TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Case Number: 63584 Seq: 1 Gender: M
Reported: 01/12/1989 Weight: 75.00
Hospitalisation: Age: 53Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Fatigue
Hepatic function abnormal

Medicine Details:

ALPROSTADIL (Suspected)
Injection
3atch:

Reason:

2.0 Dose Unspecified Total

Started: 02/10/1989

Gu dis presum psychogenic orig
Intramuscular
27/10/1989

Date Type

Range

TRIMIPRAMINE MALEATE (Suspected) Reason: Manic depressive psycho, depre
Oral application 250.0 Milligram Daily
3atch: Started: 12/07/1989 15/11/1989
Laboratory Investigations:
Date Tested Result Details

Additional Information:

Report Run  19/07/200  03:12PM

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 2007 Unclear causality excluded GM medicines Only Tradenames:
SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail
Case Number: 63706 Seq: Gender: M
Reported: 22/11/1989 Weight:
Hospitalisation: Age: 67
Onset Date: 20/11/1989 DOB: 31/08/1922
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Hepatic function abnormal
Medicine Details:
TRIMIPRAMINE MALEATE (Suspected) Reason: Depression
225.0 Milligram Daily
3atch: Started: 16/11/1989 stopped:  21/11/1989
Laboratory Investigations:
Date Type Range Date Tested Result Details

Biochemistry

Misclassified at

6/11/89 20/11/89 23/11/89 27/11/89 11/12/89 alb : 35

43 35 38 42 g/l alp : 121 176 169

159 141 i/u bili: 17 19 18 13 18 mmol/l
ggt : 46 92 125 99 70i/u

Ast 25 88 53 28 26 i/u

Additional Information:

Report Run

19/07/200  03:12PM

Database: pusime

ADRS004 Page 2 of 43




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
LB SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Case Number: 64082 Seq: 1 Gender: F
Reported: 18/01/1990 Weight: 108.00
Hospitalisation: Admitted to hospital Age: 51
Onset Date: 28/11/1989 DOB: 08/07/1938
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dyspnoea Heparin & warfarin
Haemoptysis

Medicine Details:

TEGRETOL (Suspected) Reason: Depression
Tablet 800.0 Milligram Daily Oral
3atch: Started: 10/02/1989 stopped: CONTIN
TRIMIPRAMINE MALEATE (Suspected) Reason:
375.0 Milligram Daily
3atch: Started: 01/05/1988 Stopped:
ATROMID-S (Suspected) Reason:
1.0 Gram Daily
3atch: Started: Stopped:
NICOTINIC ACID (Suspected) Reason:
1.5 Gram Daily
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Radiololgy Chest x-ray-collapse of r middle and lower lobes with effusion

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

Report Run  19/07/200  03:12PN  Database: pusime ADRS004 Page 3 0of43



TGA

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
LB SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

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

Reaction Detai

64082 Seq: 1
18/01/1990

Admitted to hospital
28/11/1989

Recovered

Medicine Details:

Gender:

Weight

Age:

DOB
Causality

F

: 108.00

51

: 08/07/1938

: Causality possible

3atch:

SULINDAC (Suspected)

400.0 Milligram
Started:

Reason:
Daily
Stopped:

Laboratory Investigations:

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

Report Run  19/07/200 03:12PN Database: pusime

ADRS004

Page 4 o0of43




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail
Case Number: 64787 Seq: 1 Gender: F
Reported: 19/03/1990 Weight: 59.00
Hospitalisation: Age: AD
Onset Date: 09/03/1990 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Urticaria

pra

Oral hismanal. allergic to

wns and chocolate

Medicine Details:

ATIVAN (Other drug)

Reason: Anxiety neurosis

1.0 Dose Unspecified As necessary

Type

3atch: Started: 01/11/1989 stopped: CONTIN
SURMONTIL (Suspected) Reason: Depression
Tablet 150.0 Milligram Daily Oral
3atch: Started: 01/02/1990 stopped:  14/03/1990
Laboratory Investigations:
Date Range Date Tested Result Details

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

Report Run  19/07/200  03:12PM

Database: pusime

ADRS004
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

SURMONTIL, TRIMIPRAMINE MALEATE

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:

Report Detail

Case Number: 64928 Seq: 1
Reported: 02/04/1990
Hospitalisation:
Onset Date: 28/08/1988
Outcome: Recovered

Reaction Detai

Gender: M
Weight: 75.00
Age: 48Y
DOB:
Causality: Causality probable

Preferred Term Severity

Report Description

Treatment

Hepatitis cholestatic

Medicine Details:

TRIMIPRAMINE MALEATE (Suspected)

Tablet 75.0 Milligram
3atch: Started: 05/08/1988

Reason:
Daily Oral

Depression

jtopped:  07/09/1988

Laboratory Investigations:

Date Type Range

Date Tested

Result

Details

Misclassified at

180 29/9/88 11 151

(3-20) (30-120) (10-60)(10-55) (5-45) 4/9/88 bili 51 alp 683
gmt 524 ast65 alt211 15/9/88 15 313 242 66

94 20 26

Additional Information:

03:12PN Database: pusime

Report Run  19/07/200

ADRS004

Page 6 of43




TGA

THERAPEUTIC 600DS
ADMINISTRATION

SURMONTIL, TRIMIPRAMINE MALEATE

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:

Report Detail

Case Number: 71559 Seq: 1 Gender: F
Reported: 17/07/1991 Weight: 79.00
Hospitalisation: Age: 66Y
Onset Date: 31/05/1991 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hepatic function abnormal Abnormal Ift's
Medicine Details:
ZOCOR (Suspected) Reason: Othr&unspec metabolic diseases
Tablet 10.0 Milligram Daily Oral
3atch: Started: 29/04/1991 stopped:  31/05/1991
VISKEN (Suspected) Reason: Essential benign hypertension
Tablet 5.0 Milligram Daily Oral
3atch: Started: L TERM stopped: CONTIN
BURINEX (Suspected) Reason: Essential benign hypertension
1.0 Milligram Daily
3atch: Started: L TERM stopped: CONTIN
SURMONTIL (Suspected) Reason: Depression
50.0 Milligram Daily
3atch: started: 01/01/1970 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
ALT = SGPT 0-31 IU/L 09/07/1991 14
ALT = SGPT 0-31 IU/L 01/08/1991 18
ALT = SGPT 0-31 IU/L 19/08/1991 15
AST = SGOT 0-31 IU/L 09/07/1991 15
AST = SGOT 0-31 IU/L 01/08/1991 17
AST = SGOT 0-31 IU/L 19/08/1991 16
Bilirubin 0-20 UMOL/L | 09/07/1991 4

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.

Report Run  19/07/200 03:12PN Database: pusime

ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
LB SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Case Number: 71559 Seq: 1 Gender: F
Reported: 17/07/1991 Weight: 79.00
Hospitalisation: Age: 66Y
Onset Date: 31/05/1991 DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Detai

Medicine Details:

ZOCOR (Suspected) Reason: Othr&unspec metabolic diseases
Tablet 10.0 Milligram Daily Oral
3atch: Started: 29/04/1991 stopped:  31/05/1991
VISKEN (Suspected) Reason: Essential benign hypertension
Tablet 5.0 Milligram Daily Oral
3atch: Started: L TERM stopped: CONTIN
BURINEX (Suspected) Reason: Essential benign hypertension
1.0 Milligram Daily
3atch: Started: L TERM stopped: CONTIN
SURMONTIL (Suspected) Reason: Depression
50.0 Milligram Daily
3atch: started: 01/01/1970 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details
Bilirubin 0-20 UMOL/L | 01/08/1991 4
Bilirubin 0-20 UMOL/L | 19/08/1991 3
GGT =SGGT = 7-32 |U/L 09/07/1991 140
GGT = SGGT = 7-32 IU/L 01/08/1991 142
GGT = SGGT = 7-32 UL 19/08/1991 130
Hist?)lnogy 13/08/91- liver biopsy - quite normal.
SAP = ALP 0-120 IU/L 09/07/1991 153

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.

Report Run  19/07/200  03:12PN  Database: pusime ADRS004 Page 8 of43



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
SURMONTIL, TRIMIPRAMINE MALEATE

THERAPEUTIC 600DS
ADMINISTRATION

Report Detail

Case Number: 71559 Seq: 1 Gender: F
Reported: 17/07/1991 Weight: 79.00
Hospitalisation: Age: 66Y
Onset Date: 31/05/1991 DOB:

Outcome: Not yet recovered Causality: Causality possible

Reaction Detai

Medicine Details:

ZOCOR (Suspected) Reason: Othr&unspec metabolic diseases
Tablet 10.0 Milligram Daily Oral
3atch: Started: 29/04/1991 stopped:  31/05/1991
VISKEN (Suspected) Reason: Essential benign hypertension
Tablet 5.0 Milligram Daily Oral
3atch: Started: L TERM stopped: CONTIN
BURINEX (Suspected) Reason: Essential benign hypertension
1.0 Milligram Daily
3atch: Started: L TERM stopped: CONTIN
SURMONTIL (Suspected) Reason: Depression
50.0 Milligram Daily
3atch: started: 01/01/1970 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
SAP = ALP 0-120 IU/L 01/08/1991 167
SAP = ALP 0-120 IU/L 19/08/1991 165

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.

Report Run  19/07/200 03:12PN 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 2007 Unclear causality excluded GM medicines Only Tradenames:
SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Case Number: 71901 Seq: 1 Gender: F
Reported: 26/06/1991 Weight: 60.00
Hospitalisation: Age: 65
Onset Date: 15/05/1991 DOB: 27/02/1926
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Hepatocellular damage
Malaise
Nausea
Medicine Details:
EUHYPNOS (Other drug) Reason:
10.0 Milligram Daily
3atch: Started: stopped:
SURMONTIL (Suspected) Reason: Depression
Capsule 300.0 Milligram Daily Oral
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
AST = SGOT 0-45 U/L 31/05/1991 137
AST = SGOT 0-45 U/L 14/06/1991 43
Bilirubin 2-26 UMOL/L | 31/05/1991 7
Bilirubin 2-26 UMOL/L | 14/06/1991 9
GGT = SGGT = 1-50 U/L 31/05/1991 112
GGT = SGGT = 1-50 U/L 14/06/1991 80
SAP = ALP 30-120 U/L 31/05/1991 168
Additional Information:
Report Run  19/07/200  03:12PN  Database: pusime ADRS004 Page 10 of 43




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

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

Reaction Detai

71901
26/06/1991

15/05/1991
Recovered

Medicine Details:

Seq:

Gender:

Weight

Age:

DOB
Causality

F

: 60.00

65

1 27/02/1926

: Causality probable

EUHYPNOS (Other drug)

3atch:

10.0 Milligram
Started:

Reason:
Daily
Stopped:

SURMONTIL (Suspected)
Capsule
3atch:

300.0 Milligram
Started:

Reason: Depression

Daily Oral

Stopped:

Laboratory Investigations:

Date Type

Range

Date Tested

Result

Details

SAP = ALP

30-120 U/L

14/06/1991

Additional Information:

Report Run  19/07/200  03:12PM

Database:

pusime

ADRS004

Page 11 0of43




THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Case Number: 72224 Seq: 1 Gender: F
Reported: 12/08/1991 Weight: 82.00
Hospitalisation: Age: 85Y
Onset Date: 31/07/1991 DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Detai

Preferred Term Severity Report Description Treatment
Weight increased Weight gain due to fluid retention
Oedema
Medicine Details:
ISOPTIN (Suspected) Reason: Angina pectoris
Tablet 120.0 Milligram Daily Oral
3atch: Started: L TERM stopped:
LANOXIN PG (Suspected) Reason: Congestive heart failure

3.0 Dose Unspecified Daily

3atch: Started: L TERM Stopped:

SURMONTIL (Suspected) Reason: Depression

75.0 Milligram Daily

3atch: Started: L TERM Stopped:

ZANTAC (Suspected) Reason: Duoden ulcer w perforation
Tablet 150.0 Milligram Daily Oral
3atch: started: 01/01/1990 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 accurate but indicates that start occurred sometime during the year.

Report Run  19/07/200 03:12PN Database: pusime ADRS004
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TGA

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
LB SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Case Number: 74207 Seq: 1 Gender: F
Reported: 18/11/1991 Weight: 60.00
Hospitalisation: Age: 45Y
Onset Date: 17/10/1991 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
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.
Report Run  19/07/200  03:12PN  Database: pusime ADRS004 Page 13 of 43




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
LB SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Case Number: 76628 Seq: 1 Gender: M
Reported: 16/04/1992 Weight:
Hospitalisation: Age: 50Y
Onset Date: 31/03/1992 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Erectile dysfunction

Medicine Details:

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

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient has had no known previous allergies. - the date of onset is not necessarily accurate but indicates that onset occurred
sometime during the month.

Report Run  19/07/200 03:12PN Database: pusime ADRS004 Page 14 of 43



TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Case Number: 80687
Reported: 28/10/1992
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Not yet recovered

Gender: F
Weight:
Age:
DOB:

76Y

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Mouth ulceration
Pancytopenia

Mouth ulcers

Medicine Details:

LEDERTREXATE (Suspected) Reason: Other rheumatoid arthritis
7.5 Milligram Weekly
3atch: Started: 01/12/1990 stopped:  29/09/1992

SURMONTIL (Suspected) Reason: Depression
Tablet 50.0 Milligram As necessary Oral
3atch: Started: Stopped:

VOLTAREN (Suspected) Reason: Other rheumatoid arthritis
Tablet 50.0 Milligram Daily Oral
3atch: Started: Stopped:

VITAMIN B-COMPLEX FORTE (Suspected) Reason:

Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Haemoglobin 21/09/1992 9

Haemoglobin 01/10/1992 8.2
Haemoglobin 02/10/1992 7.5
Haemoglobin 05/10/1992 8.1

Haemoglobin 19/10/1992 12.2
Haemoglobin 06/10/1992 11.2
Haemoglobin 03/10/1992 7.6

Additional Information:

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

Report Run  19/07/200  03:12PM

Database: pusime

ADRS004

Page 15
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Case Number: 80687
Reported

Hospitalisation:
Onset Date:

Outcome:

Reaction Detai

Medicine Details:

1 28/10/1992

Not yet recovered

Gender: F

Weight:
Age: 76Y
DOB:

Causality: Causality possible

LACRI-LUBE (Suspected)

Reason:

Otr&unsp difuse connec tis dis

Eye Drops 1.0 Dose Unspecified Daily Ophthalmic
3atch: Started: stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Platelets 21/09/1992 244
Platelets 01/10/1992 124
Platelets 19/10/1992 73
Platelets 06/10/1992 60
Platelets 05/10/1992 65
Platelets 03/10/1992 85
Platelets 02/10/1992 100

Additional Information:

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

Report Run

19/07/200

03:12PN

Database: pusime

ADRS004 Page 16

of 43




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Case Number: 80687
Reported: 28/10/1992
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Not yet recovered

Medicine Details:

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

76Y

LEDERTREXATE (Suspected) Reason: Other rheumatoid arthritis
7.5 Milligram Weekly
3atch: Started: 01/12/1990 stopped:  29/09/1992

SURMONTIL (Suspected) Reason: Depression
Tablet 50.0 Milligram As necessary Oral
3atch: Started: Stopped:

VOLTAREN (Suspected) Reason: Other rheumatoid arthritis
Tablet 50.0 Milligram Daily Oral
3atch: Started: Stopped:

VITAMIN B-COMPLEX FORTE (Suspected) Reason:

Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Red blood cells 21/09/1992 2.92
Red blood cells 01/10/1992 2.60
Red blood cells 02/10/1992 2.37
Red blood cells 19/10/1992 3.98
Red blood cells 06/10/1992 3.58
Red blood cells 05/10/1992 2,57
Red blood cells 03/10/1992 2.41

Additional Information:

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

Report Run  19/07/200  03:12PM

Database: pusime

ADRS004

Page 17 o0of 43




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
LB SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Case Number: 80687 Seq: 1 Gender: F
Reported: 28/10/1992 Weight:
Hospitalisation: Age: 76Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Detai

Medicine Details:

LACRI-LUBE (Suspected) Reason: Otr&unsp difuse connec tis dis
Eye Drops 1.0 Dose Unspecified Daily Ophthalmic
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

White blood cells 21/09/1992 12.98
White blood cells 01/10/1992 2.56
White blood cells 02/10/1992 2.53
White blood cells 03/10/1992 3.45
White blood cells 05/10/1992 3.55
White blood cells 06/10/1992 5.8

White blood cells 19/10/1992 8.89

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

Report Run  19/07/200  03:12PN  Database: pusime ADRS004 Page 18
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
SURMONTIL, TRIMIPRAMINE MALEATE

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  19/07/200  03:12PN  Database: pusime ADRS004 Page 19 of 43




THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

SURMONTIL, TRIMIPRAMINE MALEATE

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:

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  19/07/200  03:12PN  Database: pusime ADRS004 Page 20 of 43




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
SURMONTIL, TRIMIPRAMINE MALEATE

THERAPEUTIC 600DS
ADMINISTRATION

Report Detail

Case Number: 86985 Seq: 1 Gender: F
Reported: 23/08/1993 Weight: 60.00
Hospitalisation: Age: 55Y
Onset Date: 15/07/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Pruritus
Rash maculo-papular

Medicine Details:

SURMONTIL (Suspected) Reason: Depression
Oral application 150.0 Milligram Daily Oral
3atch: Started: 01/07/1993 stopped:  22/07/1993
MELLERIL (Suspected) Reason: Otr spec symp psychopathol nec
Oral Liquid 50.0 Milligram Daily Oral
3atch: Started: 13/07/1993 stopped:  15/07/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  19/07/200  03:12PN  Database: pusime ADRS004 Page 21 of 43




THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Case Number: 87629 Seq: 1 Gender: F
Reported: 13/09/1993 Weight: 80.00
Hospitalisation: Age: 39Y
Onset Date: 06/09/1993 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anxiety Severe

Medicine Details:

LEXOTAN (Suspected)

Reason:

2.0 Dose Unspecified As necessary

3atch: Started: L TERM stopped:
ANAFRANIL (Suspected) Reason:
50.0 Milligram Daily
3atch: Started: 05/09/1993 stopped:  06/09/1993
SURMONTIL (Suspected) Reason:
50.0 Milligram Daily
3atch: Started: L TERM Stopped:
MODURETIC (Suspected) Reason:
1.0 Dose Unspecified Daily
3atch: Started: L TERM Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  19/07/200  03:12PN  Database: pusime ADRS004 Page 22 of 43




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
LB SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Case Number: 87629 Seq: 1 Gender: F
Reported: 13/09/1993 Weight: 80.00
Hospitalisation: Age: 39Y
Onset Date: 06/09/1993 DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Detai

Medicine Details:

RENITEC (Suspected) Reason:
10.0 Milligram Daily
3atch: Started: L TERM stopped:

Laboratory Investigations:

Additional Information:

Report Run  19/07/200 03:12PN Database: pusime ADRS004 Page 23 0of 43



TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Case Number: 87773 Seq: 1 Gender: F
Reported: 17/09/1993 Weight: 89.00
Hospitalisation: Age: 65Y
Onset Date: 01/09/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Affect lability
Tremor
Medicine Details:
ISOPTIN (Other drug) Reason: Essential benign hypertension
160.0 Milligram Daily
3atch: Started: 01/06/1992 stopped:
LITHICARB (Suspected) Reason: Depression
500.0 Milligram Daily
3atch: Started: 24/08/1993 stopped:  15/09/1993
SURMONTIL (Suspected) Reason: Depression
150.0 Milligram Daily
3atch: Started: stopped:  06/09/1993
VOLTAREN (Suspected) Reason: Pain
100.0 Milligram Daily
3atch: started: 01/01/1992 Stopped:  06/09/1993
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. the dosage start date is not
necessarily accurate but indicates that start occurred sometime during the month.

Report Run  19/07/200  03:12PM

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 2007 Unclear causality excluded GM medicines Only Tradenames:
SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

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

Reaction Detai

91437
07/03/1994

31/12/1993
Unknown

Seq: 1

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

A5

Preferred Term

Severity

Report Description Treatment

Visual disturbance
Xerophthalmia

Medicine Details:

CAPOTEN (Suspected)

3atch:

0.0
Started:

Reason: Essential benign hypertension

L TERM Stopped:

ADALAT (Suspected)

3atch:

0.0
Started:

Reason:

Stopped:

VOLTAREN (Suspected)

3atch:

0.0
Started:

Reason:

Stopped:

SURMONTIL (Suspected)

3atch:

25.0 Milligram

Started:

Reason:
Daily
Stopped:

Laboratory Investigations:

Date Type

Range Date Tested

Result Details

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

Report Run  19/07/200  03:12PM

Database: pusime
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TGA

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
LB SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Case Number: 91437 Seq: 1 Gender: M
Reported: 07/03/1994 Weight:
Hospitalisation: Age: A5
Onset Date: 31/12/1993 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Medicine Details:
TENORMIN (Suspected) Reason:
1.0 Dose Unspecified Daily
3atch: Started: stopped:

Laboratory Investigations:

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

Report Run  19/07/200  03:12PM

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 2007 Unclear causality excluded GM medicines Only Tradenames:
SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Date Type

Range

Case Number: 91542 Seq: 1 Gender: F
Reported: 11/03/1994 Weight:
Hospitalisation: Age: 37Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Tooth disorder Pitting of enamel on front teeth. Plastic resin facades.
Dry mouth
Medicine Details:
PROZAC (Other drug) Reason: Depression
Tablet 2.0 Dose Unspecified Daily Oral
3atch: Started: stopped: 2D
SURMONTIL (Suspected) Reason: Depression
Tablet 8.0 Dose Unspecified Daily Oral
3atch: Started: 01/09/1993 stopped: 28/11/1993
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. the dosage stop
date is not necessarily accurate but indicates that stoppage occurred sometime during the month.

Report Run  19/07/200  03:12PM

Database: pusime ADRS004
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
LB SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

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

Reaction Detai

97166
17/11/1994

24/10/1994
Recovered

Gender: F
Weight:
Age: 31Y
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Acne

Medicine Details:

Capsule
3atch:

LOPERAMIDE HYDROCHLORIDE (Suspected)

0.0
Started:

Reason:
Oral
Stopped:

3atch:

SURMONTIL (Suspected)

0.0
Started:

Reason:

Stopped:

Laboratory Investigations:

Date

Type

Range Date Tested

Result Details

Additional Information:
Patient is a chemist and reaction occured while working with the contents of loperamide capsules.

Report Run  19/07/200  03:12PM
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Case Number: 98214
Reported: 09/01/1995
Hospitalisation:
Onset Date: 01/01/1995
Outcome: Recovered

Reaction Detai

Seq: 1

Gender: F
Weight: 61.00
Age: 38Y
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Myalgia

Anxiety
Confusional state
Dehydration
Diarrhoea
Dizziness
Hypotension
Ketosis

Nausea

Aching limbs

Medicine Details:

SURMONTIL (Suspected)

3atch:

Reason:

50.0 Milligram Daily
Started: 30/12/1994

Depression

Stopped:

AROPAX (Suspected)

3atch:

Reason:

20.0 Milligram Daily
Started: 31/12/1994

Stopped:

Laboratory Investigations:

Date Type

Range Date Tested Result

Details

Additional Information:

Report Run  19/07/200  03:12PM

Database: pusime
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

SURMONTIL, TRIMIPRAMIN

Public Case Detail

E MALEATE

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:

Report Detail

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

Reaction Detai

1156928
12/03/1997

21/01/1997
Not yet recovered

Seq: 1

Causality

Gender: U

Weight: 63.00
Age: 51
DOB: 07/11/1945

: Causality possible

Preferred Term Severity Report Description Treatment
Abdominal pain
Diarrhoea
Hepatitis
Medicine Details:
CYCLOSPORIN-A (Suspected) Reason:
Capsule 300.0 Milligram Daily Oral
3atch: Started: 01/05/1996 stopped:  28/01/1997
PREDNISOLONE (Suspected) Reason:
Oral application 5.0 Milligram Daily Oral
3atch: Started: Stopped: CONTIN
LOSEC (Suspected) Reason:
Capsule 40.0 Milligram Daily Oral
3atch: Started: Stopped: CONTIN
SURMONTIL (Suspected) Reason:
Oral application 2.0 Dose Unspecified Daily Oral
3atch: Started: Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

ALT = SGPT (<55) 28/01/1997 271
ALT = SGPT (<55) 30/01/1997 163
ALT = SGPT (<55) 02/02/1997 87
ALT = SGPT (<55) 04/02/1997 71

Bilirubin (<17) 28/01/1997 35
Bilirubin (<17) 30/01/1997 29
Bilirubin (<17) 04/02/1997 41

Additional Information:

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

Report Run  19/07/200  03:12PM
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TGA

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
LB SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

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

Reaction Detai

1156928 Seq: 1

12/03/1997

21/01/1997
Not yet recovered

Medicine Details:

Gender: U

Weight: 63.00
Age: 51
DOB: 07/11/1945

Causality: Causality possible

PROGYNOVA (Suspected) Reason:
Tablet 2.0 Milligram Daily Oral
3atch: Started: stopped: CONTIN
PROVERA (Suspected) Reason:
Tablet 5.0 Milligram Daily Oral
3atch: Started: Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Bilirubin (<17) 02/02/1997 5
GGT =SGGT = ((7-43) 28/01/1997 453
GGT =SGGT = ((7-43) 30/01/1997 372
GGT = SGGT = ((7-43) 04/02/1997 243
GGT = SGGT = ((7-43) 02/02/1997 310
SAP = ALP (30-110) 28/01/1997 203
SAP = ALP (30-110) 30/01/1997 164

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 2007 Unclear causality excluded GM medicines Only Tradenames:
LB SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Case Number: 115928 Seq: 1 Gender: U
Reported: 12/03/1997 Weight: 63.00
Hospitalisation: Age: 51
Onset Date: 21/01/1997 DOB: 07/11/1945
Outcome: Not yet recovered Causality: Causality possible

Reaction Detai

Medicine Details:

CYCLOSPORIN-A (Suspected) Reason:

Capsule 300.0 Milligram Daily Oral

3atch: Started: 01/05/1996 stopped:  28/01/1997
PREDNISOLONE (Suspected) Reason:

Oral application 5.0 Milligram Daily Oral

3atch: Started: Stopped: CONTIN
LOSEC (Suspected) Reason:

Capsule 40.0 Milligram Daily Oral

3atch: Started: Stopped: CONTIN
SURMONTIL (Suspected) Reason:

Oral application 2.0 Dose Unspecified Daily Oral

3atch: Started: Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details
SAP = ALP (30-110) 02/02/1997 131
SAP = ALP (30-110) 04/02/1997 101

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 2007 Unclear causality excluded GM medicines Only Tradenames:
LB SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Case Number: 115928 Seq: 1 Gender: U
Reported: 12/03/1997 Weight: 63.00
Hospitalisation: Age: 51
Onset Date: 21/01/1997 DOB: 07/11/1945
Outcome: Not yet recovered Causality: Causality possible

Reaction Detai

Medicine Details:

PROGYNOVA (Suspected) Reason:

Tablet 2.0 Milligram Daily Oral

3atch: Started: stopped: CONTIN
PROVERA (Suspected) Reason:

Tablet 5.0 Milligram Daily Oral

3atch: Started: 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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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
LB SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Case Number: 121683 Seq: 1 Gender: F
Reported: 16/10/1997 Weight:
Hospitalisation: Age: 73
Onset Date: DOB: 19/03/1924
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Coordination abnormal Severe
Urinary retention
Vertigo Slow withdrawal of surmontil.
Visual disturbance

Medicine Details:

ATENOLOL (Other drug) Reason: Otr&nos disord of heart rhythm
25.0 Milligram Daily
3atch: Started: stopped:
FAMOTIDINE (Other drug) Reason:
40.0 Milligram Daily
3atch: Started: Stopped:
ASPIRIN (Other drug) Reason:
100.0 Milligram Daily
3atch: Started: Stopped:
PREDNISONE (Suspected) Reason: Bronchitis,unqualified
0.0
3atch: Started: Stopped: 28/08/1997
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 stop date is not
necessarily accurate but indicates that stoppage occurred sometime during the month. the dosage stop date is not necessarily
accurate but indicates that stoppage occurred sometime during the month. 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 2007 Unclear causality excluded GM medicines Only Tradenames:
LB SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Case Number: 121683 Seq: 1 Gender: F
Reported: 16/10/1997 Weight:
Hospitalisation: Age: 73
Onset Date: DOB: 19/03/1924
Outcome: Recovered Causality: Causality possible

Reaction Detai

Medicine Details:

AMIODARONE HYDROCHLORIDE (Suspected) Reason: Otr&nos disord of heart rhythm
Oral application 400.0 Milligram Daily Oral
3atch: Started: 01/07/1997 stopped:  28/08/1997
SURMONTIL (Suspected) Reason: Anxiety neurosis
50.0 Milligram Daily
3atch: Started: stopped: 28/08/1997
TRIMETHOPRIM (Suspected) Reason: Othr diseases of urinary tract
300.0 Milligram Daily
3atch: Started: Stopped: 28/08/1997

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

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
LB SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Case Number: 122253
Reported: 10/11/1997
Hospitalisation:
Onset Date: 14/08/1996
Outcome: Recovered

Reaction Detai

Seq: 1

Gender: F
Weight:
Age: 76Y
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Asthenia

Coordination abnormal
Drug level increased
Hepatic function abnormal

Medicine Details:

3atch:

TRIMIPRAMINE MALEATE (Interaction)

0.0
Started:

Reason:

Stopped:

DILANTIN (Interaction)

3atch:

Reason:

300.0 Milligram Daily

Started:

Stopped:

SPAN-K (Interaction)

3atch:

Reason:

6.0 Dose Unspecified Daily

Started:

Stopped:

ATROVENT (Other drug)
Inhalation
3atch:

0.0
Started:

Reason:
Inhalation

Stopped:

Laboratory Investigations:

Date Type

Range Date Tested

Result Details

Serum drug level |40 - 80 UMOL/L

14/08/1997

140.1 Phenytoin level

Additional Information:

Report Run  19/07/200  03:12PM
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Case Number: 122253
Reported: 10/11/1997
Hospitalisation:
Onset Date: 14/08/1996
Outcome: Recovered

Reaction Detai

Medicine Details:

Gender: F
Weight:
Age: 76Y
DOB:
Causality: Causality possible

VENTOLIN (Other drug)
Inhalation
3atch:

Reason:
0.0
Started:

Inhalation

Stopped:

CARDIPRIN 100 (Other drug)

3atch:

Reason:
1.0 Dose Unspecified Daily
Started:

Stopped:

BECOTIDE (Other drug)

3atch:

Reason:
600.0 Microgram Daily
Started:

Stopped:

SANDOMIGRAN (Other drug)

3atch:

Reason:
1.0 Dose Unspecified Daily
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 2007 Unclear causality excluded GM medicines Only Tradenames:
LB SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Case Number: 125831 Seq: 1 Gender: M
Reported: 17/03/1998 Weight: 75.00
Hospitalisation: Age: 15Y
Onset Date: 03/02/1998 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Pyrexia Pyrexia unknown origin
Anaemia

Hepatic function abnormal
Rash erythematous

Medicine Details:

TOFRANIL (Suspected) Reason: Behavior disorders of childhod
Tablet 125.0 Milligram Daily Oral
3atch: Started: 01/05/1997 stopped:  20/02/1998
SURMONTIL (Suspected) Reason: Behavior disorders of childhod
Oral application 50.0 Milligram Daily Oral
3atch: Started: 22/08/1997 stopped: 20/02/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
ALT = SGPT 03/02/1998 286
AST = SGOT 03/02/1998 1156
GGT =SGGT = 03/02/1998 155
Haemoglobin 03/03/1998 113
Haemoglobin 10/03/1998 120

Additional Information:

Had one year rx with tofranil prior to restart may 1997, may have had some reaction at the time. not under dr care at time.
allergies to penicillin 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 2007 Unclear causality excluded GM medicines Only Tradenames:
LB SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Case Number: 130455 Seq: 1 Gender: F
Reported: 21/08/1998 Weight:
Hospitalisation: Age: 30Y
Onset Date: 31/07/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Tardive dyskinesia Trimipramine ceased and one
week later commenced zoloft

Medicine Details:

TRIMIPRAMINE MALEATE (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
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Case Number: 132385 Seq: 1 Gender: M
Reported: 27/10/1998 Weight:
Hospitalisation: Age: 36Y
Onset Date: 12/10/1998 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Rash Severe Intensely itchy rash on back and chest. Periactin 4mg tds. baclofen
ceased & recommenced on
17/10/98. catapress and
crirmnntil raacad
Pruritus

Medicine Details:

BACLOFEN (Other drug) Reason:
Tablet 10.0 Milligram Daily Oral
3atch: Started: 08/10/1998 stopped:  12/10/1998
CATAPRES (Suspected) Reason:
Tablet 200.0 Milligram Daily Oral
3atch: Started: 24/09/1998 stopped:  12/10/1998
SURMONTIL (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
3atch: Started: 08/10/1998 stopped:  15/10/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  19/07/200  03:12PN  Database: pusime ADRS004 Page 40 of 43




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
LB SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Case Number: 150461 Seq: 1 Gender: M
Reported: 16/03/2000 Weight:
Hospitalisation: Age: 86Y
Onset Date: 01/08/1999 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Urinary retention Trimipramine ceased.

Medicine Details:

TRIMIPRAMINE MALEATE (Suspected) Reason:
50.0 Milligram Daily
3atch: Started: stopped:  04/08/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient also taking allopurinol, ranitidine, bricanyl, pulmicort, imdur, cardizem, aspirin.

Report Run  19/07/200 03:12PN Database: pusime ADRS004 Page 41

of 43




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:
SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Case Number: 152336
Reported: 03/05/2000
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Unknown

S

eq: 1

Gender:
Weight:
Age: 61
DOB: 20/12/1938

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Arthralgia

Nausea

Abdominal pain

Drug withdrawal syndrome
Headache

Insomnia

Myalgia

Aches / pains all over.
Intolerance to foods.

Medicine Details:

THYROXINE SODIUM (Other drug)

3atch:

Started:

0.0

Reason:

Stopped:

DAPA-TABS (Other drug)

3atch:

Started:

0.0

Reason:

Stopped:

PRAVACHOL (Other drug)

3atch:

Started:

0.0

Reason:

Stopped:

COVERSYL (Other drug)

3atch:

Started:

0.0

Reason:

Stopped:

Laboratory Investigations:

Date Type

Range

Date Tested

Result

Details

Additional Information:

Patient started to withdraw off surmontil 4 months ago. the dosage start date is not accurate but indicates that start occurred
sometime during the year. the dosage stop date is not accurate but indicates that stoppage occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

Public Case Detail

THERAPEUTIC G00DS Date Range: 1 Jan 1989 To 31 Dec 2007 Unclear causality excluded GM medicines Only Tradenames:

LB SURMONTIL, TRIMIPRAMINE MALEATE

Report Detail

Case Number: 152336 Seq: 1
Reported: 03/05/2000
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Medicine Details:

Gender: F
Weight:
Age: 61
DOB: 20/12/1938
Causality: Causality possible

PEPCIDINE (Other drug) Reason:
0.0
3atch: Started: stopped:
SURMONTIL (Suspected) Reason: Pain
Capsule 100.0 Milligram Daily Oral
3atch: Started: 01/01/1980 stopped:  31/01/2000

Laboratory Investigations:

Additional Information:

Patient started to withdraw off surmontil 4 months ago. 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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