTOLIN (Suspected)
Inhalation
3atch:

0.0
Started:

Reason:
As necessary

Stopped:

Inhalation

PROZAC (Suspected)
Tablet
3atch:

0.0
Started:

15/11/1991

Reason:
Daily
Stopped:

Suicide and self-inflicted by solid or liquid sub
Oral
19/11/1991

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 74390 Seq: 1 Gender: F
Reported: 25/11/1991 Weight: 52.00
Hospitalisation: Age: 53Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Nightmare Very disturbing agitated dreams
Medicine Details:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 01/01/1991 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

3atch:

20.0 Dose Unspecified Daily

Started: 22/04/1991

stopped:  27/05/1991

Case Number: 74396 Seq: 1 Gender: F
Reported: 26/11/1991 Weight: 77.00
Hospitalisation: Age: 28Y
Onset Date: 01/05/1991 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Face oedema
Oedema
Medicine Details:
PROZAC (Suspected) Reason: Depression

Laboratory Investigations:

Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200 10:06A! Database: pusime ADRS004 Page 80 of 678




THERAPEUTIC GOODS ADMINISTRATION

TGA

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 74442 Seq: 1
Reported: 29/11/1991
Hospitalisation:
Onset Date: 01/11/1991
Outcome: Recovered

Reaction Detai

: Causality probable

Preferred Term Severity Report Description Treatment
Arthralgia
Nausea
Medicine Details:
LITHIUM CARBONATE (Other drug) Reason:
Tablet 800.0 Milligram Daily
3atch: Started: stopped: CONTIN
AMILORIDE HYDROCHLORIDE (Other drug) Reason: Polyuria
Tablet 10.0 Milligram Daily
3atch: Started: Stopped: CONTIN
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily
3atch: started: 07/10/1991 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result
Additional Information:
Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 81 of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 74477 Seq: 1 Gender: M
Reported: 27/11/1991 Weight: 50.00
Hospitalisation: Age: 78Y
Onset Date: 23/09/1991 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Suicide attempt Developed suicidal thoughts

Medicine Details:

PROZAC (Suspected) Reason:
0.0 Daily
3atch: Started: 12/09/1991 stopped:  27/09/1991

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Obsessional personality with chronic depression for 18 months of an endogenens type.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 74650 Seq: 1 Gender: F

Reported: 12/12/1991 Weight:

Hospitalisation: Age: 41Y
Onset Date: 03/12/1991 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Thinking abnormal Impulses to harm herself
Suicide attempt Impulses to stab herself
Agitation
Anxiety

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 02/12/1991 stopped:  04/12/1991

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 74685 Seq: 1 Gender: F
Reported: 06/12/1991 Weight: 60.00
Hospitalisation: Age: 48Y
Onset Date: 20/11/1991 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Rash
Medicine Details:
PROZAC (Suspected) Reason: Depression
0.0
3atch: Started: 01/11/1991 stopped:  01/12/1991
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

74689
13/12/1991

02/12/1991
Recovered

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

50Y

Preferred Term

Severity

Report Description

Treatment

Pruritus
Rash maculo-papular

Medicine Details:

VALIUM (Other drug)

3atch:

0.0
Started:

Reason:

Stopped:

PROZAC (Suspected)
Tablet
3atch:

40.0 Milligram
17/09/1991

Started:

Reason:

Daily

Stopped:

Depression

Oral
13/12/1991

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 74690 Seq: 1 Gender: M
Reported: 13/12/1991 Weight:
Hospitalisation: Age: 65Y
Onset Date: 24/10/1991 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Ageusia
Agitation
Dizziness
Insomnia
Nausea

Medicine Details:

PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 10/10/1991 stopped:  15/10/1991

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

74717 Seq: 1
15/11/1991

10/11/1991
Not yet recovered

Gender: F
Weight: 77.00
Age: 65Y

DOB:

Causality: Causality possible

Preferred Term Severity

Report Description

Treatment

Drug ineffective

Add lithium to regime.

Medicine Details:

PROZAC (Suspected) Reason: Depression
40.0 Milligram Daily
3atch: Started: S TERM stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 87 of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 74718 Seq: 1 Gender: F
Reported: 15/11/1991 Weight: 77.00
Hospitalisation: Admitted to hospital Age: 65Y
Onset Date: 10/11/1991 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai

Preferred Term Severity Report Description Treatment
Speech disorder Mute.
Confusional state
Hyperhidrosis
Hypertonia
Pyrexia
Tremor
Medicine Details:
PROZAC (Suspected) Reason: Depression

40.0 Milligram Daily

3atch: Started: S TERM stopped:  11/11/1991

LITHIUM CARBONATE (Suspected) Reason: Depression
1.6 Gram Daily

3atch: Started: 04/11/1991 stopped:  11/11/1991

Laboratory Investigations:
Date Type Range Date Tested Result Details

Serum drug level

Lithium 10/11/91 1.18 (upper limit 1.10)

Additional Information:

Report Run  24/07/200 10:06A!

Database: pusime

ADRS004

Page 88 of 678




TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 74727 Seq: 1 Gender: M
Reported: 23/12/1991 Weight: 70.00
Hospitalisation: Age: 21Y
Onset Date: 20/07/1991 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Confusional state

Acute confusional state

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Obsessive compulsive neurosis
20.0 Milligram Daily
3atch: Started: 18/07/1991 stopped:  25/07/1991
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 74924 Seq: 1 Gender: M
Reported: 03/01/1992 Weight: 55.00
Hospitalisation: Age: 81
Onset Date: 21/10/1991 DOB: 26/05/1910
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Delirium
Neutropenia

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 04/10/1991 stopped:  23/10/1991
FLUCLOXACILLIN SODIUM (Suspected) Reason: Unspecified septicemia
Capsule 2.0 Gram Daily Oral
3atch: Started: 02/10/1991 stopped:  21/10/1991

Laboratory Investigations:

Date Type Range Date Tested Result Details

Haematology 21/10/1991 0.38 Neutropenia

Additional Information:
Patient has chronic renal impairment
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 75123 Seq: 1 Gender: M
Reported: 14/01/1992 Weight:
Hospitalisation: Age: 67Y
Onset Date: 16/08/1991 DOB:

Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation
Confusional state
Dyspepsia
Nausea
Medicine Details:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 16/08/1991 stopped:
BETALOC (Suspected) Reason: Essential benign hypertension
Tablet 50.0 Milligram Daily Oral
3atch: Started: 01/01/1981 stopped: 27/08/1991
DOLOBID (Suspected) Reason:
Capsule 2.0 Dose Unspecified Daily Oral
3atch: Started: 01/05/1991 stopped: 27/08/1991
FEFOL (Suspected) Reason: Unspecified anemia
Capsule 1.0 Dose Unspecified Daily Oral
3atch: Started: 01/11/1990 stopped:  27/08/1991
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

See original report for other drugs. the dosage start date is not accurate but indicates that start occurred sometime during the
year. the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage
start date is not necessarily accurate but indicates that start occurred sometime during the month.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

75124
14/01/1992

27/08/1991
Recovered

Seq: 1

Causality

Gender: M
Weight:
Age:
DOB:

67Y

: Causality possible

Preferred Term

Severity

Report Description

Treatment

Suicide attempt

Medicine Details:

DIAZEPAM (Other drug)
Tablet
3atch:

30.0 Milligram
Started: 01/01/1978

Reason:

Daily

Stopped:

Oral

CONTIN

Oral application
3atch:

THIORIDAZINE HYDROCHLORIDE (Other drug)

300.0 Milligram
Started: 01/01/1978

Reason:

Daily

Stopped:

Oral

CONTIN

Injection

3atch:

FLUPHENAZINE NOS (Other drug)

25.0 Milligram

Started: 01/01/1978

Reason:

Daily

Stopped:

Intramuscular

CONTIN

PROZAC (Suspected)
Tablet
3atch:

40.0 Milligram

Started: 23/08/1991

Reason:

Daily

Stopped:

Depression

Oral
27/08/1991

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.

Report Run  24/07/200  10:06Al!  Database: pusime ADRS004 Page 92 of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 75214 Seq: 1 Gender: F
Reported: 03/01/1992 Weight: 55.00
Hospitalisation: Age: 26Y
Onset Date: 11/11/1991 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyperhidrosis Night sweats.

Medicine Details:

PROZAC (Suspected) Reason: Depression
1.0 Dose Unspecified Daily

3atch: Started: 14/10/1991 Stopped:  16/12/1991

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 75331 Seq: 1 Gender: M
Reported: 04/02/1992 Weight: 75.00
Hospitalisation: Age: 53Y
Onset Date: 01/02/1992 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Abdominal pain
Anxiety Severe
Insomnia

Libido decreased

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 01/02/1992 stopped: 03/02/1992

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 75371 Seq: 1 Gender: F
Reported: 30/01/1992 Weight: 73.00
Hospitalisation: Age: 50Y
Onset Date: 10/10/1991 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Aggression Anger

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 20/08/1991 stopped:  10/12/1991

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 75372 Seq: 1 Gender: F
Reported: 30/01/1992 Weight: 73.00
Hospitalisation: Age: 50Y
Onset Date: 30/10/1991 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Glaucoma
Medicine Details:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 20/08/1991 stopped:  10/12/1991
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

75384 Seq: 1
05/02/1992

05/01/1992
Not yet recovered

Gender: F
Weight: 67.00
Age: 47Y

DOB:

Causality: Causality possible

Preferred Term Severity

Report Description

Treatment

Alopecia

Medicine Details:

Tablet
3atch:

PROZAC (Suspected)

20.0 Milligram
Started: 29/11/1991

Reason: Depression

Daily

Oral

jtopped:  05/02/1992

3atch:

EPILIM (Suspected)
Oral application 1.2 Gram

Started: 30/10/1989

Reason:

Daily

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 75438 Seq: 1 Gender: M
Reported: 17/02/1992 Weight: 100.00
Hospitalisation: Age: 55Y
Onset Date: 06/02/1992 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Pharyngitis
Dyspnoea
Urticaria

Burning in throat.
Difficulty in breathing.

Medicine Details:

FLUPHENAZINE HYDROCHLORIDE (Other drug) Reason: Acute schizophrenia episode
50.0 Milligram Weekly
3atch: Started: stopped:
HALOPERIDOL (Other drug) Reason: Unspecified schizophrenia
Oral application 40.0 Milligram Daily Oral
3atch: Started: 01/10/1991 Stopped:
CHLORPROMAZINE HYDROCHLORIDE (Other drug) Reason: Acute schizophrenia episode
Oral application 800.0 Milligram Daily Oral
3atch: started: 01/10/1991 Stopped:
ORPHENADRINE HYDROCHLORIDE (Other drug) Reason: Acute schizophrenia episode
Tablet 200.0 Milligram Daily Oral
3atch: Started: 01/07/1991 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.
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TGA

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

75438
17/02/1992

06/02/1992
Recovered

Medicine Details:

Seq: 1

Gender: M
Weight: 100.00
Age: 55Y
DOB:
Causality: Causality probable

Tablet
3atch:

PROZAC (Suspected)

Reason: Depression
20.0 Milligram Daily
Started: 30/01/1992

Oral
stopped: 06/02/1992

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.

Laboratory Investigations:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 75522 Seq: 1 Gender: M
Reported: 11/02/1992 Weight:
Hospitalisation: Age: 89
Onset Date: 11/06/1991 DOB: 23/06/1901
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation
Hallucination
Insomnia
Mania

Medicine Details:

PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 04/06/1991 stopped:  11/06/1991
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
25.0 Milligram Daily
3atch: Started: 04/06/1991 stopped:  09/06/1991

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 75765 Seq: 1 Gender: F
Reported: 02/03/1992 Weight:
Hospitalisation: Age: 58Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Dyspnoea
Lung infiltration
Medicine Details:
FLUPHENAZINE NOS (Other drug) Reason:
10.0 Milligram Daily
3atch: Started: L TERM stopped:
THYROXINE SODIUM (Other drug) Reason:
100.0 Microgram Daily
3atch: Started: L TERM Stopped:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason:
40.0 Milligram Daily
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Chest X-ray A chest radiograph showed diffuse interstitial shadowing
throughout both lung fields.
Erythrocyte Erythrocyte sedimentation rate was 135mm in one hour.

Additional Information:
Fluoxetine was increased to 40mg daily after 4 weeks.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 75765 Seq: 1 Gender: F
Reported: 02/03/1992 Weight:
Hospitalisation: Age: 58Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Medicine Details:
FLUPHENAZINE NOS (Other drug) Reason:
10.0 Milligram Daily
3atch: Started: L TERM stopped:
THYROXINE SODIUM (Other drug) Reason:
100.0 Microgram Daily
3atch: Started: L TERM Stopped:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason:
40.0 Milligram Daily
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data Arterial blood gas measurements 2 wks apart showed a

decrease in the alveolar- arterial gradient for oxygen from
6.9kpa (52mmhg) to 1.8kpa (13mmhg) & over 10 wks, lung
infect tests showed an increase in total lung capacity from 5.03I
to 6.12I (predicted 4.84l), in vital capacity from 2.73| to 3.43|
(predicted 2.83 ) & in transfer factor from 3.28mmol/min/kpa to
5.18mmol/min/kpa (pred 7.59).

Additional Information:
Fluoxetine was increased to 40mg daily after 4 weeks.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 75792 Seq: 1
Reported: 03/03/1992
Hospitalisation:
Onset Date: 28/02/1992
Outcome: Recovered

Reaction Detai

Gender: F
Weight: 56.00
Age: 18Y

DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Hyperkinesia
Medicine Details:
ORAL CONTRACEPTIVE NOS (Suspected) Reason: Contraception
Pill 0.0 Oral
3atch: Started: 19/02/1992 stopped:
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 18/02/1992 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 75873 Seq: 1 Gender: M
Reported: 06/03/1992 Weight: 73.00
Hospitalisation: Age: 32Y
Onset Date: 23/02/1992 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Pruritus
Rash maculo-papular

Medicine Details:

FELDENE (Other drug) Reason:
20.0 Milligram Daily
3atch: Started: stopped:
TENORMIN (Other drug) Reason:
50.0 Milligram Daily
3atch: Started: Stopped:
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 23/02/1992 Stopped:  23/02/1992

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 75874 Seq: Gender: F
Reported: 08/03/1992 Weight: 120.00
Hospitalisation: Age: 35Y
Onset Date: 21/02/1992 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Diarrhoea
Headache Severe
Nausea
Medicine Details:
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 20/02/1992 stopped:  24/02/1992
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 75898 Seq: 1 Gender: M
Reported: 10/03/1992 Weight:
Hospitalisation: Age: 39Y
Onset Date: 26/02/1992 DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Detai

Preferred Term Severity Report Description Treatment
Aplastic anaemia
Retinal haemorrhage
Medicine Details:
PROTHIADEN (Suspected) Reason: Depression
Oral application 0.0 Daily Oral
3atch: tarted: 01/07/1991 stopped:  21/02/1992
PROZAC (Suspected) Reason: Depression
Tablet 0.0 Daily Oral
3atch: Started: 01/10/1991 Stopped: 4D
PROZAC (Suspected) Reason: Depression
Tablet 0.0 Daily Oral
3atch: Started: 24/02/1992 Stopped: 26/02/1992
ANATENSOL (Suspected) Reason: Paranoid states
Tablet 0.0 Daily Oral
3atch: Started: 01/11/1991 Stopped:  28/12/1991
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 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

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

THERAPEUTIC 600DS
ADMINISTRATION

Report Detail

Case Number: 75900 Seq: 1 Gender: F
Reported: 06/03/1992 Weight: 65.00
Hospitalisation: Age: 74
Onset Date: DOB: 04/11/1917
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Drug level increased High plasma level of nortriptyline.
Medicine Details:
NORTARB (Interaction) Reason: Depression
25.0 Milligram Daily
3atch: Started: 22/08/1990 stopped:  01/10/1991
NORTARB (Interaction) Reason: Depression
75.0 Milligram Daily
3atch: Started: 04/09/1990 Stopped:
NORTARB (Interaction) Reason: Depression
100.0 Milligram Daily
3atch: Started: 05/10/1990 Stopped:
PROZAC (Interaction) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 23/10/1990 stopped:  28/03/1991
Laboratory Investigations:
Date Type Range Date Tested Result Details
Serum drug level A twelve hour serum nortriptyline done on 13/12 showed a level

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

75902
13/03/1992

15/02/1992
Recovered

Gender: F
Weight: 63.00
Age: 36Y
DOB:
Causality: Causality probable

Preferred Term

Severity

Report Description

Treatment

Dermatitis bullous
Bronchospasm
Headache

Severe

Vesiculo bullous rash

Medicine Details:

PROZAC (Suspected)
Capsule
3atch:

Started:

Reason: Depression
20.0 Milligram

14/02/1992

Daily

Stopped:

Oral
16/02/1992

Laboratory Investigations:

Date Type

Range

Date Tested

Result

Details

Additional Information:
Patient has had a history of many allergies.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 76001 Seq: 1 Gender: M
Reported: 18/03/1992 Weight: 60.00
Hospitalisation: Admitted to hospital Age: 68Y
Onset Date: 13/02/1992 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Drug level increased Lithium toxicity
Renal impairment Renal impairment
VVomiting Severe

Medicine Details:

HALOPERIDOL (Other drug) Reason:
10.0 Milligram Daily
3atch: Started: 01/01/1985 stopped: CONTIN
UREX (Other drug) Reason:
40.0 Milligram Daily
3atch: Started: 01/01/1989 Stopped: CONTIN
MIXTARD (NORDISK) (Other drug) Reason: Diseases of adrenal glands
14.0 International Unit  Daily
3atch: started: 01/01/1991 Stopped: CONTIN
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 31/01/1992 Stopped:  13/02/1992
Laboratory Investigations:
Date Type Range Date Tested Result Details
Creatinine MMOL 13/02/1992 0.210
Creatinine MMOL 15/03/1992 0.140
Urea MMOL 13/02/1992 15.7
Urea MMOL 15/03/1992 17.2

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.
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TGA

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

76001 Seq: 1
18/03/1992

Admitted to hospital
13/02/1992

Recovered

Medicine Details:

Gender: M
Weight: 60.00
Age: 68Y
DOB:
Causality: Causality probable

3atch:

LITHIUM CARBONATE (Suspected)

250.0 Milligram
Started: 01/01/1989

Reason:

Daily

Stopped: CONTIN

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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Reported: 18/03/1992
Hospitalisation:
Onset Date:

Outcome: Recovered

Reaction Detai

Case Number: 76041 Seq:

Gender: F
Weight: 76.00
Age: 67Y
DOB:
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Bradycardia
Medicine Details:
LITHIUM CARBONATE (Suspected) Reason:
0.0
3atch: Started: stopped:
PROZAC (Suspected) Reason: Depression
40.0 Milligram Daily
3atch: Started: 01/04/1991 stopped: 28/06/1991
Laboratory Investigations:
Date Type Range Date Tested Result Details

Electrographics

Holter monitor - sinus arrest.

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
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Reported: 25/03/1992
Hospitalisation:

Onset Date: 14/02/1992

Outcome: Recovered

Reaction Detai

Case Number: 76121 Seq:

Gender:

Weight

Age:

M
: 46.00
89Y

DOB:

Causality

: Causality probable

Preferred Term Severity Report Description Treatment
Purpura Extensive echymoses on trunk and limbs.
Medicine Details:
SOLPRIN (Other drug) Reason:
Tablet 150.0 Milligram Daily Oral
3atch: Started: 30/12/1991 stopped: CONTIN
FOLIC ACID (Other drug) Reason:
Oral application 5.0 Milligram Daily Oral
3atch: Started: 04/01/1991 Stopped: CONTIN
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 25/01/1992 stopped:  09/03/1992
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 76123 Seq: 1 Gender: F
Reported: 25/03/1992 Weight: 50.00
Hospitalisation: Age: 80Y
Onset Date: 07/01/1992 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Drug level increased
Nausea
Tremor

Medicine Details:

PROZAC (Interaction) Reason: Depression
Capsule 40.0 Milligram Daily Oral
3atch: Started: 01/10/1991 stopped:
LITHIUM CARBONATE (Interaction) Reason: Depression
Tablet 375.0 Milligram Daily Oral
3atch: Started: 25/12/1991 stopped: 21/02/1992
MULTIVITE (Other drug) Reason: Depression
Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Serum drug level Lithium 375mg daily - serum level 0.97, serum levels range 0.6
to 0.96 on lithium carbonate 250mg per day.

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 76199 Seq: 1 Gender: F
Reported: 24/03/1992 Weight: 70.00
Hospitalisation: Age: 50Y
Onset Date: 03/03/1992 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Anxiety
Insomnia
Tremor
Medicine Details:
PROZAC (Suspected) Reason: Depression
Capsule 1.0 Dose Unspecified Daily Oral
3atch: Started: 21/02/1992 stopped:  20/03/1992
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Patient has had no known previous allergies.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

THERAPEUTIC 600DS

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 76428 Seq: 1 Gender: F
Reported: 06/04/1992 Weight: 70.00
Hospitalisation: Age: 46Y
Onset Date: 06/03/1992 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Dyspepsia Severe

Medicine Details:

THIORIDAZINE HYDROCHLORIDE (Other drug) Reason: Anxiety neurosis

Oral application 25.0 Milligram Daily Oral

3atch: Started: 04/09/1991 stopped:
CLONAZEPAM (Other drug) Reason: Specific disorders of sleep

Oral application 500.0 Microgram Daily Oral

3atch: Started: 01/01/1988 Stopped:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression

Oral application 20.0 Milligram Daily Oral

3atch: Started: 19/11/1991 stopped:  03/04/1992

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

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 76506 Seq: 1 Gender: F
Reported: 08/04/1992 Weight: 55.00
Hospitalisation: Age: 49Y
Onset Date: 26/03/1992 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anxiety
Confusional state
Nausea Haloperidol 10mg daily.
\VVomiting
Medicine Details:
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 18/03/1992 stopped:  21/03/1992
LITHIUM CARBONATE (Suspected) Reason: Depression
500.0 Milligram Daily
3atch: Started: 15/03/1992 stopped: 24/03/1992
MELLERIL (Suspected) Reason:
25.0 Milligram Daily
3atch: Started: 13/03/1992 Stopped: 24/03/1992
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 76525 Seq: 1
Reported: 10/04/1992
Hospitalisation:
Onset Date: 23/03/1992
Outcome: Recovered

Reaction Detai

Gender: F
Weight: 80.00
Age: 42Y

DOB:

Causality: Causality probable

Preferred Term Severity Report Description Treatment
Rash
Urticaria
Medicine Details:
XANAX (Other drug) Reason: Anxiety neurosis
1.0 Milligram Daily
3atch: Started: 02/03/1992 stopped:
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 13/03/1992 stopped: 23/03/1992
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

76542
14/04/1992

26/03/1992

Not yet recovered

Gender: F
Weight: 70.00
Age: 41Y

DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Rash maculo-papular

Medicine Details:

Tablet
3atch:

PROZAC (Suspected)

20.0 Milligram
Started: 17/03/1992

Reason: Depression

Daily

Oral

jtopped:  14/04/1992

3atch:

FLECAINIDE ACETATE (Suspected)

200.0 Milligram
tarted: 07/03/1990

Reason: Oftr specif congit anomal heart

Daily

Stopped:

3atch:

XANAX (Suspected)

2.0 Milligram
Started: 01/01/1987

Reason: Anxiety neurosis

Daily

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 76563 Seq: 1 Gender: M
Reported: 13/04/1992 Weight:
Hospitalisation: Age: 42Y
Onset Date: 05/09/1991 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Breast pain

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 01/08/1991 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 76567 Seq: 1 Gender: F
Reported: 14/04/1992 Weight: 70.00
Hospitalisation: Age: 37Y
Onset Date: 18/03/1992 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Headache Severe

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 13/02/1992 stopped:  20/03/1992

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 76580 Seq: 1 Gender: F
Reported: 14/04/1992 Weight: 63.00
Hospitalisation: Age: 29Y
Onset Date: 27/03/1992 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation
Anxiety
Headache
Hyperhidrosis
Rash
Tachycardia

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 12/03/1992 stopped: 27/03/1992

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 76705 Seq: 1
Reported: 22/04/1992
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: F
Weight:
Age: 38
DOB: 15/01/1954

Causality: Causality probable

Preferred Term Severity Report Description Treatment
Diarrhoea
Rectal haemorrhage
Medicine Details:
PROZAC (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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 76719 Seq: 1 Gender: F
Reported: 14/04/1992 Weight:
Hospitalisation: Age: 99U
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Glycosuria

Hyperglycaemia
Neonatal disorder

Medicine Details:
PROZAC (Suspected) Reason: Depression

0.0 Breast milk transfer
3atch: Started: 01/07/1991 stopped: 28/04/1992

Laboratory Investigations:
Date Type Range Date Tested Result Details

17/12/2002 [Biochemistry Weekly glucose testing with following values: 20, 18.3, 20.5,

Additional Information:

Reaction occurred in breast fed baby. Mother had been taking Prozac from about the second week of his life. It took about 2-3
months before hyperglycaemia resolved after cessation of maternal Prozac. Thorough investigation for causes of insulin
resistence and for diabetes mellitus. Baby did not have any auto-antibodies to insulin or islet cells, and non of his other endocrine
investigations revealed a cause for the hyperglycaemia. The dosage start and stop date is not necessarily accurate but indicates
that start and stop occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 76739 Seq: 1
Reported: 24/04/1992
Hospitalisation:
Onset Date: 03/02/1992
Outcome: Recovered

Reaction Detai

Gender: M

Weight:
Age: 32Y
DOB:

Causality: Causality possible

Preferred Term Severity

Report Description

Treatment

Normochromic normocytic anaen

Medicine Details:

PROZAC (Suspected)

3atch: Started:

Reason: Depression

20.0 Milligram Daily

18/03/1991 Stopped:  24/03/1992

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:
Patient had b thallalsaemia trait.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

76842
28/04/1992

07/04/1992
Recovered

Seq: 1

Gender:

M

Weight:

Age:

65Y

DOB:

Causality

: Causality probable

Preferred Term

Severity Report Description

Treatment

Abdominal pain
Nausea
Visual disturbance

Medicine Details:

ZANTAC (Other drug)

3atch:

Reason:
0.0

Started: 09/04/1992 stopped:

DI-GESIC (Other drug)
Tablet
3atch:

Reason: Lumbalgia

2.0 Dose Unspecified Daily Oral

L TERM

Started: Stopped:

PROZAC (Suspected)

3atch:

Reason: Depression
1.0 Dose Unspecified Daily

Started: 05/04/1992 Stopped:

24/04/1992

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 76848
Reported: 01/05/1992
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Seq: 1

Gender: M
Weight:
Age: 65
DOB: 07/11/1926
Causality: Causality certain

Preferred Term

Severity

Report Description Treatment

Hyperhidrosis
Pruritus

Rash

Tremor

Medicine Details:

DIAZEPAM (Other drug)

3atch:

0.0
Started:

Reason:

L TERM Stopped:

3atch:

FLUOXETINE HYDROCHLORIDE (Suspected)

Reason: Depression

20.0 Milligram Daily

Started: 03/03/1992

stopped: 07/04/1992

Laboratory Investigations:

Date Type

Range Date Tested

Result Details

Additional Information:
Three exposures to fluoxetine with same reaction.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 76886 Seq: 1 Gender: M
Reported: 06/05/1992 Weight: 86.00
Hospitalisation: Age: 63Y
Onset Date: 06/04/1992 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Tachycardia Verapamil.
Medicine Details:
INDOCID (Other drug) Reason: Other rheumatoid arthritis
100.0 Milligram Daily
3atch: Started: 01/01/1990 Stopped: CONTIN
PREDNISONE (Other drug) Reason: Other rheumatoid arthritis
10.0 Milligram Daily
3atch: Started: 17/03/1992 Stopped: CONTIN
OXAZEPAM (Other drug) Reason: Specific disorders of sleep
30.0 Milligram Daily
3atch: Started: 01/01/1986 Stopped: CONTIN
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 17/03/1992 Stopped:  10/04/1992
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.

Report Run  24/07/200 10:07A!

Database: pusime

ADRS004

Page 127 of 678




THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 76958 Seq: 1 Gender: M

Reported: 13/05/1992 Weight:

Hospitalisation: Age: 72
Onset Date: 08/05/1992 DOB: 23/10/1919

Outcome: Recovered Causality: Causality probable

Reaction Detai
Preferred Term Severity Report Description Treatment

Hyponatraemia

Medicine Details:

SELEGILINE HYDROCHLORIDE (Other drug) Reason: Paralysis agitans
10.0 Milligram Daily
3atch: Started: stopped:
SINEMET (Other drug) Reason: Paralysis agitans

4.0 Dose Unspecified Daily

3atch: Started: Stopped:
FLUDROCORTISONE (Other drug) Reason: Hypotension
100.0 Microgram Daily
3atch: Started: Stopped:
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 13/04/1992 Stopped:  09/05/1992
Laboratory Investigations:
Date Type Range Date Tested Result Details
Sodium 117 mmol
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 76996 Seq: 1 Gender: F
Reported: 14/05/1992 Weight: 79.00
Hospitalisation: Age: 45Y
Onset Date: 12/05/1992 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Pruritus
Rash maculo-papular

Medicine Details:

XANAX (Other drug) Reason: Depression
Tablet 2.0 Milligram Daily Oral
3atch: Started: 01/01/1986 stopped:
SURGAM (Other drug) Reason:
Tablet 30.0 Milligram Daily Oral
3atch: Started: 01/01/1979 Stopped:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 15/04/1992 stopped:  13/05/1992

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.
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TGA

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 77140 Seq: 1 Gender: M
Reported: 15/05/1992 Weight: 85.00
Hospitalisation: Age: 44Y
Onset Date: 18/04/1992 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dysuria
Haematuria
Pyuria
Testicular disorder

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 02/04/1992 stopped:  16/04/1992
DIAZEPAM (Suspected) Reason: Depression
5.0 Milligram Daily
3atch: Started: 02/04/1992 stopped:  16/04/1992
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 77184 Seq: 1 Gender: F
Reported: 21/04/1992 Weight: 38.00
Hospitalisation: Age: 37Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Amnesia
Weight decreased

Medicine Details:

XANAX (Suspected) Reason: Phobic neurosis

Tablet 3.0 Milligram Daily Oral

3atch: Started: 01/01/1989 stopped:  31/01/1992
NARDIL (Suspected) Reason: Phobic neurosis

Tablet 6.0 Dose Unspecified Daily Oral

3atch: Started: 01/01/1990 stopped: 31/01/1992
RIVOTRIL (Suspected) Reason: Phobic neurosis

Oral application 3.0 Milligram Daily Oral

3atch: Started: 01/01/1992 Stopped: 28/02/1992
PROZAC (Suspected) Reason: Phobic neurosis

Tablet 1.0 Dose Unspecified Daily Oral

3atch: started: 01/01/1992 Stopped:  28/02/1992

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. 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. the dosage start date is not accurate but indicates that start occurred sometime during the year. the dosage stop
date is not necessarily accurate but indicates that stoppage occurred sometime during the month. the dosage start date is not
accurate but indicates that start occurred sometime durina the vear. the dosaae ston date is not necessarilv accurate but indicates
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 77205 Seq: 1 Gender: F
Reported: 22/05/1992 Weight: 56.00
Hospitalisation: Age: 77Y
Onset Date: 01/05/1992 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyponatraemia
Medicine Details:
BECOTIDE (Other drug) Reason:
Inhalation 4.0 Dose Unspecified Daily Inhalation
3atch: Started: L TERM stopped:
ADALAT (Other drug) Reason:
15.0 Milligram Daily
3atch: Started: L TERM Stopped:
TRANSIDERM-NITRO (Other drug) Reason:
25.0 Milligram Daily
3atch: Started: L TERM Stopped:
PEPCIDINE (Other drug) Reason:
20.0 Milligram Daily
3atch: Started: L TERM Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Sodium Na rose to 125.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 77205 Seq: 1 Gender: F
Reported: 22/05/1992 Weight: 56.00
Hospitalisation: Age: 77Y
Onset Date: 01/05/1992 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Detai

Medicine Details:
PROZAC (Suspected) Reason: Depression

20.0 Milligram Daily
3atch: Started: 25/03/1992 stopped:  11/05/1992

Laboratory Investigations:

Additional Information:

Report Run  24/07/200  10:07A!  Database: pusime ADRS004 Page 133 of 678



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 77214 Seq: 1 Gender: F
Reported: 26/05/1992 Weight: 64.00
Hospitalisation: Age: 44Y
Onset Date: 31/05/1992 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Skin discolouration

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 01/08/1991 stopped:  28/05/1992

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
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 77249 Seq: 1 Gender: F

Reported: 27/05/1992 Weight: 60.00

Hospitalisation: Age: 42Y
Onset Date: 19/03/1992 DOB:

Outcome: Recovered Causality: Causality possible

Reaction Detai
Preferred Term Severity Report Description Treatment

Drug level decreased

Falling serum lithium levels

Medicine Details:

LITHICARB (Interaction) Reason:

Tablet 1.0 Gram Daily Oral

3atch: tarted: 01/01/1991 stopped:  01/04/1992
PROZAC (Interaction) Reason:

20.0 Milligram Daily

3atch: Started: 07/03/1992 stopped: 28/03/1992

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

77250
27/05/1992

19/03/1992
Recovered

Seq: 1

Gender: F
Weight: 60.00
Age: 42Y

DOB:

Causality: Causality certain

Preferred Term

Severity

Report Description

Treatment

Diarrhoea
Nausea

Medicine Details:

3atch:

PROZAC (Suspected)

Started:

Reason:

20.0 Milligram
07/03/1992

Daily

jtopped:  28/03/1992

Laboratory Investigations:

Date

Type

Range

Date Tested

Result

Details

Additional Information:

Patient had similar reaction when fluoxetine previously used.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 77271 Seq: 1 Gender: F
Reported: 28/05/1992 Weight: 44.00
Hospitalisation: Age: 64Y
Onset Date: 20/05/1992 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation
Confusional state
Delirium Melleril 50mg prn.
Drug withdrawal syndrome
Hallucination
Medicine Details:
PANADOL (Other drug) Reason: Headache
2.0 Dose Unspecified As necessary
3atch: Started:  12/05/1992 stopped: CONTIN
PEPCIDINE (Other drug) Reason: Abdominal pain
40.0 Milligram Daily
3atch: Started: 14/05/1992 Stopped:
PROZAC (Suspected) Reason: Depression
0.0
3atch: Started: 01/03/1992 stopped:  18/05/1992
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 77296 Seq: 1 Gender: M
Reported: 29/05/1992 Weight: 70.00
Hospitalisation: Age: 63Y
Onset Date: 25/04/1992 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Angioedema
Urticaria Treated with promethazine,
hydrqqortisone and oral

Medicine Details:

ORUDIS SR (Other drug) Reason: Cong anom of spine
Capsule 1.0 Dose Unspecified Daily Oral
3atch: Started: stopped: CONTIN
MINIPRESS (Other drug) Reason: Essential benign hypertension
2.0 Milligram Daily
3atch: Started: Stopped: CONTIN
ZYLOPRIM (Other drug) Reason: Gout
300.0 Milligram Daily
3atch: Started: Stopped: CONTIN
TENORMIN (Other drug) Reason: Essential benign hypertension
50.0 Milligram Daily
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Report Run  24/07/200

Case Number: 77296 Seq: 1 Gender: M
Reported: 29/05/1992 Weight: 70.00
Hospitalisation: Age: 63Y
Onset Date: 25/04/1992 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Medicine Details:
URAL (Other drug) Reason:
3.0 Dose Unspecified Daily
3atch: Started: stopped:
PROZAC (Suspected) Reason: Depression
Tablet 0.0 Oral
3atch: Started: 25/03/1992 stopped: 25/04/1992
ZANTAC (Suspected) Reason:
Tablet 300.0 Milligram Daily Oral
3atch: Started: 10/04/1992 Stopped:  25/04/1992
Laboratory Investigations:
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

77371
28/05/1992

Seq: 1

15/05/1992
Recovered

Gender: F
Weight: 52.00
Age: 43Y

DOB:

Causality: Causality probable

Preferred Term Severity

Report Description

Treatment

Pruritus
Rash maculo-papular

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected)
Tablet
3atch:

20.0 Milligram

Started: 11/05/1992

Reason:

Oral
15/05/1992

Daily
Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

24/07/200 10:07A! Database: pusime
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 77398 Seq: 1 Gender: F
Reported: 02/06/1992 Weight: 65.00
Hospitalisation: Age: 30Y
Onset Date: 06/04/1992 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Premature baby
Medicine Details:
PROZAC (Suspected) Reason:
0.0
3atch: Started: stopped: 13W
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Prozac taken from 23 weeks of pregnancy. spontaneous delivery of 3230 gm infant at 36 weeks.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 77456 Seq: 1 Gender: M
Reported: 01/06/1992 Weight:
Hospitalisation: Age: 68Y
Onset Date: 31/01/1992 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Aggression
Confusional state Haloperidol
Hallucination
Insomnia
Medicine Details:
DIGOXIN (Other drug) Reason:
250.0 Microgram Daily
3atch: Started: stopped:
TEMAZEPAM (Other drug) Reason:
10.0 Milligram Daily
3atch: Started: Stopped:
BECOTIDE (Other drug) Reason:
4.0 Dose Unspecified Daily
3atch: Started: Stopped:
THIAMINE (Other drug) Reason:
100.0 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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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 77456 Seq: 1 Gender: M
Reported: 01/06/1992 Weight:
Hospitalisation: Age: 68Y
Onset Date: 31/01/1992 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Detai

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason:
20.0 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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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 77458 Seq: 1 Gender: M
Reported: 01/06/1992 Weight:
Hospitalisation: Age: 75Y
Onset Date: 31/01/1992 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Confusional state

Medicine Details:

SLOW-K (Other drug) Reason:
2.0 Dose Unspecified Daily
3atch: Started: stopped:
FRUSEMIDE (Other drug) Reason:
80.0 Milligram Daily
3atch: Started: Stopped:
CAPTOPRIL (Other drug) Reason:
37.5 Milligram Daily
3atch: Started: Stopped:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason:
20.0 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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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 77509 Seq: 1 Gender: F
Reported: 29/04/1992 Weight: 65.00
Hospitalisation: Age: 39Y
Onset Date: 29/04/1992 DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Detai

Preferred Term Severity Report Description Treatment
Influenza Flu like iliness
Hepatic function abnormal Raised liver function tests.
Cough

Medicine Details:

QUININE (Suspected) Reason:
Tablet 300.0 Milligram As necessary Oral
3atch: Started: L TERM stopped:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 06/04/1992 stopped: 28/05/1992
RIVOTRIL (Suspected) Reason:
Oral application 2.0 Milligram Daily Oral
3atch: Started: L TERM Stopped:
PREMARIN (Suspected) Reason:
Tablet 625.0 Microgram Daily Oral
3atch: Started: L TERM Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
ALT = SGPT UP TO 45 U/L | 25/06/1992 29
ALT = SGPT UP TO 45 U/L | 29/06/1992 30
AST = SGOT UP TO 41 U/L | 25/06/1992 26
AST = SGOT UP TO 41 U/L | 29/06/1992 29
Bilirubin 2-20 UMOL/L | 25/06/1992 4
Bilirubin 2-20 UMOL/L | 29/06/1992 8
GGT = SGGT = UP TO 45 U/L | 25/06/1992 89
Additional Information:
Patient has briquets syndrome.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 77509 Seq: 1
Reported: 29/04/1992
Hospitalisation:
Onset Date: 29/04/1992
Outcome: Not yet recovered

Reaction Detai

Medicine Details:

Gender: F
Weight: 65.00
Age: 39Y

DOB:

Causality: Causality possible

QUININE (Suspected) Reason:
Tablet 300.0 Milligram As necessary Oral
3atch: Started: L TERM stopped:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 06/04/1992 stopped: 28/05/1992
RIVOTRIL (Suspected) Reason:
Oral application 2.0 Milligram Daily Oral
3atch: Started: L TERM Stopped:
PREMARIN (Suspected) Reason:
Tablet 625.0 Microgram Daily Oral
3atch: Started: L TERM Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
GGT =SGGT = UP TO 45 U/L | 29/06/1992 85
SAP = ALP 30-115 U/L 25/06/1992 63
SAP = ALP 30-115 U/L 29/06/1992 60

Additional Information:
Patient has briquets syndrome.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

THERAPEUTIC 600DS

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 77518 Seq: 1 Gender: M

Reported: 20/05/1992 Weight: 80.00

Hospitalisation: Age: 72Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Mania Hypomanic like symptoms
Agitation Admission to psychiatric centre
and started on tryptanol.

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: stopped: oW

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 77548 Seq: 1 Gender: F
Reported: 09/06/1992 Weight: 60.00
Hospitalisation: Age: 42Y
Onset Date: 02/06/1992 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Tachycardia Speedy and heart racing
Tremor Tremulous
Anxiety
\VVomiting
Medicine Details:
RIVOTRIL (Other drug) Reason: Anxiety neurosis
Oral application 2.0 Milligram Daily Oral
3atch: Started: 01/01/1990 stopped:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram 1 time Oral
3atch: Started: 02/06/1992 stopped:  02/06/1992
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

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 78108 Seq: 1 Gender: M
Reported: 20/05/1992 Weight:
Hospitalisation: Age:
Onset Date: 22/04/1992 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Urticaria

Promethazine given, prozac
changed to amitriptylline

Medicine Details:

BENZTROPINE MESYLATE (Other drug) Reason:
2.0 Milligram As necessary
3atch: Started: stopped: CONTIN
TEMAZEPAM (Other drug) Reason: Specific disorders of sleep
10.0 Milligram Daily
3atch: Started: Stopped: CONTIN
PANADOL (Other drug) Reason: Pain
8.0 Dose Unspecified Daily
3atch: Started: Stopped: CONTIN
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 08/04/1992 Stopped:  12/05/1992
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 78108 Seq: 1
Reported: 20/05/1992
Hospitalisation:
Onset Date: 22/04/1992
Outcome: Unknown

Reaction Detai

Medicine Details:

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

SORBITOL (Suspected) Reason: Constipation
20.0 Millilitre Daily
3atch: Started: stopped: CONTIN
Laboratory Investigations:
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 78138 Seq: 1 Gender: F
Reported: 10/07/1992 Weight: 55.00
Hospitalisation: Age: 41Y
Onset Date: 01/07/1992 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation
Medicine Details:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Phobic neurosis
Tablet 20.0 Milligram Daily Oral
3atch: Started: 20/06/1992 stopped:  05/07/1992
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:07Al!  Database: pusime ADRS004 Page 151 of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 78191 Seq: 1 Gender: M
Reported: 13/07/1992 Weight: 97.00
Hospitalisation: Age: 57Y
Onset Date: 24/06/1992 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hypoaesthesia Loss of sensation distal half both feet

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: 20/06/1992 stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200  10:07Al!  Database: pusime ADRS004 Page 152 of 678



TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 78206 Seq: 1 Gender: F
Reported: 14/07/1992 Weight: 110.00
Hospitalisation: Age: 53Y
Onset Date: 30/05/1992 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Rash maculo-papular
Medicine Details:
BECOTIDE (Other drug) Reason: Asthma
Inhalation 1.0 Dose Unspecified As necessary Inhalation
3atch: Started: L TERM stopped:
OESTROGENS NOS (Other drug) Reason: Menopausal symptoms
Tablet 1.0 Microgram Daily Oral
3atch: Started: L TERM Stopped:
PRIMOLUT-N (Other drug) Reason: Menopausal symptoms
Tablet 5.0 Milligram Daily Oral
3atch: Started: L TERM Stopped:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 25/05/1992 Stopped:  25/06/1992
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:07Al!  Database: pusime ADRS004 Page 153 of 678




THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

78274
14/07/1992

25/05/1992
Recovered

Gender: M
Weight:
Age:
DOB:

Causality: Causality possible

69Y

Preferred Term

Severity

Report Description

Treatment

Euphoric mood
Insomnia
Mania

Medicine Details:

ASPIRIN (Other drug)
Oral application
3atch:

Reason:
150.0 Milligram
Started:

Daily

Stopped:

Oral
CONTIN

COLOXYL WITH SENNA (Other drug)
Oral application
3atch:

Reason:
2.0 Dose Unspecified Daily
Started:

Stopped:

Oral
CONTIN

TEMAZEPAM (Other drug)
Oral application
3atch:

Reason:
10.0 Milligram
Started:

Daily

Stopped:

Oral
CONTIN

PROZAC (Suspected)
Tablet
3atch:

Reason: Depression
20.0 Milligram

16/05/1992

Daily
Started:

Stopped:

Oral
28/05/1992

Laboratory Investigations:

Date Type Range

Date Tested Result

Details

Additional Information:

Report Run  24/07/200 10:07A!

Database: pusime

ADRS004
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

78282
17/07/1992

01/07/1992
Recovered

Seq: 1

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

67Y

Preferred Term

Severity

Report Description Treatment

Insomnia
Headache
Nightmare

Poor sleep

Medicine Details:

BETALOC (Other drug)

3atch:

0.0
Started: 04/06/1987

Reason:

Stopped:

LANOXIN (Other drug)

3atch:

500.0 Microgram
Started: 17/02/1987

Reason: Otr&nos disord of heart rhythm
Daily

Stopped:

FRUSEMIDE (Other drug)

3atch:

40.0 Milligram
Started: 03/05/1992

Reason:
Daily
Stopped:

PROZAC (Suspected)

3atch:

0.0
Started:

Reason:

Stopped:

Laboratory Investigations:

Date Type

Range Date Tested

Result

Details

Additional Information:

Report Run  24/07/200 10:07A!

Database: pusime
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

78308
16/07/1992

20/06/1992
Recovered

Seq:

Gender: F
Weight: 86.00
Age: 42Y
DOB:
Causality: Causality possible

Preferred Term

Severity Report Description

Treatment

Weight increased

Medicine Details:

ZANTAC (Other drug)
Tablet
3atch:

Reason:
300.0 Milligram
Started: 31/03/1992

Daily

Oral

Stopped:

PROZAC (Suspected)
Tablet
3atch:

Reason: Depression
2.0 Dose Unspecified Daily

Started: 31/03/1992

Stopped:

Oral
20/06/1992

Laboratory Investigations:

Date Type

Range

Date Tested Result

Details

Additional Information:

Report Run  24/07/200 10:07A!

Database: pusime

ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 78345 Seq: 1 Gender: M
Reported: 17/07/1992 Weight: 70.00
Hospitalisation: Age: 86Y
Onset Date: 22/06/1992 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Pruritus
Rash Severe

Medicine Details:

PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 12/06/1992 stopped:  22/06/1992

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200 10:07Al Database: pusime ADRS004 Page 157
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

78422
24/07/1992

17/01/1992
Recovered

Seq: 1

Gender:

Weight

Age:

M
1 75.00
47Y

DOB:

Causality

: Causality certain

Preferred Term

Severity

Report Description

Treatment

Hyperkinesia
Anxiety
Insomnia
Tinnitus

Restlessness

Medicine Details:

Tablet
3atch:

PROZAC (Suspected)

Started:

Reason:
0.0 Oral

Stopped:

Laboratory Investigations:

Date

Type

Range

Date Tested

Result De

tails

Additional Information:
Patient rechallenged on prozac 20 6 months later with same result.

Report Run

24/07/200

10:07A!

Database: pusime
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 78517 Seq: 1 Gender: M

Reported: 04/08/1992 Weight:

Hospitalisation: Age: 42Y
Onset Date: 14/02/1992 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Rash Pruritic, painful and burning rash Steroiq, promethazine &
Pruritus

Medicine Details:

PANADEINE FORTE (Other drug) Reason: Abdominal pain
Tablet 2.0 Dose Unspecified As necessary Oral
3atch: Started: stopped:
COLOXYL (Other drug) Reason: Constipation
Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: Stopped:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: stopped:  14/02/1992

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200 10:07A! Database: pusime ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 78525 Seq: 1 Gender: F
Reported: 03/08/1992 Weight: 82.00
Hospitalisation: Age: 35Y
Onset Date: 06/05/1992 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Hepatic function abnormal

Medicine Details:

PROZAC (Suspected) Reason: Anxiety neurosis
Oral application 30.0 Milligram Daily Oral
3atch: Started: 17/03/1992 stopped:  03/06/1992
SANDOMIGRAN (Suspected) Reason: Migraine
Tablet 3.0 Dose Unspecified Daily Oral
3atch: Started: 01/04/1990 Stopped:
MICROLUT (Suspected) Reason: Contraception
Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: 01/07/1990 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
ALT = SGPT (<90) 06/05/1992 50
AST = SGOT (<40) 06/05/1992 29
GGT = SGGT = (<45) 06/05/1992 156
(DH (<229) 06/05/1992 227
SAP = ALP (119) 06/05/1992 123

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.

Report Run  24/07/200  10:07Al!  Database: pusime ADRS004 Page 160 of 678



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 78733 Seq: 1 Gender: F

Reported: 12/08/1992 Weight: 48.00

Hospitalisation: Age: 51Y
Onset Date: 15/07/1992 DOB:
Outcome: Recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment

Skin exfoliation Desquamation to face and upper neck
Rash erythematous Rash on face and upper neck

Medicine Details:

PHENERGAN (Other drug) Reason: Nausea and vomiting
Tablet 25.0 Milligram As necessary Oral
3atch: Started: 15/04/1992 stopped:

MICROGYNON 30 (Other drug) Reason: Contraception
Pill 30.0 Microgram Daily Oral
3atch: Started: 01/01/1991 Stopped:

VALIUM (Other drug) Reason:

Tablet 5.0 Milligram Daily Oral
3atch: Started: 15/04/1992 Stopped:

DI-GESIC (Other drug) Reason: Pain
Tablet 65.0 Milligram Daily Oral
3atch: Started: 15/04/1992 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Rash recurred when prozac recommenced after 3 weeks. #p.h. nsaids - exfolliative dermatitis generalised stemetil - tardive
dyskinesia ecotrin - tinnitis sulphonamides - severe exfolliative dermatitis generalised. 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 78733 Seq: 1 Gender: F
Reported: 12/08/1992 Weight: 48.00
Hospitalisation: Age: 51Y
Onset Date: 15/07/1992 DOB:
Outcome: Recovered Causality: Causality certain

Reaction Detai

Medicine Details:

PROZAC (Suspected) Reason:
Tablet 20.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Additional Information:

Rash recurred when prozac recommenced after 3 weeks. #p.h. nsaids - exfolliative dermatitis generalised stemetil - tardive
dyskinesia ecotrin - tinnitis sulphonamides - severe exfolliative dermatitis generalised. 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

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 78757 Seq: 1 Gender: F
Reported: 05/08/1992 Weight:
Hospitalisation: Admitted to hospital Age: 70Y
Onset Date: 17/07/1992 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Grand mal convulsion

Hyponatraemia

Brief anticonvulsant treatment,
restoration of electrolyte

N P

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 40.0 Milligram Daily Oral
3atch: Started: 05/05/1992 stopped:  17/07/1992
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:07Al!  Database: pusime ADRS004 Page 163 of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 78915 Seq: 1 Gender: F
Reported: 21/08/1992 Weight:
Hospitalisation: Age:
Onset Date: 14/02/1992 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dysgeusia Coated tongue
Breast enlargement
Breast pain
Tongue ulceration

Medicine Details:

CHLOROTHIAZIDE (Other drug) Reason:

Tablet 500.0 Milligram Daily Oral

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

Capsule 20.0 Milligram Daily Oral

3atch: Started: 11/10/1991 stopped: 28/02/1992
ALDACTONE (Suspected) Reason: Edema and dropsy

Tablet 50.0 Milligram Daily Oral

3atch: Started: L TERM stopped: 20/04/1992

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 78916 Seq: 1 Gender: F
Reported: 21/08/1992 Weight:
Hospitalisation: Age: 36Y
Onset Date: 20/05/1992 DOB:
Outcome: Recovered Causality: Causality certain
Reaction Detai

Preferred Term Severity Report Description Treatment

Anxiety

Dizziness
Flatulence
Increased appetite
Insomnia

Nausea

Medicine Details:

PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 15/05/1992 stopped:  22/05/1992

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Similar effects when rechallenged with prozac 20/7/92-17/8/92

Report Run  24/07/200  10:07Al!  Database: pusime ADRS004 Page 165 of 678



TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 78983 Seq: 1 Gender: F
Reported: 14/08/1992 Weight: 64.00
Hospitalisation: Age: 17Y
Onset Date: 08/08/1992 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Face oedema
Oedema peripheral
Periorbital oedema
Pruritus
Urticaria
Medicine Details:
BETADINE (Suspected) Reason:
Lotion 2.0 Dose Unspecified Daily Topical
3atch: Started: 31/07/1992 stopped:  10/08/1992
PROZAC (Suspected) Reason: Obsessive compulsive neurosis
Capsule 60.0 Milligram Daily Oral
3atch: Started: 10/07/1992 stopped:  10/08/1992
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:07Al!  Database: pusime ADRS004 Page 166 of 678




THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 79092 Seq: 1
Reported: 01/09/1992
Hospitalisation:
Onset Date: 03/08/1992
Outcome: Recovered

Reaction Detai

Gender: F
Weight: 55.00
Age: 72Y
DOB:
Causality

: Causality possible

Preferred Term Severity Report Description Treatment
Agitation
Dyskinesia Clonazepam 1-2mg imi,
oxazepam 15mg
Dysphagia Clonazepam 1-2mg imi
oxazepam 15mg ceased

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Interaction) Reason: Depression
Capsule 40.0 Milligram Daily
3atch: Started: 02/07/1992 stopped:  28/07/1992
LITHIUM CARBONATE (Interaction) Reason:
Tablet 200.0 Milligram Daily
3atch: Started: 02/07/1992 Stopped:
GLICLAZIDE (Other drug) Reason: Diabetes mellitus
Tablet 40.0 Milligram Daily
3atch: Started: 22/07/1992 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 79189 Seq: 1 Gender: M
Reported: 03/09/1992 Weight: 12.00
Hospitalisation: Age: 48Y
Onset Date: 31/08/1992 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Depression Suicidal
Medicine Details:
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 18/06/1992 stopped:  06/08/1992
PROZAC (Suspected) Reason: Depression
Capsule 40.0 Milligram Daily Oral
3atch: Started: 06/08/1992 stopped: 20/08/1992
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

79273
07/09/1992

30/07/1992
Recovered

Seq: 1

Gender: F
Weight: 79.00
Age: 44Y

DOB:

Causality: Causality probable

Preferred Term

Severity

Report Description

Treatment

Bruxism
Tooth disorder

Severe

Sensation of clenching teeth

Toothache

Medicine Details:

NAPROSYN SR 750 (Suspected)
Tablet
3atch:

Started:

1.0 Gram

Reason:

As necessary

Oral

Stopped:

PROZAC (Suspected)
Capsule
3atch:

20.0 Milligram

Started:

Reason:
Daily
23/07/1992

Depression

Stopped:

Oral
03/08/1992

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 79297 Seq: 1 Gender: F
Reported: 07/09/1992 Weight: 75.00
Hospitalisation: Age: 41Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Rash maculo-papular

Medicine Details:

XANAX (Other drug) Reason:
2.0 Milligram Daily
3atch: Started: 01/10/1987 stopped:
FLECAINIDE ACETATE (Other drug) Reason:
200.0 Milligram Daily
3atch: Started: 01/01/1990 Stopped:
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 13/03/1992 Stopped:  14/04/1992
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.
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 79308 Seq: 1 Gender: F
Reported: 03/09/1992 Weight:
Hospitalisation: Age: 24
Onset Date: 19/06/1992 DOB: 30/09/1967
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Chills
Conjunctivitis Required
Specialist
Consultation
Cyanosis
Gravitational oedema Required
Specialist
Consultation
Malaise
Periorbital oedema Required
Specialist
Consultation
Medicine Details:
PROZAC (Suspected) Reason: Depression
0.0
3atch: Started: stopped:  19/06/1992
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 79308 Seq: 1 Gender: F
Reported: 03/09/1992 Weight:
Hospitalisation: Age: 24
Onset Date: 19/06/1992 DOB: 30/09/1967
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Rash erythematous Prednisolone, ranitidine, atarax
oatmeal bath and celestone v.
Urticaria
Medicine Details:
PROZAC (Suspected) Reason: Depression
0.0
3atch: Started: stopped:  19/06/1992
Laboratory Investigations:
Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 79423 Seq: 1 Gender: F
Reported: 14/09/1992 Weight: 65.00
Hospitalisation: Age: 29Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Drug level decreased
Medicine Details:
FLUOXETINE HYDROCHLORIDE (Interaction) Reason:
Tablet 20.0 Milligram Daily Oral
3atch: Started: 23/07/1992 stopped:  31/07/1992
FLUOXETINE HYDROCHLORIDE (Interaction) Reason:
Tablet 40.0 Milligram Daily Oral
3atch: Started: 31/07/1992 stopped: 08/08/1992
LITHIUM CARBONATE (Interaction) Reason:
500.0 Milligram Daily
3atch: Started: 05/08/1992 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Serum drug level |0.6-1.2 MMOL/Y 17/07/1992 0.8 Fluoxetine produced substantial decrease in serum lithium level.
Serum drug level |0.6-1.2 MMOL/4 07/08/1992 0.3 Fluoxetine produced substantial decrease in serum lithium level.
Serum drug level |0.6-1.2 MMOL/L 10/08/1992 0.7 Fluoxetine produced substantial decrease in serum lithium level.
Serum drug level |0.6-1.2 MMOL/Y 13/08/1992 1.0 Fluoxetine produced substantial decrease in serum lithium level.
Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 79614 Seq: 1 Gender: F
Reported: 20/09/1992 Weight: 58.00
Hospitalisation: Age: 29Y
Onset Date: 05/06/1992 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation
Disturbance in attention
Hyperkinesia Severe Unresponsive to
benzodiazepines, benztropine
Insomnia T
Palpitations
Medicine Details:
PROZAC (Suspected) Reason:
Tablet 20.0 Milligram Daily Oral
3atch: Started: 19/05/1992 stopped:  10/06/1992
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200 10:07A!

Database: pusime
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 79673 Seq: 1 Gender: F
Reported: 22/04/1992 Weight: 55.00
Hospitalisation: Age: 68Y
Onset Date: 31/03/1992 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Rash erythematous

Medicine Details:

PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 25/01/1992 stopped:  18/03/1992

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 80206 Seq: 1 Gender: U
Reported: 08/10/1992 Weight: 50.00
Hospitalisation: Age: 59Y
Onset Date: 01/10/1992 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Vasculitis Vasculitic rash on arms and legs.
Headache
Medicine Details:
PROZAC (Suspected) Reason:
Tablet 20.0 Milligram Daily Oral
3atch: Started: 24/09/1992 stopped:  08/10/1992
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Case Number
Reported

Report Detail

1 80221

: 06/10/1992
Hospitalisation:
Onset Date:

Outcome:

Reaction Detai

Seq: 1

Not yet recovered

Gender: F
Weight: 58.00
Age: 53Y

DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Breast pain
Nausea

Breast enlargement

Medicine Details:

3atch:

PROZAC (Suspected)

0.0
Started:

Reason:

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 80223 Seq: 1 Gender: F
Reported: 06/10/1992 Weight:
Hospitalisation: Age: 49Y
Onset Date: 31/08/1992 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Mania

Medicine Details:

PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 01/11/1991 stopped: 28/08/1992

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

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

80224
06/10/1992

31/08/1992
Not yet recovered

Gender: F
Weight: 65.00
Age: 49Y
DOB:
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Tardive dyskinesia
Medicine Details:
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 01/11/1991 stopped:  28/08/1992
PRIADEL (Suspected) Reason:
Tablet 800.0 Milligram Daily Oral
3atch: Started: 01/05/1992 stopped: 28/07/1992
NEULACTIL (Suspected) Reason:
Tablet 10.0 Milligram Daily Oral
3atch: Started: 01/05/1992 stopped: 28/07/1992
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. the dosage start date is not necessarily accurate but
indicates that start occurred sometime during the month. the dosage stop date is not necessarily accurate but indicates that
stoppage occurred sometime during the month. the dosage start date is not necessarily accurate but indicates that start occurred
sometime durina the month. the dosaae ston date is not necessarilv accurate but indicates that stonnaae occurred sometime
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 80233 Seq: 1 Gender: F
Reported: 03/10/1992 Weight: 60.00
Hospitalisation: Age: 52Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anorexia
Fatigue
Medicine Details:
DIAZEPAM (Other drug) Reason:
5.0 Milligram As necessary
3atch: Started: stopped:
LITHICARB (Other drug) Reason:
3.0 Dose Unspecified Daily
3atch: Started: Stopped:
INDERAL (Other drug) Reason:
40.0 Milligram Daily
3atch: Started: Stopped:
PREMARIN (Other drug) Reason:
625.0 Microgram Daily
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 80233 Seq: 1
Reported: 03/10/1992

Hospitalisation:

Onset Date:
Outcome: Unknown

Reaction Detai

Medicine Details:

Gender:

Weight

Age:

F
: 60.00
52Y

DOB:
: Causality possible

Causality

Report Run  24/07/200 10:08A!1 Database: pusime

VOLTAREN (Other drug) Reason:
100.0 Milligram Daily
3atch: Started: stopped:
PROZAC (Suspected) Reason:
Capsule 20.0 Milligram 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 80236 Seq: 1 Gender: M
Reported: 06/10/1992 Weight: 60.00
Hospitalisation: Age: 70Y
Onset Date: 01/10/1992 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Bradycardia
Hypotension
Syncope

Medicine Details:

SIMVASTATIN (Other drug) Reason: Othr&unspec metabolic diseases
10.0 Milligram Daily
3atch: Started: L TERM stopped:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason:
0.0
3atch: Started: 16/09/1992 stopped:  30/09/1992

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200 10:08A1 Database: pusime ADRS004 Page 182
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 80339 Seq: 1 Gender: F
Reported: 10/10/1992 Weight: 68.00
Hospitalisation: Age: 39Y
Onset Date: 04/10/1992 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Dizziness
Headache
Syncope

Medicine Details:

PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 26/09/1992 stopped:  04/10/1992

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 80353 Seq: 1
Reported: 09/10/1992
Hospitalisation:
Onset Date: 27/09/1992
Outcome: Not yet recovered

Reaction Detai

Gender: M
Weight: 70.00
Age: 67Y

DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Drug level increased
Tremor
Medicine Details:
PRIADEL (Suspected) Reason: Depression
Tablet 1.4 Gram Daily Oral
3atch: Started: 01/08/1992 stopped: CONTIN
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 25/09/1992 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Pharmacokinetics Serum lithium level (was: 0.9-1.0 - now: 1.2)
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 80366 Seq: 1 Gender: F
Reported: 09/10/1992 Weight:
Hospitalisation: Age: 47Y
Onset Date: 03/10/1992 DOB:
Outcome: Not yet recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Confusional state
Medicine Details:
OMEPRAZOLE (Other drug) Reason: Other diseases of esophagus
20.0 Milligram Daily
3atch: Started: 28/09/1992 stopped:
ENALAPRIL MALEATE (Other drug) Reason: Essential benign hypertension
2.5 Milligram Daily
3atch: Started: L TERM Stopped:
SIMVASTATIN (Other drug) Reason: Othr&unspec metabolic diseases
10.0 Milligram Daily
3atch: Started: L TERM Stopped:
INSULIN NOS (Other drug) Reason: Diabetes mellitus
0.0 Daily
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

80366 Seq: 1
09/10/1992

03/10/1992
Not yet recovered

Medicine Details:

Gender: F
Weight:
Age: 47Y
DOB:
Causality: Causality probable

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 15/09/1992 stopped:  04/10/1992
Laboratory Investigations:
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 80433 Seq: 1 Gender: F
Reported: 19/10/1992 Weight:
Hospitalisation: Age: 54Y
Onset Date: 10/09/1992 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Disturbance in attention
Extrapyramidal disorder
Gait disturbance
Speech disorder
Thinking abnormal
Tremor
Medicine Details:
LITHIUM CARBONATE (Other drug) Reason: Unspecifid affective psychosis
Tablet 1.0 Gram Daily Oral
3atch: Started: L TERM Stopped:  16/09/1992
OROXINE (Other drug) Reason: Myxedema
Tablet 250.0 Microgram Daily Oral
3atch: Started: L TERM stopped: CONTIN
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 20/04/1992 stopped:  13/09/1992
MELLERIL (Suspected) Reason: Reactive depressive psychosis
Oral application 200.0 Milligram Daily Oral
3atch: Started: 01/05/1992 Stopped:  13/09/1992
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 80434 Seq: 1 Gender: F
Reported: 19/10/1992 Weight: 42.00
Hospitalisation: Age: 34Y
Onset Date: 08/10/1992 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Headache
Visual disturbance

Medicine Details:

METHOTREXATE (Other drug) Reason: Other psoriasis
0.0
3atch: Started: stopped:
CELESTONE-M (Other drug) Reason: Other psoriasis
Ointment 0.0 Topical
3atch: Started: Stopped:
MURELAX (Other drug) Reason:
0.0
3atch: Started: Stopped:
PROZAC (Suspected) Reason:
20.0 Milligram Daily
3atch: Started: 28/09/1992 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 80438 Seq: 1 Gender: F
Reported: 16/10/1992 Weight: 47.00
Hospitalisation: Age: 30Y
Onset Date: 12/10/1992 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Pruritus
Rash maculo-papular

Medicine Details:

PROZAC (Suspected) Reason: Depression
Capsule 10.0 Milligram Daily Oral
3atch: Started: 08/10/1992 stopped:  15/10/1992

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 80444

Hospitalisation:
Onset Date:

Reaction Detai

Reported: 28/08/1992

Seq: 1

Outcome: Not yet recovered

Gender: F
Weight: 64.00
Age: 43Y
DOB:
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Headache Persistent headache Disprin
Medicine Details:
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 01/06/1992 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 80548 Seq: 1 Gender: M
Reported: 27/07/1992 Weight: 60.00
Hospitalisation: Age: 37Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hepatitis
Medicine Details:
PRIADEL (Other drug) Reason:
1.6 Gram Daily
3atch: Started: stopped:
CARBAMAZEPINE (Other drug) Reason:
800.0 Milligram Daily
3atch: Started: Stopped:
PIMOZIDE (Other drug) Reason:
10.0 Milligram Daily
3atch: Started: Stopped:
PROZAC (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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 80549
Reported: 27/07/1992
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender:

Weight

Age:

F
1 42.00
47Y

DOB:
: Causality probable

Causality

Preferred Term

Severity

Report Description

Treatment

Chills
Depression
Insomnia

Medicine Details:

PROZAC (Suspected)

3atch:

0.0
Started:

Reason: Depression

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

THERAPEUTIC 600DS

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 80587 Seq: 1 Gender: U
Reported: 26/10/1992 Weight: 70.00
Hospitalisation: Age: 47Y
Onset Date: 25/10/1992 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Malaise
Pyrexia
Urticaria Ceased prozac commenced

Medicine Details:

PROZAC (Suspected) Reason: Depression
20.0 Milligram
3atch: Started: 01/08/1992 stopped: 26/10/1992

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 80641 Seq: 1 Gender: F
Reported: 20/10/1992 Weight:
Hospitalisation: Age: 46Y
Onset Date: 15/09/1992 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Galactorrhoea Clinical exam/ mammagram/
cytology of fluid.

Medicine Details:

PROZAC (Suspected) Reason:
Tablet 20.0 Milligram Daily Oral
3atch: Started: 23/06/1992 stopped:
LITHICARB (Suspected) Reason:
500.0 Milligram Daily
3atch: Started: 01/01/1985 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

80831 Seq: 1
01/10/1992

01/10/1992
Not yet recovered

Gender: M
Weight: 70.00
Age: 73Y

DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Dizziness
Hypotension
Medicine Details:
SIMVASTATIN (Suspected) Reason: Othr&unspec metabolic diseases
10.0 Milligram Daily
3atch: Started: 03/12/1991 stopped:
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 01/10/1992 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

80999
17/11/1992

01/07/1992
Recovered

Gender:

F

Weight: 78.00

Age:

56Y

DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Breast pain
Breast enlargement
Weight increased

Sore breasts.

Medicine Details:

XANAX (Other drug)
Tablet
3atch:

250.0 Microgram
Started: 01/01/1991

Reason:

As necessary

Stopped:

Oral

CONTIN

THYROXINE SODIUM (Other drug)
Tablet
3atch:

200.0 Microgram
Started: 01/01/1990

Reason:

Daily

Oral

Stopped:

CONTIN

PROZAC (Suspected)
Tablet
3atch:

20.0 Milligram

Started: 23/06/1992

Reason: Depression

Daily

Oral

Stopped:

CONTIN

RENITEC (Suspected)
Tablet
3atch:

15.0 Milligram
Started:

Reason:

Daily

Oral

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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 81178 Seq: 1 Gender: F
Reported: 26/11/1992 Weight: 70.00
Hospitalisation: Age: 35Y
Onset Date: 25/08/1992 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Pruritus Teldane and maxolon.
Rash maculo-papular

Medicine Details:

TEGRETOL (Other drug) Reason:
400.0 Milligram Daily
3atch: Started: 26/03/1992 stopped:
RIVOTRIL (Other drug) Reason:
500.0 Microgram Daily
3atch: Started: 01/10/1991 Stopped:
PROZAC (Suspected) Reason: Depression
Oral application 20.0 Milligram Daily Oral
3atch: Started: 29/07/1992 stopped: 28/10/1992

Laboratory Investigations:

Date Type Range Date Tested Result Details

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

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 81278
Reported: 29/11/1992
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

12/11/1992
Recovered

Causality

Gender: F
Weight:

Age: 22Y
DOB:

: Causality probable

Preferred Term

Severity

Report Description

Treatment

Nausea
Vomiting

Iv fluids.

Medicine Details:

XANAX (Other drug)
Tablet
3atch:

Reason:

1.0 Dose Unspecified Daily

Started: 02/11/1992

Stopped:

Depression

Oral

NORDETTE NOS (Other drug)
Tablet
3atch:

Reason:

1.0 Dose Unspecified Daily

Started:

Stopped:

Contraception

Oral

PROZAC (Suspected)
Tablet
3atch:

Reason:

1.0 Dose Unspecified Daily

Started: 02/11/1992

Stopped:

Depression

Oral
17/11/1992

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 81333 Seq: 1 Gender: F
Reported: 07/12/1992 Weight:
Hospitalisation: Age: 89Y
Onset Date: 11/11/1992 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Dyskinesia Oro-lingual buccal "tardive" dyskinesia

Medicine Details:

FAMOTIDINE (Other drug) Reason: Ulcer of duodenum w/o ment perf
40.0 Milligram Daily
3atch: Started: 01/01/1992 stopped:
TEMAZEPAM (Other drug) Reason: Specific disorders of sleep
10.0 Milligram Daily
3atch: Started: 01/01/1992 Stopped:
DIENOESTROL (Other drug) Reason: Vaginitis&vulvitis
Ointment 1.0 Dose Unspecified Alternate days Vaginal
3atch: Started: 01/01/1992 Stopped:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 31/10/1992 Stopped:  13/11/1992
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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

THERAPEUTIC 600DS

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 81498 Seq: 1 Gender: F
Reported: 14/12/1992 Weight: 66.00
Hospitalisation: Age: 40Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Mania Hypomania Lithium
Headache
Hyperhidrosis
Pruritus

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 01/08/1992 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 81652 Seq: 1 Gender: M
Reported: 18/12/1992 Weight:
Hospitalisation: Age: 29Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Dry mouth

Erectile dysfunction

Very dry mouth

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 19/08/1992 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 81707 Seq: 1 Gender: F
Reported: 24/12/1992 Weight: 75.00
Hospitalisation: Age: 31Y
Onset Date: 10/12/1992 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Arthralgia Disprin
Myalgia

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 40.0 Milligram Daily Oral
3atch: Started: 01/11/1992 stopped:  28/12/1992

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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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 81735
Reported: 28/12/1992
Hospitalisation:
Onset Date: 10/12/1992
Outcome: Recovered

Reaction Detai

Seq: 1

Gender: M
Weight:

Age: 45Y
DOB:

Causality: Causality probable

Preferred Term

Severity

Report Description

Treatment

Hot flush
Hyperhidrosis
Nausea
Nervousness
Palpitations
Vomiting

Medicine Details:

PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 07/12/1992 stopped:  18/12/1992
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 81746 Seq: 1 Gender: F
Reported: 23/12/1992 Weight: 78.00
Hospitalisation: Age: 55Y
Onset Date: 01/12/1992 DOB:
Outcome: Recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment

Headache

Hypertonia

Nausea

Pain

Medicine Details:

PROZAC (Suspected) Reason: Depression
1.0 Dose Unspecified Daily
3atch: Started: 18/09/1992 stopped:  17/12/1992
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Patient had same reaction when recommenced on prozaz 20.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 81757 Seq: 1 Gender: M
Reported: 27/12/1992 Weight: 75.00
Hospitalisation: Age: 30Y
Onset Date: 18/12/1992 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Urticaria Responded well to phenergan.

Medicine Details:

PROZAC (Suspected) Reason:
1.0 Dose Unspecified 1 time

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

THERAPEUTIC 600DS

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 81773 Seq: 1 Gender: U
Reported: 02/12/1992 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dyskinesia

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
20.0 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

81799
05/01/1993

14/12/1992
Recovered

Seq: 1

Gender: M
Weight: 95.00
Age: 58Y

DOB:

Causality: Causality probable

Preferred Term

Severity

Report Description

Treatment

Visual disturbance
Asthenia
Hypotension

Severe

Loss of peripheral vision

Medicine Details:

CARDIZEM (Other drug)

3atch:

Started:

Reason:

0.0

Stopped:

BETALOC (Other drug)

3atch:

Started:

Reason:

0.0

Stopped:

PROZAC (Suspected)

3atch:

Started:

20.0 Milligram

Reason:
Daily
14/12/1992

Depression

Stopped:

17/12/1992

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

1.0 Dose Unspecified As necessary

Case Number: 81809 Seq: 1 Gender: F
Reported: 31/12/1992 Weight: 65.00
Hospitalisation: Age: 49Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Drug level increased Toxic levels of lithium.
Weight decreased
Medicine Details:
LITHIUM CARBONATE (Interaction) Reason: Unspecifid affective psychosis
1.0 Gram Daily
3atch: Started: L TERM stopped:
PROZAC (Interaction) Reason: Depression
20.0 Milligram Daily
3atch: Started: 01/06/1992 stopped: 28/10/1992
MOGADON (Other drug) Reason: Specific disorders of sleep

3atch: Started: L TERM Stopped:
BETALOC (Other drug) Reason:
200.0 Milligram Daily
3atch: Started: L TERM 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 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 81884 Seq: 1 Gender: M
Reported: 11/01/1993 Weight: 72.00
Hospitalisation: Age: 30Y
Onset Date: 20/12/1992 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hirsutism

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 28/11/1992 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 81893 Seq: 1 Gender: F
Reported: 06/01/1993 Weight: 63.00
Hospitalisation: Age: 88Y
Onset Date: 08/12/1992 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Agitation
Hyperkinesia

Propranolol and clonazepam.

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 24/11/1992 stopped:  15/12/1992
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 82054 Seq: 1 Gender: M
Reported: 20/01/1993 Weight: 85.00
Hospitalisation: Age: 46Y
Onset Date: 20/12/1992 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Ejaculation failure

Medicine Details:

TENORMIN (Other drug) Reason:
15.0 Milligram Daily
3atch: Started: 01/01/1985 stopped:
LANOXIN (Other drug) Reason:
250.0 Microgram Daily
3atch: Started: 01/01/1985 Stopped:
CAPOTEN (Other drug) Reason:
37.0 Milligram Daily
3atch: Started: 01/01/1985 Stopped:
LASIX (Other drug) Reason:
40.0 Milligram Daily
3atch: Started: 01/01/1985 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. 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 durina the vear.
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TGA

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 82054
Reported: 20/01/1993
Hospitalisation:
Onset Date: 20/12/1992
Outcome: Recovered

Reaction Detai

Medicine Details:

Gender:
Weight:
Age:
DOB:
Causality:

M
85.00
46Y

Causality probable

VALIUM (Other drug) Reason:
5.0 Milligram Daily
3atch: Started: 01/01/1985 stopped:
CARTIA (Other drug) Reason:
100.0 Milligram Daily
3atch: Started: 01/01/1985 Stopped:
ISORDIL (Other drug) Reason:
15.0 Milligram Daily
3atch: Started: 01/01/1985 Stopped:
PROZAC (Suspected) Reason:
0.0
3atch: Started: 01/12/1992 Stopped: 07/01/1993

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. 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 durina the vear.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 82303 Seq: 1 Gender: M
Reported: 27/01/1993 Weight:
Hospitalisation: Age: 77Y
Onset Date: 03/01/1993 DOB:
Outcome: Recovered with sequelae Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Atrioventricular block Permanent cardiac pacemaker.

Medicine Details:

VALIUM (Suspected) Reason:
0.0
3atch: Started: stopped:
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 18/12/1992 stopped: 25/01/1993

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Sequelae: mild ccf.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 82378 Seq: 1 Gender: M
Reported: 04/02/1993 Weight:
Hospitalisation: Age: 75Y
Onset Date: 25/01/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Nausea
Nightmare
Medicine Details:
LASIX (Other drug) Reason: Congestive heart failure
1.5 Dose Unspecified Daily
3atch: Started: stopped:
DIGOXIN (Other drug) Reason: Congestive heart failure
3.0 Dose Unspecified Daily
3atch: Started: Stopped:
CAPOTEN (Other drug) Reason: Congestive heart failure
25.0 Milligram Daily
3atch: Started: Stopped:
PROZAC (Suspected) Reason: Depression
1.0 Dose Unspecified Daily
3atch: Started: 14/01/1993 Stopped:  30/01/1993
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 82403 Seq: 1 Gender: M
Reported: 08/02/1993 Weight: 90.00
Hospitalisation: Age: 52Y
Onset Date: 03/02/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Confusional state Severe
Somnolence
Medicine Details:
LANOXIN (Other drug) Reason: Otr&nos disord of heart rhythm
Tablet 375.0 Milligram Daily Oral
3atch: Started: 01/01/1986 stopped:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 02/02/1993 stopped:  04/02/1993
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 82434
Reported: 16/02/1993
Hospitalisation:
Onset Date: 22/01/1993
Outcome: Recovered

Reaction Detai

Gender: M
Weight: 88.00

Age: 28Y
DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Confusional state
Paranoia
Tremor

Medicine Details:

CAFFEINE (Suspected)

3atch:

0.0
Started:

Reason:

Stopped:

PROZAC (Suspected)

3atch:

Reason:

20.0 Milligram Daily

Started:

Stopped:

Laboratory Investigations:

Date Type

Range Date Tested

Result

Details

Additional Information:
Patient had 2 cans of coca-cola and coffee.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 82467 Seq: 1 Gender: F
Reported: 04/02/1993 Weight: 57.00
Hospitalisation: Age: 28Y
Onset Date: 31/10/1992 DOB:
Outcome: Recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment

Galactorrhoea

Medicine Details:

MICROGYNON (Other drug) Reason:
0.0
3atch: Started: L TERM stopped:
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 01/07/1992 stopped: 28/10/1992

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Rash erythematous

Case Number: 82578 Seq: 1 Gender: F
Reported: 11/02/1993 Weight: 81.00
Hospitalisation: Age: 27Y
Onset Date: 28/01/1993 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Pruritus Itching scalp, eyes, arms, abdomen.

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 16/12/1992 stopped: 03/01/1993

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 82748 Seq: 1
Reported: 22/02/1993
Hospitalisation:
Onset Date: 10/02/1993
Outcome: Recovered

Reaction Detai

Causality

Gender: F

Weight:
Age: 47Y
DOB:

: Causality probable

Preferred Term Severity Report Description Treatment
Dizziness
Orthostatic hypotension
Syncope
Medicine Details:
DIAZEPAM (Other drug) Reason: Anxiety neurosis
Oral application 20.0 Milligram Daily Oral
3atch: Started: stopped:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason:
Tablet 20.0 Milligram Daily Oral
3atch: Started: 03/02/1993 stopped:  16/02/1993
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 82750 Seq: 1 Gender: F
Reported: 12/02/1993 Weight: 55.00
Hospitalisation: Age: 75Y
Onset Date: 12/02/1993 DOB:
Outcome: Death, maybe drug Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Myocardial infarction

Medicine Details:

PROZAC (Suspected) Reason:
Capsule 20.0 Milligram 1 time Oral
3atch: Started: 11/02/1993 stopped:
PROTHIADEN (Suspected) Reason: Depression
Capsule 75.0 Milligram Daily Oral
3atch: Started: 01/12/1992 stopped:  11/02/1993
GRISOVIN (Suspected) Reason: Unspecified systemic mycosis
Tablet 500.0 Milligram Daily Oral
3atch: Started: 01/12/1992 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

2.0 Dose Unspecified As necessary

Case Number: 82768 Seq: 1 Gender: F
Reported: 02/02/1993 Weight:
Hospitalisation: Age: 90Y
Onset Date: 09/01/1993 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hepatic function abnormal
Medicine Details:
COGENTIN (Suspected) Reason: Depression
1.0 Milligram As necessary
3atch: Started:  17/12/1992 stopped:  11/01/1993
SERENACE (Suspected) Reason: Depression
1.5 Milligram As necessary
3atch: Started: 18/12/1992 stopped:  11/01/1993
PANADOL (Suspected) Reason: Pain

3atch: Started: 02/01/1993 Stopped:
MACRODANTIN (Suspected) Reason: Othr diseases of urinary tract
Capsule 50.0 Milligram Daily Oral
3atch: Started: 17/12/1992 Stopped:  11/01/1993
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 82768 Seq: 1
Reported: 02/02/1993
Hospitalisation:
Onset Date: 09/01/1993
Outcome: Not yet recovered

Reaction Detai

Medicine Details:

Gender: F
Weight:

Age: 90Y

DOB:

Causality: Causality possible

Report Run  24/07/200 10:08A!1 Database: pusime

PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 17/12/1992 stopped:
OROXINE (Suspected) Reason: Thyrotoxicosis w/o ment goiter
75.0 Microgram Daily
3atch: Started: 17/12/1992 Stopped:
Laboratory Investigations:
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 82800 Seq: 1 Gender: M
Reported: 22/02/1993 Weight: 62.00
Hospitalisation: Age: 67Y
Onset Date: 19/02/1993 DOB:
Outcome: Death, maybe drug Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Myocardial infarction

Medicine Details:

PROZAC (Suspected) Reason:
20.0 Milligram Daily
3atch: Started: 05/02/1993 stopped:  19/02/1993

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Korsakoff's psychosis from alcohol.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 82820 Seq: 1 Gender: F
Reported: 16/02/1993 Weight: 50.00
Hospitalisation: Admitted to hospital Age: 21
Onset Date: 15/01/1993 DOB: 14/05/1971
Outcome: Recovered Causality: Causality probable

Reaction Detai

Preferred Term Severity Report Description Treatment

Neutropenia

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 26/11/1992 stopped:  30/01/1993

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 1.5-8.0 03/11/1992 2.54
Neutrophils 1.5-8.0 06/11/1992 3.39
Neutrophils 1.5-8.0 15/01/1993 1.61
Neutrophils 1.5-8.0 21/01/1993 2.92
Neutrophils 1.5-8.0 13/11/1992 2.66
Neutrophils 1.5-8.0 28/01/1993 1.21
Neutrophils 1.5-8.0 02/02/1993 1.28

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 82820 Seq: 1 Gender: F
Reported: 16/02/1993 Weight: 50.00
Hospitalisation: Admitted to hospital Age: 21
Onset Date: 15/01/1993 DOB: 14/05/1971
Outcome: Recovered Causality: Causality probable

Reaction Detai

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 26/11/1992 stopped:  30/01/1993

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 1.5-8.0 17/02/1993 2.46
Neutrophils 1.5-8.0 02/03/1993 1.91
Neutrophils 1.5-8.0 15/04/1993 1.67
Neutrophils 1.5-8.0 24/02/1993 1.66
Neutrophils 1.5-8.0 10/02/1993 1.22
Neutrophils 1.5-8.0 30/01/1993 1.05
White blood cells 4.0-11.0 03/11/1992 4.1 \Wcc dropped from 5,500 on admission.

Additional Information:

Report Run  24/07/200  10:08A!  Database: pusime ADRS004 Page 225 of 678



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 82820 Seq: 1 Gender: F
Reported: 16/02/1993 Weight: 50.00
Hospitalisation: Admitted to hospital Age: 21
Onset Date: 15/01/1993 DOB: 14/05/1971
Outcome: Recovered Causality: Causality probable

Reaction Detai

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 26/11/1992 stopped:  30/01/1993

Laboratory Investigations:

Date Type Range Date Tested Result Details
White blood cells 4.0-11.0 06/11/1992 5.4 Wcc dropped from 5,500 on admission.
White blood cells 4.0-11.0 13/11/1992 4.7 Wcc dropped from 5,500 on admission.
White blood cells 4.0-11.0 15/11/1992 3.9 Wcc dropped from 5,500 on admission.
White blood cells 4.0-11.0 21/01/1993 3.1 Wcc dropped from 5,500 on admission.
White blood cells 4.0-11.0 28/01/1993 2.8 Wcc dropped from 5,500 on admission.
White blood cells 4.0-11.0 30/01/1993 2.6 Wcc dropped from 5,500 on admission.
White blood cells 4.0-11.0 02/02/1993 3.2 Wcc dropped from 5,500 on admission.

Additional Information:

Report Run  24/07/200  10:08A!  Database: pusime ADRS004 Page 226 of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 82820 Seq: 1 Gender: F
Reported: 16/02/1993 Weight: 50.00
Hospitalisation: Admitted to hospital Age: 21
Onset Date: 15/01/1993 DOB: 14/05/1971
Outcome: Recovered Causality: Causality probable

Reaction Detai

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 26/11/1992 stopped:  30/01/1993

Laboratory Investigations:

Date Type Range Date Tested Result Details
White blood cells 4.0-11.0 17/02/1993 3.9 Wcc dropped from 5,500 on admission.
White blood cells 4.0-11.0 24/02/1993 3.8 Wcc dropped from 5,500 on admission.
White blood cells 4.0-11.0 02/03/1993 4.0 Wcc dropped from 5,500 on admission.
White blood cells 4.0-11.0 15/04/1993 4.4 Wcc dropped from 5,500 on admission.

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 82956 Seq: 1 Gender: F
Reported: 26/08/1992 Weight:
Hospitalisation: Age: 39Y
Onset Date: 24/08/1992 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Confusional state Acute brain syndrome.
Medicine Details:
PROZAC (Interaction) Reason:
0.0
3atch: Started: stopped:  18/08/1992
PARNATE (Interaction) Reason:
6.0 Dose Unspecified Daily
3atch: Started: 22/08/1992 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 83021 Seq: 1 Gender: M
Reported: 11/03/1993 Weight: 80.00
Hospitalisation: Age: 30Y
Onset Date: 04/03/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Drug ineffective Suicidal thoughts

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 40.0 Milligram Daily Oral
3atch: Started: 16/02/1993 stopped: 08/03/1993

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 83029 Seq: 1 Gender: F

Reported: 09/03/1993 Weight: 78.00

Hospitalisation: Age: 30Y
Onset Date: 31/12/1992 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Rash maculo-papular Rash over arms, chest and upper back.

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 01/10/1992 stopped:  28/02/1993

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
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 83073 Seq: 1 Gender: F
Reported: 12/03/1993 Weight: 70.00
Hospitalisation: Age: 34Y
Onset Date: 08/10/1992 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Euphoric mood
Hyperkinesia
Insomnia

Libido increased
Mania

Thinking abnormal

Medicine Details:

PROZAC (Suspected) Reason: Depression
60.0 Milligram Daily
3atch: Started: 05/10/1992 stopped:  13/01/1993
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

83076
11/03/1993

Seq: 1

14/02/1993
Recovered with sequelae

Gender: F
Weight: 60.00
Age: 45Y

DOB:

Causality: Causality probable

Preferred Term Severity

Report Description

Treatment

Rash morbilliform
Arthralgia

Rash on back and legs.

Medicine Details:

PROZAC (Suspected)
Tablet
3atch:

20.0 Milligram

Started: 10/09/1991

Reason:

Depression
Oral
15/02/1993

Daily
Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

24/07/200 10:08A!1 Database: pusime
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 83099 Seq: 1 Gender: U
Reported: 11/03/1993 Weight:
Hospitalisation: Age: 64Y
Onset Date: 31/01/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Malaise
Medicine Details:
ZANTAC (Other drug) Reason: Ulcer of duodenum w/o ment perf
150.0 Milligram As necessary
3atch: Started: 01/01/1991 stopped:
ORUDIS SR (Other drug) Reason: Otr&unsp vertebrogen pain synd
200.0 Milligram As necessary
3atch: Started: 01/01/1992 Stopped:
AMPRACE (Other drug) Reason: Essential benign hypertension
5.0 Milligram Daily
3atch: Started: 01/06/1992 Stopped:
LIPEX (Other drug) Reason: Othr&unspec metabolic diseases
10.0 Milligram Daily
3atch: started: 01/01/1992 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 stop date is not necessarily
accurate but indicates that stoppage occurred sometime during the month. the dosage start date is not necessarily accurate but
indicates that start occurred sometime during the month. the dosage start date is not accurate but indicates that start occurred
sometime during the year. the dosage start date is not accurate but indicates that start occurred sometime during the year. the
dosaae start date is not accurate but indicates that start occurred sometime durina the vear.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 83099 Seq: 1 Gender: U
Reported: 11/03/1993 Weight:
Hospitalisation: Age: 64Y
Onset Date: 31/01/1993 DOB:
Outcome: Recovered Causality: Causality probable

Reaction Detai

Medicine Details:
PROZAC (Suspected) Reason: Depression

20.0 Milligram Daily
3atch: Started: 01/09/1992 stopped:  28/01/1993

Laboratory Investigations:

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. the dosage start date is not necessarily accurate but
indicates that start occurred sometime during the month. the dosage start date is not accurate but indicates that start occurred
sometime during the year. the dosage start date is not accurate but indicates that start occurred sometime during the year. the
dosaae start date is not accurate but indicates that start occurred sometime durina the vear.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 83100 Seq: 1 Gender: F
Reported: 23/02/1993 Weight:
Hospitalisation: Age:
Onset Date: 15/02/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Paraesthesia

Medicine Details:

PRIADEL (Other drug) Reason:
1.0 Gram Daily
3atch: Started: L TERM stopped:
PROZAC (Suspected) Reason: Unspecifid affective psychosis
20.0 Milligram Daily
3atch: Started: 01/07/1992 stopped: 23/02/1993

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Impaired pain and temperature sensation on testing. distribution consistent with carpal tunnel syndrome.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

83197
19/03/1993

Seq: 1

13/03/1993
Not yet recovered

Gender:

F

Weight:

Age:

53Y

DOB:

Causality

: Causality possible

Preferred Term

Severity

Report Description

Treatment

Rash

Medicine Details:

Capsule
3atch:

MACRODANTIN (Other drug)

100.0

Started:

Reason:

Milligram Daily Oral

L TERM Stopped:

Tablet
3atch:

RENITEC (Other drug)

Started:

5.0

Reason:

Milligram Daily Oral

L TERM Stopped:

Tablet
3atch:

OGEN (Other drug)

Started:

1.2

Reason:

Milligram Daily Oral

L TERM Stopped:

Tablet
3atch:

SOLPRIN (Other drug)

300.0

Started:

Reason:

Milligram Daily Oral

Stopped:

Laboratory Investigations:

Date

Type Range

Date Tested

Result

Details

Additional Information:

Report Run

24/07/200

10:08A!

Database: pusime

ADRS004
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THERAPEUTIC GOODS ADMINISTRATION

TGA

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 83197 Seq: 1 Gender: F
Reported: 19/03/1993 Weight:
Hospitalisation: Age: 53Y
Onset Date: 13/03/1993 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Medicine Details:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 12/03/1993 stopped:  15/03/1993

Laboratory Investigations:

Additional Information:

Report Run  24/07/200 10:08A!1 Database: pusime
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 83416 Seq: 1 Gender: M
Reported: 24/03/1993 Weight: 65.00
Hospitalisation: Age: 71Y
Onset Date: 05/03/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyperhidrosis
Nausea
Medicine Details:
NATRILIX (Other drug) Reason: Essential benign hypertension
1.0 Dose Unspecified Daily
3atch: Started: L TERM stopped:
SLOW-K (Other drug) Reason: Essential benign hypertension
4.0 Dose Unspecified Daily
3atch: Started: 22/02/1993 Stopped:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 22/02/1993 stopped:  11/03/1993
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 83425 Seq: 1 Gender: F
Reported: 23/03/1993 Weight:
Hospitalisation: Age: 26Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Urticaria Phenergan, diprosone.

Medicine Details:

ANDROCUR (Other drug) Reason: Diseases of hair&hair follicle
Tablet 10.0 Dose Unspecified Monthly Oral
3atch: Started: stopped:

NORDETTE NOS (Other drug) Reason: Diseases of hair&hair follicle
Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: Stopped:

PROZAC (Suspected) Reason: Depression
Tablet 2.0 Dose Unspecified Daily Oral
3atch: Started: 27/01/1993 stopped: 22/03/1993

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 83453 Seq: 1 Gender: F

Reported: 19/03/1993 Weight: 51.00

Hospitalisation: Age: 50Y
Onset Date: 15/03/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Pain Pain left side, back and left leg.
Dysarthria Stop medication
Palpitations

Medicine Details:

THEOPHYLLINE (Other drug) Reason:

Oral application 250.0 Milligram As necessary Oral

3atch: Started: stopped:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason:

Oral application 20.0 Milligram Daily Oral

3atch: Started: 12/03/1993 stopped: 16/03/1993

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 83482 Seq: 1 Gender: M
Reported: 26/03/1993 Weight:
Hospitalisation: Age: A4
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Headache
Medicine Details:
PROZAC (Suspected) Reason:
0.0
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200 10:08A! Database: pusime ADRS004 Page 241 of 678




TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 83483 Seq: 1 Gender: M
Reported: 26/03/1993 Weight:
Hospitalisation: Age: A4
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Headache
Medicine Details:
PROZAC (Suspected) Reason:
0.0
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200 10:08A! Database: pusime ADRS004 Page 242 of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 83628 Seq: 1 Gender: F
Reported: 23/03/1993 Weight: 46.00
Hospitalisation: Age: 60Y
Onset Date: 22/12/1992 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anxiety
Diarrhoea
Weight decreased

Medicine Details:

PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 20/12/1992 stopped:  10/03/1993

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Drug dose doubled to 40 mg a day on 20/1/93 which accelerated her symptoms.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 83699 Seq: 1 Gender: F
Reported: 01/04/1993 Weight:
Hospitalisation: Age: 22Y
Onset Date: 31/03/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Disturbance in attention
Euphoric mood

Libido increased

Mania

Medicine Details:

MELLERIL (Other drug) Reason: Depression

Tablet 50.0 Milligram Daily Oral

3atch: Started: 30/01/1993 stopped: CONTIN
PROZAC (Suspected) Reason: Otr spec symp psychopathol nec

Tablet 80.0 Milligram Daily Oral

3atch: Started: 30/01/1993 stopped: 25/03/1993

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Never previously manic or hypomanic. resumed same medication so far without ill effect. - the date of onset is not necessarily
accurate but indicates that onset occurred sometime during the month.
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

3atch:

Started: 13/03/1993

jtopped:  21/03/1993

Case Number: 83737 Seq: 1 Gender: M
Reported: 03/04/1993 Weight: 70.00
Hospitalisation: Age: 21Y
Onset Date: 20/03/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Bronchospasm
Urticaria
Medicine Details:
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Reaction Detai

Case Number: 83893 Seq: 1 Gender: F
Reported: 06/04/1993 Weight: 60.00
Hospitalisation: Age: 37
Onset Date: 31/03/1993 DOB: 07/01/1956
Outcome: Not yet recovered Causality: Causality possible

Preferred Term Severity Report Description Treatment

Rash

Medicine Details:

PROZAC (Suspected) Reason:
3.0 Dose Unspecified Total

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

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 84076
Reported: 08/04/1993
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Seq: 1

Recovered

Gender: M
Weight: 114.00
Age: 35Y

DOB:

Causality: Causality possible

Preferred Term Severity

Report Description Treatment

Depression
Mania

Medicine Details:

LITHIUM CARBONATE (Other drug)
Tablet 1.6 Gram

3atch: Started:

Reason:
Daily Oral

Stopped:

FLUOXETINE HYDROCHLORIDE (Suspected)
20.0 Milligram

Started: 12/11/1992

3atch:

Reason:
Daily
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

THERAPEUTIC 600DS

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Reaction Detai

Case Number: 84099 Seq: 1 Gender: F
Reported: 19/04/1993 Weight: 75.00
Hospitalisation: Age: 30Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible

Preferred Term Severity Report Description Treatment

Bleeding time prolonged
Purpura

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 01/11/1992 stopped:  17/04/1993

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 GOODS ADMINISTRATION
Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

ADMINISTRATION

Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 84158
Reported: 26/04/1993
Hospitalisation:
Onset Date: 01/04/1993

Reaction Detai

S

Outcome: Not yet recovered

eq: 1

Gender: F
Weight:

Age: 41Y

DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Cholecystitis Cholecystectomy.
Cholelithiasis
Hepatic function abnormal
Medicine Details:

METHOTREXATE (Suspected) Reason: Malignant neoplasm of breast
0.0
3atch: Started: 01/10/1992 stopped:  28/02/1993
FLUOROURACIL (Suspected) Reason: Malignant neoplasm of breast
0.0
3atch: Started: 01/10/1992 stopped: 28/02/1993
CYCLOPHOSPHAMIDE (Suspected) Reason: Malignant neoplasm of breast
Tablet 0.0 Oral
3atch: Started: 01/10/1992 stopped: 28/02/1993
LORAZEPAM (Suspected) Reason:
0.0
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
AST = SGOT (<40) 01/04/1993 548
AST = SGOT (<40) 21/04/1993 17
Bilirubin (1-24) 01/04/1993 16
Bilirubin (1-24) 21/04/1993 8
GGT =SGGT = (<50) 01/04/1993 242
GGT = SGGT = (<50) 21/04/1993 40
SAP = ALP (30-120) 01/04/1993 125

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

that start occurred sometime during the month. the dosage stop date is not necessarily accurate but indicates that stoppage
occurred sometime durina the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

84158
26/04/1993

01/04/1993
Not yet recovered

Medicine Details:

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

41Y

PROZAC (Suspected) Reason: Depression
Tablet 40.0 Milligram Daily Oral
3atch: Started: 19/06/1992 stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
SAP = ALP (30-120) 21/04/1993 61

Additional Information:

occurred sometime durina the month.

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

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Reaction Detai

Case Number: 84185 Seq: 1 Gender: F
Reported: 27/04/1993 Weight: 44.00
Hospitalisation: Age: 33Y
Onset Date: 24/04/1993 DOB:
Outcome: Not yet recovered Causality: Causality possible

Preferred Term

Severity Report Description Treatment

Pruritus
Urticaria

Oral steroids, antihistamines.

Medicine Details:

PROZAC (Suspected) Reason: Depression
1.0 Dose Unspecified Daily
3atch: Started: stopped:  24/04/1993
CLONAZEPAM (Suspected) Reason:
0.5 Dose Unspecified Daily
3atch: Started: stopped:  23/04/1993
NAPROGESIC (Suspected) Reason: Painful menstruation
2.0 Dose Unspecified Daily
3atch: Started: 19/04/1993 stopped:  20/04/1993
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

84371
04/05/1993

25/04/1993
Recovered

Seq: 1

Gender: F
Weight: 72.00
Age: 69Y

DOB:

Causality: Causality probable

Preferred Term

Severity

Report Description

Treatment

Depression
Dystonia
Hyperkinesia
Hypothermia

Medicine Details:

RIVOTRIL (Other drug)
Tablet
3atch:

1.0 Milligram
Started: 07/04/1993

Reason:

Daily

Oral

Stopped:

PROZAC (Suspected)

3atch:

20.0 Milligram
Started: 07/04/1993

Reason:

Daily

Stopped:

27/04/1993

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report

Detail

Case Number: 84372
Reported
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

: 04/05/1993

Seq: 1

Not yet recovered

Gender: F

Weight:
Age: 28Y
DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Breast enlargement
Breast pain
Galactorrhoea

Medicine Details:

PROZAC (Suspected)

3atch:

40.0 Milligram
Started: 17/11/1992

Reason: Depression

Daily

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 84441 Seq: 1 Gender: M
Reported: 12/05/1993 Weight: 76.00
Hospitalisation: Age: 63Y
Onset Date: 23/04/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Rash maculo-papular Encorton, steroid, calcium tab.
Medicine Details:
RENITEC (Other drug) Reason: Acute myocard infarc,no hypert
Tablet 20.0 Milligram Daily Oral
3atch: Started: 01/01/1991 Stopped: CONTIN
ZOCOR (Other drug) Reason: Othr&unspec metabolic diseases
Tablet 10.0 Milligram Daily Oral
3atch: Started: 01/01/1991 Stopped: CONTIN
ASPIRIN (Other drug) Reason:
100.0 Milligram Daily
3atch: started: 01/01/1991 Stopped: CONTIN
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 08/04/1993 Stopped:  23/04/1993
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.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1989 To

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 84461 Seq: 1 Gender: M
Reported: 30/04/1993 Weight:
Hospitalisation: Age: 83Y
Onset Date: 17/03/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyponatraemia 1500ml fluid restriction
Medicine Details:
TEMAZE (Other drug) Reason:
Capsule 10.0 Milligram As necessary Oral
3atch: Started: 22/02/1993 stopped:
COLOXYL WITH SENNA (Other drug) Reason: Constipation
1.0 Dose Unspecified As necessary
3atch: Started: 22/02/1993 Stopped:
ZYLOPRIM (Other drug) Reason: Gout
Tablet 300.0 Milligram Daily Oral
3atch: Started: 02/03/1993 Stopped:
SOLPRIN (Other drug) Reason: Acute,ill-def cerebrovascular disease w/o hyperte
Tablet 150.0 Milligram Daily Oral
3atch: Started: 22/02/1993 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Chloride 17/03/1993 95
Chloride 30/03/1993 103
Creatinine 17/03/1993 0.10
Creatinine 30/03/1993 0.11
Potassium 17/03/1993 41
Potassium 30/03/1993 4.3
Sodium 17/03/1993 126
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 84461 Seq: 1
Reported: 30/04/1993
Hospitalisation:
Onset Date: 17/03/1993
Outcome: Recovered

Reaction Detai

Medicine Details:

Gender: M

Weight:
Age: 83Y
DOB:

Causality: Causality possible

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 02/02/1993 stopped:  18/03/1993

Laboratory Investigations:

Date Type Range Date Tested Result Details
Sodium 30/03/1993 137
Urea 17/03/1993 6.3
Urea 30/03/1993 6.3
bicarbonate 17/03/1993 24
bicarbonate 30/03/1993 27

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 84527 Seq: 1 Gender: M
Reported: 17/05/1993 Weight: 70.00
Hospitalisation: Age: 28Y
Onset Date: 28/04/1993 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dysarthria

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 10/04/1993 stopped: 06/05/1993

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200  10:08A!  Database: pusime ADRS004 Page 257 of 678



THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

84586
18/05/1993

Seq: 1

08/05/1993
Not yet recovered

Gender: F
Weight: 59.00
Age: 40Y

DOB:

Causality: Causality possible

Preferred Term Severity

Report Description

Treatment

Bronchospasm
Pruritus
Urticaria

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected)
Tablet
3atch:

20.0 Milligram

Started: 27/03/1993

Reason:

Depression
Oral
10/05/1993

Daily
Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

24/07/200 10:08A!1 Database: pusime

Report Run
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 84663 Seq: 1 Gender: F
Reported: 21/05/1993 Weight:
Hospitalisation: Age: 32Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Urticaria Rash on arms, legs, trunk. Terfenadine for two days but
rush unresponsive, given
g&adrlis?ne 30mg decreasing td
Medicine Details:
PROZAC (Suspected) Reason:
20.0 Milligram Daily
3atch: Started: stopped:
TEMAZEPAM (Suspected) Reason:
10.0 Milligram Daily
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:08Al!  Database: pusime ADRS004 Page 259 of 678




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 84803 Seq: Gender: M
Reported: 31/05/1993 Weight: 90.00
Hospitalisation: Age: 38Y
Onset Date: 02/04/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Headache Severe
Medicine Details:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 01/04/1993 stopped:  03/04/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:08Al!  Database: pusime ADRS004 Page 260 of 678




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 85054 Seq: 1 Gender: F
Reported: 01/06/1993 Weight: 50.00
Hospitalisation: Age: 77Y
Onset Date: 23/05/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Confusional state
Urinary retention
Medicine Details:
INDERAL (Other drug) Reason: Essential benign hypertension
Tablet 80.0 Milligram Daily Oral
3atch: Started: stopped:  23/05/1993
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 13/05/1993 stopped: 23/05/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:08Al!  Database: pusime ADRS004 Page 261 of 678




TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

3atch:

Started: 24/04/1993

jtopped:  26/05/1993

Case Number: 85129 Seq: 1 Gender: M
Reported: 07/06/1993 Weight: 80.00
Hospitalisation: Age: 75Y
Onset Date: 25/05/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Urticaria
Medicine Details:
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily

Laboratory Investigations:

Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:08Al!  Database: pusime ADRS004 Page 262 of 678




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number:
Reported:

85162
08/06/1993

Seq: 1

Gender:

Weight

Age:

F
1 72.00
54Y

Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

14/05/1993
Recovered

DOB:

Causality: Causality probable

Preferred Term

Severity

Report Description

Treatment

Extrapyramidal disorder

Parkinsons disease exacerbated.

Medicine Details:

MADOPAR M (Other drug)
Tablet
3atch:

Reason:

3.0 Dose Unspecified Daily

Started:

L TERM

Stopped:

Paralysis agitans

Oral
CONTIN

PROZAC (Suspected)
Capsule
3atch:

Reason:

20.0 Milligram

Started: 12/05/1993

Depression

Daily

Stopped:

Oral
21/05/1993

Laboratory Investigations:

Date Type

Range

Date Tested Result

Details

Additional Information:

Report Run  24/07/200 10:08A!

Database: pusime

ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 85214 Seq: 1 Gender: M
Reported: 09/06/1993 Weight: 85.00
Hospitalisation: Age: 66Y
Onset Date: 10/03/1993 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hypertension Bp 150/98.
Agitation
Anorexia
Bursitis
Dysuria

Medicine Details:

PROZAC (Suspected) Reason:
0.0
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200 10:08A!1 Database: pusime ADRS004 Page 264 of 678



TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 85219 Seq: 1 Gender: F
Reported: 09/06/1993 Weight:
Hospitalisation: Age: 24Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anorexia Severe
Medicine Details:
PROZAC (Suspected) Reason:
1.0 Dose Unspecified Daily
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:08Al!  Database: pusime ADRS004 Page 265 of 678




TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 85239 Seq: 1 Gender: F
Reported: 10/06/1993 Weight: 68.00
Hospitalisation: Age: 57Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Flushing
Rash maculo-papular
Medicine Details:
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 23/04/1993 stopped:  03/05/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Developed skin rash to clomipramine.
Report Run  24/07/200  10:09Al!  Database: pusime ADRS004 Page 266 of 678




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

85258 Seq: 1
15/06/1993

Admitted to hospital
20/04/1993

Not yet recovered

Gender: F

Weight: 163.

Age: 77Y
DOB:

Causality: Cau

Reaction Detai

00

sality possible

Preferred Term Severity Report Description Treatment
Dermatitis bullous Over hands, feet and ankles.
Photosensitivity reaction
Medicine Details:
PREDNISOLONE (Other drug) Reason: Malignant neoplasm of breast
Oral application 20.0 Milligram Daily Oral
3atch: Started: 01/09/1992 stopped:
ZANTAC (Other drug) Reason: Other diseases of esophagus
Tablet 300.0 Milligram Daily Oral
3atch: Started: 19/05/1992 Stopped:
CYTADREN (Suspected) Reason: Malignant neoplasm of breast
Tablet 750.0 Milligram Daily Oral
3atch: Started: 01/09/1992 Stopped:
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 01/08/1992 Stopped:  08/06/1993
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.

Report Run  24/07/200 10:09A!

Database: pusime
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 85372 Seq: 1 Gender: M

Reported: 18/06/1993 Weight: 78.00

Hospitalisation: Admitted to hospital Age: 45Y
Onset Date: 11/05/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Lymphadenopathy Cervical & axillary lymphadenopathy
Anorexia
Mouth ulceration
Myalgia
Neutropenia
Pyrexia
Sepsis Keflin iv, gentamicin iv for two

Tachycardia

Medicine Details:

PROZAC (Suspected) Reason:
20.0 Milligram Daily
3atch: Started: 02/04/1993 stopped:  11/05/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details

Bone marrow

Lymphocytes 1.0-4.0 11/05/1993 0.5
Lymphocytes 1.0-4.0 08/06/1993 1.3
Neutrophils 20-75 11/05/1993 0.0
Neutrophils 20-75 08/06/1993 2.5

A normal cellular marrow with decreased myelopoiesis and a left
shift suggestive of "maturation arrest". this is consistent with drud

induced agranulocytosis. no evidence of myelodysplasia or
malinnanrv waeg detertad

Additional Information:

Report Run  24/07/200

10:09A! Database: pusime
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THERAPEUTIC GOODS ADMINISTRATION

TGA

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 85372 Seq: 1 Gender: M
Reported: 18/06/1993 Weight: 78.00
Hospitalisation: Admitted to hospital Age: 45Y
Onset Date: 11/05/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Medicine Details:
PROZAC (Suspected) Reason:
20.0 Milligram Daily
3atch: Started: 02/04/1993 stopped:  11/05/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details
White blood cells 40-11.0 11/05/1993 2.1
White blood cells 4.0-11.0 08/06/1993 4.4

Additional Information:

Report Run  24/07/200 10:09A! Database: pusime
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 85496 Seq: 1 Gender: F
Reported: 24/06/1993 Weight: 65.00
Hospitalisation: Age: 39Y
Onset Date: 04/06/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Gravitational oedema
Myalgia

Oedema of feet.

Medicine Details:

PROLADONE (Other drug) Reason: Acute pancreatitis
Suppository 6.0 Dose Unspecified Daily Rectal
3atch: Started: 01/11/1992 stopped:

SERENACE (Other drug) Reason: Nausea and vomiting
Tablet 1.5 Milligram Daily Oral
3atch: Started: 01/11/1992 Stopped:

COGENTIN (Other drug) Reason: Abnormal involuntary movement
Tablet 3.0 Milligram Daily Oral
3atch: Started: 01/11/1992 Stopped:

INDOCID (Other drug) Reason: Pain
Suppository 100.0 Milligram Daily Rectal
3atch: Started: 01/11/1992 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  24/07/200 10:09A!

Database: pusime
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TGA

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 85496 Seq: 1 Gender: F
Reported: 24/06/1993 Weight: 65.00
Hospitalisation: Age: 39Y
Onset Date: 04/06/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Medicine Details:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 27/01/1993 stopped:

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  24/07/200 10:09A!

Database: pusime
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

85571 Seq: 1 Gender:
28/06/1993 Weight:
Admitted to hospital Age:
29/05/1993 DOB:
Recovered Causality

: Causality probable

Preferred Term

Severity

Report Description

Treatment

Suicide attempt
Agitation
Depression

Suicidal thoughts.

Medicine Details:

REMOXIPRIDE (Other drug) Reason: Unspecified schizophrenia
Oral application 300.0 Milligram Daily Oral
3atch: Started: 01/01/1992 stopped:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily
3atch: Started: 29/05/1993 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result

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

Report Run  24/07/200
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Database: pusime
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THERAPEUTIC

TGA

THERAPEUTIC 600DS
ADMINISTRATION

GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

85809
02/07/1993
Admitted to hospital
23/06/1993

Not yet recovered

Seq: 1

Gender: M
Weight:
Age:
DOB:

Causality: Causality possible

76Y

Preferred Term Severity Report Description Treatment
Hyponatraemia
Syncope
Medicine Details:
TOLVON (Other drug) Reason: Depression
Tablet 40.0 Milligram Daily Oral
3atch: Started: stopped: CONTIN
SEREPAX (Other drug) Reason: Anxiety neurosis
90.0 Milligram Daily
3atch: Started: Stopped: CONTIN
VERAPAMIL HYDROCHLORIDE (Other drug) Reason: Palpitation
80.0 Milligram Daily
3atch: Started: Stopped: CONTIN
VENTOLIN (Other drug) Reason: Otr respiratory systm diseases
2.4 Millilitre Daily
3atch: Started: Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Sodium 23/06/1993 127
Additional Information:
Report Run  24/07/200 10:09A! Database: pusime ADRS004 Page 273 of 678




THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

85809
02/07/1993
Admitted to hospital
23/06/1993

Not yet recovered

Seq: 1

Medicine Details:

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

76Y

ATROVENT (Other drug) Reason: Oftr respiratory systm diseases
4.0 Dose Unspecified Daily
3atch: Started: stopped: CONTIN
PROZAC (Suspected) Reason: Oftr respiratory systm diseases
20.0 Milligram Daily
3atch: Started: 17/06/1993 stopped: 24/06/1993
Laboratory Investigations:
Additional Information:
Report Run  24/07/200 10:09A! Database: pusime ADRS004 Page 274 of 678




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 85999 Seq: 1 Gender: M
Reported: 12/07/1993 Weight: 54.00
Hospitalisation: Age: 52Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Delirium
Hypotension
Somnolence

Medicine Details:

HALOPERIDOL (Suspected) Reason: Delirium
Injection 10.0 Milligram 1 time Intramuscular
3atch: Started: 09/06/1993 stopped:  09/06/1993
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 19/05/1993 stopped: 08/06/1993
TRIMIPRAMINE MALEATE (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
3atch: Started: 04/06/1993 stopped: 08/06/1993
HALOPERIDOL (Suspected) Reason: Manic-depression psycho,manic
Tablet 15.0 Milligram Daily Oral
3atch: Started: 07/06/1993 Stopped:  08/06/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:09Al!  Database: pusime ADRS004 Page 275 of 678




THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 85999 Seq: 1
Reported: 12/07/1993
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Recovered

Medicine Details:

Gender: M
Weight: 54.00
Age: 52Y
DOB:
Causality: Causality possible

CHLORPROMAZINE HYDROCHLORIDE (Suspected) Reason: Delirium
Oral application 400.0 Milligram Daily Oral
3atch: Started: 09/06/1993 Stopped:  09/06/1993
Laboratory Investigations:
Additional Information:
Report Run  24/07/200  10:09Al!  Database: pusime ADRS004 Page 276 of 678




THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 86000 Seq: 1
Reported: 12/07/1993
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: M
Weight: 54.00
Age: 52Y

DOB:

Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Drug ineffective

Medicine Details:

Tablet 60.0 Milligram Daily

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression

Oral

3atch: Started: 15/06/1993 Stopped:  28/06/1993

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  24/07/200 10:09A! Database: pusime ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 86045 Seq: 1 Gender: F
Reported: 14/07/1993 Weight: 84.00
Hospitalisation: Age: 33Y
Onset Date: 10/06/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Pruritus

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 28/04/1993 stopped:  11/06/1993

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

THERAPEUTIC 600DS

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 86154 Seq: 1 Gender: M
Reported: 19/07/1993 Weight: 72.00
Hospitalisation: Age: 69Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anxiety
Hyperhidrosis
Nausea

Medicine Details:

PROZAC (Suspected) Reason: Depression
40.0 Milligram Daily

3atch: Started: 01/07/1992 Stopped:  24/12/1992

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 86155 Seq: 1 Gender: M
Reported: 19/07/1993 Weight: 72.00
Hospitalisation: Age: 69Y
Onset Date: 18/01/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anxiety
Atrioventricular block
Drug level increased
Palpitations
Medicine Details:
PROZAC (Interaction) Reason: Depression
40.0 Milligram Daily
3atch: Started: 01/07/1992 stopped:  24/12/1992
PERTOFRAN (Interaction) Reason: Depression
150.0 Milligram Daily
3atch: Started: 31/12/1992 stopped:  18/01/1993
ISOPTIN SR (Other drug) Reason: Otr&nos disord of heart rhythm
240.0 Milligram Daily
3atch: Started: 01/01/1992 Stopped: CONTIN
LANOXIN (Other drug) Reason: Otr&nos disord of heart rhythm
187.0 Microgram Daily
3atch: Started: 01/01/1989 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Electrocardiograph IEIIecltrocardiograph revealed sinus rhythm with first degree heart
Serum drug level Serum desipramine level 2.30 umol/l - (0.3 - 0.6 umol/l).

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 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 86155 Seq: 1 Gender: M
Reported: 19/07/1993 Weight: 72.00
Hospitalisation: Age: 69Y
Onset Date: 18/01/1993 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Detai

Medicine Details:

MAREVAN (Other drug) Reason: Otr&nos disord of heart rhythm
4.0 Milligram Daily
3atch: Started: 01/01/1992 stopped: CONTIN
OROXINE (Other drug) Reason: Othr&unspec metabolic diseases
100.0 Microgram Daily
3atch: Started: 01/01/1990 Stopped: CONTIN

Laboratory Investigations:

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 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

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 86163 Seq: 1 Gender: F
Reported: 15/07/1993 Weight: 58.00
Hospitalisation: Age:
Onset Date: 31/07/1993 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Alopecia
Diarrhoea
Purpura

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Obsessive compulsive neurosis
Capsule 40.0 Milligram Daily Oral
3atch: Started: 01/01/1993 stopped:

CLONAZEPAM (Suspected) Reason: Otr spec symp psychopathol nec

1.0 Milligram Daily
3atch: Started: 01/01/1993 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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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

86259 Seq: 1
23/07/1993

31/12/1993
Not yet recovered

Gender: F
Weight:

Age:
DOB:
Causality

61Y

: Causality possible

Preferred Term Severity

Report Description

Treatment

Paraesthesia

Burning senation chest, neck, arms, legs

Medicine Details:

DUCENE (Suspected) Reason:
0.0
3atch: Started: stopped:
TOLVON (Suspected) Reason:
0.0
3atch: Started: Stopped:
PROZAC (Suspected) Reason:
0.0
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

during the year.

Additional Information:
Allergies- tetracyclines photosensitivity (rash). - the date of onset is not accurate but indicates that onset occurred sometime
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THERAPEUTIC GOODS ADMINISTRATION

TGA

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 86293
Reported: 28/07/1993
Hospitalisation:
Onset Date: 31/07/1993

Outcome: Not yet recovered

Reaction Detai

Seq: 1 Gender: F

Weight: 50.00
Age: 34Y
DOB:
Causality: Causality possible

Preferred Term

Severity Report Description Treatment

Epistaxis
Purpura
Thrombocytopenia

Prednisone 75mg daily.

Medicine Details:

PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 31/05/1993 stopped:  06/07/1993
TRIQUILAR (Suspected) Reason: Contraception
Pill 1.0 Dose Unspecified Daily Oral
3atch: Started: L TERM Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Platelets 06/07/1993 16
Platelets 08/07/1993 6
Platelets 13/07/1993 43
Platelets 16/07/1993 33
Platelets 20/07/1993 22
Platelets 23/07/1993 27

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 600DS
ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

86296
29/07/1993

16/07/1993
Not yet recovered

Gender: F
Weight:

Age: 67Y

DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Rash maculo-papular
Medicine Details:
DILANTIN (Suspected) Reason:
300.0 Milligram Daily
3atch: Started: 08/06/1993 stopped:  17/07/1993
PROZAC (Suspected) Reason:
20.0 Milligram Daily
3atch: Started: 10/07/1993 Stopped:
DILTIAZEM HYDROCHLORIDE (Suspected) Reason:
180.0 Milligram Daily
3atch: Started: 10/07/1993 Stopped:
TRANSIDERM-NITRO (Suspected) Reason:
2.0 Dose Unspecified Daily
3atch: started: 10/07/1993 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

86296 Seq: 1
29/07/1993

16/07/1993
Not yet recovered

Medicine Details:

Gender:

F

Weight:

Age:

67Y

DOB:

Causality

: Causality possible

RANITIDINE (Suspected) Reason:
300.0 Milligram Daily
3atch: Started: 10/07/1993 stopped:
Laboratory Investigations:
Additional Information:
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 86316 Seq: 1 Gender: F
Reported: 30/07/1993 Weight: 50.00
Hospitalisation: Age: 25Y
Onset Date: 31/05/1993 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Alopecia Required
Specialist
Consultation

Medicine Details:

NEULACTIL (Suspected) Reason: Unspecified psychosis
Tablet 10.0 Milligram 1 time Oral
3atch: Started: 01/01/1988 stopped:

PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 01/01/1991 stopped: 28/07/1993

Laboratory Investigations:
Date Type Range Date Tested Result Details

sometime during the month.

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 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 stop date is not necessarily accurate but indicates that stoppage occurred
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 86342 Seq: 1 Gender: F
Reported: 28/07/1993 Weight: 80.00
Hospitalisation: Age: 71Y
Onset Date: 15/07/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Insomnia
Nightmare
Medicine Details:
TEMAZEPAM (Other drug) Reason: Specific disorders of sleep
20.0 Milligram Daily
3atch: Started: 13/07/1993 stopped:
APRINOX (Other drug) Reason: Essential benign hypertension
1.0 Dose Unspecified Daily
3atch: Started: 07/10/1987 Stopped:
MELLERIL (Other drug) Reason:
50.0 Milligram Daily
3atch: Started: 12/07/1988 Stopped:
SINEQUAN (Suspected) Reason: Depression
50.0 Milligram Daily
3atch: Started: 08/07/1987 Stopped:  15/07/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:09Al!  Database: pusime ADRS004 Page 288 of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 86342 Seq: 1 Gender: F
Reported: 28/07/1993 Weight: 80.00
Hospitalisation: Age: 71Y
Onset Date: 15/07/1993 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Detai

Medicine Details:

PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 15/07/1993 stopped: 18/07/1993

Laboratory Investigations:

Additional Information:
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 86554
Reported: 03/08/1993
Hospitalisation:
Onset Date: 08/06/1993
Outcome: Recovered

Reaction Detai

Seq: 1

: 80.00

: Causality probable

Preferred Term

Severity

Report Description

Treatment

Jaundice
Malaise
Pyrexia
\VVomiting

Went yellow

Medicine Details:

PANADEINE FORTE (Other drug)

3atch:

Reason: Pain

4.0 Dose Unspecified Daily

Started:

Stopped:

CONTIN

PROZAC (Suspected)

3atch:

0.0

Started: 01/06/1993

Reason:

Daily

Stopped:

Laboratory Investigations:

Date Type

Range Date Tested

Result

Additional Information:
Liver function tests normal. allergies pencillin, nsat.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 86666 Seq: 1 Gender: F
Reported: 09/08/1993 Weight: 45.00
Hospitalisation: Age: 45Y
Onset Date: 15/07/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Diarrhoea

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 28/06/1993 stopped: 23/07/1993

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 86668 Seq: 1 Gender: F
Reported: 09/08/1993 Weight:
Hospitalisation: Age: 24Y
Onset Date: 31/05/1993 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Goitre
Medicine Details:
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 01/11/1991 stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data Diffuse enlargement of thyroid on ultrasound. t4 61 (n 70-150 )
fti 23 (n 28-60 ) tsh 0.9(n 0.7-4.0)

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  24/07/200 10:09A! Database: pusime

ADRS004 Page 292 of 678




TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 86693 Seq: 1 Gender:
Reported: 10/08/1993 Weight:
Hospitalisation: Age: 44Y
Onset Date: 02/06/1993 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hepatic function abnormal
Medicine Details:
OXAZEPAM (Other drug) Reason:
30.0 Milligram Daily
3atch: Started: 24/02/1993 Stopped: CONTIN
LACTULOSE (Other drug) Reason:
40.0 Milligram Daily
3atch: Started: 18/05/1993 Stopped: CONTIN
WARFARIN SODIUM (Other drug) Reason: Prophylaxis
8.0 Milligram Daily
3atch: Started: Stopped: CONTIN
PROPYLTHIOURACIL (Suspected) Reason: Toxic diffuse goiter
400.0 Milligram Daily
3atch: Started: 24/02/1993 Stopped: 23/06/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details
ALT = SGPT 8-29 U/L 19/03/1993 22
ALT = SGPT 8-29 UL 02/06/1993 138
ALT = SGPT 8-29 U/L 30/06/1993 142
ALT = SGPT 8-29 UL 18/06/1993 167
ALT = SGPT 8-29 UL 30/07/1993 88
AST = SGOT 10 - 28 UL 19/03/1993 19
AST = SGOT 10 - 28 U/L 30/07/1993 42
Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

86693
10/08/1993

Seq: 1

02/06/1993
Unknown

Medicine Details:

Gender: F
Weight:
Age:
DOB:

44Y

Causality: Causality possible

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 21/04/1993 stopped:  08/06/1993
DOTHIEPIN HYDROCHLORIDE (Suspected) Reason: Depression
150.0 Milligram Daily
3atch: Started: stopped:  20/04/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details
AST = SGOT 10-28 U/L 30/06/1993 70
AST = SGOT 10-28 U/L 02/06/1993 59
AST = SGOT 10-28 U/L 18/06/1993 97
Bilirubin 6 -24 UMOL/L | 19/03/1993 7
Bilirubin 6 - 24 UMOL/L | 02/06/1993 8
Bilirubin 6 - 24 UMOL/L | 18/06/1993 13
Bilirubin 6 - 24 UMOL/L | 30/07/1993 10
Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 86693 Seq: 1 Gender: F
Reported: 10/08/1993 Weight:
Hospitalisation: Age: 44Y
Onset Date: 02/06/1993 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Medicine Details:
OXAZEPAM (Other drug) Reason:
30.0 Milligram Daily
3atch: Started: 24/02/1993 stopped: CONTIN
LACTULOSE (Other drug) Reason:
40.0 Milligram Daily
3atch: Started: 18/05/1993 Stopped: CONTIN
WARFARIN SODIUM (Other drug) Reason: Prophylaxis
8.0 Milligram Daily
3atch: Started: Stopped: CONTIN
PROPYLTHIOURACIL (Suspected) Reason: Toxic diffuse goiter
400.0 Milligram Daily
3atch: Started: 24/02/1993 Stopped: 23/06/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details
Bilirubin 6 - 24 UMOL/L | 30/06/1993 10
Prolactin 65 - 80 G/L 19/03/1993 1
Prolactin 65 - 80 G/L 02/06/1993 69
Prolactin 65 - 80 G/L 18/06/1993 75
Prolactin 65 - 80 G/L 30/06/1993 77
Prolactin 65 - 80 G/L 30/07/1993 69
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 86693 Seq: 1 Gender: F
Reported: 10/08/1993 Weight:
Hospitalisation: Age: 44Y
Onset Date: 02/06/1993 DOB:
Outcome: Unknown Causality: Causality possible

Reaction Detai

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 21/04/1993 stopped:  08/06/1993
DOTHIEPIN HYDROCHLORIDE (Suspected) Reason: Depression
150.0 Milligram Daily
3atch: Started: stopped:  20/04/1993

Laboratory Investigations:

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 86701 Seq: 1 Gender: F
Reported: 09/08/1993 Weight:
Hospitalisation: Admitted to hospital Age: 91Y
Onset Date: 22/07/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Thinking abnormal Decreased alertness.
Hallucination Visual & auditory hallucinations.
Anxiety
Dehydration
Hyperglycaemia Insulin followed by
Hyponatraemia I\} n salline. '
Pallor
Medicine Details:
THYROXINE SODIUM (Other drug) Reason: Myxedema
Tablet 50.0 Microgram Daily Oral
3atch: Started: L TERM stopped:
F.G.F. (Other drug) Reason: Unspecified anemia
Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: Stopped:
ASPIRIN SOLUBLE (Other drug) Reason: Transient cereb isch no hypert
Oral application 300.0 Milligram Daily Oral
3atch: started: 01/01/1991 Stopped:
MODURETIC (Suspected) Reason: Essential benign hypertension
Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: L TERM Stopped: 22/07/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details
Chloride 96-110 MMOL/L| 22/07/1993 89
Chloride 96-110 MMOL/L| 31/07/1993 106
Creatinine 006:913 22/07/1993 0.147
Creatinine 006;013 31/07/1993 0.147
Potassium 3.4-4.8 MMOL/L| 22/07/1993 5.2
Potassium 3.4-4.8 MMOL/L| 31/07/1993 5.1
Sodium 134-144 22/07/1993 123

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.
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

ADMINISTRATION

Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

86701 Seq: 1
09/08/1993

Admitted to hospital
22/07/1993

Recovered

Medicine Details:

Gender: F
Weight:

Age: 91Y

DOB:

Causality: Causality possible

3atch:

PROZAC (Suspected)

20.0 Milligram
Started: 16/07/1993

Reason:

jtopped:  21/07/1993

3atch:

METOPROLOL TARTRATE (Suspected)

Oral application

100.0 Milligram
Started: 01/01/1985

Reason:

Essential benign hypertension

Oral

stopped: 22/07/1993

Laboratory Investigations:

Date Type Range Date Tested Result Details
Sodium 134-144 31/07/1993 139
Urea 3-8 MMOL/L 22/07/1993 131
Urea 3-8 MMOL/L 31/07/1993 4.7
bicarbonate 22/07/1993 -
bicarbonate 31/07/1993 27

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.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 86717 Seq: 1 Gender: F
Reported: 10/08/1993 Weight: 80.00
Hospitalisation: Age: 59Y
Onset Date: 30/07/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Tongue oedema
Medicine Details:
PEPCIDINE (Other drug) Reason: Other diseases of esophagus
Tablet 40.0 Milligram Daily Oral
3atch: Started: 25/05/1993 stopped: CONTIN
PREMARIN (Other drug) Reason: Menopausal symptoms
Tablet 625.0 Microgram Daily Oral
3atch: Started: 25/05/1993 Stopped: CONTIN
PULMICORT (Other drug) Reason: Asthma
2.0 Dose Unspecified Daily
3atch: Started: 25/05/1993 Stopped: CONTIN
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 24/07/1993 Stopped:  31/07/1993
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

THERAPEUTIC 600DS

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Reaction Detai

Case Number: 86739 Seq: 1 Gender: F
Reported: 04/08/1993 Weight: 63.00
Hospitalisation: Age: 28Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible

Preferred Term Severity Report Description Treatment

Breast enlargement
Breast pain
Galactorrhoea

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 80.0 Milligram Daily Oral
3atch: Started: 01/04/1993 stopped:  30/06/1993

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 600DS
ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 86837 Seq: 1 Gender: F
Reported: 13/08/1993 Weight: 60.00
Hospitalisation: Age: 67Y
Onset Date: 31/07/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Thrombocytopenic purpura High dose prednisolone.
Medicine Details:
METHOTREXATE (Other drug) Reason: Other rheumatoid arthritis
7.5 Milligram Weekly
3atch: Started: L TERM stopped:
OMEPRAZOLE (Other drug) Reason: Ulcer of duodenum w/o ment perf
Capsule 20.0 Milligram Daily Oral
3atch: Started: L TERM Stopped:
PREDNISOLONE (Other drug) Reason: Other rheumatoid arthritis
Tablet 7.5 Milligram Daily Oral
3atch: Started: Stopped:
NITRAZEPAM (Other drug) Reason:
Tablet 10.0 Milligram Daily Oral
3atch: Started: L TERM Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Platelets 150 - 400 01/03/1993 159
Platelets 150 - 400 05/03/1993 198
Platelets 150 - 400 09/03/1993 181
Platelets 150 - 400 30/07/1993 7
Platelets 150 - 400 31/07/1993 6
Platelets 150 - 400 01/08/1993 22
Platelets 150 - 400 02/08/1993 53
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 86837 Seq: 1 Gender: F
Reported: 13/08/1993 Weight: 60.00
Hospitalisation: Age: 67Y
Onset Date: 31/07/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Medicine Details:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 27/05/1993 stopped: 31/07/1993
FLAGYL (Suspected) Reason: Otr&nos infec&parasit diseases
3.0 Dose Unspecified Daily
3atch: Started: 24/07/1993 stopped: 28/07/1993
NAPROSYN (Suspected) Reason: Other rheumatoid arthritis
1.0 Gram Daily
3atch: Started: L TERM stopped:  31/07/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details
Platelets 150 - 400 03/08/1993 75
Platelets 150 - 400 04/08/1993 176
Platelets 150 - 400 06/08/1993 218
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 86981 Seq: 1 Gender: F
Reported: 23/08/1993 Weight:
Hospitalisation: Age: 54Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Abdominal pain Severe

Medicine Details:

AMFAMOX (Other drug) Reason: Gastritis&duodenitis
40.0 Milligram Daily
3atch: Started: stopped:
PROZAC (Suspected) Reason:
0.0
3atch: Started: Stopped:
SURGAM (Suspected) Reason: Otr&unsp vertebrogen pain synd
300.0 Milligram Daily
3atch: Started: stopped: 28/06/1993

Laboratory Investigations:

Date Type Range Date Tested Result Details

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 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 86993
Reported: 23/08/1993
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Recovered

Gender:

Weight
Age

M
1 65.00
7Y

DOB:

Causality

: Causality possible

Preferred Term

Severity

Report Description

Treatment

Hypoglycaemia
Convulsion

Collapsed while running.
Shaking violently.

Medicine Details:

HALDOL DECANOATE (Suspected)
Injection
3atch:

50.0 Milligram
18/02/1993

Started:

Reason:
Monthly

Unspecified schizophrenia

Intramuscular

Stopped:

PROZAC (Suspected)
Capsule
3atch:

40.0 Milligram
14/05/1993

Started:

Reason:

Daily

Depression

Oral

Stopped:

NEULACTIL (Suspected)
Tablet
3atch:

5.0 Milligram
Started: 30/11/1990

Reason:

Daily

Oral

Stopped:

Acute schizophrenia episode

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 86999 Seq: 1 Gender: F
Reported: 23/08/1993 Weight: 85.00
Hospitalisation: Age: 31Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment
Rash maculo-papular Rash over forearm then trunk.
Medicine Details:
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 01/03/1993 topped:  28/04/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient was rechallenged on prozac a week later with same reaction occurring. 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

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 87001 Seq: 1 Gender: F
Reported: 23/08/1993 Weight: 70.00
Hospitalisation: Age: 36Y
Onset Date: 13/01/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyperhidrosis
Hypertension
Mydriasis
Tachycardia
Tremor

Medicine Details:

NORDETTE 28 (Other drug) Reason: Contraception
Pill 1.0 Dose Unspecified Daily Oral
3atch: Started: 01/01/1980 stopped:
BECLOFORTE (Other drug) Reason: Asthma
Inhalation 4.0 Dose Unspecified Daily Inhalation
3atch: Started: 01/01/1992 Stopped:
VENTOLIN (Other drug) Reason: Asthma
Inhalation 4.0 Dose Unspecified Daily Inhalation
3atch: Started: 01/01/1992 Stopped:
PROZAC (Suspected) Reason:
60.0 Milligram Total
3atch: Started: 10/01/1993 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

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
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 87097 Seq: 1 Gender: F
Reported: 27/08/1993 Weight: 50.00
Hospitalisation: Age: 72Y
Onset Date: 01/08/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Pain Jaw pain
Medicine Details:
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 15/06/1993 stopped:  06/08/1993

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 87118 Seq: 1 Gender: F
Reported: 27/08/1993 Weight: 70.00
Hospitalisation: Age: 43Y
Onset Date: 31/05/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Anorgasmia

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 01/02/1993 stopped: 28/06/1993

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  24/07/200  10:09Al!  Database: pusime ADRS004 Page 308 of 678



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 87320 Seq: 1 Gender: F
Reported: 27/08/1993 Weight:
Hospitalisation: Age: 48Y
Onset Date: 10/06/1993 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hepatic function abnormal
Nausea
\Vomiting
Medicine Details:
PREMARIN (Suspected) Reason: Menopausal symptoms
0.0
3atch: Started: stopped:
PROZAC (Suspected) Reason: Depression
40.0 Milligram Daily
3atch: Started: 20/03/1993 Stopped:
TOLVON (Suspected) Reason: Depression
40.0 Milligram Daily
3atch: Started: 01/05/1989 Stopped:
NORMISON (Suspected) Reason: Specific disorders of sleep
10.0 Milligram Daily
3atch: started: 01/07/1986 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Biochemistry Elevated alkaline phosphatase, ggt, alt, ast, Idh.

Additional Information:
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 87408 Seq: 1 Gender: F
Reported: 31/08/1993 Weight: 62.00
Hospitalisation: Age: 25Y
Onset Date: 20/08/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Anorexia
Medicine Details:
PROZAC (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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 87433 Seq: 1 Gender: M
Reported: 02/09/1993 Weight: 65.00
Hospitalisation: Age: 21Y
Onset Date: 15/08/1993 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Amnesia

Medicine Details:

PROZAC (Suspected) Reason: Unspecified schizophrenia
Capsule 1.0 Dose Unspecified Daily Oral
3atch: Started: 23/04/1993 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

87481
06/09/1993

07/08/1993

Seq: 1

Not yet recovered

Gender: M
Weight: 71.00
Age: 55Y

DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Insomnia

Semen abnormal

Spontaneously leaking semen.

Medicine Details:

Capsule
3atch:

PROZAC (Suspected)

Reason: Depression

20.0 Milligram Daily Oral

Started: 07/07/1993 Stopped: CONTIN

Laboratory Investigations:

Date

Type

Range Date Tested Result Details

Additional Information:

Spontaneously leaking semen per urethra after defaecation in mornings (not associated with erection or arousal).
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 87486 Seq: 1 Gender: F
Reported: 06/09/1993 Weight: 95.00
Hospitalisation: Age: 64Y
Onset Date: 22/08/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Hypoglycaemia

Medicine Details:

ROHYPNOL (Other drug) Reason: Specific disorders of sleep
Tablet 2.0 Milligram As necessary Oral
3atch: Started: 01/01/1990 stopped:

PEPCIDINE (Other drug) Reason: Other diseases of esophagus
Tablet 20.0 Milligram As necessary Oral
3atch: Started: 01/06/1992 Stopped:

FELDENE (Other drug) Reason: Osteoarthritis
Capsule 20.0 Milligram As necessary Oral
3atch: Started: 01/02/1993 Stopped:

THYROXINE SODIUM (Other drug) Reason: Myxedema
Tablet 150.0 Microgram Daily Oral
3atch: Started: L TERM Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details
Biochemistry Bsl'd 1.5 - 2.5, having previously been 6 - 9.

Additional Information:

Insulin dependent diabetic. the dosage start date is not accurate but indicates that start occurred sometime during the year. the
dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage start date is
not necessarily accurate but indicates that start occurred sometime during the month. the dosage start date is not necessarily
accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 87486 Seq: 1 Gender: F
Reported: 06/09/1993 Weight: 95.00
Hospitalisation: Age: 64Y
Onset Date: 22/08/1993 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Detai

Medicine Details:

MONOTARD HM (Other drug) Reason: Diabetes mellitus
Injection 90.0 Unit Daily Subcutaneous
3atch: Started: 01/02/1993 stopped:
PROZAC (Suspected) Reason: Depression
Capsule 1.0 Dose Unspecified Daily Oral
3atch: Started: 18/08/1993 Stopped:

Laboratory Investigations:

Additional Information:

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

Report Run  24/07/200 10:09A! Database: pusime ADRS004 Page 314 of 678



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 87533 Seq: 1 Gender: F
Reported: 07/09/1993 Weight: 83.00
Hospitalisation: Age: 47Y
Onset Date: 27/08/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Oedema
Pruritus

Medicine Details:

NATRILIX (Other drug) Reason: Essential benign hypertension

Tablet 2.5 Milligram Daily Oral

3atch: Started: L TERM stopped: CONTIN
PROZAC (Suspected) Reason: Pain refer to urinary system

Capsule 1.0 Dose Unspecified Daily Oral

3atch: Started: 22/08/1993 stopped: 27/08/1993
CLARATYNE (Suspected) Reason: Hay fever

Tablet 1.0 Dose Unspecified Daily Oral

3atch: Started: 26/08/1993 stopped:  31/08/1993

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 87554 Seq: 1 Gender: M
Reported: 09/09/1993 Weight: 64.00
Hospitalisation: Age: 48Y
Onset Date: 31/07/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Rash Dermatitis on hands.
Medicine Details:
PROZAC (Suspected) Reason: Depression
Capsule 20.0 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 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 87755 Seq: 1 Gender: F
Reported: 16/09/1993 Weight:
Hospitalisation: Age: 21Y
Onset Date: 09/09/1993 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Choreoathetosis Diazepam

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 07/09/1993 stopped:  09/09/1993

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 87775 Seq: 1 Gender: M
Reported: 17/09/1993 Weight: 88.00
Hospitalisation: Age: 50Y
Onset Date: 31/05/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Migraine

Medicine Details:

IMIGRAN (Suspected) Reason: Migraine
Tablet 1.0 Dose Unspecified As necessary Oral
3atch: Started: 01/12/1991 stopped:

AMFAMOX (Suspected) Reason: Ulcer of duodenum w/o ment perf
Tablet 20.0 Milligram Daily Oral
3atch: Started: 01/05/1992 Stopped:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 01/03/1991 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

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
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
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report

Detail

Case Number: 87875
Reported: 23/09/1993
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Seq: 1

Gender: M

Weight:
Age: 22Y
DOB:

Causality: Causality certain

Preferred Term

Severity

Report Description

Treatment

Erectile dysfunction

Medicine Details:

PROZAC (Suspected)

3atch:

40.0 Milligram

Started:

Reason:

Daily

Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested

Result

Details

Additional Information:
Patient restarted prozac and reaction recurred after 3 weeks of treatment.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 87988 Seq: 1 Gender: M
Reported: 29/09/1993 Weight:
Hospitalisation: Age: 51Y
Onset Date: 25/08/1993 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Hepatic function abnormal

Medicine Details:

DILANTIN (Suspected) Reason:
Oral application 600.0 Milligram Daily Oral
3atch: Started: 01/03/1993 stopped:  26/08/1993
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 23/08/1993 Stopped:
OXAZEPAM (Suspected) Reason: Specific disorders of sleep
Tablet 15.0 Milligram Daily Oral
3atch: Started: 11/08/1993 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
AST = SGOT 6-42 U/L 25/08/1993 27
AST = SGOT 6-42 U/L 01/09/1993 19
AST = SGOT 6-42 U/L 20/06/1993 19
Bilirubin 3-20 UMOL/L | 25/08/1993 9
Bilirubin 3-20 UMOL/L | 01/09/1993 10
Bilirubin 3-20 UMOL/L | 20/09/1993 5
GGT = SGGT = 10-65 U/L 25/08/1993 427

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
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

87988 Seq:
29/09/1993

25/08/1993
Unknown

Medicine Details:

Gender: M
Weight:
Age:
DOB:

51Y

Causality: Causality possible

DILANTIN (Suspected) Reason:
Oral application 600.0 Milligram Daily Oral
3atch: Started: 01/03/1993 stopped:  26/08/1993

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 23/08/1993 Stopped:

OXAZEPAM (Suspected) Reason: Specific disorders of sleep
Tablet 15.0 Milligram Daily Oral
3atch: Started: 11/08/1993 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details
GGT =SGGT = 10-65 U/L 01/09/1993 336
GGT =SGGT = 10-65 U/L 20/06/1993 291
SAP = ALP 35-135U/L | 25/08/1993 133
SAP = ALP 35-135U/L | 01/09/1993 126
SAP = ALP 35-135U/L | 20/06/1993 83

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 88290 Seq: 1 Gender: M
Reported: 05/10/1993 Weight: 73.00
Hospitalisation: Age: 72Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyperhidrosis Severe

Medicine Details:

ENDURON (Other drug) Reason:
0.0
3atch: Started: 01/01/1991 stopped:
ISOPTIN SR (Other drug) Reason:
Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: 01/01/1992 Stopped:
TOLVON (Other drug) Reason:
1.0 Dose Unspecified Daily
3atch: started: 01/01/1991 Stopped:
ASPIRIN (Other drug) Reason:
0.5 Dose Unspecified Daily
3atch: Started: 01/01/1985 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 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 88290 Seq: 1 Gender: M
Reported: 05/10/1993 Weight: 73.00
Hospitalisation: Age: 72Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible

Reaction Detai

Medicine Details:
PROZAC (Suspected) Reason:

1.0 Dose Unspecified Daily
3atch: Started: 01/06/1993 stopped:

Laboratory Investigations:

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 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 88300 Seq: 1 Gender: F
Reported: 04/10/1993 Weight:
Hospitalisation: Age: 73Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Drug level increased
Malaise

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Interaction) Reason:
20.0 Milligram Daily
3atch: Started: stopped:
NORTRIPTYLINE HYDROCHLORIDE (Interaction) Reason:
100.0 Milligram Daily
3atch: Started: Stopped: 2W

Laboratory Investigations:

Date Type Range Date Tested Result Details

12-hours serum test for nortriptyline showed a level of 470 ug/I.
after two months of taking 50mg of nortriptyline nightly the
patient's serum drug level was 117 ug/I.

Serum drug level

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 88412 Seq: 1 Gender:
Reported: 12/10/1993 Weight:
Hospitalisation: Age:
Onset Date: 11/09/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Mouth ulceration
Somnolence

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason:
20.0 Milligram Daily
3atch: Started: 10/09/1993 stopped:  01/10/1993
SOTALOL HYDROCHLORIDE (Suspected) Reason:
Tablet 40.0 Milligram Daily Oral
3atch: Started: stopped:  01/10/1993
IMDUR (Suspected) Reason:
Tablet 60.0 Milligram Daily Oral
3atch: Started: stopped:  01/10/1993
ENALAPRIL MALEATE (Suspected) Reason:
Tablet 15.0 Milligram Daily Oral
3atch: Started: Stopped:  01/10/1993
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

88412
12/10/1993

11/09/1993
Recovered

Medicine Details:

Gender:
Weight:
Age:
DOB:
Causality:

F

83Y

Causality possible

FRUSEMIDE (Suspected)
Tablet
3atch:

Reason:
80.0 Milligram Daily
Started:

Oral

jtopped:  01/10/1993

GLIBENCLAMIDE (Suspected)

3atch:

Reason:
12.5 Milligram Daily
Started:

Stopped:

WARFARIN SODIUM (Suspected)
Tablet
3atch:

Reason:
4.0 Milligram Daily
Started:

Oral
Stopped:

Additional Information:

Laboratory Investigations:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 88521 Seq: 1 Gender: F
Reported: 16/10/1993 Weight: 56.00
Hospitalisation: Age: 78Y
Onset Date: 21/09/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Tremor

Medicine Details:

PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 12/09/1993 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 88667 Seq: 1 Gender: F
Reported: 25/10/1993 Weight:
Hospitalisation: Age: 35
Onset Date: 18/07/1993 DOB: 05/08/1957
Outcome: Recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment
Urticaria Prednisolone.

Medicine Details:

PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 23/06/1993 stopped: 31/07/1993

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient rechallenged on prozac 18.8.93.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

88729
28/10/1993

Seq: 1

11/10/1993
Not yet recovered

Gender: F
Weight: 53.00
Age: 40Y

DOB:

Causality: Causality possible

Preferred Term Severity

Report Description

Treatment

Arthralgia
Dermatitis psoriasiform
Pruritus

Medicine Details:

PROZAC (Suspected)
Tablet
3atch:

20.0 Milligram

Started: 11/06/1993

Reason:

Depression
Oral
25/10/1993

Daily
Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

24/07/200 10:09A! Database: pusime
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 89053 Seq: 1 Gender: F
Reported: 04/11/1993 Weight: 62.00
Hospitalisation: Age: 32Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Headache Paracetamol.

Medicine Details:

CIMETIDINE (Interaction) Reason: Ulcer of stomach w/o ment perf
400.0 Milligram Daily
3atch: Started: 15/09/1993 stopped: CONTIN
FLUOXETINE HYDROCHLORIDE (Interaction) Reason:
1.0 Dose Unspecified Daily
3atch: Started: 04/10/1993 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

89057
04/11/1993

01/10/1993
Recovered

Seq: 1

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

Preferred Term

Severity

Report Description Treatment

Pruritus

Severe

Upper body itching.

Medicine Details:

RENITEC (Other drug)

3atch:

Started:

Reason: Essential benign hypertension
1.0 Dose Unspecified Daily

30/09/1993 jtopped:

OGEN (Other drug)

3atch:

Started:

Reason:
1.0 Dose Unspecified Daily

06/01/1992 Stopped:

PROZAC (Suspected)

3atch:

Started:

Reason: Depression

1.0 Dose Unspecified Daily

30/09/1993 02/10/1993

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 89080 Seq: 1 Gender: F
Reported: 05/11/1993 Weight:
Hospitalisation: Age: 61
Onset Date: 31/10/1992 DOB: 19/11/1930
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anxiety Activated charcoal.
Drug ineffective
Insomnia
Suicide attempt

Medicine Details:

ISOPTIN (Other drug) Reason:
240.0 Milligram Daily
3atch: Started: stopped: CONTIN
PRAZOSIN HYDROCHLORIDE (Other drug) Reason:
5.0 Milligram Daily
3atch: Started: Stopped: CONTIN
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
20.0 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 89082 Seq: 1 Gender: F
Reported: 05/11/1993 Weight:
Hospitalisation: Age: 72
Onset Date: 13/01/1993 DOB: 08/05/1920
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Drug ineffective
Neutropenia
Thrombocytopenia
Medicine Details:
NIFEDIPINE (Other drug) Reason:
Tablet 20.0 Milligram Daily Oral
3atch: Started:  14/11/1992 stopped: CONTIN
THIAMINE (Other drug) Reason:
100.0 Milligram Daily
3atch: Started: 14/11/1992 stopped: 26/01/1993
FOLIC ACID (Other drug) Reason:
5.0 Gram Daily
3atch: Started: Stopped:
CLONAZEPAM (Other drug) Reason:
1.0 Gram Daily
3atch: Started: 24/11/1992 Stopped:  25/01/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details
Neutrophils 20-75 13/11/1992 6.6
Neutrophils 2.0-75 22/12/1992 2.5
Neutrophils 2.0-75 13/01/1993 1.4
Neutrophils 20-75 11/02/1993 2.8
Neutrophils 20-75 16/01/1993 2.6
Neutrophils 2.0-75 15/01/1993 2.0
Platelets 150 - 400 13/11/1992 351

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Reaction Detai

Medicine Details:

Case Number: 89082 Seq: 1 Gender: F
Reported: 05/11/1993 Weight:
Hospitalisation: Age: 72
Onset Date: 13/01/1993 DOB: 08/05/1920
Outcome: Recovered Causality: Causality possible

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
40.0 Milligram Daily
3atch: Started: 10/12/1992 stopped:  14/01/1993

Laboratory Investigations:

Date Type Range Date Tested Result Details
Platelets 150 - 400 22/12/1992 246
Platelets 150 - 400 15/01/1993 215
Platelets 150 - 400 11/02/1993 243
Platelets 150 - 400 16/01/1993 207
Platelets 150 - 400 13/01/1993 176
White blood cells 4-11 13/11/1992 7.9
White blood cells 4-11 22/12/1992 3.8

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 89082 Seq: 1 Gender: F
Reported: 05/11/1993 Weight:
Hospitalisation: Age: 72
Onset Date: 13/01/1993 DOB: 08/05/1920
Outcome: Recovered Causality: Causality possible
Reaction Detai
Medicine Details:
NIFEDIPINE (Other drug) Reason:
Tablet 20.0 Milligram Daily Oral
3atch: Started: 14/11/1992 Stopped: CONTIN
THIAMINE (Other drug) Reason:
100.0 Milligram Daily
3atch: Started: 14/11/1992 stopped: 26/01/1993
FOLIC ACID (Other drug) Reason:
5.0 Gram Daily
3atch: Started: Stopped:
CLONAZEPAM (Other drug) Reason:
1.0 Gram Daily
3atch: Started: 24/11/1992 Stopped:  25/01/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details
White blood cells 4-11 13/01/1993 24
White blood cells 4-11 15/01/1993 3.0
White blood cells 4-11 16/01/1993 3.6
White blood cells 4-11 11/02/1993 4.5
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

89082 Seq: 1
05/11/1993

13/01/1993
Recovered

Medicine Details:

Gender: F
Weight:
Age: 72
DOB: 08/05/1920
Causality: Causality possible

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
40.0 Milligram Daily
3atch: Started: 10/12/1992 stopped:  14/01/1993
Laboratory Investigations:
Additional Information:
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TGA

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 89117 Seq: 1 Gender: F
Reported: 08/11/1993 Weight: 70.00
Hospitalisation: Age: 32Y
Onset Date: 18/10/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Conversion disorder Globus.
Drug ineffective
Suicide attempt
Medicine Details:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 15/10/1993 stopped:  25/10/1993

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 89173 Seq: 1 Gender: F
Reported: 10/11/1993 Weight: 35.00
Hospitalisation: Admitted to hospital Age: 79Y
Onset Date: 06/10/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Mania Hypomania.
Medicine Details:
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 22/09/1993 stopped:  08/10/1993
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 89314

Hospitalisation:

Reaction Detai

Reported: 19/11/1993

Onset Date: 08/11/1993
Outcome: Not yet recovered

Seq: 1

Causality

Gender: F
Weight: 71.00

Age: 44Y
DOB:

: Causality possible

Preferred Term Severity Report Description Treatment
Diarrhoea Frequent bowel movements
Affect lability
Headache
Nausea
Medicine Details:

PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily Oral

3atch: Started: 04/11/1993 stopped:  10/11/1993

Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200 10:09A! Database: pusime ADRS004 Page 339 of 678




THERAPEUTIC GOODS ADMINISTRATION

TGA

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 89370 Seq: 1
Reported: 24/11/1993
Hospitalisation:
Onset Date: 04/11/1993
Outcome: Recovered

Reaction Detai

Gender: F

Weight:
Age: 67Y
DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Migraine
Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Anxiety neurosis

Oral application 20.0 Milligram Daily Oral

3atch: Started: 20/09/1993 Stopped: CONTIN
Laboratory Investigations:

Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:09Al!  Database: pusime ADRS004 Page 340 of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 89391 Seq: 1 Gender: F
Reported: 25/11/1993 Weight: 66.00
Hospitalisation: Age: 38Y
Onset Date: 16/11/1993 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Drug ineffective
Urticaria

Medicine Details:

PROZAC (Suspected) Reason: Depression
Oral application 20.0 Milligram Daily Oral
3atch: Started: 08/11/1993 stopped:  16/11/1993

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200  10:09Al!  Database: pusime ADRS004 Page 341 of 678



TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 89570 Seq: 1 Gender: M
Reported: 02/12/1993 Weight:
Hospitalisation: Age: 48Y
Onset Date: 11/11/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Rash maculo-papular

Antihistamine

Medicine Details:

PROZAC (Suspected)

3atch:

Reason: Depression

1.0 Dose Unspecified Daily

Started: 01/11/1993

jtopped:  21/11/1993

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  24/07/200 10:09A!

Database: pusime

ADRS004 Page 342

of 678




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

89615
02/12/1993

Seq: 1

15/11/1993
Not yet recovered

Gender: F
Weight: 72.00
Age: 74Y

DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Amnesia Forgetfulness.
Confusional state
Somnolence
Medicine Details:
CLOBAZAM (Other drug) Reason:
30.0 Milligram Daily
3atch: Started: stopped:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Capsule 80.0 Milligram Daily Oral
3atch: Started: 29/07/1993 stopped: 29/11/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:09Al!  Database: pusime ADRS004 Page 343 of 678




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

89640

06/12/1993

20/11/1993
Not yet recovered

Seq: 1

Gender:

Weight

Age:

F
: 59.00
20Y

DOB:

Causality

: Causality possible

Preferred Term

Severity

Report Description

Treatment

Libido decreased

Medicine Details:

TRIQUILAR ED (Other drug)
Pill
3atch:

Reason: Contraception

1.0 Dose Unspecified Daily Oral

Started: 01/01/1991

Stopped:

CONTIN

PROZAC (Suspected)

3atch:

20.0 Milligram
Started: 20/11/1993

Reason:

stopped:  27/11/19

93

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.

Report Run  24/07/200

10:09A!

Database: pusime

ADRS004
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 89650
Reported: 06/12/1993
Hospitalisation:
Onset Date: 26/11/1993
Outcome: Recovered

Reaction Detai

Seq: 1

Gender: F
Weight: 53.00
Age:
DOB:

Causality: Causality probable

Preferred Term

Severity

Report Description

Treatment

Cheilitis
Mouth ulceration
Visual disturbance

Medicine Details:

PROZAC (Suspected)
Tablet
3atch:

Reason: Depression

20.0 Milligram Daily

Started: 24/11/1993

Oral

jtopped:  29/11/1993

Laboratory Investigations:

Date Type

Range Date Tested

Result

Details

Additional Information:

Report Run  24/07/200 10:09A!

Database: pusime

ADRS004
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 89671 Seq: 1 Gender: M
Reported: 07/12/1993 Weight:
Hospitalisation: Age: 41Y
Onset Date: 02/11/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Dyskinesia
Dystonia

"tardive" dyskinesias and buccal/tongue

Medicine Details:

3atch:

FLUOXETINE HYDROCHLORIDE (Suspected)

Reason: Depression

20.0 Milligram Daily

Started: 04/10/1993

jtopped:  02/11/1993

Laboratory Investigations:

Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200 10:09A! Database: pusime ADRS004 Page 346 of 678




TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 89674 Seq: 1 Gender: U
Reported: 07/12/1993 Weight:
Hospitalisation: Age:
Onset Date: 31/10/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Syncope
Ventricular arrhythmia
Medicine Details:
PROZAC (Suspected) Reason: Depression
Tablet 60.0 Milligram Daily Oral
3atch: Started: 11/09/1993 stopped:  30/10/1993

Laboratory Investigations:

Date Type

Range Date Tested

Result Details

Other data

Halter monitor revealed idioventricular rhythm.

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

Report Run  24/07/200 10:09A!

Database: pusime

ADRS004 Page 347

of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 89836 Seq: 1 Gender: M
Reported: 13/12/1993 Weight: 80.00
Hospitalisation: Age: 61Y
Onset Date: 23/10/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Nightmare

Medicine Details:

PROZAC (Suspected) Reason: Depression
Capsule 40.0 Milligram Daily Oral
3atch: Started: 21/10/1993 stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200  10:09Al!  Database: pusime ADRS004 Page 348 of 678



TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 89864 Seq: Gender: M
Reported: 14/12/1993 Weight: 85.00
Hospitalisation: Age: 76Y
Onset Date: 25/11/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Hepatitis cholestatic

Medicine Details:

ECOTRIN (Other drug) Reason: Chron isch heart dis no hyper
0.0

3atch: Started: 01/01/1980 stopped:

IMDUR (Other drug) Reason: Chron isch heart dis no hyper

60.0 Milligram Daily

3atch: Started: 01/01/1991 Stopped:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 01/06/1992 stopped:  28/11/1993

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. 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.

Report Run  24/07/200 10:09A!

Database: pusime

ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 90002 Seq: 1 Gender: M
Reported: 23/12/1993 Weight: 68.00
Hospitalisation: Age: 37Y
Onset Date: 19/12/1993 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Urticaria Promethazine

Medicine Details:

PROZAC (Suspected) Reason: Depression
Capsule 1.0 Dose Unspecified Daily Oral
3atch: Started: 01/12/1993 stopped:  19/12/1993

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200 10:09A1 Database: pusime ADRS004 Page 350
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 90007 Seq: 1 Gender: M
Reported: 24/12/1993 Weight: 65.00
Hospitalisation: Age: 22
Onset Date: 10/12/1993 DOB: 08/01/1971
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation
Dyskinesia
Speech disorder
Medicine Details:
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 17/11/1993 stopped:  10/12/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:09Al!  Database: pusime ADRS004 Page 351 of 678




THERAPEUTIC GOODS ADMINISTRATION

TGA

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 90075 Seq: 1
Reported: 24/12/1993
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: F
Weight: 54.00
Age: 31Y

DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Suicide attempt
Medicine Details:
NORTRIPTYLINE HYDROCHLORIDE (Suspected) Reason: Depression
50.0 Milligram Daily
3atch: Started: 09/08/1993 stopped:  30/08/1993
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 01/04/1992 stopped:  30/08/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:09Al!  Database: pusime ADRS004 Page 352 of 678




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report

Detail

Case Number: 90076
Reported
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

1 24/12/1993

Seq: 1

Not yet recovered

Gender: M
Weight: 106.00
Age: 56Y

DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Pruritus
Rash

Medicine Details:

PROZAC (Suspected)

3atch:

Reason: Depression

20.0 Milligram Daily

Started: 11/11/1993

Stopped: 02w

Laboratory Investigations:

Date

Type

Range Date Tested

Result

Details

Additional Information:

Report Run

24/07/200 10:09A!

Database: pusime

ADRS004

Page 353
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 90123 Seq: 1 Gender: M
Reported: 24/12/1993 Weight:
Hospitalisation: Age: 23Y
Onset Date: 05/12/1993 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Rash
Medicine Details:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 23/11/1993 stopped:  21/12/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:09Al!  Database: pusime ADRS004 Page 354 of 678




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 90349 Seq: 1 Gender: M
Reported: 04/01/1994 Weight: 76.00
Hospitalisation: Age: 58Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Somnolence
Visual disturbance

Medicine Details:

MELLERIL (Suspected)

Reason: Anxiety neurosis

25.0 Milligram As necessary
3atch: Started: 01/05/1993 stopped:
PROZAC (Suspected) Reason: Depression
Tablet 40.0 Milligram Daily Oral
3atch: Started: 30/11/1993 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Day of reaction patient took melleril 25mg midi and nocte, prozac 20, 2 mane and 1 nocte. next morning vision blue for approx 3
hours. the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

Report Run  24/07/200 10:09A!

Database: pusime

ADRS004
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

90358
05/01/1994

11/11/1993

Not yet recovered

Gender: F
Weight: 53.00
Age: 20Y
DOB:
Causality: Causality possible

Date Type

Range

Preferred Term Severity Report Description Treatment
Galactorrhoea
Libido increased
Medicine Details:
PROZAC (Suspected) Reason:
Tablet 60.0 Milligram Daily Oral
3atch: tarted: 15/12/1992 Stopped: CONTIN
TRIPHASIL (Suspected) Reason:
1.0 Dose Unspecified Daily
3atch: Started: 01/10/1993 Stopped: CONTIN
Laboratory Investigations:
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  24/07/200 10:09A!

Database: pusime

ADRS004
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 90417 Seq: 1 Gender: M
Reported: 10/01/1994 Weight: 79.00
Hospitalisation: Age: 74Y
Onset Date: 07/12/1993 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Micturition disorder
Nocturia
Pollakiuria
Medicine Details:
PLENDIL (Other drug) Reason: Essential benign hypertension
Tablet 10.0 Milligram Daily Oral
3atch: Started: L TERM stopped:
APRINOX (Other drug) Reason: Essential benign hypertension
Tablet 5.0 Milligram Daily Oral
3atch: Started: L TERM Stopped:
HALOPERIDOL (Other drug) Reason: Paranoia
Oral application 5.0 Milligram Daily Oral
3atch: Started: 12/11/1993 Stopped:
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 01/12/1993 Stopped: 28/12/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:09Al!  Database: pusime ADRS004 Page 357 of 678




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

90453
13/01/1994

Treated in outpatient department only.

25/12/1993
Not yet recovered

Seq: 1

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

21Y

Preferred Term

Severity

Report Description

Treatment

Convulsion

Leukopenia

Electroencephalogram abnormal

Medicine Details:

Tablet
3atch:

PROTHIADEN (Suspected)

25.0 Milligram

Started:

Reason:

Oral

Stopped:

3atch:

PROZAC (Suspected)

20.0 Milligram

Started:

Reason:

Daily

Stopped:

Feeding disturbances

25/12/1993

Laboratory Investigations:

Date

Type

Range

Date Tested

Result

Details

White blood cells
White blood cells

40-111
40-111

25/12/1993
26/12/1993

2.7
2.5

Additional Information:

Report Run

24/07/200

10:09A!

Database: pusime

ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 90620 Seq: 1 Gender: F
Reported: 24/01/1994 Weight: 60.00
Hospitalisation: Age: 35Y
Onset Date: 13/01/1994 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dystonia Cogentin 2mg im, po.

Medicine Details:

MAXOLON (Suspected) Reason: Nausea and vomiting
Tablet 10.0 Milligram Daily Oral
3atch: Started: 12/01/1994 stopped:  13/01/1994
XANAX (Suspected) Reason: Anxiety neurosis
500.0 Microgram Daily
3atch: Started: 01/06/1993 stopped: 13/01/1994
PROZAC (Suspected) Reason: Depression
40.0 Milligram Daily
3atch: Started: 01/06/1993 stopped:  13/01/1994

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.

Report Run  24/07/200  10:09Al!  Database: pusime ADRS004 Page 359 of 678



THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 90661 Seq: 1 Gender: F
Reported: 25/01/1994 Weight:
Hospitalisation: Age: 72Y
Onset Date: 02/01/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Vertigo
Medicine Details:
SOTACOR (Other drug) Reason: Otr&nos disord of heart rhythm
Tablet 40.0 Milligram Daily Oral
3atch: Started: 30/11/1993 stopped:
WARFARIN SODIUM (Other drug) Reason: Otr&nos disord of heart rhythm
2.0 Milligram Daily
3atch: Started: 30/09/1993 Stopped:
QUININE (Other drug) Reason: Pain in limb
300.0 Milligram Daily
3atch: Started: 01/01/1994 Stopped:
FASIGYN (Other drug) Reason:
20.0 Microgram Daily
3atch: started: 01/01/1970 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.

Report Run  24/07/200 10:10A!

Database: pusime

ADRS004
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TGA

THERAPEUTIC 600DS

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

90661
25/01/1994

02/01/1994
Recovered

Medicine Details:

Seq: 1 Gender:
Weight:

Age:

DOB:

F

72Y

Causality: Causality probable

PROZAC (Suspected) Reason: Depression
Capsule 10.0 Milligram Daily Oral
3atch: Started: 01/01/1994 stopped: 04/01/1994

Laboratory Investigations:

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 90786 Seq: 1 Gender: M
Reported: 31/01/1994 Weight: 91.00
Hospitalisation: Age: 77Y
Onset Date: 21/10/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Hepatitis cholestatic

Medicine Details:

CARDIZEM (Other drug) Reason:
360.0 Milligram Daily
3atch: Started: 01/01/1989 stopped:
IMDUR (Other drug) Reason:
60.0 Milligram Daily
3atch: Started: 01/01/1989 Stopped:
ECOTRIN (Other drug) Reason:
1.0 Dose Unspecified Daily
3atch: Started: 01/01/1989 Stopped:
RENITEC (Other drug) Reason:
20.0 Milligram Daily
3atch: Started: 01/01/1989 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 stop
date is not necessarily accurate but indicates that stoppage occurred sometime during the month. the dosage start date is not
accurate but indicates that start occurred sometime during the year. the dosage start date is not accurate but indicates that start
occurred sometime during the year. 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 90786 Seq: 1 Gender: M
Reported: 31/01/1994 Weight: 91.00
Hospitalisation: Age: 77Y
Onset Date: 21/10/1993 DOB:
Outcome: Recovered Causality: Causality probable

Reaction Detai

Medicine Details:
PROZAC (Suspected) Reason:

20.0 Milligram Daily
3atch: Started: 01/12/1992 stopped:  28/10/1993

Laboratory Investigations:

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. 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 90866 Seq: 1 Gender: F
Reported: 01/02/1994 Weight:
Hospitalisation: Admitted to hospital Age: 72Y
Onset Date: 31/12/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Psychotic disorder

Medicine Details:

HALOPERIDOL (Other drug) Reason: Unspecified psychosis

Oral application 5.0 Milligram Daily Oral

3atch: Started: stopped: CONTIN
COGENTIN (Other drug) Reason: Paralysis agitans

Tablet 500.0 Microgram Daily Oral

3atch: Started: Stopped: CONTIN
PROZAC (Suspected) Reason:

0.0
3atch: Started: 01/12/1993 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Long history of schizophrenia - 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Reaction Detai

Case Number: 90871 Seq: 1 Gender: F
Reported: 02/02/1994 Weight: 62.00
Hospitalisation: Age: 71Y
Onset Date: 19/01/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible

Preferred Term Severity Report Description Treatment

Rash erythematous

Medicine Details:

TEGRETOL (Suspected) Reason:
500.0 Milligram Daily
3atch: Started: 28/12/1993 stopped:  19/01/1994
PROZAC (Suspected) Reason: Depression
80.0 Milligram Daily
3atch: Started: 23/12/1993 stopped: 21/01/1994

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

90891 Seq: 1
03/02/1994

14/01/1994
Not yet recovered

Gender: M
Weight:
Age: 36Y
DOB:
Causality: Cau

sality possible

Preferred Term Severity

Report Description

Treatment

Coordination abnormal

Medicine Details:

MULTI-B FORTE (Other drug)

Reason: Alcoholism

1.0 Dose Unspecified Daily
3atch: Started: L TERM stopped:
THIAMINE (Other drug) Reason: Alcoholism
100.0 Milligram Daily
3atch: Started: L TERM Stopped:
ASCORBIC ACID (Other drug) Reason: Alcoholism
500.0 Milligram Daily
3atch: Started: L TERM Stopped:
VALIUM (Other drug) Reason: Alcoholism
Tablet 40.0 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 90891 Seq: 1 Gender: M
Reported: 03/02/1994 Weight:
Hospitalisation: Age: 36Y
Onset Date: 14/01/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Detai

Medicine Details:

ALCOHOL (Suspected) Reason:
0.0
3atch: Started: L TERM stopped:
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 05/01/1994 stopped: 29/01/1994

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 91053 Seq: 1 Gender: F
Reported: 14/02/1994 Weight:
Hospitalisation: Age: 67Y
Onset Date: 29/01/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Bronchospasm

Medicine Details:

PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 29/01/1994 stopped: 09/02/1994

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Wheezine previously noted with b-blockers
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 91089
Reported: 15/02/1994
Hospitalisation:
Onset Date: 30/06/1993
Outcome: Recovered

Reaction Detai

Gender: M
Weight:
Age: 67Y
DOB:
Causality: Cau

sality possible

Preferred Term

Severity

Report Description

Treatment

Coordination abnormal
Tremor

Medicine Details:

ALPRAZOLAM (Other drug)
Tablet
3atch:

500.0 Microgram

Started:

Reason:
As necessary Oral

Stopped:

CONTIN

PARACETAMOL (Other drug)
Oral application
3atch:

Started:

Reason:
As necessary Oral

Stopped:

CONTIN

FOLIC ACID (Other drug)
Oral application
3atch:

Started:

Reason:

5.0 Milligram Daily Oral

Stopped:

CONTIN

Oral application
3atch:

VITAMIN PREPARATION COMPOUND (Other drug)

Started:

Reason:

1.0 Dose Unspecified Daily Oral

Stopped:

CONTIN

Laboratory Investigations:

Date Type

Range

Date Tested

Result Details

Additional Information:
Fluoxetine initially started 20mg mane and increased to 40mg mane on 24/05/93 dose decreased to 20 mg mane on 05/07/93 and

than ceased 07/07/93 as symptoms progressed.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 91089 Seq: 1
Reported: 15/02/1994
Hospitalisation:
Onset Date: 30/06/1993
Outcome: Recovered

Reaction Detai

Medicine Details:

Gender:
Weight:
Age:
DOB:
Causality:

M

67Y

Causality possible

THIAMINE (Other drug) Reason:

Tablet 100.0 Milligram Daily Oral

3atch: Started: 24/05/1993 stopped: CONTIN
RANITIDINE (Other drug) Reason:

Tablet 300.0 Milligram Daily Oral

3atch: Started: 24/05/1993 Stopped: CONTIN
DOTHIEPIN HYDROCHLORIDE (Other drug) Reason:

Oral application 150.0 Milligram Daily Oral

3atch: Started: 24/05/1993 Stopped: CONTIN
FLUOXETINE HYDROCHLORIDE (Suspected) Reason:

20.0 Milligram Daily
3atch: Started: 24/05/1993 stopped: 07/07/1993

Laboratory Investigations:

Additional Information:

Fluoxetine initially started 20mg mane and increased to 40mg mane on 24/05/93 dose decreased to 20 mg mane on 05/07/93 and

than ceased 07/07/93 as symptoms progressed.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 91110 Seq: 1 Gender: F
Reported: 16/02/1994 Weight:
Hospitalisation: Age:
Onset Date: 30/07/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Coordination abnormal
Tremor

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Oral application 20.0 Milligram Daily Oral
3atch: Started: 19/07/1993 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 91130 Seq: 1 Gender: M
Reported: 17/02/1994 Weight: 70.00
Hospitalisation: Age: 58Y
Onset Date: 30/12/1993 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Paraesthesia Paraesthesia tips of fingers and toes.

Medicine Details:

DUCENE (Other drug) Reason: Anxiety neurosis
2.0 Milligram Daily
3atch: Started: 01/01/1992 stopped:
PROZAC (Suspected) Reason: Depression
20.0 Milligram Alternate days
3atch: Started: 22/12/1993 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Allergy to prothiaden - rash. 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 91200 Seq: 1 Gender: F
Reported: 21/02/1994 Weight: 65.00
Hospitalisation: Age: 43Y
Onset Date: 07/12/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Chest pain
Cough
Dyspnoea
Headache Severe
Tachycardia

Medicine Details:

PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram 1 time Oral
3atch: Started: 07/12/1993 stopped:  07/12/1993
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 91386 Seq: 1
Reported: 03/03/1994
Hospitalisation:
Onset Date: 01/02/1994
Outcome: Not yet recovered

Reaction Detai

Gender: M
Weight: 88.00
Age: 38Y

DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Cough Dry irritating cough at night
Insomnia
Medicine Details:
PROZAC (Suspected) Reason: Otr&unsp vertebrogen pain synd
Capsule 1.0 Dose Unspecified Daily Oral
3atch: Started: 27/01/1994 stopped:
ZESTRIL (Suspected) Reason: Essential benign hypertension
Tablet 20.0 Milligram Daily Oral
3atch: Started: 01/03/1992 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
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 91436 Seq: 1 Gender: M
Reported: 08/03/1994 Weight: 58.00
Hospitalisation: Age: 90Y
Onset Date: 02/02/1994 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyponatraemia Severe

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 17/12/1993 stopped:  02/02/1994
DILANTIN (Suspected) Reason: Convulsions
Capsule 200.0 Milligram Daily Oral
3atch: Started: stopped: 07/12/1993
MOCLOBEMIDE (Suspected) Reason: Depression
Tablet 600.0 Milligram Daily Oral
3atch: Started: stopped:  07/12/1993
LITHIUM CARBONATE (Suspected) Reason: Depression
Tablet 500.0 Milligram Daily Oral
3atch: Started: 01/12/1993 Stopped:  07/12/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details
Sodium 116
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

THERAPEUTIC 600DS

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 91440 Seq: 1 Gender: M
Reported: 07/03/1994 Weight: 98.00
Hospitalisation: Age: 36Y
Onset Date: 22/12/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Dyskinesia Bradykinesia
Extrapyramidal disorder

Medicine Details:

TEMAZEPAM (Other drug) Reason: Specific disorders of sleep
Injection 20.0 Milligram Daily Intravenous
3atch: Started: 22/12/1993 stopped:  03/01/1994

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression

20.0 Milligram Daily
3atch: Started: 22/12/1993 stopped: 11/01/1994

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

91448

07/03/1994

26/02/1994

Seq: 1

Not yet recovered

Gender: F
Weight: 57.00
Age: 44Y

DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Increased appetite
Nausea
Visual disturbance
Yawning
Medicine Details:
PROZAC (Suspected) Reason: Depression
Oral application 20.0 Milligram Daily Oral
3atch: Started: 25/02/1994 stopped: 02/03/1994
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Patient has recovered from yawning, nausea and appetitie increase.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 91472 Seq: 1 Gender: M
Reported: 08/03/1994 Weight:
Hospitalisation: Age: 29
Onset Date: 31/01/1994 DOB: 08/08/1964
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Lymphopenia Required
Specialist
Consultation

Medicine Details:

CLOZAPINE (Suspected) Reason: Latent schizophrenia
Oral application 350.0 Milligram Daily Oral
3atch: Started: 13/10/1993 stopped: CONTIN
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: S TERM Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Haematology 1.1-3.0 12/01/1994 1.2 Leucocytes
Haematology 1.1-3.0 25/01/1994 1.0 Leucocytes
Haematology 1.1-3.0 31/01/1994 0.8 Leucocytes
Haematology 1.1-3.0 08/02/1994 1.0 Leucocytes

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 91493 Seq: 1 Gender: F
Reported: 09/03/1994 Weight: 70.00
Hospitalisation: Age: 40Y
Onset Date: 06/03/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Conjunctivitis
Pruritus
Rash erythematous

Medicine Details:

SULINDAC (Suspected) Reason: Osteoarthritis
200.0 Milligram Daily
3atch: Started: 01/01/1993 stopped:  31/01/1994
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 10/02/1994 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 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 91609 Seq: 1 Gender: F
Reported: 16/03/1994 Weight: 90.00
Hospitalisation: Age: 71Y
Onset Date: 19/02/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Depression Severe
Dizziness
Fatigue

Medicine Details:

LASIX (Other drug) Reason: Edema and dropsy
0.0
3atch: Started: 01/01/1992 stopped: CONTIN
SLOW-K (Other drug) Reason: Edema and dropsy
0.0
3atch: Started: 01/01/1992 Stopped: CONTIN
SOLPRIN (Other drug) Reason:
0.0
3atch: Started: 01/01/1992 Stopped: CONTIN
OGEN (Other drug) Reason: Menopausal symptoms
Tablet 1.2 Milligram Daily Oral
3atch: Started: 01/06/1992 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. 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 91609 Seq: 1 Gender: F
Reported: 16/03/1994 Weight: 90.00
Hospitalisation: Age: 71Y
Onset Date: 19/02/1994 DOB:
Outcome: Recovered Causality: Causality probable

Reaction Detai

Medicine Details:

PROZAC (Suspected) Reason: Depression
Oral application 20.0 Milligram Daily Oral
3atch: Started: 17/02/1994 stopped: 03/03/1994

Laboratory Investigations:

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 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 91657 Seq: 1 Gender: F
Reported: 17/03/1994 Weight: 58.00
Hospitalisation: Age: 38Y
Onset Date: 15/02/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Pruritus

Medicine Details:

PROZAC (Suspected) Reason: Depression
80.0 Milligram Daily
3atch: Started: 11/02/1994 stopped:  25/02/1994

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200  10:10A!  Database: pusime ADRS004 Page 382 of 678



TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

91679
18/03/1994

20/01/1994
Recovered

Gender:

Weight

Age:

F
1 76.00
45Y

DOB:

Causality

: Causality probable

Preferred Term

Severity

Report Description

Treatment

Hypertension
Purpura
Tachycardia
Tremor

Weight decreased

Medicine Details:

PROZAC (Suspected)
Tablet
3atch:

1.0 Dose Unspecified Daily
Started: 06/01/1994

Reason: Depression
Oral

stopped:  17/03/19

94

Laboratory Investigations:

Date Type

Range Date Tested

Result

Details

Additional Information:

Report Run  24/07/200 10:10A!

Database: pusime

ADRS004
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 91698 Seq: 1 Gender: F
Reported: 16/03/1994 Weight: 48.00
Hospitalisation: Age: 68Y
Onset Date: 04/03/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Conjunctivitis Itching eyes.
Nausea
Pruritus
Renal failure acute
\VVomiting
Medicine Details:
TRIMETHOPRIM (Suspected) Reason: Othr diseases of urinary tract
Oral application 300.0 Milligram Daily Oral
3atch: Started: 03/03/1994 stopped: 04/03/1994
PROZAC (Suspected) Reason:
Oral application 20.0 Milligram Daily Oral
3atch: Started: Stopped:
FEFOL (Suspected) Reason:
Capsule 1.0 Dose Unspecified Daily Oral
3atch: Started: Stopped:
ZANTAC (Suspected) Reason:
Tablet 300.0 Milligram Daily Oral
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200 10:10A! Database: pusime
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 91698 Seq: 1 Gender: F
Reported: 16/03/1994 Weight: 48.00
Hospitalisation: Age: 68Y
Onset Date: 04/03/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Medicine Details:
MACRODANTIN (Suspected) Reason:
Capsule 100.0 Milligram Daily Oral
3atch: Started: stopped:
NORMISON (Suspected) Reason:
Oral application 2.0 Dose Unspecified Daily Oral
3atch: Started: Stopped:

Laboratory Investigations:

Additional Information:

Report Run  24/07/200 10:10A! Database: pusime
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 91711 Seq: 1 Gender: F
Reported: 22/03/1994 Weight: 57.00
Hospitalisation: Age: 19Y
Onset Date: 10/03/1994 DOB:

Outcome: Not yet recovered Causality: Causality possible

Reaction Detai

Preferred Term Severity Report Description Treatment

Abdominal pain
Arthralgia

Back pain
Fatigue
Nausea
Tremor

Medicine Details:

PROZAC (Suspected) Reason: Depression
Capsule 10.0 Milligram Daily Oral
3atch: Started: 10/03/1994 stopped: 16/03/1994

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
History of severe reaction to tryptonol.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 91753 Seq: 1 Gender: F
Reported: 23/03/1994 Weight: 60.00
Hospitalisation: Age: 61Y
Onset Date: 10/03/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Somnolence
Medicine Details:
CAPOTEN (Other drug) Reason: Essential benign hypertension
Tablet 25.0 Milligram Daily Oral
3atch: Started: L TERM stopped: CONTIN
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 14/02/1994 stopped: 13/03/1994
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:10Al'  Database: pusime ADRS004 Page 387 of 678




THERAPEUTIC GOODS ADMINI
Public Case Detail

TGA

THERAPEUTIC 600DS

STRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 91820 Seq: 1
Reported: 28/03/1994
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: U

Weight:
Age:
DOB:

Causality: Causality probable

Preferred Term Severity Report Description Treatment
Aggression
Medicine Details:
MURELAX (Other drug) Reason:
30.0 Milligram Daily
3atch: Started: stopped: CONTIN
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: Stopped: 9M
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200 10:10A1 Database: pusime ADRS004 Page 388 of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 91836 Seq: 1 Gender: F
Reported: 28/03/1994 Weight: 54.00
Hospitalisation: Age: 26Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Purpura Bruising only on limbs.

Medicine Details:
PROZAC (Suspected) Reason: Depression

20.0 Milligram Daily
3atch: Started: 01/12/1992 stopped: 28/02/1994

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.

Report Run  24/07/200  10:10Al'  Database: pusime ADRS004 Page 389 of 678



TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

91883
30/03/1994

26/03/1994
Recovered

Seq: 1

Gender: F
Weight: 62.00
Age: 23Y

DOB:

Causality: Causality probable

Preferred Term

Severity

Report Description

Treatment

Headache

Medicine Details:

Tablet
3atch:

PROZAC (Suspected)

Started:

Reason:

20.0 Milligram
25/03/1994

1 time Oral

Stopped:

Laboratory Investigations:

Date

Type

Range

Date Tested

Result

Details

Additional Information:

Report Run

24/07/200

10:10A!

Database: pusime
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 91898 Seq: 1 Gender: F
Reported: 31/03/1994 Weight:
Hospitalisation: Age: 38Y
Onset Date: 23/03/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Erythema multiforme Oral steroids.

Medicine Details:

PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily

3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient was given prozac 20 mg for one month, then dose increased to 40 mg bd for 2 days.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 92007 Seq: 1 Gender: F
Reported: 23/03/1994 Weight: 55.00
Hospitalisation: Age: 82Y
Onset Date: 10/02/1994 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Jaundice Expectant
Pruritus
Medicine Details:
AMOXIL (Suspected) Reason:
Oral application 0.0 Oral
3atch: Started: 22/12/1993 stopped: 04/01/1994
FLUOXETINE HYDROCHLORIDE (Suspected) Reason:
Capsule 0.0 Oral
3atch: Started: Stopped:
FLUCLOXACILLIN SODIUM (Suspected) Reason:
Injection 4.0 Gram Daily Intravenous
3atch: Started: 21/12/1993 Stopped:  23/12/1993
FLUCLOXACILLIN SODIUM (Suspected) Reason:
Oral application 2.0 Gram Daily Oral
3atch: Started: 23/12/1993 Stopped: 04/01/1994
Laboratory Investigations:
Date Type Range Date Tested Result Details
ALT = SGPT 5-35 U/L 22/02/1994 148
ALT = SGPT 5-35 U/L 24/02/1994 125
ALT = SGPT 5-35 U/L 28/02/1994 166
ALT = SGPT 5-35 U/L 25/02/1994 36
ALT = SGPT 5-35 U/L 01/03/1994 181
ALT = SGPT 5-35 U/L 21/03/1994 99 (0-45)
AST = SGOT 5-35 U/L 22/02/1994 71
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 92007 Seq: 1 Gender: F
Reported: 23/03/1994 Weight: 55.00
Hospitalisation: Age: 82Y
Onset Date: 10/02/1994 DOB:
Outcome: Unknown Causality: Causality possible

Reaction Detai

Medicine Details:

AMIODARONE HYDROCHLORIDE (Suspected) Reason:
Tablet 600.0 Milligram Daily Oral
3atch: Started: 24/12/1993 stopped:  26/12/1993

Laboratory Investigations:

Date Type Range Date Tested Result Details
AST = SGOT 5-35 U/L 24/02/1994 65
AST = SGOT 5-35 U/L 25/02/1994 11
AST = SGOT 5-35 U/L 21/03/1994 51 (0-40)
AST = SGOT 5-35 U/L 01/03/1994 114
AST = SGOT 5-35 U/L 28/02/1994 102
Bilirubin 0-17 UMOL/L | 22/02/1994 123
Bilirubin 0-17 UMOL/L | 24/02/1994 105

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 92007 Seq: 1 Gender: F
Reported: 23/03/1994 Weight: 55.00
Hospitalisation: Age: 82Y
Onset Date: 10/02/1994 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Medicine Details:
AMOXIL (Suspected) Reason:
Oral application 0.0 Oral
3atch: Started: 22/12/1993 stopped:  04/01/1994
FLUOXETINE HYDROCHLORIDE (Suspected) Reason:
Capsule 0.0 Oral
3atch: Started: Stopped:
FLUCLOXACILLIN SODIUM (Suspected) Reason:
Injection 4.0 Gram Daily Intravenous
3atch: Started: 21/12/1993 Stopped:  23/12/1993
FLUCLOXACILLIN SODIUM (Suspected) Reason:
Oral application 2.0 Gram Daily Oral
3atch: Started: 23/12/1993 Stopped: 04/01/1994
Laboratory Investigations:
Date Type Range Date Tested Result Details
Bilirubin 0-17 UMOL/L | 25/02/1994 34
Bilirubin 0-17 UMOL/L | 01/03/1994 86
Bilirubin 0-17 UMOL/L | 21/03/1994 26 (1-25)
Bilirubin 0-17 UMOL/L | 28/02/1994 98
GGT =SGGT = 5-50 U/L 22/02/1994 329
GGT = SGGT = 5-50 U/L 24/02/1994 294
GGT = SGGT = 5-50 U/L 28/02/1994 276
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 92007 Seq: 1 Gender: F
Reported: 23/03/1994 Weight: 55.00
Hospitalisation: Age: 82Y
Onset Date: 10/02/1994 DOB:
Outcome: Unknown Causality: Causality possible

Reaction Detai

Medicine Details:

AMIODARONE HYDROCHLORIDE (Suspected) Reason:
Tablet 600.0 Milligram Daily Oral
3atch: Started: 24/12/1993 stopped:  26/12/1993

Laboratory Investigations:

Date Type Range Date Tested Result Details

GGT = SGGT = 5-50 U/L 21/03/1994 224 (2-45)

GGT = SGGT = 5-50 U/L 01/03/1994 281

GGT = SGGT = 550 UL | 25/02/1994 63

Liver biopsy 28(_2/94 - cholestatic hepatitis consistent with drug related
SAP = ALP 25-110 U/L 22/02/1994 522

SAP = ALP 25-110 U/L 24/02/1994 429

SAP = ALP 25-110 U/L 25/02/1994 170

Additional Information:
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TGA

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 92007 Seq: 1 Gender: F
Reported: 23/03/1994 Weight: 55.00
Hospitalisation: Age: 82Y
Onset Date: 10/02/1994 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Medicine Details:
AMOXIL (Suspected) Reason:
Oral application 0.0 Oral
3atch: Started: 22/12/1993 stopped:  04/01/1994
FLUOXETINE HYDROCHLORIDE (Suspected) Reason:
Capsule 0.0 Oral
3atch: Started: Stopped:
FLUCLOXACILLIN SODIUM (Suspected) Reason:
Injection 4.0 Gram Daily Intravenous
3atch: Started: 21/12/1993 Stopped:  23/12/1993
FLUCLOXACILLIN SODIUM (Suspected) Reason:
Oral application 2.0 Gram Daily Oral
3atch: Started: 23/12/1993 Stopped: 04/01/1994
Laboratory Investigations:
Date Type Range Date Tested Result Details
SAP = ALP 25-110 U/L 28/02/1994 445
SAP = ALP 25-110 U/L 01/03/1994 451
SAP = ALP 25-110 U/L 21/03/1994 | 427 30-120
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 92007 Seq: 1 Gender: F
Reported: 23/03/1994 Weight: 55.00
Hospitalisation: Age: 82Y
Onset Date: 10/02/1994 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Medicine Details:
AMIODARONE HYDROCHLORIDE (Suspected) Reason:
Tablet 600.0 Milligram Daily Oral
3atch: Started: 24/12/1993 stopped:  26/12/1993
Laboratory Investigations:
Additional Information:
Report Run  24/07/200  10:10Al'  Database: pusime ADRS004 Page 397 of 678




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 92014 Seq: 1 Gender: F
Reported: 05/04/1994 Weight: 63.00
Hospitalisation: Age: 60Y
Onset Date: 01/03/1994 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Respiratory failure Severe Exacerbation of coad Intense medical treatment, did
not require intubation
Medicine Details:
SODIUM VALPROATE (Other drug) Reason: Depression
Oral application 1.0 Gram Daily Oral
3atch: Started: 19/01/1994 Stopped: CONTIN
FRUSEMIDE (Other drug) Reason: Pulmonary embolism&infarction
Tablet 40.0 Milligram Daily Oral
3atch: Started: L TERM stopped: CONTIN
VENTOLIN (Other drug) Reason: Asthma
Inhalation 8.0 Dose Unspecified Daily Inhalation
3atch: Started: 18/01/1994 Stopped: CONTIN
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 18/02/1994 stopped: 01/03/1994
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
A deliberate overdose cannot be entirely ruled out.
Report Run  24/07/200  10:10Al'  Database: pusime ADRS004 Page 398 of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 92014 Seq: 1 Gender: F
Reported: 05/04/1994 Weight: 63.00
Hospitalisation: Age: 60Y
Onset Date: 01/03/1994 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Detai

Medicine Details:

CLONAZEPAM (Suspected) Reason: Other disturbance of sensation
Oral application 250.0 Microgram Daily Oral
3atch: Started: 25/01/1994 stopped: 01/03/1994

Laboratory Investigations:

Additional Information:
A deliberate overdose cannot be entirely ruled out.
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

3atch:

Started: 16/03/1994

jtopped:  30/03/1994

Report Detail
Case Number: 92018 Seq: 1 Gender: F
Reported: 05/04/1994 Weight: 67.00
Hospitalisation: Age: 49Y
Onset Date: 18/03/1994 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Pruritus
Medicine Details:
PROZAC (Suspected) Reason: Pain
20.0 Milligram Daily

Laboratory Investigations:

Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200 10:10A! Database: pusime ADRS004 Page 400 of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 92070 Seq: 1 Gender: F
Reported: 06/04/1994 Weight:
Hospitalisation: Age: 20Y
Onset Date: 29/03/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Dizziness
Hyperhidrosis
Tremor

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 2.0 Dose Unspecified 1 time Oral
3atch: Started: 28/03/1994 stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient has had no known previous allergies.
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 92081 Seq: 1 Gender: F
Reported: 07/04/1994 Weight: 75.00
Hospitalisation: Age: 36Y
Onset Date: 09/03/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Rash
Pruritus
Urticaria

Rash on forearms, tops of legs & face.

Medicine Details:

Oral application
3atch:

FLUOXETINE HYDROCHLORIDE (Suspected)

Reason: Depression

20.0 Milligram Daily Oral

Started: 04/03/1994

jtopped:  09/03/1994

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

ADMINISTRATION

Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 92084

Seq: 1 Gender: F
Reported: 08/04/1994 Weight: 75.00
Hospitalisation: Age: 35Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hepatic function abnormal
Hot flush
Hyperhidrosis
Medicine Details:
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 03/09/1993 stopped:  07/02/1994
PROTHIADEN (Suspected) Reason: Depression
Capsule 150.0 Milligram Daily Oral
3atch: Started: 03/09/1993 stopped: 07/02/1994
Laboratory Investigations:
Date Type Range Date Tested Result Details
AST = SGOT 31/01/1994 74
AST = SGOT 22/02/1994 | NORMAL
GGT = SGGT = 31/01/1994 72
GGT = SGGT = 22/02/1994 | NORMAL

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 92092 Seq: 1 Gender: F
Reported: 06/04/1994 Weight: 70.00
Hospitalisation: Age: 64Y
Onset Date: 21/03/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Hallucination Severe Visual and auditory hallucinations.

Medicine Details:

TOFRANIL (Other drug) Reason: Depression
75.0 Milligram Daily
3atch: Started: 17/12/1993 stopped:
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 01/02/1994 stopped: 21/03/1994

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200 10:10A! Database: pusime ADRS004 Page 404
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 92174 Seq: 1
Reported: 13/04/1994
Hospitalisation: Admitted to hospital
Onset Date: 05/01/1994
Outcome: Recovered

Reaction Detai

Gender: F
Weight: 61.00
Age: 43Y
DOB:
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Migraine Severe Panadeine forte, morphine.
Medicine Details:

PROZAC (Suspected) Reason: Depression

Capsule 80.0 Milligram Daily Oral

3atch: Started: stopped: 16/01/1994
ZANTAC (Suspected) Reason: Peptic ulcer nos w/o ment perf

Tablet 600.0 Milligram Daily Oral

3atch: Started: stopped: 17/01/1994
RIVOTRIL (Suspected) Reason: Depression

Tablet 3.0 Milligram Daily Oral

3atch: Started: stopped:  14/01/1994
SANDOMIGRAN (Suspected) Reason: Migraine

Tablet 1.0 Milligram Daily Oral

3atch: Started: 04/01/1994 Stopped:  17/01/1994
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 92175 Seq: 1 Gender: F
Reported: 13/04/1994 Weight: 61.00
Hospitalisation: Age: 43Y
Onset Date: 17/01/1994 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Stomatitis

Medicine Details:

MORPHINE NOS (Suspected) Reason:
Injection 2.5 Milligram As necessary Intravenous
3atch: Started: 05/01/1994 stopped:  17/01/1994
PROZAC (Suspected) Reason: Depression
Capsule 80.0 Milligram Daily Oral
3atch: Started: stopped: 16/01/1994
ZANTAC (Suspected) Reason: Peptic ulcer nos w/o ment perf
Tablet 600.0 Milligram Daily Oral
3atch: Started: stopped: 17/01/1994
RIVOTRIL (Suspected) Reason: Depression
Tablet 3.0 Milligram Daily Oral
3atch: Started: Stopped:  14/01/1994
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 92175 Seq: 1 Gender: F
Reported: 13/04/1994 Weight: 61.00
Hospitalisation: Age: 43Y
Onset Date: 17/01/1994 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Detai

Medicine Details:

SANDOMIGRAN (Suspected) Reason: Migraine
Tablet 1.0 Milligram Daily Oral
3atch: Started: 04/01/1994 stopped: 17/01/1994

Laboratory Investigations:

Additional Information:
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 92190 Seq: 1 Gender: F
Reported: 14/04/1994 Weight: 50.00
Hospitalisation: Age: 50Y
Onset Date: 31/03/1994 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Accommodation disorder
Visual disturbance

Difficulty to focus.

Medicine Details:

PROZAC (Suspected) Reason:
20.0 Milligram Daily
3atch: Started: 01/10/1993 stopped:  28/04/1994
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
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 92192 Seq: 1 Gender: F
Reported: 14/04/1994 Weight: 55.00
Hospitalisation: Age: A4
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Diplopia
Flatulence
Purpura

Oedema peripheral

Puffy knees, ankles and feet.

Medicine Details:

ESTRADERM (Suspected) Reason:
100.0 Milligram Weekly
3atch: Started: 01/09/1993 stopped:
PROZAC (Suspected) Reason:
20.0 Milligram Daily
3atch: Started: 01/11/1993 stopped: 28/04/1994
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. 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 92282 Seq: 1 Gender: F
Reported: 20/04/1994 Weight:
Hospitalisation: Age:
Onset Date: 29/03/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Hallucination
Medicine Details:
PROZAC (Suspected) Reason: Depression
Capsule 1.0 Dose Unspecified Daily Oral
3atch: Started: 22/03/1994 Stopped:  29/03/1994

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 92330 Seq: 1 Gender: F
Reported: 26/04/1994 Weight:
Hospitalisation: Age: 48Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hallucination Auditory & visual hallucinations
Confusional state
Delirium Serenace

Medicine Details:

LOSEC (Other drug) Reason:
4.0 Dose Unspecified Daily

3atch: Started: stopped:
PREPULSID (Other drug) Reason:
4.0 Dose Unspecified Daily
3atch: Started: Stopped:
MODURETIC (Other drug) Reason:
1.0 Dose Unspecified Daily
3atch: Started: Stopped:
D-PENAMINE (Other drug) Reason:

4.0 Dose Unspecified Daily
3atch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
History of allergy to anafranil.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 92330
Reported: 26/04/1994
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Recovered

Medicine Details:

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

48Y

BECLOFORTE (Other drug)

3atch:

Reason:
4.0 Dose Unspecified Daily
Started:

Stopped:

PROZAC (Suspected)

3atch:

Reason: Depression
40.0 Milligram

22/11/1993

Daily
Started:

Stopped:

Laboratory Investigations:

Additional Information:
History of allergy to anafranil.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 92372 Seq: 1 Gender: F
Reported: 26/04/1994 Weight: 70.00
Hospitalisation: Age: 56Y
Onset Date: 22/12/1993 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Convulsion
Medicine Details:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Capsule 40.0 Milligram Weekly Oral
3atch: Started: 22/12/1993 stopped:  02/02/1994
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

92450 Seq: 1
27/04/1994

12/04/1994
Not yet recovered

Causality

Gender: M
Weight: 79.00

Age: 47Y
DOB:

: Causality possible

Preferred Term Severity Report Description Treatment
Rash Prickly rash
Eructation Slight belching
Nausea
Medicine Details:
LAMISIL (Suspected) Reason: Dermatophytosis
Tablet 250.0 Milligram Daily Oral
3atch: Started: 08/04/1994 stopped: 13/04/1994
PROZAC (Suspected) Reason: Depression
Tablet 10.0 Milligram Daily Oral
3atch: Started: 17/03/1994 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Previous reactions to ciproxin, noroxin & sulphas.
Report Run  24/07/200 10:10A! Database: pusime ADRS004 Page 414 of 678




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 92667 Seq: 1 Gender: M
Reported: 02/05/1994 Weight: 91.00
Hospitalisation: Age: 25Y
Onset Date: 09/03/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Eosinophilia
Medicine Details:
ROXIAM (Suspected) Reason: Unspecified schizophrenia
Oral application 300.0 Milligram Daily Oral
3atch: Started: 01/01/1994 Stopped: CONTIN
PROZAC (Suspected) Reason: Depression
Capsule 60.0 Milligram Daily Oral
3atch: Started: 28/01/1994 Stopped: CONTIN
CLONAZEPAM (Suspected) Reason: Unspecified schizophrenia
Tablet 4.5 Milligram Daily Oral
3atch: Started: 28/09/1993 Stopped: CONTIN
CARBAMAZEPINE (Suspected) Reason: Unspecified schizophrenia
Oral application 400.0 Milligram Daily Oral
3atch: Started: 09/12/1993 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Eosinophils 10/4/94 eosinophil count was noted to be 16%.

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.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

92667
02/05/1994

Seq: 1

09/03/1994
Not yet recovered

Medicine Details:

Gender: M
Weight: 91.00
Age: 25Y
DOB:
Causality: Causality possible

CHLORPROMAZINE HYDROCHLORIDE (Suspected) Reason: Unspecified schizophrenia

Tablet 500.0 Milligram Daily Oral

3atch: Started: 01/01/1991 stopped: CONTIN
BENZTROPINE MESYLATE (Suspected) Reason: Unspecified psychosis

Oral application 2.0 Milligram Daily Oral

3atch: Started: 01/01/1991 Stopped: CONTIN
SANDOMIGRAN (Suspected) Reason: Migraine

Tablet 2.0 Milligram Daily Oral

3atch: Started: 29/11/1993 Stopped: CONTIN
FLUPENTHIXOL DECANOATE (Suspected) Reason: Unspecified schizophrenia

Injection 75.0 Milligram Daily Intramuscular

3atch: Started: 01/12/1993 Stopped: CONTIN

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.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 92710 Seq: 1 Gender: M
Reported: 03/05/1994 Weight: 64.00
Hospitalisation: Age: 46Y
Onset Date: 23/04/1994 DOB:
Outcome: Recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment

Rash maculo-papular

Rash on face and neck

Medicine Details:

MOGADON (Other drug)

1.0 Dose Unspecified Daily

PROLADONE (Other drug) Reason: Pain
30.0 Milligram Daily
3atch: Started: 01/01/1987 stopped:
Reason: Specific disorders of sleep

3atch: Started: 15/03/1994 Stopped:
PROZAC (Suspected) Reason: Depression
Tablet 40.0 Milligram Daily Oral
3atch: Started: 15/02/1994 stopped: 25/04/1994
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

occurred sometime during the year.

When patient restarted prozac he suffered the same reaction. the dosage start date is not accurate but indicates that start
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 92713 Seq: 1 Gender: M
Reported: 03/05/1994 Weight:
Hospitalisation: Age: 40Y
Onset Date: 20/04/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Urticaria Itchy; blotches varying size.
Medicine Details:
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 20/03/1994 stopped:  25/04/1994
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 92794 Seq: 1 Gender: M
Reported: 06/05/1994 Weight:
Hospitalisation: Age: 84Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Convulsion
Medicine Details:
TRANSIDERM-NITRO (Other drug) Reason: Angina pectoris w/o hyperten
25.0 Milligram Daily
3atch: Started: stopped: CONTIN
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 01/01/1994 stopped: 12/04/1994
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 92796 Seq: 1 Gender: F
Reported: 05/05/1994 Weight:
Hospitalisation: Age: 86Y
Onset Date: 24/02/1994 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyponatraemia
Medicine Details:
RENITEC (Suspected) Reason: Essential benign hypertension
Tablet 10.0 Milligram Daily Oral
3atch: Started: stopped:  17/02/1994
PROZAC (Suspected) Reason: Depression
Tablet 10.0 Milligram Daily Oral
3atch: Started: stopped: 25/02/1994
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 92834 Seq: 1 Gender: F
Reported: 09/05/1994 Weight: 89.00
Hospitalisation: Age: 29Y
Onset Date: 22/03/1994 DOB:
Outcome: Recovered with sequelae Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dysphagia
Paresis

Medicine Details:

PROZAC (Suspected) Reason: Depression
Capsule 60.0 Milligram Daily Oral
3atch: Started: 01/02/1993 stopped: 16/02/1994

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Infant unable to swallow - thought to be neural deficit. low apgar scores. proximal upper limb weakness sustained. three previous
normal infants. 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 92868 Seq: 1 Gender: F
Reported: 09/05/1994 Weight: 51.00
Hospitalisation: Age: 26Y
Onset Date: 13/04/1994 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hepatitis

Medicine Details:

AMOXYCILLIN TRIHYDRATE (Suspected) Reason: Bronchitis,unqualified
1.5 Gram
3atch: Started: 09/04/1994 stopped:  14/04/1994
PROZAC (Suspected) Reason: Depression
Tablet 40.0 Milligram Daily Oral
3atch: Started: 28/12/1993 stopped: 14/04/1994
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason: Specific disorders of sleep
100.0 Milligram Daily
3atch: Started: 28/12/1993 stopped:  14/04/1994
TRIPHASIL (Suspected) Reason: Contraception
1.0 Dose Unspecified Daily
3atch: Started: 18/02/1994 Stopped:  14/04/1994
Laboratory Investigations:
Date Type Range Date Tested Result Details
Biochemistry Alt 4615, ast 4555, amylase 81, alh phos 44, ggt 71.

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 92901 Seq: 1 Gender: M
Reported: 11/05/1994 Weight: 64.00
Hospitalisation: Age: 63Y
Onset Date: 09/04/1994 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Agranulocytosis
Medicine Details:
HYDROCORTISONE (Other drug) Reason:
Ointment 2.0 Dose Unspecified Daily Topical
3atch: Started: stopped:
CELESTONE-M (Other drug) Reason:
Ointment 2.0 Dose Unspecified Daily Topical
3atch: Started: Stopped:
VENTOLIN (Other drug) Reason:
16.0 Dose Unspecified Daily
3atch: Started: Stopped:
ATROVENT (Other drug) Reason:
16.0 Dose Unspecified Daily
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Neutrophils 13/04/1994 30
Neutrophils 14/04/1994 46
Neutrophils 16/04/1994 64
Neutrophils 15/04/1994 57
Neutrophils 21/04/1994 79
Neutrophils 28/04/1994 68
Neutrophils 25/04/1994 86

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 92901 Seq: 1 Gender: M
Reported: 11/05/1994 Weight: 64.00
Hospitalisation: Age: 63Y
Onset Date: 09/04/1994 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Medicine Details:
BECLOFORTE (Other drug) Reason:
4.0 Dose Unspecified Daily
3atch: Started: stopped:
FLUCLOXACILLIN SODIUM (Suspected) Reason:
0.0
3atch: Started: Stopped:
AUGMENTIN (Suspected) Reason:
0.0
3atch: Started: Stopped:
CHLORAMPHENICOL (Suspected) Reason:
0.0
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Neutrophils 20/04/1994 72
Neutrophils 18/04/1994 79
White blood cells 14.0-11.0X1079/L| 13/04/1994 4.7
White blood cells |4.0-11.0X10"9/L| 14/04/1994 9.2
White blood cells |4.0-11.0X10"9/L| 15/04/1994 13.1
White blood cells |4.0-11.0X10%9/L| 16/04/1994 21.0
White blood cells |4.0-11.0X1079/L| 18/04/1994 33.5
Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 92901 Seq: 1 Gender: M
Reported: 11/05/1994 Weight: 64.00
Hospitalisation: Age: 63Y
Onset Date: 09/04/1994 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Detai

Medicine Details:

GENTAMICIN SULPHATE (Suspected) Reason:
0.0
3atch: Started: stopped:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 31/03/1994 stopped:  10/04/1994
Laboratory Investigations:
Date Type Range Date Tested Result Details
White blood cells |4.0-11.0X1079/L| 20/04/1994 23.8
White blood cells [4.0-11.0X1079/L| 21/04/1994 244
White blood cells 4.0-11.0X1079/L| 25/04/1994 18.0
White blood cells |4.0-11.0X1079/L| 28/04/1994 13.8

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 93008 Seq: 1 Gender: M
Reported: 16/05/1994 Weight:
Hospitalisation: Age: 42Y
Onset Date: 03/05/1994 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai

Preferred Term Severity Report Description Treatment

Convulsion Jerking movements of arms and legs

Hyperreflexia

Tremor Valium 10mg nocte

Medicine Details:

PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: stopped: 02/05/1994
PROTHIADEN (Suspected) Reason: Depression

Oral application 25.0 Milligram Daily Oral
3atch: Started: stopped: 02/05/1994

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 93165 Seq: 1 Gender: M
Reported: 23/05/1994 Weight:
Hospitalisation: Age: 61Y
Onset Date: 31/05/1994 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Drug ineffective
Medicine Details:
PROZAC (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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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

93213
26/05/1994

18/05/1994

Seq: 1

Not yet recovered

Gender: M
Weight: 80.00
Age: 47Y

DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Rash
Paraesthesia

Blotchy rash

Prickling all over

Medicine Details:

Tablet
3atch:

GRISEOFULVIN (Suspected)

Reason: Dermatophytosis

330.0 Milligram Daily Oral

Started:

13/05/1994 Stopped:  18/05/1994

Capsule
3atch:

PROZAC (Suspected)

Reason:

20.0 Milligram Daily Oral

Started: 01/03/1994 Stopped: CONTIN

Laboratory Investigations:

Date

Type

Range Date Tested Result Details

Additional Information:
Previous rash on lamisil.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 93215 Seq: 1 Gender: F
Reported: 27/05/1994 Weight: 78.00
Hospitalisation: Age: 48Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment
Arthritis

Medicine Details:
PROZAC (Suspected) Reason: Depression

20.0 Milligram Daily
3atch: Started: 01/11/1993 stopped:  28/12/1993

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Patient recommenced on prozac in april 1994 with arthritis occurring again. sequelae: swelling of joints. 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 93232 Seq: 1 Gender: F
Reported: 30/05/1994 Weight: 60.00
Hospitalisation: Age: 59Y
Onset Date: 22/05/1994 DOB:
Outcome: Unknown Causality: Causality possible

Reaction Detai
Preferred Term Severity Report Description Treatment

Paresis Weak legs
Dizziness

Dry mouth
Hyperhidrosis
Orthostatic hypotension
Tremor

Visual disturbance

Medicine Details:

PREPULSID (Other drug) Reason: Other diseases of esophagus

Tablet 40.0 Milligram Daily Oral

3atch: Started: 01/01/1993 stopped: CONTIN
ZANTAC (Other drug) Reason: Other diseases of esophagus

Tablet 300.0 Milligram Daily Oral

3atch: Started: 01/01/1992 Stopped:
PROZAC (Suspected) Reason:

20.0 Milligram Daily
3atch: Started: 10/05/1994 stopped: 24/05/1994

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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 93239 Seq: 1 Gender: M
Reported: 30/05/1994 Weight: 90.00
Hospitalisation: Age: 47Y
Onset Date: 13/05/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Face oedema
Urticaria Iv hydrocortisone and oral
prednisolone and phenergan.

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 40.0 Milligram Daily Oral
3atch: Started: 14/04/1994 stopped:  16/05/1994
HERBAL MEDICINES (Suspected) Reason:
Capsule 1.0 Dose Unspecified 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Reaction Detai

Case Number: 93639 Seq: 1 Gender: F
Reported: 10/06/1994 Weight:
Hospitalisation: Age: 88Y
Onset Date: 29/04/1994 DOB:
Outcome: Recovered Causality: Causality certain

Preferred Term Severity Report Description Treatment

Hyponatraemia

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason:
20.0 Milligram Alternate days
3atch: Started: 02/12/1993 stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Positive to rechallenge.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 93675 Seq: 1 Gender: M
Reported: 07/06/1994 Weight: 133.00
Hospitalisation: Age: 47Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Diabetes mellitus Blood sugar erratic

Medicine Details:
PROZAC (Suspected) Reason:

0.0
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Insulin couldn't be regulated as blood sugar was erratic. basically high - up and down when patient was withdrawn from prozac
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 93684 Seq: 1 Gender: F
Reported: 06/06/1994 Weight: 50.00
Hospitalisation: Age: 41Y
Onset Date: 31/03/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anorgasmia

Medicine Details:

PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 01/03/1994 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.

Report Run  24/07/200 10:10A! Database: pusime ADRS004 Page 434 of 678



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 93685 Seq: 1 Gender: F
Reported: 06/06/1994 Weight: 53.00
Hospitalisation: Age: 46Y
Onset Date: 31/12/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anorgasmia

Medicine Details:

PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 01/12/1993 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
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 93713 Seq: 1 Gender: F
Reported: 16/06/1994 Weight: 76.00
Hospitalisation: Age: 31Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Epistaxis
Haematuria Required
Specialist
Consultation
Purpura

Medicine Details:

THIOTHIXENE (Other drug) Reason: Depression
Tablet 30.0 Milligram Daily Oral
3atch: Started: 01/08/1991 stopped:

PROZAC (Suspected) Reason: Depression
Tablet 60.0 Milligram Daily Oral
3atch: Started: 17/03/1994 stopped: 08/06/1994

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Severe recurrent depression since 1990, failure to respond to tca's in usual doses. sle, causing arthritis, butterflyrash, diabetes.
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 93732 Seq: 1 Gender: F

Reported: 17/06/1994 Weight: 66.00

Hospitalisation: Age: 50Y
Onset Date: 05/06/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Convulsion 3 x violent twitches.
Dystonia Clenched, tight jaw muscles.
Arrhythmia Irregular cardiac rhythym.
Insomnia No sleep at all (26 + hours)
Angioedema Puffy eyes, mouth, face, tongue.
Rhinitis Runny nose.
Mydriasis
Pharyngitis
Tremor

Medicine Details:

RENITEC (Other drug) Reason: Cardiomyopathy
Tablet 20.0 Milligram Daily Oral
3atch: Started: 01/06/1993 stopped:
TAMBOCOR (Other drug) Reason: Otr&nos disord of heart rhythm
Tablet 300.0 Milligram Daily Oral
3atch: Started: 01/01/1994 Stopped:
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 03/06/1994 stopped: 05/06/1994

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 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

93770
17/06/1994

31/05/1994
Recovered

Gender: F
Weight:

Age:

DOB:

Causality

37Y

: Causality possible

Preferred Term

Severity

Report Description

Treatment

Eosinophilia
Pruritus
Rash morbilliform

Medicine Details:

PANADOL (Suspected)

3atch:

0.0
Started:

Reason:

Stopped:

CODEINE (Suspected)

3atch:

0.0
Started:

Reason:

Stopped:

Capsule
3atch:

FLUOXETINE HYDROCHLORIDE (Suspected)
20.0 Milligram
Started: 01/04/1994

Reason: Depression

Daily Oral

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 93811 Seq: 1 Gender: F
Reported: 20/06/1994 Weight: 67.00
Hospitalisation: Age: 37Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Apathy

Medicine Details:

PROZAC (Suspected) Reason: Depression
Capsule 2.0 Gram Daily Oral
3atch: Started: 01/07/1993 stopped:  28/10/1993

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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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Reported

Report Detail

Case Number: 93828
1 22/06/1994
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Seq: 1

Not yet recovered

Gender: F
Weight: 50.00
Age: 35Y

DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Agitation
Anxiety

Tremor

Drug ineffective

Suicide attempt

Suicidal ideation

Medicine Details:

Capsule
3atch:

PROZAC (Suspected)

Started:

Reason: Depression

20.0 Milligram Daily Oral
11/06/1994 stopped:  18/06/1994

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

93840
22/06/1994

16/06/1994
Not yet recovered

Gender:

Weight
Age

M
: 90.00
1 41Y

DOB:

Causality

: Causality possible

Preferred Term Severity Report Description Treatment
Hepatic function abnormal
Nausea
Medicine Details:
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 02/06/1994 stopped: 17/06/1994
ISOPTIN SR (Suspected) Reason: Essential benign hypertension
Tablet 240.0 Milligram Daily Oral
3atch: Started: 16/02/1994 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
ALT = SGPT 06/05/1994 76
ALT = SGPT 16/06/1994 546
AST = SGOT 06/05/1994 33
AST = SGOT 16/06/1994 148
Albumin 06/05/1994 41
Albumin 16/06/1994 46
Bilirubin 06/05/1994 8
Additional Information:
Chronic hep ¢
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

93840
22/06/1994

16/06/1994

Not yet recovered

Medicine Details:

Gender: M
Weight: 90.00
Age: 41Y

DOB:

Causality: Causality possible

PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 02/06/1994 stopped:  17/06/1994
ISOPTIN SR (Suspected) Reason: Essential benign hypertension
Tablet 240.0 Milligram Daily Oral
3atch: Started: 16/02/1994 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Bilirubin 16/06/1994 16
GGT =SGGT = 06/05/1994 45
GGT =SGGT = 16/06/1994 141
SAP = ALP 06/05/1994 101
SAP = ALP 16/06/1994 98

Chronic hep ¢

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 93855 Seq: 1 Gender: F
Reported: 23/06/1994 Weight: 80.00
Hospitalisation: Age: 35Y
Onset Date: 28/05/1994 DOB:
Outcome: Not yet recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment
Amenorrhoea
Breast pain
Galactorrhoea
Nausea Reduced dosage of prozac
initialy to alt days
Somatoform disorder pregnancy

Medicine Details:

XANAX (Other drug) Reason: Anxiety neurosis
0.5 Milligram Daily
3atch: Started: 01/01/1991 stopped: CONTIN
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 01/11/1993 stopped:  30/06/1994

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Nausea occurred after each dose of prozac. the dosage start date is not necessarily accurate but indicates that start occurred
sometime during the month. the dosage start date is not accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 93903 Seq: 1 Gender: F
Reported: 24/06/1994 Weight:
Hospitalisation: Age: 50Y
Onset Date: 01/12/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Convulsion

Medicine Details:

TRYPTANOL (Other drug) Reason: Depression
50.0 Milligram Daily
3atch: Started: stopped: CONTIN
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 30/11/1993 stopped:  03/12/1993

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Reaction Detai

Case Number: 93938 Seq: 1 Gender: F
Reported: 24/06/1994 Weight:
Hospitalisation: Age: 67Y
Onset Date: 02/12/1993 DOB:
Outcome: Recovered Causality: Causality possible

Preferred Term Severity Report Description Treatment

Hyponatraemia

Medicine Details:

VENTOLIN (Other drug) Reason: Asthma
0.0 As necessary
3atch: Started: stopped:
ATROVENT (Other drug) Reason: Asthma
0.0 As necessary
3atch: Started: Stopped:
BECLOFORTE (Other drug) Reason: Asthma
Inhalation 6.0 Dose Unspecified Daily Inhalation
3atch: Started: Stopped: CONTIN
SLOW-K (Other drug) Reason: Essential benign hypertension
Tablet 1.2 Gram Daily Oral
3atch: Started: Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Potassium Potassium 3.1
Sodium Sodium 118.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 93938 Seq: 1 Gender: F
Reported: 24/06/1994 Weight:
Hospitalisation: Age: 67Y
Onset Date: 02/12/1993 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Detai

Medicine Details:

PREMARIN (Other drug) Reason: Othr&unspec metabolic diseases
Tablet 300.0 Microgram Daily Oral
3atch: Started: stopped: CONTIN
CHLOROTHIAZIDE (Suspected) Reason:
0.0
3atch: Started: Stopped:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason:
0.0
3atch: Started: Stopped: 1w
TOLVON (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 02/12/1993 Stopped:  03/12/1993

Laboratory Investigations:

Additional Information:
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 93938 Seq: 1 Gender: F
Reported: 24/06/1994 Weight:
Hospitalisation: Age: 67Y
Onset Date: 02/12/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Medicine Details:
CHLOTRIDE (Suspected) Reason: Essential benign hypertension
Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: stopped:

Additional Information:

Laboratory Investigations:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 93949 Seq: 1 Gender: M
Reported: 27/06/1994 Weight: 90.00
Hospitalisation: Age: 78Y
Onset Date: 31/05/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Coordination abnormal

Medicine Details:

AMIODARONE HYDROCHLORIDE (Other drug) Reason:
Tablet 50.0 Milligram Daily Oral
3atch: Started: L TERM stopped:
ASPIRIN (Other drug) Reason:
0.5 Milligram Daily
3atch: Started: L TERM Stopped:
DIGOXIN (Other drug) Reason:
3.0 Dose Unspecified Daily
3atch: Started: L TERM Stopped:
AGON (Other drug) Reason:
10.0 Milligram Daily
3atch: Started: 01/01/1994 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 93949 Seq: 1 Gender: M
Reported: 27/06/1994 Weight: 90.00
Hospitalisation: Age: 78Y
Onset Date: 31/05/1994 DOB:
Outcome: Recovered Causality: Causality probable

Reaction Detai

Medicine Details:

CAPOTEN (Other drug) Reason:
100.0 Milligram Daily
3atch: Started: L TERM stopped:
LASIX (Other drug) Reason:
40.0 Milligram Daily
3atch: Started: Stopped:
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 17/05/1994 stopped: 07/06/1994

Laboratory Investigations:

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

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 94003 Seq: 1 Gender: F
Reported: 29/06/1994 Weight:
Hospitalisation: Age: 84Y
Onset Date: 10/06/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Fatigue
Hot flush
Hyponatraemia
Inappropriate antidiuretic hormon Fluid restriction
Malaise
Medicine Details:
LANOXIN (Other drug) Reason: Otr&nos disord of heart rhythm
Oral application 250.0 Microgram Daily Oral
3atch: Started: L TERM stopped: CONTIN
ZANTAC (Other drug) Reason: Peptic ulcer nos w/o ment perf
Tablet 300.0 Milligram Daily Oral
3atch: Started: L TERM stopped: CONTIN
INDERAL (Other drug) Reason:
Tablet 40.0 Milligram Daily Oral
3atch: Started: L TERM Stopped:
DERALIN (Other drug) Reason:
Tablet 40.0 Milligram Daily Oral
3atch: Started: L TERM Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Serum osmolality 275-295 10/06/1994 -
Serum osmolality 275-295 14/06/1994 252
Serum osmolality 275-295 16/06/1994 248
Serum osmolality 275-295 17/06/1994 256
Serum osmolality 275-295 22/06/1994 273
Serum osmolality 275-295 21/06/1994 -
Serum osmolality 275-295 20/06/1994 -

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 94003 Seq: 1 Gender: F
Reported: 29/06/1994 Weight:
Hospitalisation: Age: 84Y
Onset Date: 10/06/1994 DOB:
Outcome: Recovered Causality: Causality probable

Reaction Detai

Medicine Details:

PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 01/05/1994 stopped:  15/06/1994

Laboratory Investigations:

Date Type Range Date Tested Result Details

Serum osmolality 275-295 18/06/1994 -

Sodium 137-146 10/06/1994 131
Sodium 137-146 14/06/1994 123
Sodium 137-146 16/06/1994 119
Sodium 137-146 17/06/1994 123
Sodium 137-146 18/06/1994 127
Sodium 137-146 20/06/1994 127

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 94003 Seq: 1 Gender: F
Reported: 29/06/1994 Weight:
Hospitalisation: Age: 84Y
Onset Date: 10/06/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Medicine Details:
LANOXIN (Other drug) Reason: Otr&nos disord of heart rhythm
Oral application 250.0 Microgram Daily Oral
3atch: Started: L TERM stopped: CONTIN
ZANTAC (Other drug) Reason: Peptic ulcer nos w/o ment perf
Tablet 300.0 Milligram Daily Oral
3atch: Started: L TERM stopped: CONTIN
INDERAL (Other drug) Reason:
Tablet 40.0 Milligram Daily Oral
3atch: Started: L TERM Stopped:
DERALIN (Other drug) Reason:
Tablet 40.0 Milligram Daily Oral
3atch: Started: L TERM Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Sodium 137-146 21/06/1994 133
Sodium 137-146 22/06/1994 133

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 GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

94003
29/06/1994

10/06/1994
Recovered

Medicine Details:

Seq: 1 Gender: F
Weight:
Age: 84Y
DOB:
Causality: Causality probable

Capsule
3atch:

PROZAC (Suspected)

Reason: Depression
20.0 Milligram Daily Oral
Started: 01/05/1994 stopped:  15/06/1994

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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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

THERAPEUTIC 600DS

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Reaction Detai

Case Number: 94041 Seq: 1 Gender: F
Reported: 28/06/1994 Weight: 50.00
Hospitalisation: Admitted to hospital Age: 79Y
Onset Date: 31/05/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible

Preferred Term Severity Report Description Treatment

Drug ineffective

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 40.0 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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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

THERAPEUTIC 600DS

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 94064 Seq: 1 Gender: F

Reported: 30/06/1994 Weight: 60.00

Hospitalisation: Age: 34Y
Onset Date: 20/06/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Hair texture abnormal Hair failed to take perming solution.

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: 03/06/1994 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

M
: 60.00
32Y

Case Number: 94164 Seq: 1 Gender:
Reported: 01/07/1994 Weight
Hospitalisation: Admitted to hospital Age:
Onset Date: 11/04/1994 DOB:
Outcome: Not yet recovered Causality

: Causality possible

Reaction Detai

Preferred Term Severity

Report Description

Treatment

Thrombocytopenia

Intragram infusion for 5 days.

Medicine Details:

ZALCITABINE (Suspected) Reason: Hiv infection
6.0 Dose Unspecified Daily
3atch: Started: 29/10/1992 stopped: CONTIN
ZIDOVUDINE (Suspected) Reason: Hiv infection
600.0 Milligram Daily
3atch: Started: 15/07/1990 Stopped: CONTIN
ACICLOVIR (Suspected) Reason:
600.0 Milligram Daily
3atch: Started: 15/10/1991 Stopped: CONTIN
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 24/03/1994 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Platelets 11/04/1994 34
Platelets 15/04/1994 69
Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

94164 Seq: 1
01/07/1994

Admitted to hospital
11/04/1994

Not yet recovered

Medicine Details:

Gender:

Weight

Age:

M
: 60.00
32Y

DOB:

Causality

: Causality possible

DIAZEPAM (Suspected) Reason: Depression
2.5 Milligram Daily
3atch: Started: 20/01/1994 stopped: CONTIN
TEMAZEPAM (Suspected) Reason: Specific disorders of sleep
10.0 Milligram Daily
3atch: Started: 11/04/1994 Stopped: CONTIN
Laboratory Investigations:
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 94192 Seq: 1 Gender: F
Reported: 04/07/1994 Weight: 60.00
Hospitalisation: Age: 37Y
Onset Date: 16/06/1994 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anxiety

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason:
20.0 Milligram Daily
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 94209 Seq: 1 Gender: F
Reported: 05/07/1994 Weight: 73.00
Hospitalisation: Age: 78Y
Onset Date: 25/03/1994 DOB:
Outcome: Recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment
Application site reaction
Purpura
Medicine Details:
BETALOC (Other drug) Reason: Angina pectoris w/o hyperten
Tablet 75.0 Milligram Daily Oral
3atch: Started: 22/03/1994 stopped: 23/06/1994
ADALAT (Other drug) Reason: Essential benign hypertension
40.0 Milligram Daily
3atch: Started: L TERM Stopped:
IMDUR (Other drug) Reason: Angina pectoris w/o hyperten
Tablet, modified release 60.0 Milligram Daily Oral
3atch: Started: 02/03/1994 stopped: 23/06/1994
ZANTAC (Other drug) Reason: Ulcer of stomach w/o ment perf
Tablet 300.0 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

94209
05/07/1994

25/03/1994
Recovered

Medicine Details:

Causality

Gender: F

Weight: 73.00

Age:
DOB:

78Y

: Causality certain

Report Run

OROXINE (Other drug) Reason: Myxedema
100.0 Microgram Daily
3atch: Started: stopped:
TRANSIDERM-NITRO (Suspected) Reason: Angina pectoris w/o hyperten
50.0 Milligram Daily
3atch: Started: 23/03/1994 stopped: 04/05/1994
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 02/03/1994 Stopped:
Laboratory Investigations:
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 94230 Seq: 1 Gender: M
Reported: 06/07/1994 Weight: 100.00
Hospitalisation: Age: 50Y
Onset Date: 25/06/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Generalised oedema
Malaise
Myalgia
Pruritus Antihistamines.
Pyrexia
Rash
Urticaria

Weight increased

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 01/06/1994 stopped: 25/06/1994

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report

Detail

Case Number: 94363
Reported: 12/07/1994
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Seq: 1

Causality

Gender: M
Weight:

Age: 52Y
DOB:

: Causality certain

Preferred Term

Severity

Report Description

Treatment

Hypertension

Bp 170/105

Medicine Details:

PROZAC (Suspected)
Capsule
3atch:

Started:

Reason: Depression

20.0 Milligram Daily

24/05/1994 jtopped:

Oral
28/06/1994

Laboratory Investigations:

Date

Type

Range Date Tested Result

Details

Additional Information:
When patient restarted on prozac blood pressure went up to 170/105 again.
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

94418 Seq: 1
15/07/1994

10/07/1994
Not yet recovered

Gender: F
Weight: 50.00
Age: 52Y

DOB:

Causality: Causality possible

Preferred Term Severity

Report Description Treatment

Headache
Vomiting

Medicine Details:

3atch:

MOGADON (Suspected)

0.0
Started:

Reason: Nervousness

Stopped:

3atch:

PANADOL (Suspected)

Reason: Nervousness

2.0 Dose Unspecified As necessary

Started:

Stopped:

3atch:

PROZAC (Suspected)

Reason:

2.0 Dose Unspecified Daily

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 94564 Seq: 1 Gender: F
Reported: 27/07/1994 Weight:
Hospitalisation: Age: 85Y

Onset Date: 30/05/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyponatraemia
Medicine Details:
COLOXYL WITH SENNA (Other drug) Reason: Constipation
2.0 Dose Unspecified As necessary
3atch: Started: stopped:
DYAZIDE (Other drug) Reason:
1.0 Dose Unspecified Daily
3atch: Started: Stopped:
TEMAZEPAM (Other drug) Reason: Specific disorders of sleep
10.0 Milligram Daily
3atch: Started: Stopped:
PANADOL (Other drug) Reason: Pain
4.0 Gram Daily
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Chloride MMOL/L 20/04/1994 87
Chloride MMOL/L 30/05/1994 80
Chloride MMOL/L 31/05/1994 81
Chloride MMOL/L 17/06/1994 89
Chloride MMOL/L 08/06/1994 86
Sodium MMOL/L 20/04/1994 127
Sodium MMOL/L 30/05/1994 119
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Reported: 27/07/1994
Hospitalisation:

Onset Date: 30/05/1994

Outcome: Recovered

Reaction Detai

Medicine Details:

Case Number: 94564 Seq: 1

Gender: F

Weight:
Age: 85Y
DOB:

Causality: Causality probable

FYBOGEL (Other drug) Reason: Constipation
4.0 Dose Unspecified Daily
3atch: Started: 10/05/1994 stopped:
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 16/05/1994 stopped: 02/06/1994

Laboratory Investigations:

Date Type Range Date Tested Result Details
Sodium MMOL/L 31/05/1994 117
Sodium MMOL/L 08/06/1994 125
Sodium MMOL/L 17/06/1994 130

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

94576
27/07/1994

16/06/1994
Recovered

Seq: 1

Gender: M
Weight: 72.00
Age: 72Y
DOB:
Causality: Causality certain

Preferred Term

Severity

Report Description

Treatment

Abdominal pain
Nausea

Medicine Details:

MOGADON (Other drug)
Tablet
3atch:

2.5 Milligram
Started:

Reason:
As necessary

stopped

Oral

RIVOTRIL (Other drug)

3atch:

0.5 Milligram

Started: 16/06/1994

Reason:

As necessary

Stopped:

Anxiety neurosis

23/06/1994

PROZAC (Suspected)

3atch:

20.0 Milligram

Started: 16/06/1994

Reason: Depression

Daily

Stopped:

20/06/1994

Laboratory Investigations:

Date Type

Range Date Tested

Result

Details

Additional Information:
Patient restarted prozac only on 15/07/94 and same reaction recurred.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 94577 Seq: 1 Gender: F
Reported: 27/07/1994 Weight: 63.00
Hospitalisation: Age: 39Y
Onset Date: 08/05/1994 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Agitation
Hyperkinesia
Suicide attempt

Valium 30-50mg.

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 05/04/1994 stopped:
PROZAC (Suspected) Reason: Depression
Tablet 40.0 Milligram Daily Oral
3atch: Started: 09/04/1994 Stopped:
PROZAC (Suspected) Reason: Depression
Tablet 60.0 Milligram Daily Oral
3atch: Started: 05/05/1994 stopped:  10/06/1994
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:11Al)  Database: pusime ADRS004 Page 467 of 678




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

94708
29/07/1994

18/07/1994
Not yet recovered

Gender: F
Weight: 62.00
Age: 36Y

DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Rash Rash on palms/hands & soles of feet
Pruritus Teldane.
Medicine Details:
PARACETAMOL (Suspected) Reason:
0.0
3atch: Started: stopped:
CECLOR (Suspected) Reason: Ac upr resp inf,mult,unsp stes
Capsule 750.0 Milligram Daily Oral
3atch: Started: 07/07/1994 stopped: 12/07/1994
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 01/01/1992 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Alergy to penicillin. 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 94763
Reported: 01/08/1994
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Recovered

Gender: F
Weight:
Age:
DOB:

40Y

Causality: Causality probable

Preferred Term

Severity

Report Description

Treatment

Dysgeusia

Pruritus

Rash

Rash erythematous
Somnolence

Medicine Details:

VALIUM (Other drug)

3atch:

0.0
Started:

Reason:

As necessary

Stopped:

VENTOLIN (Other drug)
Inhalation
3atch:

0.0
Started:

Reason:

As necessary

Inhalation

Stopped:

BECOTIDE (Other drug)
Inhalation
3atch:

0.0
Started:

Reason:

As necessary

Inhalation

Stopped:

PROZAC (Suspected)
Tablet
3atch:

20.0 Milligram

Started: 30/05/1994

Reason: Depression

Daily

Stopped:

Oral
05/06/1994

Laboratory Investigations:

Date Type

Range

Date Tested

Result

Details

Additional Information:
Reaction occurred within one week of commencing prozac.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 94790 Seq: 1 Gender:
Reported: 03/08/1994 Weight:
Hospitalisation: Age:
Onset Date: 31/03/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hair texture abnormal Hair lifeless
Alopecia
Medicine Details:
ASPIRIN (Suspected) Reason:
0.0
3atch: Started: stopped:
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 01/11/1993 stopped: 28/03/1994
PROTHIADEN (Suspected) Reason: Depression
25.0 Milligram Daily
3atch: started: 01/01/1991 Stopped:
ZOCOR (Suspected) Reason: Othr&unspec metabolic diseases
Tablet 10.0 Milligram Daily Oral
3atch: Started: 01/09/1993 Stopped: 28/03/1994
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. the dosage start date is not accurate but indicates that

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

durina the month.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 94790
Reported: 03/08/1994
Hospitalisation:
Onset Date: 31/03/1994
Outcome:

Reaction Detai

Medicine Details:

Not yet recovered

Gender: F

Weight:
Age: 62Y
DOB:

Causality: Causality possible

PROVERA (Suspected) Reason: Menopausal symptoms
Tablet 5.0 Milligram Daily Oral
3atch: Started:

OGEN (Suspected) Reason: Menopausal symptoms
Tablet 937.0 Microgram Daily Oral
3atch: Started:

CALCIUM CARBONATE (Suspected) Reason: Menopausal symptoms
Oral application 600.0 Milligram Daily Oral
3atch: Started:

Laboratory Investigations:

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

durina the month.

Report Run  24/07/200 10:11A!

Database: pusime

ADRS004

Page 471 of 678




THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 94848 Seq: 1
Reported: 05/08/1994
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: F
Weight: 84.00
Age: 49Y
DOB:
Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Osteoporosis

Medicine Details:

PROZAC (Suspected) Reason: Depression
Capsule 80.0 Milligram Daily Oral
3atch: Started: 03/01/1991 stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Radiololgy Dexa measurements of proximal femur bone density was more
tham 2 standard deviations below the normal mean matched for

Additional Information:

Report Run  24/07/200 10:11A! Database: pusime ADRS004
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

days sweats ceased and blood

Case Number: 94853 Seq: 1 Gender: F
Reported: 05/08/1994 Weight: 46.00
Hospitalisation: Age: 35Y
Onset Date: 14/05/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyperhidrosis
Leukocytosis
Medicine Details:
NORDETTE 28 (Other drug) Reason: Contraception
1.0 Dose Unspecified Daily
3atch: Started: 23/03/1994 stopped: CONTIN
PROZAC (Suspected) Reason: Depression
40.0 Milligram Daily
3atch: Started: 18/04/1994 stopped: 13/07/1994
Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data She had an associated neutrophilia. on ceasing prozac within 3

returned to normal in 3 weeks.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 94882 Seq: 1 Gender: F
Reported: 08/08/1994 Weight: 70.00
Hospitalisation: Age: 68Y
Onset Date: 19/04/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Hepatic function abnormal
Medicine Details:
DOLOBID (Other drug) Reason: Pain
Tablet 2.0 Dose Unspecified As necessary Oral
3atch: Started: L TERM stopped:
RIVOTRIL (Other drug) Reason: Anxiety neurosis
Oral application 3.0 Milligram Daily Oral
3atch: Started: L TERM Stopped:
ZANTAC (Other drug) Reason: Umb hern of abd cav w obstruct
Tablet 300.0 Milligram Daily Oral
3atch: Started: L TERM Stopped:
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 01/11/1992 Stopped: 27/04/1994
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 94892 Seq: 1 Gender: M
Reported: 04/08/1994 Weight:
Hospitalisation: Age: 78Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dyspepsia
Medicine Details:
PROZAC (Suspected) Reason:
0.0
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:11Al)  Database: pusime ADRS004 Page 475 of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 94932 Seq: 1 Gender: F

Reported: 08/08/1994 Weight: 61.00

Hospitalisation: Age: 61Y
Onset Date: 31/05/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Aggression Theatened her son with a knife
Crying

Medicine Details:

COLOXYL WITH SENNA (Other drug) Reason: Constipation
1.0 Dose Unspecified As necessary
3atch: Started: L TERM stopped: CONTIN
MORPHINE SULPHATE (Other drug) Reason: Pain
Tablet 225.0 Milligram Daily Oral
3atch: Started: 01/01/1993 Stopped: CONTIN
PARACETAMOL (Other drug) Reason: Pain
Tablet 5.0 Gram Daily Oral
3atch: Started: 11/03/1994 Stopped: CONTIN
FLUNITRAZEPAM (Other drug) Reason: Specific disorders of sleep
4.0 Milligram Daily
3atch: Started: 11/03/1993 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Patient had been taking prozac 20mg from 15/10/93. when the dose was increased to 40mg in may 94, the reaction occured. -
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

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

94932
08/08/1994

31/05/1994
Recovered

Medicine Details:

Seq:

Gender: F
Weight: 61.00
Age: 61Y
DOB:
Causality: Causality probable

AGAROL (Other drug)

3atch:

Reason:
30.0 Millilitre
Started:

Daily
L TERM

Stopped:

Constipation

CONTIN

PROZAC (Suspected)
Tablet
3atch:

Reason: Depression

40.0 Milligram Daily

Started: 01/05/1994

Stopped:

Oral
3D

Laboratory Investigations:

Additional Information:

Patient had been taking prozac 20mg from 15/10/93. when the dose was increased to 40mg in may 94, the reaction occured. -
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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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

94965
10/08/1994

30/07/1994
Recovered

Seq:

Gender: F
Weight: 55.00
Age: 45Y

DOB:

Causality: Causality certain

Preferred Term

Severity

Report Description

Treatment

Nausea
VVomiting

Severe
Severe

Medicine Details:

Capsule
3atch:

PROZAC (Suspected)

20.0 Milligram
Started: 30/07/1994

Reason:

Daily

Stopped:

Depression

Oral
30/07/1994

Laboratory Investigations:

Date

Type

Range

Date Tested

Result

Details

Additional Information:
Similar reaction to single dose 2 weeks earlier.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 94980 Seq: 1 Gender: F
Reported: 15/08/1994 Weight: 55.00
Hospitalisation: Age: 63Y
Onset Date: 26/07/1994 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Aggression Overwhelming feeling of rage.
Medicine Details:
PROZAC (Other drug) Reason: Depression
20.0 Milligram Daily
3atch: Started: 01/01/1991 stopped:
PROZAC (Suspected) Reason: Depression
40.0 Milligram Daily
3atch: Started: 22/07/1994 stopped: 26/07/1994
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Allergic to morphine. 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 95002 Seq: 1 Gender: F
Reported: 12/08/1994 Weight: 47.00
Hospitalisation: Age: 19Y
Onset Date: 06/08/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hypertonia Jaw pain and spasm. Cogentin
Anorexia
Dysarthria
Dysphagia
Euphoric mood
Hyperkinesia
Tremor

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 16/07/1994 stopped: 06/08/1994

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 95012 Seq: 1 Gender: F
Reported: 15/08/1994 Weight: 69.00
Hospitalisation: Age: 64Y
Onset Date: 05/08/1994 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hallucination Auditory hallucinations

Medicine Details:

DONNATAB (Other drug) Reason:
Tablet 6.0 Dose Unspecified Daily Oral
3atch: Started: stopped:
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 28/06/1994 stopped: 09/08/1994

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Previous hallucinations with tofranil and prozac.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 95032 Seq: 1 Gender: F
Reported: 15/08/1994 Weight: 72.00
Hospitalisation: Age: 36Y
Onset Date: 17/06/1994 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Confusional state
Coordination abnormal
Drug level increased
Somnolence
Medicine Details:
FLUOXETINE HYDROCHLORIDE (Interaction) Reason:
Capsule 40.0 Milligram Daily Oral
3atch: Started: 04/06/1994 Stopped: CONTIN
PHENYTOIN SODIUM (Interaction) Reason:
Oral application 400.0 Milligram Daily Oral
3atch: Started: 06/06/1994 stopped: 20/06/1994
CLONAZEPAM (Other drug) Reason:
Oral application 1.0 Milligram As necessary Oral
3atch: Started: 04/06/1994 stopped:  12/06/1994
PANADOL (Other drug) Reason:
Oral application 2.0 Dose Unspecified Daily Oral
3atch: Started: 04/06/1994 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Serum drug level 17/06/1994 38 Phenytoin level
Serum drug level 25/07/1994 5.6 Phenytoin level
Serum drug level 02/08/1994 10.3 Phenytoin level

Additional Information:

Phenytoin restarted 1/7/94 at 50 mg bd, dose increased to 100 mg bd 27/7/94.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

95186
19/08/1994
Admitted to hospital
08/08/1994

Not yet recovered

Seq: 1

Gender: M

Weight: 77.00

Age:
DOB:

63Y

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Pneumonia

Medicine Details:

Tablet
3atch:

FINASTERIDE (Suspected)

5.0 Milligram

Started: 27/07/1994

Reason:

Daily

Stopped:

Hyperplasia of prostate

Oral

CONTIN

Capsule
3atch:

ZIDOVUDINE (Suspected)

500.0 Milligram
Started: 04/09/1989

Reason:

Daily

Stopped:

Hiv infection

Oral

CONTIN

Capsule
3atch:

FLUCONAZOLE (Suspected)

100.0 Milligram
Started: 19/08/1992

Reason:

Daily

Stopped:

Moniliasis

Oral

CONTIN

Tablet
3atch:

ACICLOVIR (Suspected)

600.0 Milligram
Started: 08/08/1991

Reason:

Daily

Stopped:

Herpes simplex

Oral

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

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

95186
19/08/1994
Admitted to hospital
08/08/1994

Not yet recovered

Seq: 1

Medicine Details:

Causality

Gender: M
Weight: 77.00

Age: 63Y

DOB:

: Causality possible

PROZAC (Suspected) Reason: Depression

Capsule 2.0 Milligram Daily Oral

3atch: Started: 10/05/1993 stopped: CONTIN
BACTRIM DS (Suspected) Reason:

2.0 Dose Unspecified Daily

3atch: Started: 01/04/1993 Stopped: CONTIN
LOPERAMIDE HYDROCHLORIDE (Suspected) Reason: Diarrhea

Capsule 4.0 Milligram Daily Oral

3atch: Started: 02/03/1994 Stopped: CONTIN

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 95216 Seq: 1 Gender: F
Reported: 22/08/1994 Weight: 51.00
Hospitalisation: Age: 53Y
Onset Date: 10/07/1994 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Crying
Nervousness
Suicide attempt
Medicine Details:
MURELAX (Suspected) Reason: Disturbance of sleep
1.0 Dose Unspecified Daily
3atch: Started: 31/05/1994 stopped:  25/07/1994
PROZAC (Suspected) Reason: Anxiety neurosis
20.0 Milligram Daily
3atch: Started: 29/06/1994 stopped: 26/07/1994
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 95339 Seq: 1
Reported: 24/08/1994
Hospitalisation:
Onset Date: 20/07/1994
Outcome: Recovered

Reaction Detai

Gender: F
Weight: 55.00
Age: 54Y

DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Headache
Influenza like illness
Nausea
Vertigo
Medicine Details:
ALPRAZOLAM (Other drug) Reason: Specific disorders of sleep
250.0 Microgram Daily
3atch: Started: stopped: CONTIN
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 11/04/1994 stopped: 02/08/1994
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:11Al)  Database: pusime ADRS004 Page 486 of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 95340 Seq: 1 Gender: F
Reported: 24/08/1994 Weight: 55.00
Hospitalisation: Age: 54Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Headache
Influenza like illness
Nausea
Vertigo

Medicine Details:

STEMETIL (Interaction) Reason:
0.0
3atch: Started: stopped:
FLUOXETINE HYDROCHLORIDE (Interaction) Reason: Depression
20.0 Milligram Daily
3atch: Started: 11/04/1994 stopped: 02/08/1994
ALPRAZOLAM (Other drug) Reason: Specific disorders of sleep
250.0 Microgram Daily
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 95367 Seq: 1 Gender: F
Reported: 29/08/1994 Weight: 70.00
Hospitalisation: Admitted to hospital Age: 32Y
Onset Date: 06/08/1994 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Menorrhagia Norethisterone

Medicine Details:

PROZAC (Suspected) Reason: Depression
2.0 Milligram Daily
3atch: Started: 01/01/1994 stopped: 28/07/1994

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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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 95411 Seq: 1 Gender: F
Reported: 29/08/1994 Weight: 80.00
Hospitalisation: Age:
Onset Date: 24/06/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Asthenia Lost use of limbs
Oedema peripheral Swelled limbs
Pain
Urticaria
Medicine Details:
PROZAC (Suspected) Reason: Phobic neurosis
Capsule 20.0 Milligram Daily Oral
3atch: Started: 03/06/1994 stopped:  01/07/1994
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 95420 Seq: 1 Gender: M
Reported: 26/08/1994 Weight: 120.00
Hospitalisation: Age: 47Y
Onset Date: 08/08/1994 DOB:
Outcome: Recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment
Abdominal pain
Diarrhoea Antidiarrhocals
Diverticulitis
Medicine Details:
NORVASC (Other drug) Reason: Essential benign hypertension
5.0 Milligram Daily
3atch: Started: 15/07/1994 stopped:
AMITRIPTYLINE HYDROCHLORIDE (Other drug) Reason: Migraine
50.0 Milligram Daily
3atch: Started: 01/07/1993 Stopped:
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 27/07/1994 stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Abdominal pain within 1 hour of prozac, eased to some extent by antacids (not food). recurs after each dose, longer each day.
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 95631 Seq: 1 Gender: F
Reported: 02/09/1994 Weight: 0.00
Hospitalisation: Age: 77
Onset Date: DOB: 17/10/1916
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyponatraemia
Inappropriate antidiuretic hormon
Medicine Details:
ZANTAC (Other drug) Reason:
Tablet 300.0 Milligram Daily Oral
3atch: Started: stopped:
HEPARIN SODIUM (Other drug) Reason:
Injection 1.0 Thousand Internal Daily Subcutaneous
3atch: Started: Stopped:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 01/05/1994 stopped: 01/08/1994
Laboratory Investigations:
Date Type Range Date Tested Result Details
16/12/2002 [Sodium 13/08/2003 127
16/12/2002 [Sodium 13/08/2003 128
16/12/2002 [Sodium 13/08/2003 131
16/12/2002 [Sodium 13/08/2003 119
16/12/2002 [Sodium 13/08/2003 119

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 95642 Seq: 1 Gender: F
Reported: 02/09/1994 Weight:
Hospitalisation: Age: 47Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Vulval disorder

Medicine Details:

AROPAX (Suspected) Reason: Depression

Tablet 40.0 Milligram Daily Oral

3atch: Started: 17/06/1994 stopped: CONTIN
PROZAC (Suspected) Reason: Depression

Tablet 40.0 Milligram Daily Oral

3atch: Started: 28/02/1994 stopped: 15/05/1994

Laboratory Investigations:

Date Type Range Date Tested Result Details

Other data Reduction in size of clitoris.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 95669 Seq: 1 Gender: F
Reported: 05/09/1994 Weight: 47.00
Hospitalisation: Age: 47Y
Onset Date: 17/08/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Pruritus
Medicine Details:
VITAMIN PREPARATION COMPOUND (Other drug) Reason:
0.0
3atch: Started: stopped:
ESTRADERM (Other drug) Reason: Menopausal symptoms
25.0 Milligram Daily
3atch: Started: Stopped:
MURELAX (Other drug) Reason:
30.0 Milligram Daily
3atch: Started: Stopped:
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 09/08/1994 Stopped: 24/08/1994
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 95695 Seq: 1 Gender: F
Reported: 06/09/1994 Weight: 87.00
Hospitalisation: Age: 58Y
Onset Date: 15/08/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Rash maculo-papular Rash on limbs and face
Pruritus

Medicine Details:

MODURETIC (Other drug) Reason: Retention of urine
1.0 Dose Unspecified Daily
3atch: Started: 01/01/1989 stopped: CONTIN
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Anxiety neurosis
Oral application 20.0 Milligram Daily Oral
3atch: Started: 12/08/1994 stopped: 24/08/1994

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

95761
08/09/1994

22/07/1994
Recovered

Seq: 1

Gender: F
Weight: 100.00

Age: 47Y

DOB:

Causality: Causality probable

Preferred Term

Severity Report Description

Treatment

Skin discolouration
Skin hypertrophy
Gravitational oedema
Hypertension

Darkening of skin.
Thickening/dryness/roughness of skin.

Medicine Details:

VALIUM (Other drug)
Tablet
3atch:

Reason:
0.0

12/07/1994 jtopped:

Started:

Anxiety neurosis

Oral
CONTIN

ANAFRANIL (Other drug)
Tablet
3atch:

Reason: Depression
0.0

Started: Stopped:

Oral

PROZAC (Suspected)
Capsule
3atch:

Reason: Depression

1.0 Dose Unspecified Daily
12/07/1994

Started: Stopped:

Oral
26/07/1994

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 95952 Seq: 1 Gender: F
Reported: 19/09/1994 Weight: 57.00
Hospitalisation: Age: 37Y
Onset Date: 15/08/1994 DOB:
Outcome: Recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment
Headache

Medicine Details:

DUCENE (Other drug) Reason:
5.0 Milligram Daily
3atch: Started: 01/01/1986 stopped:
PROZAC (Suspected) Reason:
0.0
3atch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient was rechallenged on prozac with same reaction occurring. 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 95953 Seq: 1 Gender: M
Reported: 19/09/1994 Weight: 95.00
Hospitalisation: Age: 81Y
Onset Date: 07/09/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Purpura

Medicine Details:

AMIODARONE HYDROCHLORIDE (Other drug) Reason: Otr&nos disord of heart rhythm
300.0 Milligram Daily
3atch: Started: 01/03/1993 stopped: CONTIN
PERICYAZINE (Other drug) Reason: Otr spec symp psychopathol nec
2.5 Milligram Daily
3atch: Started: 01/03/1994 Stopped: CONTIN
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 20/08/1994 stopped: 01/09/1994

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.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 96030 Seq: 1 Gender: F
Reported: 22/09/1994 Weight: 50.00
Hospitalisation: Age: 20Y
Onset Date: 01/08/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Rash Rash on trunk and legs
Herpes simplex
Pruritus
Medicine Details:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 15/07/1994 stopped:  15/08/1994
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 96124 Seq: 1 Gender: F
Reported: 29/09/1994 Weight: 41.00
Hospitalisation: Age: 63Y
Onset Date: 01/08/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Pruritus
Rash vesicular
Medicine Details:
ASPIRIN (Other drug) Reason: Congestive heart failure
150.0 Milligram Daily
3atch: Started: stopped:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Oral application 40.0 Milligram Daily Oral
3atch: Started: 27/06/1994 stopped:  10/09/1994
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

96260
04/10/1994

18/09/1994
Unknown

Gender: M
Weight: 95.00
Age: 47Y

DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Headache
Somnolence

Medicine Details:

HYPNODORM (Interaction)
Tablet
3atch:

2.0 Milligram
Started: 01/11/1993

Reason:

Daily

Stopped:

Oral
CONTIN

PROZAC (Interaction)
Tablet
3atch:

20.0 Milligram
Started: 01/12/1993

Reason:

Daily

Stopped:

Oral

VIBRA-TABS 50 (Other drug)

3atch:

50.0 Milligram

Started:

Reason:

Daily

Stopped:

SALAZOPYRIN (Other drug)
Tablet
3atch:

1.0 Gram

Started:

Reason:
Daily
L TERM

Stopped:

Oral

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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 96262 Seq: 1 Gender: M
Reported: 04/10/1994 Weight: 91.00
Hospitalisation: Age: 77Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Constipation Severe Lactulose.

Medicine Details:

QUININE (Other drug) Reason: Pain in limb
0.0 As necessary
3atch: Started: stopped:
ZYLOPRIM (Other drug) Reason: Gout
Tablet 100.0 Milligram Daily Oral
3atch: Started: L TERM Stopped:
SOLPRIN (Other drug) Reason:
Tablet 0.5 Dose Unspecified Daily Oral
3atch: Started: L TERM Stopped:
LOSEC (Other drug) Reason: Other diseases of esophagus
Capsule 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

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 96262 Seq: 1
Reported: 04/10/1994
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Medicine Details:

Gender: M
Weight: 91.00
Age: 77Y
DOB:
Causality: Causality possible

Report Run  24/07/200 10:11A! Database: pusime

SINEMET (Other drug) Reason: Paralysis agitans
Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: stopped:
PROZAC (Suspected) Reason: Anxiety neurosis
Tablet 20.0 Milligram Daily Oral
3atch: Started: 07/09/1994 stopped: 23/09/1994
Laboratory Investigations:
Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 96444 Seq: 1 Gender: F
Reported: 13/10/1994 Weight: 59.00
Hospitalisation: Age: 35Y
Onset Date: 21/09/1994 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hepatitis
Medicine Details:
PROZAC (Suspected) Reason: Depression
Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: 05/09/1994 stopped:  30/09/1994
LARGACTIL (Suspected) Reason:
100.0 Milligram Daily
3atch: Started: 09/09/1994 stopped: 03/10/1994
LITHIUM CARBONATE (Suspected) Reason:
1.0 Gram Daily
3atch: Started: L TERM Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
AST = SGOT 0-40 UL 30/09/1994 53
AST = SGOT 0-40 UL 03/10/1994 35
AST = SGOT 0-40 U/L 05/10/1994 37
AST = SGOT 0-40 UL 13/10/1994 28
Bilirubin 0-20 UMOL/L | 30/09/1994 11
Bilirubin 0-20 UMOL/L | 03/10/1994 13
Bilirubin 0-20 UMOL/L | 05/10/1994 14
Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

96444
13/10/1994

21/09/1994
Recovered

Medicine Details:

Gender: F
Weight: 59.00
Age: 35Y

DOB:

Causality: Causality possible

PROZAC (Suspected) Reason: Depression
Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: 05/09/1994 stopped:  30/09/1994
LARGACTIL (Suspected) Reason:
100.0 Milligram Daily
3atch: Started: 09/09/1994 stopped: 03/10/1994
LITHIUM CARBONATE (Suspected) Reason:
1.0 Gram Daily
3atch: Started: L TERM Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Bilirubin 0-20 UMOL/L | 13/10/1994 8
GGT = SGGT = 0-50 UL 30/09/1994 228
GGT = SGGT = 0-50 UL 03/10/1994 178
GGT =SGGT = 0-50 UL 05/10/1994 148
GGT =SGGT = 0-50U/L 13/10/1994 80
SAP = ALP 30-120 U/L | 30/09/1994 345
SAP = ALP 30-120 U/L | 03/10/1994 270

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

96444
13/10/1994

21/09/1994
Recovered

Medicine Details:

Gender: F
Weight: 59.00
Age: 35Y

DOB:

Causality: Causality possible

PROZAC (Suspected)

Reason:

Depression

Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: 05/09/1994 stopped:  30/09/1994
LARGACTIL (Suspected) Reason:
100.0 Milligram Daily
3atch: Started: 09/09/1994 stopped: 03/10/1994
LITHIUM CARBONATE (Suspected) Reason:
1.0 Gram Daily
3atch: Started: L TERM Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
SAP = ALP 30-120 U/L | 05/10/1994 194
SAP = ALP 30 - 120 U/L 13/10/1994 99
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 96488 Seq: 1 Gender: F
Reported: 13/10/1994 Weight:
Hospitalisation: Age: 76Y
Onset Date: 22/09/1994 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Hyponatraemia

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason:
Oral application 20.0 Milligram Daily Oral
3atch: Started: 25/08/1994 stopped: 05/10/1994

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200  10:11Al)  Database: pusime ADRS004 Page 506 of 678



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 96496 Seq: 1 Gender: F
Reported: 13/10/1994 Weight:
Hospitalisation: Age: 30Y
Onset Date: 16/06/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Suicide attempt

Medicine Details:

PROZAC (Suspected) Reason: Depression
40.0 Milligram Daily
3atch: Started: 06/06/1994 stopped: 05/07/1994

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 96504 Seq: 1 Gender: F
Reported: 14/10/1994 Weight:
Hospitalisation: Age: 34Y
Onset Date: 27/09/1994 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Arthralgia
Fatigue
Hepatic function abnormal
Lymphopenia
Myalgia
Pharyngitis
Pyrexia
Thrombocythaemia
Medicine Details:
LITHIUM CARBONATE (Other drug) Reason:
1.0 Gram Daily
3atch: Started: 01/01/1993 Stopped: CONTIN
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 05/09/1994 stopped:  30/09/1994
CHLORPROMAZINE HYDROCHLORIDE (Suspected) Reason:
50.0 Milligram Daily
3atch: Started: 25/07/1994 stopped:  30/09/1994
Laboratory Investigations:
Date Type Range Date Tested Result Details
GGT = SGGT = 27/09/1994 178
SAP = ALP 27/09/1994 270
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

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

96505
14/10/1994

09/09/1993
Recovered

Seq:

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

36Y

Preferred Term

Severity Report Description

Treatment

Arthralgia
Hepatosplenomegaly
Lymphadenopathy
Myalgia

Pyrexia

Rash

Medicine Details:

NEULACTIL (Other drug)
Tablet
3atch:

Reason:
20.0 Milligram
Started: 01/01/1992

Daily

Stopped:

Oral
CONTIN

PROZAC (Suspected)
Tablet
3atch:

Reason: Depression
20.0 Milligram

26/08/1993

Daily
Started:

Stopped:

Oral
13/09/1993

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 96562 Seq: 1 Gender: F
Reported: 19/10/1994 Weight: 55.00
Hospitalisation: Age: 85Y
Onset Date: 27/07/1994 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Arthralgia
Nausea
Pruritus Analgesics.

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 27/07/1994 stopped: 08/08/1994

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

THERAPEUTIC 600DS

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 96781 Seq: 1 Gender: M
Reported: 31/10/1994 Weight:
Hospitalisation: Age: A2
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Nausea Maxolon
\VVomiting

Medicine Details:

ALCOHOL (Suspected) Reason:
0.0
3atch: Started: stopped:
PROZAC (Suspected) Reason:
20.0 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 96782 Seq: 1 Gender: M
Reported: 31/10/1994 Weight:
Hospitalisation: Age: A2
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Oculogyration

Medicine Details:

ALCOHOL (Suspected) Reason:
0.0
3atch: Started: stopped:
MAXOLON (Suspected) Reason: Nausea and vomiting
1.0 Dose Unspecified 1 time
3atch: Started: Stopped:
PROZAC (Suspected) Reason:
20.0 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 96910 Seq: 1 Gender: M

Reported: 03/11/1994 Weight: 85.00

Hospitalisation: Age: 39Y
Onset Date: 10/08/1994 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Oedema peripheral Palms and soles.
Urticaria Iv+im cortisone, oral

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 16/07/1994 stopped:  10/08/1994

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 96938 Seq: 1 Gender: F
Reported: 07/11/1994 Weight: 57.00
Hospitalisation: Age: 58Y
Onset Date: 21/09/1994 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Arrhythmia
Syncope

Medicine Details:

PREMARIN (Other drug) Reason: Menopausal symptoms
0.0
3atch: Started: 01/01/1993 stopped:
PROVERA (Other drug) Reason: Menopausal symptoms
0.0
3atch: Started: 01/01/1993 Stopped:
PULMICORT (Other drug) Reason:
0.0
3atch: Started: 01/01/1992 Stopped:
BRICANYL (Other drug) Reason:
0.0
3atch: started: 01/01/1992 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 96938 Seq: 1 Gender: F
Reported: 07/11/1994 Weight: 57.00
Hospitalisation: Age: 58Y
Onset Date: 21/09/1994 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Detai

Medicine Details:

CARDIZEM (Other drug) Reason: Essential benign hypertension
180.0 Milligram Daily
3atch: Started: L TERM stopped:
ZESTRIL (Other drug) Reason: Essential benign hypertension
5.0 Milligram Daily
3atch: Started: 01/01/1993 Stopped:
PROZAC (Suspected) Reason:
0.0
3atch: Started: Stopped:

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.

Report Run  24/07/200  10:11Al)  Database: pusime ADRS004 Page 515 of 678



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 96982 Seq: 1 Gender: F
Reported: 07/11/1994 Weight:
Hospitalisation: Age: 19Y
Onset Date: 20/10/1994 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Thinking abnormal

Medicine Details:

PROZAC (Suspected) Reason:
Tablet 2.0 Dose Unspecified Daily Oral
3atch: Started: 27/09/1994 stopped: 31/10/1994

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
The patient has benefitted from taking prozac one tablet daily for 22 months. the reaction appeared after starting two tablets daily.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

THERAPEUTIC 600DS

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Reaction Detai

Report Detail
Case Number: 96983 Seq: 1 Gender: M
Reported: 07/11/1994 Weight:
Hospitalisation: Age: 14Y
Onset Date: 31/10/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible

Preferred Term Severity Report Description Treatment

Mania

Medicine Details:

PROZAC (Suspected) Reason: Unspecifid affective psychosis
Tablet 40.0 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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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 97053 Seq: 1 Gender: F
Reported: 14/11/1994 Weight:
Hospitalisation: Age: 29Y
Onset Date: 06/08/1994 DOB:
Outcome: Recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment

Galactorrhoea

Medicine Details:

MEDROXYPROGESTERONE ACETATE (Other drug) Reason:
Injection 0.0 Intravenous
3atch: Started: stopped:
PROZAC (Suspected) Reason: Depression
40.0 Milligram Daily
3atch: Started: 28/07/1994 stopped: 06/09/1994

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Same reaction occurred twice on 6/08/94 and 03/11/94 when prozac resumed on 10/10/94.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 97123 Seq: 1 Gender: F
Reported: 17/11/1994 Weight:
Hospitalisation: Age: 74Y
Onset Date: 03/11/1994 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyperhidrosis
Medicine Details:
TOLVON (Other drug) Reason:
20.0 Milligram Daily
3atch: Started: stopped:
PROVERA (Other drug) Reason:
10.0 Milligram Daily
3atch: Started: L TERM Stopped:
ECOTRIN (Other drug) Reason:
650.0 Milligram Daily
3atch: Started: L TERM stopped:
MONOPRIL (Other drug) Reason:
20.0 Milligram Daily
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 97123 Seq: 1 Gender: F
Reported: 17/11/1994 Weight:
Hospitalisation: Age: 74Y
Onset Date: 03/11/1994 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Detai

Medicine Details:

CARDIZEM (Other drug) Reason:
240.0 Milligram Daily
3atch: Started: L TERM stopped:
MOGADON (Other drug) Reason:
5.0 Milligram Daily
3atch: Started: L TERM Stopped:
TRANSIDERM-NITRO (Other drug) Reason:
25.0 Milligram Daily
3atch: Started: L TERM Stopped:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason:
0.0
3atch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 97176 Seq: 1 Gender: F
Reported: 18/11/1994 Weight: 66.00
Hospitalisation: Age: 67Y
Onset Date: 27/10/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Chills
Vomiting

Medicine Details:

PROZAC (Suspected) Reason: Depression
1.0 Dose Unspecified Daily

3atch: Started: 27/10/1994 Stopped:  09/11/1994

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Allergy to sulphur.

Report Run  24/07/200 10:11A1 Database: pusime ADRS004 Page 521

of 678




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 97190
Reported: 21/11/1994
Hospitalisation:
Onset Date: 12/11/1994
Outcome: Unknown

Reaction Detai

Seq: 1

Gender: M
Weight: 80.00

Age: 45Y
DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Dizziness
Hyperhidrosis

Myalgia

Orthostatic hypotension
Tremor

Medicine Details:

PROZAC (Suspected)

3atch:

Reason:

20.0 Milligram Daily

Started:

Stopped:

Depression

16/11/1994

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 97200 Seq: 1 Gender: F
Reported: 21/11/1994 Weight:
Hospitalisation: Age: 39Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Anxiety Severe Very panicky
Agitation Severe
Confusional state Severe
Rash morbilliform
Medicine Details:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason:
60.0 Milligram Total
3atch: Started: 01/06/1993 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 97209 Seq: 1 Gender: F
Reported: 21/11/1994 Weight: 60.00
Hospitalisation: Age: 42Y
Onset Date: 10/10/1994 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dysgeusia
Nausea
\Vomiting

Medicine Details:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason:

20.0 Milligram Daily
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Onset of reaction seven days after starting therapy with fluoxetine. reaction lasted ten days, subsided despite no change in
dosage.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

97250
22/11/1994

20/07/1994
Recovered

Reaction Detai

Seq: 1

Gender:

Weight

Age:

M
: 70.00
56Y

DOB:

Causality

: Causality probable

Preferred Term

Severity

Report Description

Treatment

Visual disturbance
Depersonalisation
Psychotic disorder
Thinking abnormal

Seeing colours

Medicine Details:

CAPOTEN (Other drug)

3atch:

Started:

Reason:

50.0 Milligram Daily

L TERM

Stopped:

Essential benign hypertension

NORVASC (Other drug)

3atch:

Started:

Reason:

10.0 Milligram Daily
14/07/1994

Stopped:

Essential benign hypertension

PROZAC (Suspected)

3atch:

Started:

Reason:

20.0 Milligram Daily
18/07/1994

Depression

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 97258 Seq: 1 Gender: M
Reported: 22/11/1994 Weight: 78.00
Hospitalisation: Age: 47Y
Onset Date: 31/10/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Depression Severe Depressive symptoms/excess alcohol
Suicide attempt .

Medicine Details:

DIAZEPAM (Other drug) Reason:
Oral application 5.0 Milligram Daily Oral
3atch: Started: stopped:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 10/10/1994 stopped: 03/11/1994

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient has depressive illness associated with alcohol abuse. reaction started 10 days after starting prozac. - 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 97305 Seq: 1 Gender: F
Reported: 23/11/1994 Weight: 52.00
Hospitalisation: Age: 74Y
Onset Date: 15/11/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Headache Bursting senation in head
Anxiety Frightened
Chills
Insomnia

Medicine Details:

ZANTAC (Other drug) Reason: Peptic ulcer nos w/o ment perf
2.0 Dose Unspecified Daily
3atch: Started: 01/01/1986 stopped:
RIVOTRIL (Other drug) Reason: Anxiety neurosis
1.0 Milligram Daily
3atch: Started: 01/01/1993 Stopped:
PROZAC (Suspected) Reason:
1.0 Dose Unspecified Daily
3atch: Started: 14/11/1994 stopped:  15/11/1994

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.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 97315 Seq: 1 Gender: F
Reported: 25/11/1994 Weight:
Hospitalisation: Age: 49Y
Onset Date: 29/10/1994 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Coma
Diabetes mellitus
Hypoglycaemia
Medicine Details:
ACTRAPID HM (Other drug) Reason: Diabetes mellitus
2.0 Unit Daily
3atch: Started: stopped: CONTIN
PROTAPHANE (Other drug) Reason: Diabetes mellitus
28.0 Unit Daily
3atch: Started: Stopped: CONTIN
FLUDROCORTISONE (Other drug) Reason:
50.0 Microgram Daily
3atch: Started: Stopped:
FLUCLOXACILLIN SODIUM (Other drug) Reason:
2.0 Gram Daily
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Dose of prosac reduced to 20mg daily and patients blood sugers rose.
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TGA

THERAPEUTIC 600DS

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

97315
25/11/1994

29/10/1994
Recovered

Medicine Details:

Seq: 1

Gender: F
Weight:
Age: 49Y
DOB:
Causality: Causality possible

3atch:

FERROUS SULPHATE (Other drug)

350.0 Milligram
Started:

Reason:

Daily

Stopped:

CONTIN

3atch:

PROZAC (Suspected)

40.0 Milligram
Started: 08/10/1994

Reason:

Daily

Stopped:

Laboratory Investigations:

Additional Information:
Dose of prosac reduced to 20mg daily and patients blood sugers rose.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 97323 Seq: 1 Gender: M
Reported: 24/11/1994 Weight: 78.00
Hospitalisation: Age: 44Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation
Anxiety
Insomnia

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 01/06/1994 stopped: 28/07/1994

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

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

THERAPEUTIC 600DS
ADMINISTRATION

Report Detail

Case Number: 97334 Seq: 1 Gender: F
Reported: 25/11/1994 Weight:
Hospitalisation: Age: 47Y
Onset Date: 18/11/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Dyskinesia Orobuccal dyskinesia
Medicine Details:
ERGODRYL (Other drug) Reason: Migraine
1.0 Dose Unspecified As necessary
3atch: Started: 01/01/1992 Stopped: CONTIN
DESERIL (Other drug) Reason: Migraine
3.0 Milligram Daily
3atch: Started: 01/01/1992 Stopped: CONTIN
OROXINE (Other drug) Reason: Myxedema
200.0 Milligram Daily
3atch: Started: 01/01/1980 Stopped: CONTIN
PROZAC (Suspected) Reason: Depression
Oral application 40.0 Milligram Daily Oral
3atch: Started: 01/10/1993 Stopped:  28/11/1993
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. 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 97364 Seq: 1 Gender: F
Reported: 29/11/1994 Weight: 65.00
Hospitalisation: Age: 73Y
Onset Date: 10/11/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anxiety
Fatigue

Medicine Details:

PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 03/11/1994 stopped:  19/11/1994

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 97380 Seq: 1 Gender: F
Reported: 28/11/1994 Weight: 60.00
Hospitalisation: Age: 89Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Anxiety
Hyperkinesia

Medicine Details:

3atch:

FLUOXETINE HYDROCHLORIDE (Suspected)
20.0 Milligram

Started: 01/03/1994

Reason: Depression

Daily

jtopped:  28/06/1994

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 600DS
ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 97382
Reported: 28/11/1994
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Recovered

Gender:

Weight:

Age:

DOB:

Causality

F

55Y

: Causality possible

Preferred Term

Severity

Report Description

Treatment

Depression

Severe

Medicine Details:

CODRAL COLD TABLETS (Interaction)
Tablet
3atch:

0.0
Started:

Reason:

Oral

Stopped:

PROZAC (Interaction)
Capsule
3atch:

60.0 Milligram
Started:

Reason: Depression

Daily

Oral

Stopped:

CONTIN

ALLEGRON (Other drug)
Tablet
3atch:

25.0 Milligram
Started:

Reason: Depression

Daily

Oral

Stopped:

CONTIN

TEGRETOL (Other drug)
Tablet
3atch:

400.0 Milligram
Started:

Reason: Depression

Daily

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 600DS
ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Report Run

Case Number: 97382 Seq: 1 Gender: F
Reported: 28/11/1994 Weight:
Hospitalisation: Age: 55Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Medicine Details:
TAMOXIFEN CITRATE (Other drug) Reason: Malignant neoplasm of breast
Tablet 20.0 Milligram Daily Oral
3atch: Started: stopped: CONTIN
ECOTRIN (Other drug) Reason: Other diseases of bone
Tablet 2.0 Dose Unspecified Daily Oral
3atch: Started: Stopped: CONTIN
NAPROXEN (Other drug) Reason: Other diseases of bone
Tablet 80.0 Milligram Daily Oral
3atch: Started: Stopped: CONTIN
Laboratory Investigations:
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 97392 Seq: 1 Gender: F
Reported: 28/11/1994 Weight: 80.00
Hospitalisation: Age: 40Y
Onset Date: 21/10/1994 DOB:
Outcome: Recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment
Chest pain
Medicine Details:
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 15/10/1994 stopped:  10/11/1994
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Pain in chest occurring half an hour after indestion of one prozac capsule lasting all day till evening, each and every day.
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 97399 Seq: 1 Gender: F

Reported: 28/11/1994 Weight: 70.00

Hospitalisation: Age: 46Y
Onset Date: 20/05/1994 DOB:

Outcome: Recovered Causality: Causality certain

Reaction Detai
Preferred Term Severity Report Description Treatment

Pruritus

Rash maculo-papular

Paroxetine substituted.

Medicine Details:

3atch:

PROZAC (Suspected)

Oral application

20.0 Milligram
Started: 16/03/1994

Reason: Depression

Daily

Oral

stopped: 25/05/1994

Laboratory Investigations:

Date

Type

Range Date Tested

Result

Details

Additional Information:
Reaction recurred with rechallenge of prozac.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

97439
29/11/1994

Seq: 1

26/10/1994
Death, maybe drug

Gender: M
Weight: 78.00
Age: 50Y

DOB:

Causality: Causality possible

Preferred Term Severity

Report Description Treatment

Drug ineffective
Suicide attempt

Medicine Details:

PROZAC (Suspected)
0.0

3atch: Started: 26/09/1994

Reason:

Stopped:

AMITRIPTYLINE HYDROCHLORIDE (Suspected)
0.0
Started: 04/10/1994

3atch:

Reason:

Stopped:

Laboratory Investigations:

Date Type Range Date Tested

Result Details

Additional Information:
Patient died 8/10/94.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 97526 Seq: 1
Reported: 05/12/1994
Hospitalisation:
Onset Date: 23/11/1994
Outcome: Unknown

Reaction Detai

Gender: F
Weight:
Age: 77Y
DOB:
Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Drug level increased

Medicine Details:

PROZAC (Interaction) Reason:
0.0
3atch: Started: stopped:
TEGRETOL (Interaction) Reason:
400.0 Milligram Daily
3atch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Serum drug level

Serum tegretol level of 66 which was in the toxic range.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 97527 Seq: 1 Gender: F
Reported: 13/12/1994 Weight:
Hospitalisation: Age: 67Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Drug ineffective
Hyponatraemia

Medicine Details:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression

20.0 Milligram Daily
3atch: Started: stopped: 6W

Laboratory Investigations:

Date Type Range Date Tested Result Details

Sodium Sodium level was 129 mmol/Il.

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 97549 Seq: 1 Gender: F
Reported: 05/12/1994 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Rash
Medicine Details:
BETOPTIC (Other drug) Reason:
Eye Drops 0.0 Ophthalmic
3atch: Started: 05/09/1993 stopped:
ESTRADERM (Other drug) Reason:
2.0 Dose Unspecified Weekly
3atch: Started: 06/09/1993 Stopped:
RIVOTRIL (Other drug) Reason:
3.0 Dose Unspecified Daily
3atch: Started: 16/11/1994 Stopped:
PROZAC (Suspected) Reason:
4.0 Dose Unspecified Daily
3atch: Started: 30/08/1993 Stopped:  02/11/1993
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 97605 Seq: 1 Gender: F
Reported: 08/12/1994 Weight:
Hospitalisation: Age: 38
Onset Date: 25/11/1994 DOB: 18/06/1956
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Urticaria Severe Prednisone, antihistamine.
Medicine Details:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started:  15/10/1994 stopped:  26/11/1994
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 97656 Seq: 1
Reported: 12/12/1994
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: F
Weight: 56.00
Age: 34Y
DOB:
Causality

: Causality possible

Preferred Term Severity

Report Description

Treatment

Face oedema
Lymphadenopathy

Medicine Details:

PROZAC (Suspected)
0.0

3atch: Started:

Reason:

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 97723 Seq: 1 Gender: F
Reported: 12/12/1994 Weight: 61.00
Hospitalisation: Age: 41Y
Onset Date: 31/05/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Anorgasmia
Breast enlargement
Diarrhoea
Insomnia

Medicine Details:

PROZAC (Suspected)

3atch:

Reason: Depression

20.0 Milligram Daily

Started: 18/03/1994

jtopped:  16/06/1994

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 97738 Seq: 1 Gender: M
Reported: 05/12/1994 Weight: 75.00
Hospitalisation: Age: 47Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Gynaecomastia
Medicine Details:
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 28/08/1994 stopped:  01/12/1994
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

THERAPEUTIC 600DS

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 97741 Seq: 1 Gender: F
Reported: 05/12/1994 Weight: 64.00
Hospitalisation: Age: 39Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Acne Severe Acneform rash on posterior thorax
Pruritus Severe

Medicine Details:

FLUOXETINE HYDROCHLORIDE (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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 97786 Seq: 1 Gender: F

Reported: 13/12/1994 Weight:

Hospitalisation: Age: 28Y
Onset Date: 27/11/1994 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Paraesthesia Tingling sensation of lips, chin. Acyclovir oin.

Mouth ulceration
Rash vesicular

Medicine Details:

PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 27/11/1994 stopped:  28/11/1994

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 97886 Seq: 1
Reported: 15/12/1994
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: F
Weight: 70.00
Age: 32Y

DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Agitation
Medicine Details:
PROZAC (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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 97897 Seq: 1 Gender: M
Reported: 16/12/1994 Weight: 90.00
Hospitalisation: Age: 53Y
Onset Date: 21/05/1994 DOB:
Outcome: Recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment
Arthritis

Medicine Details:

PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 07/04/1994 stopped: 21/05/1994

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Rechallenged nov 94 with similar result.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Reaction Detai

Case Number: 98012 Seq: 1 Gender: F
Reported: 29/12/1994 Weight:
Hospitalisation: Age: 43Y
Onset Date: 15/11/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible

Preferred Term Severity Report Description Treatment

Galactorrhoea

Medicine Details:

PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 17/09/1994 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 98020 Seq: 1 Gender: M
Reported: 29/12/1994 Weight: 90.00
Hospitalisation: Age: 41Y
Onset Date: 05/10/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Ejaculation failure
Erectile dysfunction

Medicine Details:
PROZAC (Suspected) Reason: Depression

2.0 Dose Unspecified Daily
3atch: Started: 01/09/1994 stopped: 28/10/1994

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 98025 Seq: 1 Gender: F
Reported: 29/12/1994 Weight: 60.00
Hospitalisation: Age: 44Y
Onset Date: 31/03/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Menorrhagia Laporoscopy.
Vaginal infection

Medicine Details:

ALDACTONE (Other drug) Reason:
Tablet 75.0 Milligram Daily Oral
3atch: Started: 01/01/1992 stopped:
PROZAC (Suspected) Reason:
0.0
3atch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
All symptoms ceased within 1 week of drug cessation. - 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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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 98034
Reported: 29/12/1994
Hospitalisation:
Onset Date: 30/09/1994
Outcome: Recovered

Reaction Detai

Seq: 1

Gender: M
Weight:

Age: 74Y
DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Hypertonia

Cogwheel rigidity

Medicine Details:

MS CONTIN (Other drug)

3atch:

Reason: Pain

100.0 Milligram Daily

Started:

L TERM

Stopped:

CONTIN

PROZAC (Suspected)

3atch:

Reason:

2.0 Dose Unspecified Daily
Started: 30/08/1994

Depression

Stopped:

30/09/1994

Laboratory Investigations:

Date Type

Range Date Tested Result

Details

Additional Information:
Patient has had prozac courses in past at lower dose, 1 daily.
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 98093
Reported: 03/01/1995
Hospitalisation:
Onset Date: 07/12/1994
Outcome: Recovered

Reaction Detai

Seq: 1

Gender: M

Weight:
Age: 34Y
DOB:

Causality: Causality probable

Preferred Term

Severity

Report Description

Treatment

Diarrhoea
Tremor

Medicine Details:

PROZAC (Suspected)

3atch:

Reason: Depression

20.0 Milligram Daily

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 98175 Seq: 1 Gender: F
Reported: 06/01/1995 Weight:
Hospitalisation: Age: AD
Onset Date: 07/12/1994 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Fatigue Neonatal lethargy

Drug withdrawal syndrome neon:
Feeding disorder neonatal

Medicine Details:

PROZAC (Suspected) Reason:
Oral application 0.0 Breast milk transfer
3atch: Started: 01/01/1992 stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Mother taking prozac 20mg every 3rd day. baby good apgars at birth but sluggish and slow to feed. 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

3atch:

Started: 01/10/1994

jtopped:  05/11/1994

Case Number: 98187 Seq: 1 Gender: M
Reported: 04/01/1995 Weight: 79.00
Hospitalisation: Age: 31Y
Onset Date: 31/10/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Pruritus
Rash erythematous
Rash maculo-papular
Medicine Details:
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 98220 Seq: 1
Reported: 10/01/1995
Hospitalisation:
Onset Date: 01/12/1994
Outcome: Recovered

Reaction Detai

Gender: M
Weight: 85.00
Age: 43Y

DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Epididymitis Voltaren.
Medicine Details:

PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 20/11/1994 stopped:  22/12/1994
NORMISON (Suspected) Reason: Specific disorders of sleep
20.0 Milligram Daily
3atch: Started: 20/11/1994 stopped: 03/01/1995
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Reaction Detai

Case Number: 98396 Seq: 1 Gender: F
Reported: 19/01/1995 Weight: 45.00
Hospitalisation: Age: 89Y
Onset Date: 31/12/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible

Preferred Term Severity Report Description Treatment
Hyponatraemia
Medicine Details:
WARFARIN SODIUM (Other drug) Reason:
Tablet 1.0 Milligram Daily Oral
3atch: Started: 01/12/1994 stopped:
BETAMIN (Other drug) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: Stopped:
TAGAMET (Other drug) Reason: Peptic ulcer nos w/o ment perf
400.0 Milligram Daily
3atch: Started: L TERM Stopped:
TAMOXIFEN CITRATE (Other drug) Reason: Malignant neoplasm of breast
20.0 Milligram Daily
3atch: Started: 01/01/1988 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Fluoxetine was increased to 40mg/d on the 12/1/95. - the date of onset is not necessarily accurate but indicates that onset
occurred sometime during the month. the dosage start date is not necessarily accurate but indicates that start occurred sometime
during the month. the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

the dosage 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 98396 Seq: 1 Gender: F
Reported: 19/01/1995 Weight: 45.00
Hospitalisation: Age: 89Y
Onset Date: 31/12/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Detai

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Oral application 20.0 Milligram Daily Oral
3atch: Started: 01/11/1994 stopped:  11/01/1995

Laboratory Investigations:

Additional Information:

Fluoxetine was increased to 40mg/d on the 12/1/95. - the date of onset is not necessarily accurate but indicates that onset
occurred sometime during the month. the dosage start date is not necessarily accurate but indicates that start occurred sometime
during the month. the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
the dosage 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 98474 Seq: 1 Gender: F
Reported: 23/01/1995 Weight: 60.00
Hospitalisation: Age: 34Y
Onset Date: 15/01/1995 DOB:
Outcome: Recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment

Urticaria

Medicine Details:

PROZAC (Suspected)
Capsule
3atch:

Reason: Depression

20.0 Milligram Daily

Started: 10/01/1995

Oral

jtopped:  14/01/1995

Laboratory Investigations:

Date

Type

Range Date Tested

Result

Details

Additional Information:
Urticarial rash 5 days after onset of use of prozac. stopped prozac for 2 days and reintroduced it - recurrence of rash.
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Reported

Report Detail
Case Number: 98493
1 24/01/1995
Hospitalisation:
Onset Date:
Outcome:
Reaction Detai

Unknown

Seq: 1

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

Preferred Term

Severity

Report Description Treatment

Libido decreased

Medicine Details:

3atch:

PROZAC (Suspected)

0.0
Started:

Reason:

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 98520 Seq: 1 Gender: F

Reported: 25/01/1995 Weight:

Hospitalisation: Age: AD
Onset Date: 13/01/1995 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Tremor Jittery
Anorexia Slow to feed
Convulsion neonatal
Cyanosis
Drug withdrawal syndrome neon:
Nervousness
Pyrexia
Respiratory disorder Treated successfully with
phenobarbitone.

Medicine Details:

PROZAC (Suspected) Reason:
0.0
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Nil drugs to baby, mother had been on prozac during pregnancy.
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 98555 Seq: 1 Gender: M
Reported: 25/01/1995 Weight: 70.00
Hospitalisation: Age: 47Y
Onset Date: 24/08/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Insomnia
Nausea
Medicine Details:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 27/07/1994 stopped:  04/09/1994
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 98643 Seq: 1 Gender: F
Reported: 01/02/1995 Weight: 72.00
Hospitalisation: Age: 46Y
Onset Date: 28/12/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Affect lability
Agitation
Anxiety
Insomnia Severe
Medicine Details:
ESTRADERM (Other drug) Reason: Menopausal symptoms
Cream 2.0 Dose Unspecified Weekly Transdermal
3atch: Started: 01/01/1993 Stopped: CONTIN
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 28/12/1994 stopped: 01/01/1995
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

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 98696 Seq: 1 Gender: M
Reported: 03/02/1995 Weight: 70.00
Hospitalisation: Age: 54Y
Onset Date: 25/01/1995 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Arthralgia Arthralgia in hips, ankles, hands
Nausea
Medicine Details:
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 20/01/1995 stopped:  27/01/1995
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 98733 Seq: 1 Gender: F
Reported: 06/02/1995 Weight: 52.00
Hospitalisation: Age: 22Y
Onset Date: 06/08/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Vasculitis
Medicine Details:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 01/07/1994 stopped:  06/08/1994
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:12Al!  Database: pusime ADRS004 Page 566 of 678




THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

TGA

THERAPEUTIC 600DS

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 98921 Seq: 1
Reported: 10/02/1995
Hospitalisation:
Onset Date:
Outcome: Not yet recovered

Reaction Detai

Gender: F
Weight:
Age: 59Y
DOB:
Causality

: Causality possible

Preferred Term Severity Report Description Treatment
Dry mouth
Pharyngitis
Medicine Details:
ARTANE (Suspected) Reason:
0.0
3atch: Started: stopped:
PROZAC (Suspected) Reason:
1.0 Dose Unspecified Daily
3atch: Started: Stopped:
RENITEC (Suspected) Reason:
10.0 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 99069 Seq: 1 Gender: M
Reported: 21/02/1995 Weight: 100.00
Hospitalisation: Age: 60Y
Onset Date: 01/01/1995 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hypercholesterolaemia Raised cholesterol and triglycerides
Arrhythmia Capoten, lasix and rest
Headache Severe
Hypertriglyceridaemia
Insomnia
Oedema peripheral
Weight increased

Medicine Details:

PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 01/12/1994 stopped: 01/01/1995

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Previous exposure to prozac caused severe headache.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 99075 Seq: 1 Gender: F
Reported: 22/02/1995 Weight:
Hospitalisation: Age: 23Y
Onset Date: 18/02/1995 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dystonia Cogentin
Medicine Details:
MAXOLON (Suspected) Reason: Nausea and vomiting
Oral application 30.0 Milligram As necessary Oral
3atch: Started: 15/02/1995 stopped:  18/02/1995
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 24/01/1995 stopped:  18/02/1995
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Patient has had no known previous allergies.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 99102 Seq: 1 Gender: F
Reported: 21/02/1995 Weight: 59.00
Hospitalisation: Age: 50Y
Onset Date: 20/10/1994 DOB:
Outcome: Recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment
Neutropenia Required
Specialist
Consultation

Medicine Details:
PROZAC (Suspected) Reason: Depression

20.0 Milligram Daily
3atch: Started: 01/01/1994 stopped:  27/10/1994

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Prozac restarted 15/11/94 - repeat blood test 3/1/95 -> mild neutropenia so prozac ceased. see original report for other drugs. 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
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 99524 Seq: 1 Gender: F
Reported: 09/03/1995 Weight:
Hospitalisation: Age: 41Y
Onset Date: 02/03/1995 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Pruritus Pruritus on hands and arms
Rash erythematous
Medicine Details:
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started:  19/02/1995 stopped:  04/03/1995
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 99527 Seq: 1 Gender: F
Reported: 10/03/1995 Weight: 82.00
Hospitalisation: Age: 38Y
Onset Date: 04/03/1995 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dysphagia Im cogentin 2mg
Medicine Details:
TEMAZE (Other drug) Reason: Specific disorders of sleep
Capsule 20.0 Milligram As necessary Oral
3atch: Started: 27/02/1995 stopped: CONTIN
SINEQUAN (Other drug) Reason: Depression
Oral application 100.0 Milligram Daily Oral
3atch: Started: L TERM Stopped:
LITHIUM CARBONATE (Other drug) Reason:
Tablet 500.0 Milligram Daily Oral
3atch: Started: 01/01/1994 Stopped: 27/02/1995 12M
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 02/03/1995 Stopped:  05/03/1995
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

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 99527 Seq: 1 Gender: F
Reported: 10/03/1995 Weight: 82.00
Hospitalisation: Age: 38Y
Onset Date: 04/03/1995 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Medicine Details:
MELLERIL (Suspected) Reason: Unspecified psychosis
Oral application 300.0 Milligram Daily Oral
3atch: Started: 01/03/1995 stopped:  05/03/1995

Laboratory Investigations:

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 99529 Seq: 1 Gender: F
Reported: 13/03/1995 Weight: 48.00
Hospitalisation: Age: 44Y
Onset Date: 07/01/1995 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Chest pain
Fatigue
Palpitations
Pyrexia
Medicine Details:
PEPCIDINE (Other drug) Reason: Gastritis&duodenitis
Tablet 40.0 Milligram Daily Oral
3atch: Started: 01/12/1993 Stopped: CONTIN
VIOKASE (Other drug) Reason:
5.0 Dose Unspecified Daily
3atch: Started: L TERM stopped: CONTIN
ENDONE (Other drug) Reason:
Tablet 6.0 Dose Unspecified Daily Oral
3atch: Started: 01/10/1994 Stopped: CONTIN
PROLADONE (Other drug) Reason:
Suppository 1.0 Dose Unspecified Daily Rectal
3atch: Started: 01/12/1994 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. 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.
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TGA

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

99529
13/03/1995

07/01/1995
Recovered

Medicine Details:

Seq: 1

Gender: F
Weight: 48.00
Age: 44Y
DOB:
Causality: Causality probable

3atch:

PROZAC (Suspected)

Reason: Depression
20.0 Milligram Daily
Started: 01/01/1995

jtopped:  28/01/1995

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  24/07/200 10:12A0

Database: pusime
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

99532
13/03/1995

31/01/1995
Recovered

Seq: 1

Gender:

Weight

Age:

F
1 44.00
84y

DOB:

Causality

: Causality probable

Preferred Term

Severity

Report Description

Treatment

Agitation

Dry mouth
Hyperhidrosis
Tremor

Medicine Details:

ISOPTIN SR (Other drug)
Tablet
3atch:

240.0
Started:

Reason:
Milligram Daily

L TERM

Stopped:

Oral

CONTIN

ZOCOR (Other drug)
Tablet
3atch:

10.0
Started:

Reason:
Milligram Daily

L TERM

Stopped:

Oral

CONTIN

CARDIPRIN 100 (Other drug)
Tablet
3atch:

100.0
Started:

Reason:
Milligram Daily

L TERM

Stopped:

Oral

CONTIN

ORUDIS SR (Other drug)
Capsule
3atch:

200.0
Started:

Reason:
Milligram Daily

L TERM

Stopped:

Oral

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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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

99532
13/03/1995

31/01/1995
Recovered

Medicine Details:

Seq: 1 Gender: F
Weight: 44.00
Age: 84Y
DOB:
Causality: Causality probable

Tablet
3atch:

PROZAC (Suspected)

Reason: Depression
20.0 Milligram Daily Oral
Started: 01/01/1995 stopped:  10/02/1995

Laboratory Investigations:

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

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

THERAPEUTIC 600DS

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Reaction Detai

Report Detail
Case Number: 99698 Seq: 1 Gender: F
Reported: 22/03/1995 Weight: 45.00
Hospitalisation: Age: 34Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible

Preferred Term Severity Report Description Treatment

Tremor

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200 10:12A1 Database: pusime ADRS004 Page 578
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 99863 Seq: 1 Gender: F
Reported: 28/03/1995 Weight: 57.00
Hospitalisation: Age: 49Y
Onset Date: 09/03/1995 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Headache Severe
Medicine Details:
DUCENE (Other drug) Reason: Anxiety neurosis
Tablet 2.5 Milligram As necessary Oral
3atch: Started: 01/11/1993 Stopped: CONTIN
PREMARIN (Other drug) Reason: Menopausal symptoms
Tablet 625.0 Microgram Daily Oral
3atch: Started: 01/08/1993 Stopped: CONTIN
PLENDIL ER (Other drug) Reason: Essential benign hypertension
Tablet 5.0 Milligram Daily Oral
3atch: Started: 01/11/1993 Stopped: CONTIN
ZESTRIL (Other drug) Reason: Essential benign hypertension
Tablet 2.5 Milligram Daily Oral
3atch: Started: 01/11/1993 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. 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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 99863 Seq: 1
Reported: 28/03/1995
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

09/03/1995
Recovered

Medicine Details:

Gender: F
Weight: 57.00
Age: 49Y
DOB:
Causality: Causality probable

KEFLEX (Other drug) Reason: Otr loc skin&subcut tis infect
Capsule 2.0 Gram Daily Oral
3atch: Started: 08/03/1995 stopped:  20/03/1995
PROZAC (Suspected) Reason:
Tablet 1.0 Dose Unspecified 1 time Oral
3atch: Started: 09/03/1995 Stopped:

Laboratory Investigations:

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.
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 99907 Seq: 1 Gender: M
Reported: 30/03/1995 Weight: 100.00
Hospitalisation: Age: 49Y
Onset Date: 03/03/1995 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyperkinesia
Medicine Details:
LITHIUM CARBONATE (Other drug) Reason:
1.5 Gram Daily
3atch: Started: 01/01/1993 stopped: CONTIN
XANAX (Other drug) Reason: Anxiety neurosis
2.0 Milligram Daily
3atch: Started: 01/10/1994 Stopped: CONTIN
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 02/03/1995 stopped: 08/03/1995
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
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 99936 Seq: 1 Gender: F
Reported: 30/03/1995 Weight: 75.00
Hospitalisation: Age: 29Y
Onset Date: 20/01/1995 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Urticaria Wheals groin and buttocks.
Insomnia
Pruritus
Medicine Details:
PROZAC (Suspected) Reason: Depression
Tablet 60.0 Milligram Daily Oral
3atch: Started: 17/01/1995 stopped:  25/01/1995
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
When dose of prozac increased to 60 mg reaction occured, resolved when decreased back to 40 mg.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 99985 Seq: 1 Gender: F
Reported: 03/04/1995 Weight:
Hospitalisation: Age: 55
Onset Date: 31/05/1994 DOB: 05/08/1938
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Myalgia
Pollakiuria
Medicine Details:
PREMARIN (Other drug) Reason:
1.2 Milligram Daily
3atch: Started: stopped:
PROVERA (Other drug) Reason:
5.0 Milligram Daily
3atch: Started: Stopped:
MELLERIL (Suspected) Reason: Depression
Oral application 10.0 Milligram As necessary Oral
3atch: Started: 17/05/1994 stopped:  10/07/1994
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 17/05/1994 Stopped: 28/08/1994
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 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

100125
10/04/1995

11/03/1995
Recovered

Seq: 1

Gender:

Weight

Age:

F
: 51.00
36Y

DOB:

Causality

: Causality probable

Preferred Term

Severity

Report Description

Treatment

Hypotension
Hypertonia

Urinary incontinence
Visual disturbance

Bp 85/50

Medicine Details:

PROZAC (Suspected)
Capsule
3atch:

Started:

Reason:
Oral
11/03/19

60.0 Milligram
02/11/1994

Daily
Stopped:

Pain refer to urinary system

95

Laboratory Investigations:

Date Type

Range

Date Tested

Result

Details

Additional Information:
Prozac 20 was reduced to 40mg daily.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 100144 Seq: 1 Gender: F
Reported: 10/04/1995 Weight: 80.00
Hospitalisation: Age: 57Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Convulsion Myoclonic jerks to face, arms, legs, trunk.

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
20.0 Milligram Alternate days
3atch: Started: 01/04/1993 stopped: 28/02/1994

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 100317 Seq: 1 Gender: F
Reported: 20/04/1995 Weight:
Hospitalisation: Age: 36Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Abortion missed

Medicine Details:
PROZAC (Suspected) Reason: Depression

20.0 Milligram Daily
3atch: Started: 01/01/1995 stopped: 16D

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Missed abortion of 8 weeks gestation discovered at 11 1/2 weeks gestation. prozac stopped at 16 days post conception. 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
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 100456 Seq: 1 Gender: F

Reported: 01/05/1995 Weight: 60.00

Hospitalisation: Age: 20Y
Onset Date: 10/03/1995 DOB:

Outcome: Recovered Causality: Causality probable

Reaction Detai
Preferred Term Severity Report Description Treatment

Arthralgia Arthralgia of bone of great toe, both feet
Vasculitis Small area of vasculitis on foot
Urticaria Widespread

Medicine Details:

DIANE-35 ED (Other drug) Reason: Other acne of sebaceous glands
Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: 01/12/1994 stopped:

PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 20/02/1995 stopped: 21/03/1995

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 100622 Seq: 1 Gender: M
Reported: 04/05/1995 Weight:
Hospitalisation: Age: 37
Onset Date: 07/12/1994 DOB: 25/01/1957
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Urticaria Oral steroids

Medicine Details:

XANAX (Other drug) Reason:
0.0
3atch: Started: stopped:
PROZAC (Suspected) Reason:
Capsule 20.0 Milligram Daily Oral
3atch: Started: 02/11/1994 stopped: 07/12/1994

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 100623 Seq: 1 Gender: F
Reported: 04/05/1995 Weight: 85.00
Hospitalisation: Age: 38
Onset Date: 31/08/1994 DOB: 07/12/1955
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Nail disorder Brittle nails
Tooth disorder Sore teeth

Medicine Details:

PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 05/07/1994 stopped:  20/09/1994

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient developed brittle nails and sore teeth. this was dose related and got worse as the dose was increased and stopped when
the medication was ceased. - 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Reported

Report Detail

Case Number:

100624
: 04/05/1995

Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Recovered

Seq: 1

Gender: F

Weight: 85.00
Age: 48
DOB: 11/03/1947

Causality: Causality probable

Preferred Term

Severity

Report Description

Treatment

Anxiety
Hypertension

Medicine Details:

Capsule
3atch:

PROZAC (Suspected)

20.0 Milligram

Started:

Reason:

Daily

Oral

Stopped: 05D

Laboratory Investigations:

Date

Type

Range Date Tested

Result

Details

Additional Information:

Report Run  24/07/200 10:12A0

Database: pusime

ADRS004

Page 590

of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 100625 Seq: 1 Gender: M
Reported: 04/05/1995 Weight:
Hospitalisation: Age: 60
Onset Date: DOB: 16/08/1934
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Arrhythmia

Atrioventricular block
Bundle branch block

Drug withdrawal syndrome
Headache Severe
Hyperlipidaemia

Increased appetite

Oedema peripheral

Red blood cell sedimentation rate
Weight increased

Medicine Details:

PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: stopped: 2M

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200 10:12A1 Database: pusime ADRS004 Page 591

of 678




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 100626 Seq: 1 Gender: F
Reported: 04/05/1995 Weight: 90.00
Hospitalisation: Age: 50
Onset Date: 15/01/1995 DOB: 05/06/1944
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anxiety
Nausea
Medicine Details:
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 09/01/1995 stopped:  15/01/1995
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report

Detail

Case Number: 100628
Reported: 04/05/1995
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Seq: 1

Gender: F
Weight: 52.00
Age: 21Y

DOB:

Causality: Causality certain

Preferred Term

Severity

Report Description

Treatment

Rash

Medicine Details:

PROZAC (Suspected)
Capsule
3atch:

20.0 Milligram

Started:

Reason:

Daily

Oral

Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested

Result

Details

Additional Information:
Patient was rechallenged on prozac with same reaction occurring.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 100629 Seq: 1 Gender: F
Reported: 04/05/1995 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Somnolence

Medicine Details:

PROZAC (Suspected) Reason:
Capsule 40.0 Milligram Daily Oral
3atch: Started: L TERM 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 100630 Seq: 1 Gender: M
Reported: 06/05/1995 Weight: 65.00
Hospitalisation: Admitted to hospital Age: 72
Onset Date: 16/01/1995 DOB: 09/04/1922
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hypoglycaemia
Medicine Details:
CARDIZEM (Other drug) Reason: Angina pectoris w/o hyperten
60.0 Milligram Daily
3atch: Started: 01/01/1991 stopped:
ISORDIL (Other drug) Reason: Angina pectoris w/o hyperten
10.0 Milligram Daily
3atch: Started: 01/12/1990 Stopped:
TENORMIN (Other drug) Reason: Angina pectoris w/o hyperten
25.0 Milligram Daily
3atch: Started: 01/03/1991 Stopped:
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 04/01/1995 stopped:  10/01/1995
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.

Report Run  24/07/200 10:12A1 Database: pusime ADRS004

Page 595 of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 100631 Seq: 1 Gender: F
Reported: 04/05/1995 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anorgasmia

Medicine Details:

PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 100632 Seq: 1 Gender: F
Reported: 04/05/1995 Weight: 45.00
Hospitalisation: Age: 84
Onset Date: DOB: 10/10/1910
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation
Anorexia
Anxiety
Dry mouth
Hyperhidrosis
Nausea
Thirst
Tremor
Medicine Details:
SIMVASTATIN (Other drug) Reason:
10.0 Milligram Daily
3atch: Started: stopped:
ISOPTIN (Other drug) Reason:
240.0 Milligram Daily
3atch: Started: Stopped:
CARDIPRIN 100 (Other drug) Reason:
100.0 Milligram Daily
3atch: Started: Stopped:
ORUDIS (Other drug) Reason:
200.0 Milligram Daily
3atch: Started: 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 100632 Seq: 1 Gender: F
Reported: 04/05/1995 Weight: 45.00
Hospitalisation: Age: 84
Onset Date: DOB: 10/10/1910
Outcome: Unknown Causality: Causality possible

Reaction Detai

Medicine Details:

PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 01/01/1995 stopped:  10/02/1995

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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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 600DS

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 100633 Seq: 1
Reported: 04/05/1995
Hospitalisation:
Onset Date: 03/04/1995
Outcome: Recovered

Reaction Detai

Gender: M
Weight: 79.00
Age: 45Y

DOB:

Causality: Causality possible

Preferred Term Severity

Report Description Treatment

Convulsion

Medicine Details:

PROZAC (Suspected)
Capsule
3atch: Started

Reason:

20.0 Milligram
12/10/1994

Daily 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 100634 Seq: 1 Gender: M
Reported: 04/05/1995 Weight: 60.00
Hospitalisation: Age: 28Y
Onset Date: 29/03/1995 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Arthritis
Hepatitis
Rash Prednisone
Urticaria

Medicine Details:

PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 09/03/1995 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 100635 Seq: 1 Gender: F
Reported: 04/05/1995 Weight: 58.00
Hospitalisation: Age: 32
Onset Date: DOB: 19/07/1962
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Mania
Medicine Details:
PROZAC (Suspected) Reason:
Capsule 20.0 Milligram Daily Oral
3atch: Started: 20/05/1993 stopped:  29/03/1995
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:12Al!  Database: pusime ADRS004 Page 601 of 678




THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 100636 Seq: 1
Reported: 04/05/1995
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: F
Weight: 68.00
Age: 21Y

DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Insomnia
Medicine Details:
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 01/03/1995 stopped:  29/03/1995
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:12Al!  Database: pusime ADRS004 Page 602 of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

THERAPEUTIC 600DS

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 100637 Seq: 1 Gender: F
Reported: 04/05/1995 Weight:
Hospitalisation: Age: 56
Onset Date: DOB: 08/07/1938
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Convulsion

Medicine Details:

PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 01/04/1993 stopped: 02/02/1994

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 GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 100638
Reported: 04/05/1995
Hospitalisation:
Onset Date: 07/06/1993
Outcome: Recovered

Reaction Detai

Gender: F
Weight:
Age: 92
DOB: 21/05/1901
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Salivary hypersecretion

Medicine Details:

CARBACHOL (Other drug)

3atch:

0.0
Started:

Reason:

Stopped:

TIMOPTOL (Other drug)

3atch:

0.0
Started:

Reason:

Stopped:

PANAMAX (Other drug)

3atch:

0.0
Started:

Reason:

Stopped:

FERRO-GRADUMET (Other drug)

3atch:

Reason: Unspecified anemia

1.0 Dose Unspecified Daily

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 100638 Seq: 1 Gender: F
Reported: 04/05/1995 Weight:
Hospitalisation: Age: 92
Onset Date: 07/06/1993 DOB: 21/05/1901
Outcome: Recovered Causality: Causality possible

Reaction Detai

Medicine Details:

ZANTAC (Other drug) Reason: Other diseases of esophagus
300.0 Milligram Daily
3atch: Started: stopped:
SEREPAX (Other drug) Reason: Specific disorders of sleep
30.0 Milligram Daily
3atch: Started: Stopped:
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 16/10/1991 stopped: 28/06/1993

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 100726 Seq: 1
Reported: 10/05/1995
Hospitalisation:
Onset Date: 20/04/1995
Outcome: Death, maybe drug

Reaction Detai

Gender: M

Weight: 64.00

Age: 60Y

DOB:

Causality: Causality possible

Preferred Term Severity

Report Description

Treatment

Consciousness fluctuating
Extrapyramidal disorder
Neuroleptic malignant syndrome
Somnolence

Medicine Details:

FOLIC ACID (Other drug) Reason:
15.0 Milligram Daily
3atch: Started: stopped:
BENZHEXOL HYDROCHLORIDE (Other drug) Reason:
4.0 Milligram Daily
3atch: Started: 01/01/1994 Stopped:
DOTHIEPIN HYDROCHLORIDE (Other drug) Reason:
75.0 Milligram Daily
3atch: Started: 01/01/1994 Stopped:
HALOPERIDOL (Suspected) Reason:
10.0 Milligram Daily
3atch: Started: 01/02/1994 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Patient died 4/5/95 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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 100726 Seq: 1 Gender: M
Reported: 10/05/1995 Weight: 64.00
Hospitalisation: Age: 60Y
Onset Date: 20/04/1995 DOB:
Outcome: Death, maybe drug Causality: Causality possible

Reaction Detai

Medicine Details:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason:

40.0 Milligram Daily
3atch: Started: 01/09/1994 stopped:

Laboratory Investigations:

Additional Information:

Patient died 4/5/95 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.
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 100908 Seq: 1 Gender: M

Reported: 19/05/1995 Weight:

Hospitalisation: Age: 28Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Hepatic function abnormal
Serum sickness Prednisone

Medicine Details:

PROZAC (Suspected)

3atch:

Reason:

1.0 Dose Unspecified Daily

Started: 01/03/1995

jtopped:  09/04/1995

Laboratory Investigations:

Date Type Range Date Tested Result Details
ALT = SGPT (<45) 16/03/1995 24
ALT = SGPT (<45) 20/03/1995 119
ALT = SGPT (<45) 22/04/1995 26
ALT = SGPT (<45) 01/04/1995 136
AST = SGOT (<50) 16/03/1995 16
AST = SGOT (<50) 20/03/1995 40
AST = SGOT (<50) 01/04/1995 46
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 100908 Seq: 1 Gender: M
Reported: 19/05/1995 Weight:
Hospitalisation: Age: 28Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible

Reaction Detai

Medicine Details:

PROZAC (Suspected) Reason:
1.0 Dose Unspecified Daily
3atch: Started: 01/03/1995 stopped: 09/04/1995

Laboratory Investigations:

Date Type Range Date Tested Result Details
AST = SGOT (<50) 22/04/1995 41
Bilirubin (<20) 16/03/1995 21
Bilirubin (<20) 20/03/1995 11
Bilirubin (<20) 01/04/1995 27
Bilirubin (<20) 22/04/1995 40
GGT = SGGT = (<50) 16/03/1995 24
GGT = SGGT = (<50) 20/03/1995 51

Additional Information:
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 100908
Reported: 19/05/1995
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Medicine Details:

Seq:

Gender: M

Weight:
Age: 28Y
DOB:

Causality: Causality possible

PROZAC (Suspected)

3atch:

Reason:

1.0 Dose Unspecified Daily

Started: 01/03/1995

jtopped:  09/04/1995

Laboratory Investigations:

Date Type Range Date Tested Result Details
GGT = SGGT = (<50) 22/04/1995 31
GGT =SGGT = (<50) 01/04/1995 92
Neutrophils (2.5-75) 22/04/1995 3.46
SAP = ALP (<125) 16/03/1995 52
SAP = ALP (<125) 20/03/1995 59
SAP = ALP (<125) 01/04/1995 57
SAP = ALP (<125) 22/04/1995 54
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Reaction Detai

Report Detail
Case Number: 100923 Seq: 1 Gender: F
Reported: 19/05/1995 Weight: 70.00
Hospitalisation: Age: 36Y
Onset Date: 31/12/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible

Preferred Term Severity Report Description Treatment

Neutropenia

Medicine Details:

PROZAC (Suspected) Reason: Depression
1.0 Dose Unspecified Daily

3atch: Started: 11/07/1994 Stopped:  08/03/1995

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils (2.5-7.5) 25/01/1995 1.36
Neutrophils (25-7.5) 08/02/1995 1.93
Neutrophils (25-7.5) 03/04/1995 1.89
Neutrophils (2.5-7.5) 03/03/1994 2.00
White blood cells (4.0-11.0) 25/01/1995 2.87
White blood cells (4.0-11.0) 08/02/1995 3.60
White blood cells (4.0-11.0) 03/03/1994 3.7

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

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

THERAPEUTIC 600DS

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Reaction Detai

Medicine Details:

Report Detail
Case Number: 100923 Seq: 1 Gender: F
Reported: 19/05/1995 Weight: 70.00
Hospitalisation: Age: 36Y
Onset Date: 31/12/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible

PROZAC (Suspected) Reason: Depression
1.0 Dose Unspecified Daily

3atch: Started: 11/07/1994 Stopped:  08/03/1995

Laboratory Investigations:

Date Type Range Date Tested Result Details

White blood cells (4.0-11.0) 03/04/1995 3.89

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 100989 Seq: 1 Gender: M
Reported: 22/05/1995 Weight: 70.00
Hospitalisation: Age: 40Y
Onset Date: 22/02/1995 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Retroperitoneal fibrosis

Medicine Details:

PROZAC (Suspected) Reason: Depression
40.0 Milligram Daily
3atch: Started: 01/02/1994 stopped:  28/04/1995
DOXEPIN HYDROCHLORIDE (Suspected) Reason: Depression
Oral application 75.0 Milligram Daily Oral
3atch: Started: 01/02/1994 stopped: 28/03/1994

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. 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

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 101006 Seq: 1
Reported: 22/05/1995
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Gender: F
Weight: 75.00
Age: 59Y

DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Hyperhidrosis
Medicine Details:
PROZAC (Suspected) Reason:
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

101059 Seq: 1
24/05/1995

10/03/1995
Recovered with sequelae

Gender: F
Weight: 40.00
Age: 88Y

DOB:

Causality: Causality probable

Preferred Term Severity

Report Description

Treatment

Hyponatraemia

Medicine Details:

3atch:

PROZAC (Suspected)

Reason: Depression

20.0 Milligram Daily

Started: 13/02/1995

jtopped:  06/03/1995

Laboratory Investigations:

Date

Type Range Date Tested

Result

Details

Sodium 10/03/1995
Sodium 24/03/1995

123
133

Additional Information:
Sequelae: extreme weakness.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 101070 Seq: 1 Gender: M
Reported: 24/05/1995 Weight:
Hospitalisation: Age: 62Y
Onset Date: 19/05/1995 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Dyskinesia Recurrent protruding of tongue.
Dystonia Severe
Medicine Details:
STEMETIL (Other drug) Reason:
Tablet 1.0 Dose Unspecified As necessary Oral
3atch: Started: stopped:
BETALOC (Other drug) Reason: Angina pectoris w/o hyperten
Tablet 75.0 Milligram Daily Oral
3atch: Started: 01/02/1995 Stopped: CONTIN
CARDIZEM (Other drug) Reason: Angina pectoris w/o hyperten
Tablet 360.0 Milligram Daily Oral
3atch: Started: 01/02/1995 Stopped: CONTIN
GLYCERYL TRINITRATE (Other drug) Reason: Angina pectoris w/o hyperten
2.0 Dose Unspecified Daily
3atch: Started: 01/02/1995 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. 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  24/07/200 10:12A0

Database: pusime ADRS004
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 101070 Seq: 1 Gender: M
Reported: 24/05/1995 Weight:
Hospitalisation: Age: 62Y
Onset Date: 19/05/1995 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Medicine Details:
ASPIRIN SOLUBLE (Other drug) Reason: Angina pectoris w/o hyperten
Oral application 150.0 Milligram Daily Oral
3atch: Started: 01/02/1995 CONTIN
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 09/02/1995 19/05/1995

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  24/07/200 10:12A0

Database: pusime
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 101360 Seq: 1 Gender: M
Reported: 05/06/1995 Weight: 79.00
Hospitalisation: Age: 60Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Oedema peripheral Frusemide, spironolactone

Medicine Details:

PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 01/10/1994 stopped:  28/02/1995

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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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 101398 Seq: 1 Gender: F
Reported: 06/06/1995 Weight:
Hospitalisation: Admitted to hospital Age: 24
Onset Date: 14/01/1995 DOB: 14/01/1970
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Grand mal convulsion Severe Fbl, Ift's, elft's, ct scan, d/c.

Medicine Details:

CLOZARIL (Suspected) Reason: Unspecified schizophrenia

Tablet 500.0 Milligram Daily Oral

3atch: Started: 04/08/1994 stopped: CONTIN
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression

60.0 Milligram Daily

3atch: Started: 01/01/1994 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

101576 Seq: 1
16/06/1995

08/06/1995
Not yet recovered

Gender: F

Weight:
Age: 29Y
DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Agitation
Confusional state
Medicine Details:
PROZAC (Suspected) Reason: Depression
Oral application 20.0 Milligram Daily Oral
3atch: Started: 08/06/1995 stopped:  09/06/1995
MELLERIL (Suspected) Reason:
Tablet 75.0 Milligram Daily Oral
3atch: Started: 08/06/1995 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:12Al!  Database: pusime ADRS004 Page 620 of 678




THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

101632
19/06/1995

Seq: 1

18/05/1995
Not yet recovered

Gender: M
Weight:
Age: 22
DOB: 24/09/1972
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Lymphocytosis
Medicine Details:
CLOZARIL (Suspected) Reason: Unspecified schizophrenia
Tablet 450.0 Milligram Daily Oral
3atch: Started: 01/01/1995 stopped: CONTIN
FLUOXETINE HYDROCHLORIDE (Suspected) Reason:
60.0 Milligram Daily
3atch: Started: 01/04/1995 Stopped: CONTIN
TEMAZEPAM (Suspected) Reason: Specific disorders of sleep
20.0 Milligram Daily
3atch: Started: 01/01/1994 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Lymphocytes 1-4 18/05/1995 1.9
Lymphocytes 1-4 21/05/1995 6.4

Additional Information:

indicates that start occurred sometime during the year.

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

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 101812 Seq: 1 Gender: M
Reported: 28/06/1995 Weight:
Hospitalisation: Age: 47Y
Onset Date: 18/06/1995 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation
Anxiety Ducene 5mg bd
Thinking abnormal
Medicine Details:
MERSYNDOL (Suspected) Reason: Headache
Oral application 2.0 Dose Unspecified As necessary Oral
3atch: Started: 17/06/1995 stopped: 17/06/1995
FLAGYL (Suspected) Reason: Giardiasis
Oral application 400.0 Milligram Daily Oral
3atch: Started: 17/06/1995 stopped:  20/06/1995
MAXOLON (Suspected) Reason: Nausea and vomiting
20.0 Milligram Daily
3atch: Started: 17/06/1995 stopped:  20/06/1995
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
3atch: Started: 21/01/1995 Stopped:  20/06/1995
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:12Al!  Database: pusime ADRS004 Page 622 of 678




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

101814
28/06/1995

03/05/1995
Recovered

Seq: 1

Gender: M
Weight:

Age: 67Y
DOB:

Causality: Causality probable

Preferred Term

Severity

Report Description

Treatment

Arthralgia

Fatigue
Hyperhidrosis
Influenza like illness
Myalgia

Rash maculo-papular
Serum sickness

Medicine Details:

PROZAC (Suspected)
Capsule
3atch:

Reason: Depression

40.0 Milligram Daily

Started:

14/04/1995

Stopped:

Oral
11/06/1995

Laboratory Investigations:

Date Type

Range Date Tested

Result

Details

Creatine

Cpk rose to 198 mgl/l

Additional Information:

Report Run  24/07/200 10:12A0
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

102122
12/07/1995

Seq: 1

Not yet recovered

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

Preferred Term

Severity

Report Description Treatment

Dry mouth
Vomiting

Medicine Details:

3atch:

PROZAC (Suspected)

0.0
Started:

Reason:

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 102262 Seq: 1 Gender: F
Reported: 19/07/1995 Weight:
Hospitalisation: Age: 47Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Cataract

Medicine Details:

PROZAC (Suspected) Reason:
0.0
3atch: Started: stopped:
AROPAX (Suspected) Reason: Depression
Tablet 40.0 Milligram Daily Oral
3atch: Started: 01/05/1995 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
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

102320
21/07/1995

Seq: 1

15/07/1995
Recovered

Gender: F
Weight: 57.00
Age: 34Y

DOB:

Causality: Causality probable

Preferred Term Severity

Report Description

Treatment

Rash erythematous

Rash on arms and trunk.

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Suspected)
Tablet
3atch:

20.0 Milligram

Started: 29/06/1995

Reason:

Depression
Oral
16/07/1995

Daily
Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

24/07/200 10:12A1 Database: pusime
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 102332 Seq: 1 Gender: M
Reported: 24/07/1995 Weight: 71.00
Hospitalisation: Age: 79Y
Onset Date: 18/07/1995 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Rash maculo-papular Rash on trunk and abdomen
Medicine Details:
PROZAC (Suspected) Reason: Othr&unspec metabolic diseases
Tablet 20.0 Milligram Daily Oral
3atch: Started: 13/07/1995 stopped:  19/07/1995
DUROLAX (Suspected) Reason: Constipation
Tablet 2.0 Dose Unspecified Daily Oral
3atch: Started: 08/06/1995 Stopped:
NATRILIX (Suspected) Reason: Essential benign hypertension
2.5 Milligram Daily
3atch: Started: 08/06/1995 Stopped:
TENORMIN (Suspected) Reason: Essential benign hypertension
25.0 Milligram Daily
3atch: Started: 08/06/1995 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:12Al!  Database: pusime ADRS004 Page 627 of 678




THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 102355
Reported: 24/07/1995
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Unknown

Seq: 1

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

Preferred Term

Severity

Report Description

Treatment

Affect lability
Headache
Nervousness
Personality disorder
Weight decreased

Headache medication

Medicine Details:

PROZAC (Interaction)
Tablet
3atch:

20.0 Milligram

Started:

Reason:

Daily

Stopped:

Depression

Oral

TENUATE DOSPAN (Interaction)

3atch:

Reason:

1.0 Dose Unspecified Daily

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 102554 Seq: 1 Gender: M
Reported: 01/08/1995 Weight:
Hospitalisation: Age: 53Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Depression

Medicine Details:

FLUOXETINE HYDROCHLORIDE (Interaction) Reason:
0.0
3atch: Started: stopped:
SIMVASTATIN (Interaction) Reason: Othr&unspec metabolic diseases
Tablet 20.0 Milligram Daily Oral
3atch: Started: 11/05/1995 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  24/07/200  10:12Al!  Database: pusime ADRS004 Page 629 of 678




TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 102598
Reported: 02/08/1995
Hospitalisation:
Onset Date: 17/07/1995
Outcome: Recovered

Reaction Detai

Seq: 1

Gender: M

Weight: 78.00

Age: 41Y

DOB:

Causality: Causality probable

Preferred Term

Severity

Report Description

Treatment

Headache
Hyperhidrosis
Nervousness

Medicine Details:

SEREPAX (Other drug)

3atch:

Started:

0.0

Reason:

Stopped:

VENTOLIN (Other drug)

3atch:

Started:

0.0

Reason:

Stopped:

SEREVENT (Other drug)

3atch:

Started:

0.0

Reason:

Stopped:

BECLOFORTE (Other drug)

3atch:

Started:

0.0

Reason:

Stopped:

Laboratory Investigations:

Date Type

Range Date Tested

Result

Details

Additional Information:

Report Run  24/07/200 10:12A0
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 102598 Seq: 1 Gender: M
Reported: 02/08/1995 Weight: 78.00
Hospitalisation: Age: 41Y
Onset Date: 17/07/1995 DOB:
Outcome: Recovered Causality: Causality probable

Reaction Detai

Medicine Details:

CLINORIL (Other drug) Reason:
0.0
3atch: Started: stopped:
PANAMAX (Other drug) Reason:
0.0
3atch: Started: Stopped:
PROZAC (Suspected) Reason:
Tablet 0.0 Oral
3atch: Started: 17/07/1995 Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 102631 Seq: 1 Gender: F
Reported: 02/08/1995 Weight: 91.00
Hospitalisation: Age: 62Y
Onset Date: 23/07/1995 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Rash maculo-papular Rash over abdomen and legs
Pruritus
Medicine Details:
MODURETIC (Other drug) Reason: Essential benign hypertension
Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: L TERM stopped:
ATENOLOL (Other drug) Reason: Essential benign hypertension
Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: 01/01/1994 Stopped:
PROGYNOVA (Other drug) Reason: Menopausal symptoms
Tablet 1.0 Milligram Daily Oral
3atch: Started: 01/01/1994 Stopped:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 21/07/1995 Stopped:  25/07/1995
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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 102660 Seq: 1 Gender: M
Reported: 04/08/1995 Weight: 65.00
Hospitalisation: Age: 67Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment

Therapeutic response unexpecte

Medicine Details:
PROZAC (Suspected) Reason: Depression

20.0 Milligram Daily
3atch: Started: stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

For over 12 years, patient had recurrent episodes, every 4-6 weeks, of an altered state of consciousness. these lasted from
20-30 sec to a minute or two, with a sense of unreality, usually accompained by mild numbness in | hand. following commencent
of prozac these attacks were barely noticeable but recurred when prozac was ceased after 3 months. after 2 months on no
prozac it was resumed for the 3 months up till now, with same reduction of nonthly symptoms. see original report for other drugs.
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THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

TGA

THERAPEUTIC 600DS

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 102715 Seq: 1
Reported: 09/08/1995
Hospitalisation:
Onset Date: 27/07/1995
Outcome: Recovered

Reaction Detai

Gender: F
Weight: 60.00
Age: 36Y

DOB:

Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Euphoric mood
Suicide attempt

Medicine Details:

Tablet 20.0 Milligram Daily

PROZAC (Suspected) Reason: Depression

Oral

3atch: Started: 22/06/1995 Stopped:  27/07/1995

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Additional Information:

Report Run  24/07/200 10:13A1 Database: pusime ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

THERAPEUTIC 600DS

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Reaction Detai

Case Number: 102801 Seq: 1 Gender: F
Reported: 11/08/1995 Weight:
Hospitalisation: Age: 35Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible

Preferred Term Severity Report Description Treatment

Mania
Suicide attempt

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: L TERM stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200 10:13Al1 Database: pusime ADRS004 Page 635

of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

THERAPEUTIC 600DS

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Reaction Detai

Case Number: 102802 Seq: 1 Gender: F
Reported: 11/08/1995 Weight: 60.00
Hospitalisation: Age: 24
Onset Date: DOB: 15/06/1971
Outcome: Not yet recovered Causality: Causality possible

Preferred Term Severity Report Description Treatment

Libido decreased

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 01/11/1994 stopped:  15/02/1995

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

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 102803
Reported: 11/08/1995
Hospitalisation:
Onset Date:

Outcome: Not yet recovered

Reaction Detai

Seq: 1 Gender: F
Weight:
Age: 18
DOB: 18/01/1977
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Convulsion
Insomnia
Muscle twitching
Paralysis
Medicine Details:
ALCOHOL (Other drug) Reason:
0.0
3atch: Started: stopped:
PROZAC (Suspected) Reason: Depression
Tablet 40.0 Milligram Daily Oral
3atch: Started: 12/06/1995 Stopped: 3w
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 102804 Seq: 1 Gender: F
Reported: 11/08/1995 Weight: 45.00
Hospitalisation: Age: 51
Onset Date: 12/05/1995 DOB: 24/05/1943
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Diarrhoea
Hyperthyroidism
Nausea
Vomiting

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Biochemistry 16/05/95 ft4 - 26.4, tsh - 0.21, 27/06/95 ft4 - 17.5, tsh - 0.4

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 102805 Seq: 1 Gender: F
Reported: 11/08/1995 Weight:
Hospitalisation: Age: 42
Onset Date: 31/05/1995 DOB: 24/04/1953
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Muscle twitching

Medicine Details:

CLONAZEPAM (Other drug) Reason: Anxiety neurosis
1.0 Milligram Daily
3atch: Started: 01/04/1995 stopped: 8M
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 01/09/1994 stopped:  17/05/1995

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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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 102806
Reported: 11/08/1995

Seq: 1

Hospitalisation: Admitted to hospital

Onset Date:
Outcome: Unknown

Reaction Detai

: 51.00

: Causality possible

Preferred Term Severity Report Description Treatment
Hyponatraemia Suspected SIADH
Confusional state
Inappropriate antidiuretic hormon
Medicine Details:
THYROXINE SODIUM (Other drug) Reason: Myxedema
150.0 Microgram Daily
3atch: Started: stopped:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result
Additional Information:
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

102807 Seq: 1
11/08/1995
Admitted to hospital

Recovered

Causality

Gender: F

Weight: 70.00
Age: 70Y
DOB:

: Causality possible

Preferred Term Severity Report Description

Treatment

Asthenia

Hyponatraemia
Somnolence

Confusional state

Medicine Details:

3atch:

CATOVIT (Other drug) Reason:

4.0 Dose Unspecified Daily

Started: Stopped:

3atch:

10.0 Milligram Daily

Started: Stopped:

EUHYPNOS (Other drug) Reason: Specific disorders of sleep

Tablet
3atch:

PROZAC (Suspected) Reason:

20.0 Milligram Daily

Started: 18/01/1995 Stopped:

Oral
03/02/1995

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 102808 Seq: 1 Gender: F
Reported: 11/08/1995 Weight: 62.00
Hospitalisation: Age: 47Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Cataract

Medicine Details:

PAROXETINE HYDROCHLORIDE (Suspected) Reason:
0.0
3atch: Started: 01/05/1995 stopped:
PROZAC (Suspected) Reason: Depression
Tablet 40.0 Milligram Daily Oral
3atch: Started: 01/05/1994 stopped: 28/04/1995

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. 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 102809 Seq: 1 Gender: F
Reported: 11/08/1995 Weight:
Hospitalisation: Age: 36Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Gingivitis

Medicine Details:

MEDROXYPROGESTERONE ACETATE (Other drug) Reason: Contraception
150.0 Milligram Daily
3atch: Started: stopped:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 01/01/1992 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

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 102810 Seq: 1 Gender: M
Reported: 11/08/1995 Weight: 83.00
Hospitalisation: Age: 53
Onset Date: DOB: 20/10/1941
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Depression
Suicide attempt
Thinking abnormal
Medicine Details:
ZANTAC (Other drug) Reason: Ulcer of duodenum w/o ment perf
300.0 Milligram Daily
3atch: Started: stopped:
SANDOMIGRAN (Other drug) Reason: Migraine
2.0 Dose Unspecified Daily
3atch: Started: Stopped:
TENORMIN (Other drug) Reason: Essential benign hypertension
50.0 Milligram Daily
3atch: Started: Stopped:
LEXOTAN (Other drug) Reason: Anxiety neurosis
1.0 Dose Unspecified Daily
3atch: Started: 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 102810 Seq: 1 Gender: M
Reported: 11/08/1995 Weight: 83.00
Hospitalisation: Age: 53
Onset Date: DOB: 20/10/1941
Outcome: Recovered Causality: Causality possible

Reaction Detai

Medicine Details:

PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 01/03/1992 stopped: 07/04/1992

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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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 102811 Seq: 1
Reported: 11/08/1995
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: M

Weight:
Age:
DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Alopecia
Medicine Details:
RIVOTRIL (Other drug) Reason:
0.0
3atch: Started: stopped:
PROZAC (Suspected) Reason:
Tablet 40.0 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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

102812
11/08/1995

Unknown

Seq: 1

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

Preferred Term

Severity

Report Description Treatment

Hyperprolactinaemia

Medicine Details:

Tablet
3atch:

PROZAC (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

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 102926 Seq: 1 Gender: M
Reported: 17/08/1995 Weight: 65.00
Hospitalisation: Age: 32Y
Onset Date: 11/07/1995 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Diarrhoea

Medicine Details:

PANADEINE FORTE (Other drug) Reason:
2.0 Dose Unspecified As necessary
3atch: Started: 01/01/1991 stopped:
VALIUM (Other drug) Reason:
10.0 Milligram Daily
3atch: Started: 01/01/1992 Stopped:
PROZAC (Suspected) Reason:
20.0 Milligram Daily
3atch: Started: 09/07/1995 stopped: 07/08/1995

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.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

103020
24/08/1995

18/08/1995
Recovered

Seq: 1

Gender: M
Weight: 70.00
Age: 49Y

DOB:

Causality: Causality certain

Preferred Term

Severity

Report Description

Treatment

Dizziness
Hyperhidrosis

Medicine Details:

3atch:

PROZAC (Suspected)

Started:

Reason:

20.0 Milligram
16/08/1995

Depression
Daily

jtopped:  19/08/1995

Laboratory Investigations:

Date

Type

Range

Date Tested

Result

Details

Additional Information:

Same reaction happened on two other occasions with prozac.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

THERAPEUTIC 600DS

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 103043 Seq: 1 Gender: F
Reported: 23/08/1995 Weight: 57.00
Hospitalisation: Age: 53Y
Onset Date: 19/08/1995 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Agitation
Hyperkinesia

Medicine Details:

PREMARIN (Other drug) Reason: Menopausal symptoms
600.0 Microgram Daily
3atch: Started: L TERM stopped:
PRIMOLUT-N (Other drug) Reason: Menopausal symptoms
Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: L TERM Stopped:
PROZAC (Suspected) Reason:
2.0 Dose Unspecified Total
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report

Hospitali

Case Number:
Reported

Detail

sation:

Onset Date:
Outcome:

Reaction Detai

103095
: 28/08/1995

Seq: 1

Not yet recovered

Gender: F

Weight: 74.00

Age: 52Y

DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Alopecia Hair falling out
Medicine Details:
PROVERA (Other drug) Reason: Menopausal symptoms
3atch: Started: stopped:
PROZAC (Suspected) Reason:
0.0
3atch: Started: 01/02/1995 stopped: 28/08/1995
PREMARIN (Suspected) Reason: Menopausal symptoms
62.0 Microgram Daily
3atch: Started: 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 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
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 103308 Seq: 1 Gender: F
Reported: 05/09/1995 Weight: 55.00
Hospitalisation: Age: 39Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Urticaria
Medicine Details:
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 18/08/1995 stopped:  01/09/1995
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Allergy to nsaids - urticaria
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 103420
Reported: 08/09/1995
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Seq: 1

Gender:

F

Weight:

Age:

42Y

DOB:

Causality

: Causality possible

Preferred Term

Severity

Report Description

Treatment

Anxiety

Dizziness
Palpitations

Visual disturbance

Medicine Details:

PROZAC (Suspected)

3atch:

0.0
Started:

Reason: Depression

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 103549 Seq: 1 Gender: F
Reported: 14/09/1995 Weight: 61.00
Hospitalisation: Age: 31Y
Onset Date: 22/08/1995 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anxiety
Headache Severe
Insomnia
Nausea Panadeine forte
Medicine Details:
PROZAC (Suspected) Reason: Depression
Oral application 20.0 Milligram Daily Oral
3atch: Started: 22/08/1995 stopped:  26/08/1995
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 103578 Seq: 1 Gender: M
Reported: 15/09/1995 Weight:
Hospitalisation: Age: 35Y
Onset Date: 12/09/1995 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anaphylactoid reaction Adrenaline, solu-cortef,
Laryngospasm ‘
Medicine Details:
PROZAC (Suspected) Reason:
2.0 Dose Unspecified Total
3atch: Started: 12/09/1995 stopped:
KEFLEX (Suspected) Reason: Othr diseases of urinary tract
2.0 Gram Daily
3atch: Started: 10/09/1995 stopped:  12/09/1995
RENITEC (Suspected) Reason: Essential benign hypertension
Tablet 10.0 Milligram Daily Oral
3atch: Started: 10/09/1995 stopped:  12/09/1995
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 103579 Seq: 1 Gender: M
Reported: 15/09/1995 Weight:
Hospitalisation: Age: 35Y
Onset Date: 12/09/1995 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dystonia Cogentin.
Medicine Details:
PROZAC (Suspected) Reason:
2.0 Dose Unspecified Total
3atch: Started: 12/09/1995 stopped:
KEFLEX (Suspected) Reason: Othr diseases of urinary tract
2.0 Gram Daily
3atch: Started: 10/09/1995 stopped:  12/09/1995
RENITEC (Suspected) Reason: Essential benign hypertension
Tablet 10.0 Milligram Daily Oral
3atch: Started: 10/09/1995 stopped:  12/09/1995
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 103796 Seq: 1
Reported: 03/10/1995
Hospitalisation:
Onset Date: 28/09/1995
Outcome: Not yet recovered

Reaction Detai

Gender: F
Weight: 70.00
Age: 22Y

DOB:

Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Dizziness
Nausea
Pyrexia

Medicine Details:

20.0 Milligram Daily

PROZAC (Suspected) Reason: Depression

3atch: Started: 21/09/1995 Stopped:  28/09/1995

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

103897
05/10/1995

Seq: 1

05/09/1995
Not yet recovered

Gender: M

Weight:

Age: 81

DOB: 14/04/1914
Causality: Causality possible

Preferred Term Severity

Report Description

Treatment

Cholinergic syndrome
Dyskinesia

Medicine Details:

DIGOXIN (Other drug)

3atch: Started:

Reason:

Stopped:

LASIX (Other drug)

3atch: Started:

Reason:

Stopped:

SLOW-K (Other drug)

3atch: Started:

Reason:

Stopped:

MADOPAR (Suspected)
Oral application
3atch:

Reason: Paralysis agitans

200.0 Milligram Daily Oral
Started: 05/09/1995

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

103897
05/10/1995

Seq: 1

05/09/1995
Not yet recovered

Medicine Details:

Gender: M
Weight:
Age: 81
DOB: 14/04/1914
Causality: Causality possible

PROZAC (Suspected) Reason: Depression
Tablet 40.0 Milligram Daily Oral
3atch: Started: stopped: 6M
Laboratory Investigations:
Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

103967
10/10/1995

21/09/1995
Recovered

Seq: 1

Gender:

Weight

Age:

F
: 55.00
60Y

DOB:

Causality

: Causality probable

Preferred Term

Severity

Report Description

Treatment

Hyponatraemia

Medicine Details:

LISINOPRIL (Other drug)
Tablet
3atch:

5.0
Started:

Milligram

Reason: Essential benign hyperte

Daily Oral

L TERM Stopped:

nsion

THEOPHYLLINE (Other drug)
Oral application
3atch:

125.0
Started:

Milligram

Reason: Asthma

Daily Oral

L TERM Stopped:

LACTULOSE (Other drug)
Oral Liquid
3atch:

45.0
Started:

Millilitre

Reason: Constipation

Daily Oral

L TERM Stopped:

RANITIDINE (Other drug)
Tablet
3atch:

300.0
Started:

Milligram

Reason:
Daily Oral

L TERM Stopped:

Laboratory Investigations:

Date Type

Range Date Tested

Result

Details

Sodium

21/09/1995

110

Additional Information:

Report Run  24/07/200 10:13A!

Database: pusime
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 600DS

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 103967 Seq: 1
Reported: 10/10/1995
Hospitalisation:
Onset Date: 21/09/1995
Outcome: Recovered

Reaction Detai

Medicine Details:

Gender: F
Weight: 55.00
Age: 60Y

DOB:

Causality: Causality probable

Report Run  24/07/200 10:13A1 Database: pusime

AMLODIPINE (Other drug) Reason:
Tablet 10.0 Milligram Daily Oral
3atch: Started: stopped:

FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression

Tablet 20.0 Milligram Daily Oral
3atch: Started: 19/09/1995 stopped: 28/09/1995

Laboratory Investigations:

Additional Information:

ADRS004 Page 661 of 678




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

104121
19/10/1995

31/07/1995
Recovered

Gender:

Weight

Age:

F
: 53.00
45Y

DOB:

Causality

: Causality probable

Preferred Term

Severity

Report Description

Treatment

Fatigue
Hallucination
Mania

Psychotic disorder
Thinking abnormal

Medicine Details:

NICOTINE (Other drug)

3atch:

Reason:

30.0 Dose Unspecified Daily

Started:

L TERM Stopped:

PROZAC (Suspected)
Tablet
3atch:

20.0 Milligram
20/06/1995

Started:

Reason: Depression

Daily Oral

Stopped:

28/09/1995

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

Report Run  24/07/200 10:13A!

Database: pusime

ADRS004
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 104224 Seq: 1 Gender: F
Reported: 27/10/1995 Weight: 50.00
Hospitalisation: Age: 28Y
Onset Date: 24/10/1995 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Migraine
Scotoma

Medicine Details:

PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 01/12/1994 stopped:
SUDAFED (Suspected) Reason: Ac upr resp inf,mult,unsp stes
1.0 Dose Unspecified Daily
3atch: Started: 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  24/07/200 10:13A!

Database: pusime ADRS004
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

104439
06/11/1995

Seq: 1

25/10/1995
Not yet recovered

Gender: F

Weight: 74.00

Age:
DOB:

79Y

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Hepatic function abnormal
Medicine Details:
PANADOL (Other drug) Reason:
Gram As necessary
3atch: Started: stopped:

ANGININE (Other drug) Reason: Angina pectoris w/o hyperten
Tablet Dose Unspecified As necessary Sublingual
3atch: Started: Stopped:

LASIX (Other drug) Reason:

Tablet Milligram Daily Oral
3atch: Started: Stopped:

NIFEDIPINE (Other drug) Reason: Essential benign hypertension
Tablet Milligram Daily Oral
3atch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

ALT = SGPT 05/10/1995 28
ALT = SGPT 25/10/1995 593
ALT = SGPT 30/10/1995 105
ALT = SGPT 26/10/1995 395
Bilirubin 05/10/1995 11
Bilirubin 25/10/1995 13
Bilirubin 26/10/1995 12

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

104439
06/11/1995

25/10/1995
Not yet recovered

Medicine Details:

Seq: 1

Gender: F
Weight: 74.00
Age: 79Y
DOB:
Causality: Causality possible

PROZAC (Suspected) Reason: Depression
Oral application 20.0 Milligram Daily Oral
3atch: Started: 14/10/1995 stopped:  25/10/1995

DI-GESIC (Suspected) Reason: Pain

4.0 Milligram Daily
3atch: Started: 12/10/1995 stopped: 25/10/1995

COUMADIN (Suspected) Reason: Pulmonary embolism&infarction
Tablet 4.0 Milligram Daily Oral
3atch: Started: 23/10/1995 Stopped:

HEPARIN SODIUM (Suspected) Reason: Pulmonary embolism&infarction
Injection 20.0 Thousand Internal Daily Intravenous
3atch: Started: 23/10/1995 Stopped:  28/10/1995

Laboratory Investigations:

Date Type Range Date Tested Result Details

Bilirubin 30/10/1995 11
GGT =SGGT = 05/10/1995 45
GGT =SGGT = 25/10/1995 498
GGT = SGGT = 26/10/1995 595
GGT = SGGT = 30/10/1995 368
SAP = ALP 05/10/1995 124
SAP = ALP 25/10/1995 262

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

104439
06/11/1995

25/10/1995
Not yet recovered

Medicine Details:

Seq: 1

Gender: F
Weight: 74.00
Age: 79Y
DOB:
Causality: Causality possible

PANADOL (Other drug) Reason:

1.0 Gram As necessary
3atch: Started: stopped:

ANGININE (Other drug) Reason: Angina pectoris w/o hyperten
Tablet 1.0 Dose Unspecified As necessary Sublingual
3atch: Started: Stopped:

LASIX (Other drug) Reason:

Tablet 20.0 Milligram Daily Oral
3atch: Started: Stopped:

NIFEDIPINE (Other drug) Reason: Essential benign hypertension
Tablet 40.0 Milligram Daily Oral
3atch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details
SAP = ALP 26/10/1995 288
SAP = ALP 30/10/1995 212
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

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

Reaction Detai

104439
06/11/1995

Seq: 1

25/10/1995
Not yet recovered

Medicine Details:

Gender: F
Weight: 74.00
Age: 79Y
DOB:
Causality: Causality possible

PROZAC (Suspected) Reason: Depression
Oral application 20.0 Milligram Daily Oral
3atch: Started: 14/10/1995 stopped:  25/10/1995
DI-GESIC (Suspected) Reason: Pain
4.0 Milligram Daily
3atch: Started: 12/10/1995 stopped: 25/10/1995
COUMADIN (Suspected) Reason: Pulmonary embolism&infarction
Tablet 4.0 Milligram Daily Oral
3atch: Started: 23/10/1995 Stopped:
HEPARIN SODIUM (Suspected) Reason: Pulmonary embolism&infarction
Injection 20.0 Thousand Internal Daily Intravenous
3atch: Started: 23/10/1995 Stopped:  28/10/1995

Laboratory Investigations:

Additional Information:

Report Run  24/07/200 10:13A1 Database: pusime
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TGA

THERAPEUTIC 600DS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 104476
Reported: 08/11/1995
Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Detai

Seq: 1

Gender: M
Weight: 70.00
Age: 44Y
DOB:
Causality

: Causality possible

Preferred Term

Severity

Report Description

Treatment

Drug ineffective

Medicine Details:

PROZAC (Suspected)

3atch:

0.0
Started:

Reason:

Stopped:

02M

Laboratory Investigations:

Date Type

Range Date Tested

Result

Details

Additional Information:

Report Run  24/07/200 10:13A!

Database: pusime
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 104635 Seq: 1 Gender: M
Reported: 15/11/1995 Weight: 100.00
Hospitalisation: Age: 53Y
Onset Date: 07/11/1995 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Arthralgia

Leukocytosis

Red blood cell sedimentation rate
Serum sickness Phenergan and prednisone.
Synovitis
Urticaria

Medicine Details:

PROZAC (Suspected) Reason:
20.0 Milligram Daily
3atch: Started: 20/10/1995 stopped:  30/10/1995

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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

THERAPEUTIC 600DS

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 104722 Seq: 1 Gender: F
Reported: 21/11/1995 Weight: 70.00
Hospitalisation: Age: 31Y
Onset Date: 10/11/1995 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Meningism Stiff neck.
Pruritus
Rash erythematous Avristocort cr, euhypnos,

Medicine Details:

PROZAC (Suspected) Reason:
1.0 Dose Unspecified Daily

3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  24/07/200 10:13Al1 Database: pusime ADRS004 Page 670
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 104762 Seq: 1 Gender: M
Reported: 21/11/1995 Weight: 31.00
Hospitalisation: Age: 13Y
Onset Date: 06/11/1995 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Convulsion
Hyponatraemia

Medicine Details:

TEGRETOL (Other drug) Reason:
0.0
3atch: Started: stopped:
DEXAMETHASONE (Other drug) Reason:
0.0
3atch: Started: Stopped:
PROZAC (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
3atch: Started: 19/09/1995 stopped:  07/11/1995

Laboratory Investigations:

Date Type Range Date Tested Result Details

Sodium 137 - 146 Serum sodium noted 125 mmol/l, returned to normal to 132
after cessation of drug.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 104996 Seq: 1 Gender: F
Reported: 30/11/1995 Weight: 95.00
Hospitalisation: Age: 47Y
Onset Date: 23/10/1995 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Grand mal convulsion
Medicine Details:
PROZAC (Suspected) Reason: Depression
Oral application 20.0 Milligram Daily Oral
3atch: Started: 01/01/1994 stopped:  13/11/1995
DOXYCYCLINE HYDROCHLORIDE (Suspected) Reason: Bronchitis,unqualified
Capsule 100.0 Milligram Daily Oral
3atch: Started: 16/10/1995 stopped: 22/10/1995
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 104997 Seq: 1 Gender: F
Reported: 30/11/1995 Weight:
Hospitalisation: Age: 27Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Therapeutic response unexpecte
Visual disturbance

Medicine Details:

PROZAC (Suspected) Reason: Depression
Oral application 40.0 Milligram Daily Oral
3atch: Started: 09/11/1995 stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Prozac doubled from 20mg daily to 40mg daily 9/11/95. since then long distance vision has improved to extent glasses no longer

needed.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 105014 Seq: 1
Reported: 30/11/1995
Hospitalisation:
Onset Date: 02/10/1995
Outcome: Not yet recovered

Reaction Detai

Gender: M
Weight: 90.00
Age: 42
DOB: 31/12/1952

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Coma
Grand mal convulsion Severe Given stat dose of oral valium
Syncope
Medicine Details:
CLOZAPINE (Suspected) Reason: Unspecified schizophrenia
Tablet 0.0 Oral
3atch: Started: 21/09/1995 stopped: CONTIN
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
40.0 Milligram Daily
3atch: Started: 27/07/1995 stopped:  03/10/1995
HALOPERIDOL (Suspected) Reason: Unspecified psychosis
20.0 Milligram Daily
3atch: Started: 09/07/1995 stopped:  03/10/1995
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:

LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 105100
Reported: 04/12/1995
Hospitalisation:
Onset Date: 21/11/1995
Outcome: Recovered

Reaction Detai

Seq: 1 Gender: M
Weight:
Age:
DOB:
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Dystonia Dystonic reaction Benztropine 2mg imi 1915
Chills
Hypertonia
Tremor
Medicine Details:

ALCOHOL (Suspected) Reason:
0.0
3atch: Started: stopped:
PROZAC (Suspected) Reason: Depression

Oral application 40.0 Milligram Daily Oral

3atch: Started: 14/11/1995 stopped: 21/11/1995
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 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
LB Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine,LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 105135 Seq: 1 Gender: F
Reported: 06/12/1995 Weight: 70.00
Hospitalisation: Age: 47Y
Onset Date: 31/07/1995 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Faecal incontinence
Urinary incontinence

Medicine Details:

ESTRADERM (Other drug) Reason: Menopausal symptoms
50.0 Milligram Daily
3atch: Started: 01/01/1993 stopped:
PROZAC (Suspected) Reason: Depression
1.0 Dose Unspecified Daily
3atch: Started: 01/01/1993 stopped: 28/09/1995

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 accurate but indicates that start occurred sometime during the year. the dosage stop date is not necessarily accurate but
indicates that stoppage occurred sometime during the month. the dosage start date is not accurate but indicates that start
occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail

Case Number: 105264 Seq: 1 Gender: M
Reported: 11/12/1995 Weight: 93.00
Hospitalisation: Age: 53Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Aggression
Medicine Details:
DIABEX (Other drug) Reason: Diabetes mellitus
2.0 Gram Daily
3atch: Started: stopped: CONTIN
DIAMICRON (Other drug) Reason:
40.0 Milligram Daily
3atch: Started: Stopped: CONTIN
ASPIRIN (Other drug) Reason:
150.0 Milligram Daily
3atch: Started: Stopped:
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: started: 01/01/1990 Stopped:  28/09/1992
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
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 1995 Unclear causality excluded GM medicines Only Tradenames:
Auscap,EROCAP,FLUOXETINE HYDROCHLORIDE,Fluohexal,GenRx Fluoxetine, LOVAN,PROZAC,PROZAC LIQUID,ZACTIN

Report Detail
Case Number: 105271 Seq: 1 Gender: F
Reported: 11/12/1995 Weight: 55.00
Hospitalisation: Age: 25Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyperhidrosis Excessive sweating
Medicine Details:
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
3atch: Started: 01/01/1994 stopped: CONTIN
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.

Report Run
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