THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 2504 Seq: 1 Gender: M
Reported: 05/11/1990 Weight:
Hospitalisation: Hospitalisation prolonged Age: 76Y
Onset Date: 31/10/1990 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Symptomatic support in icu.

Neuroleptic malignant syndrome
ventilation and isotrope

support
Medicine Details:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Unspecified psychosis
200.0 Milligram Total
Batch: Started: 26/10/1990 Stopped: 27/10/1990
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. Case Sequenced to:

68180/2
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 2506 Seq: 1 Gender: M
Reported: 30/10/1990 Weight: 80.00
Hospitalisation: Age: 47Y
Onset Date: 12/09/1990 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypertonia

Medicine Details:

COGENTIN (Other drug) Reason:
Injection 1.0 Milligram 1 time Intravenous
Batch: Started: 05/09/1990 Stopped:
DIAZEPAM (Other drug) Reason:
Tablet 5.0 Milligram As necessary Oral
Batch: Started: 11/09/1990 Stopped: 20/09/1990
COGENTIN (Other drug) Reason:
Tablet 6.0 Milligram Daily Oral
Batch: Started: 05/09/1990 Stopped: 21/09/1990
BIPERIDEN HYDROCHLORIDE (Other drug) Reason:
Tablet 3.0 Milligram Daily Oral
Batch: Started: 07/09/1990 Stopped: 21/09/1990
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Case Sequenced to: 68215/2
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 2506 Seq: 1 Gender: M
Reported: 30/10/1990 Weight: 80.00
Hospitalisation: Age: 47Y
DOB:

Onset Date: 12/09/1990
Outcome: Recovered

Reaction Details:

Causality: Causality probable

Medicine Details:

THIORIDAZINE HYDROCHLORIDE (Suspected)
Oral application 50.0 Milligram
Batch: Started: 12/09/1990 Stopped:

Reason:  Unspecified schizophrenia

1 time Oral

Laboratory Investigations:

Additional Information:
Case Sequenced to: 68215/2

Report Run : 01/06/2007 02:43PM  Database: pusime02 ADRS004 Page 3 of 393



TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 52892 Seq: 1 Gender: F
Reported: 14/06/1988 Weight: 84.00
Hospitalisation: Age: 71Y
Onset Date: DOB:
Outcome: Death, maybe drug Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Cardiac failure
Cardiomyopathy
Electrocardiogram abnormal
Medicine Details:
LAROXYL (Suspected) Reason: Depression
Tablet 150.0 Milligram Daily Oral
Batch: Started: 01/01/1970 Stopped: 13/06/1988
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Anxiety neurosis
Oral application 75.0 Milligram Daily Oral
Batch: Started: 01/01/1974 Stopped: 28/05/1988
DIGOXIN (Suspected) Reason: Congestive heart failure
125.0 Microgram Daily
Batch: Started: 07/03/1987 Stopped: 13/06/1988
LASIX (Suspected) Reason: Congestive heart failure
40.0 Milligram Daily
Batch: Started: 28/10/1986 Stopped: 13/06/1988
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
accurate but indicates that start occurred sometime during the year. the dosage stop date is not necessarily
that stoppage occurred sometime during the month.

start date is not

accurate but indicates

Report Run : 01/06/2007 02:43PM  Database: pusime02 ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 52892 Seq: 1 Gender: F
Reported: 14/06/1988 Weight: 84.00
Hospitalisation: Age: 71Y
DOB:

Onset Date:
Outcome: Death, maybe drug

Reaction Details:

Causality: Causality possible

Medicine Details:

MODURETIC (Suspected) Reason:  Congestive heart failure
1.0 Dose Unspecified Daily
Batch: Started: 19/05/1988 Stopped: 13/06/1988
CAPTOPRIL (Suspected) Reason:  Congestive heart failure
37.0 Milligram Daily
Batch: Started: 30/03/1988 Stopped: 13/06/1988

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 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Run : 01/06/2007 02:43PM  Database: pusime02

Report Details:
Case Number: 55211 Seq: 1 Gender: M
Reported: 11/07/1988 Weight: 63.00
Hospitalisation: Age: 27Y
Onset Date: 28/05/1988 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Dry skin
Libido decreased
Semen abnormal Cessation of melleril and
observe.
Medicine Details:
VALIUM (Other drug) Reason:  Anxiety neurosis
0.0
Batch: Started: Stopped: 24/06/1988
MELLERIL (Suspected) Reason:  Other paranoid states
100.0 Milligram Daily
Batch: Started: 27/04/1988 Stopped: 27/05/1988
MELLERIL (Suspected) Reason: Other paranoid states
75.0 Milligram Daily
Batch: Started: 27/05/1988 Stopped: 09/06/1988
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
ADRS004 Page 6 of 393




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 55497 Seq: 1 Gender: M
Reported: 05/08/1988 Weight:
Hospitalisation: Age: 27Y
Onset Date: 01/08/1988 DOB:
Outcome: Death, maybe drug Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Neuroleptic malignant syndrome

Medicine Details:

MELLERIL (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
Batch: Started: Stopped: 01/08/1988

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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TG A Public Case Detail

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 56794 Seq: 1 Gender: F
Reported: 14/10/1988 Weight:
Hospitalisation: Age: 36Y
Onset Date: 31/07/1988 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Retinal pigmentation
Medicine Details:
MODECATE (Suspected) Reason:  Unspecified schizophrenia
Injection 100.0 Milligram Weekly Intramuscular
Batch: Started: 01/01/1979 Stopped: CONTIN
MELLERIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 500.0 Milligram Daily Oral
Batch: Started: 01/11/1983 Stopped:
MELLERIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: 01/11/1984 Stopped: 28/09/1988
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

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

occurred sometime during the year.

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

start date is not necessarily
ecessarily accurate but
but indicates that start

Report Run : 01/06/2007 02:43PM Database: pusime02 ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 56900 Seq: 1 Gender: M
Reported: 30/08/1988 Weight: 50.00
Hospitalisation: Age: 64Y
DOB:

Onset Date: 26/07/1988

Outcome: Recovered Causality: Causality probable

Reaction Details:
Preferred Term Severity Report Description Treatment
Pruritus
Medicine Details:
MELLERIL (Suspected) Reason:  Other paranoid states
Tablet 10.0 Milligram Daily Oral
Batch: Started: 25/07/1988 Stopped: 27/07/1988
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run : 01/06/2007 02:43PM  Database: pusime02 ADRS004 Page 9 of 393



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 57910 Seq: 1 Gender: F
Reported: 21/12/1988 Weight:
Hospitalisation: Age: 70Y
Onset Date: 10/12/1988 DOB:
Outcome: Death Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Life

threatening

Sudden death

Medicine Details:

MIANSERIN HYDROCHLORIDE (Suspected) Reason: Depression
Oral application 60.0 Milligram Daily Oral
Batch: Started: 24/10/1988 Stopped: 13/12/1988
MELLERIL (Suspected) Reason:
25.0 Milligram Daily
Batch: Started: 08/10/1988 Stopped:
DILTIAZEM HYDROCHLORIDE (Suspected) Reason:
360.0 Milligram Daily
Batch: Started: 01/08/1988 Stopped:
THEO-DUR (Suspected) Reason:
600.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Haematology 1 4/10/88 18/10 12/12 13/12 leucocytes
(4.0-11.0) 143 101 0.6 0.9 granulocytes (2.5-7.5)
9.1 9 0 0 lymphocyte (1.5-3.5) 09 06
0.8 monocytes (0.2-0.8) 0.2 0 0.1

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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 57910 Seq: 1 Gender: F
Reported: 21/12/1988 Weight:
Hospitalisation: Age: 70Y

DOB:

Onset Date: 10/12/1988
Outcome: Death

Reaction Details:

Causality: Causality possible

Medicine Details:
NITRADISC (Suspected) Reason:
50.0 Milligram Daily
Batch: Started: Stopped:

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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 58666 Seq: 1 Gender: M
Reported: 16/01/1989 Weight:
Age: 84Y

Hospitalisation:
Onset Date: 25/10/1988
Outcome: Not yet recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Extrapyramidal disorder

DOB:
Causality: Causality possible

Medicine Details:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
50.0 Milligram Daily
Batch: 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 59249 Seq: 1 Gender: M
Reported: 28/02/1989 Weight:
Hospitalisation: Age:
DOB:

Onset Date: 31/01/1989
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description

Causality: Causality possible

Treatment

Nausea
\Vomiting

Medicine Details:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
0.0
Batch: 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 59250 Seq: 1 Gender: M
Reported: 28/02/1989 Weight:
Hospitalisation: Age:
DOB:

Onset Date: 31/01/1989
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description

Headache
Nausea

Causality: Causality possible

Treatment

Medicine Details:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
0.0
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result

Details

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

Report Run : 01/06/2007 02:43PM  Database: pusime02 ADRS004 Page 14 of 393



TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 60078 Seq: 1 Gender: M
Reported: 03/05/1989 Weight: 102.00
Hospitalisation: Age: 30Y
Onset Date: 29/03/1989 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Pruritus
Rash maculo-papular
Medicine Details:
RIVOTRIL (Other drug) Reason:  Generalizd convulsive epilepsy
Tablet 6.0 Milligram Daily Oral
Batch: Started: Stopped: CONTIN
DILANTIN (Other drug) Reason:  Generalizd convulsive epilepsy
Capsule 400.0 Milligram Daily Oral
Batch: Started: 01/02/1989 Stopped: CONTIN
EPILIM (Other drug) Reason:  Generalizd convulsive epilepsy
Oral Liquid 3.0 Gram Daily Oral
Batch: Started: Stopped: CONTIN
TEGRETOL (Other drug) Reason:  Generalizd convulsive epilepsy
Tablet 800.0 Milligram Daily Oral
Batch: Started: 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.

Report Run : 01/06/2007 02:43PM  Database: pusime02
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 60078 Seq: 1 Gender: M
Reported: 03/05/1989 Weight: 102.00
Hospitalisation: Age: 30Y
DOB:

Onset Date: 29/03/1989
Outcome: Recovered

Reaction Details:

Causality: Causality probable

Medicine Details:
VALIUM (Other drug) Reason:  Generalizd convulsive epilepsy
Tablet 30.0 Milligram Daily Oral
Batch: Started: Stopped: CONTIN
MELLERIL (Suspected) Reason:  Hallucinations
Tablet 25.0 Milligram Daily Oral
Batch: Started: 22/03/1989 Stopped: 29/03/1989

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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 60431 Seq: 1 Gender: F
Reported: 18/05/1989 Weight: 40.00
Hospitalisation: Age: 76Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Agitation
Hyperkinesia
Medicine Details:
MELLERIL (Suspected) Reason: Neuroses
Solution 2.5 Millilitre Daily Oral
Batch: Started: 01/04/1989 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Report Run : 01/06/2007 02:43PM  Database: pusime02 ADRS004 Page 17 of 393



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 60649 Seq: 1 Gender: F
Reported: 10/05/1989 Weight:
Hospitalisation: Age: 19Y

DOB:

Onset Date: 27/01/1989
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Causality: Causality possible

Leukopenia

Medicine Details:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
Oral Liquid 50.0 Milligram 1 time Oral
Batch: Started: 18/01/1989 Stopped:
CARBAMAZEPINE (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: 03/01/1989 Stopped: 06/01/1989
Laboratory Investigations:
Date Type Range Date Tested Result Details
Haematology 1 25/11/88 27/1/89 31/1 2/2 6/2 13/2 21/2 white
blood cell count: 7.1 26 3.13453 3543
Additional Information:
Report Run : 01/06/2007 02:43PM  Database: pusime02 ADRS004 Page 18 of 393



TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 60708 Seq: 1 Gender: F
Reported: 29/05/1989 Weight:
Hospitalisation: Age: 25Y
Onset Date: 12/05/1989 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Grand mal convulsion

Iv diazepam stat, oral panadol
for headache, dilantin 100mg o
tds for few days, tofranil dose

graded down and ceased.

Medicine Details:

Report Run : 01/06/2007 02:43PM  Database: pusime02

TOFRANIL (Suspected) Reason: Depression

Tablet 250.0 Milligram Daily Oral

Batch: Started: 09/05/1989 Stopped:
MELLERIL (Suspected) Reason: Depression

200.0 Milligram Daily

Batch: Started: 23/04/1989 Stopped: 12/05/1989
NOCTEC (Suspected) Reason:  Specific disorders of sleep

Oral application 1.0 Gram Daily Oral

Batch: Started: 23/04/1989 Stopped: 12/05/1989
Laboratory Investigations:

Date Type Range Date Tested Result Details
Additional Information:
ADRS004 Page 19 of 393




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 61692 Seq: 1 Gender: M
Reported: 21/07/1989 Weight: 73.00
Hospitalisation: Age: 35Y
DOB:

Onset Date:
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Causality: Causality probable

Abdominal pain
Dyspepsia

Medicine Details:

Reason:  Unspecified schizophrenia

ALDAZINE (Suspected)
200.0 Milligram Daily
Batch: Started: 01/01/1989 Stopped: 28/05/1989
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 : 01/06/2007 02:43PM  Database: pusime02 ADRS004 Page 20 of 393



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 61702 Seq: 1 Gender: F
Reported: 31/07/1989 Weight:
Hospitalisation: Age: 61Y

DOB:

Onset Date:
Outcome: Recovered

Reaction Details:

Causality: Causality probable

Preferred Term Severity Report Description Treatment

Haloperidol 5mg nocte.

Skin exfoliation

Medicine Details:

Reason:
0.0 Inhalation

VENTOLIN (Other drug)

Inhalation
Batch: Started: Stopped:

MELLERIL (Suspected) Reason:  Unspecified psychosis

Oral application 200.0 Milligram Daily Oral
Batch: Started: 29/05/1989 Stopped: 10/07/1989
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run : 01/06/2007 02:43PM  Database: pusime02 ADRS004 Page 21 of 393




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 61767 Seq: 1 Gender: M
Reported: 01/08/1989 Weight: 85.00
Hospitalisation: Age: 33Y
DOB:

Onset Date:
Outcome: Not yet recovered

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Dyspepsia No problems when taking
melleril, reaction occurred

when aldazine started

Medicine Details:
ALDAZINE (Suspected) Reason:
300.0 Milligram Daily
Batch: 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.

Report Run : 01/06/2007 02:43PM  Database: pusime02 ADRS004 Page 22 of 393



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 63260 Seq: 1 Gender: F
Reported: 31/08/1989 Weight: 81.00
Hospitalisation: Hospitalisation prolonged Age: 72
Onset Date: 16/06/1989 DOB: 29/11/1916
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Rash erythematous Topical steroids

Medicine Details:

MELLERIL (Suspected) Reason: Depression
Oral application 25.0 Milligram Daily Oral
Batch: Started: 10/06/1989 Stopped: 22/06/1989

Laboratory Investigations:

Date Type Range Date Tested Result Details
Histology Skin biopsy, non-specific inflammation. a definite cause has not
been identified but a drug eruption is possible.

Additional Information:

Report Run : 01/06/2007 02:43PM  Database: pusime02 ADRS004 Page 23 of 393



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 63467 Seq: 1 Gender: M
Reported: 27/11/1989 Weight:
Hospitalisation: Age: AD

DOB:

Onset Date:
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Causality: Causality possible

Euphoric mood

Medicine Details:

Reason:  Unspecifid affective psychosis

ALDAZINE (Suspected)
0.0
Batch: Started: 01/06/1989 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.

Report Run : 01/06/2007 02:43PM  Database: pusime02 ADRS004 Page 24 of 393



THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 63625 Seq: 1 Gender: M
Reported: 04/12/1989 Weight: 69.00
Hospitalisation: Age: 34
Onset Date: 13/07/1989 DOB: 13/12/1954
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Aggression
Hyponatraemia
Medicine Details:
MELLERIL (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
Batch: Started: 01/01/1972 Stopped:
TEGRETOL (Suspected) Reason:  Other&unspecified epilepsy
Tablet 800.0 Milligram Daily Oral
Batch: Started: 01/01/1975 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
129 mmol/l 135 137

Electrolytes

27/6/89 8/9/89 20/10/89  sodium
chloride 96 mmol/l 102

(135-146)

104 (98-106)

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 : 01/06/2007 02:43PM  Database: pusime02
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 63636 Seq: 1 Gender: M
Reported: 22/11/1989 Weight: 70.00
Hospitalisation: Age: 60
Onset Date: DOB: 05/04/1929
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Cataract Melleril dose reduced to 50 mg
nocte
Cataract subcapsular
Medicine Details:
MELLERIL (Suspected) Reason:  Unspecified psychosis
300.0 Milligram Daily
Batch: Started: Stopped:
CHLORPROMAZINE HYDROCHLORIDE (Suspected) Reason:
500.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Report Run : 01/06/2007 02:43PM  Database: pusime02 ADRS004

Page 26 of 393




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 63845 Seq: 1 Gender: F
Reported: 21/12/1989 Weight:
Hospitalisation: Age: 70Y

DOB:

Onset Date: 21/11/1989
Outcome: Not yet recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Observation

Causality: Causality possible

Bone marrow failure
Pancytopenia

Medicine Details:
CLINORIL (Suspected) Reason:  Other disturbance of sensation
300.0 Milligram Daily
Batch: Started: 01/05/1989 Stopped: 28/11/1989

MOGADON (Suspected) Reason:  Specific disorders of sleep

2.5 Milligram Daily
Batch: Started: Stopped:
MELLERIL (Suspected) Reason:
25.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Haematology 1 13/12/89 8/12/89 20/12/89 21/12/89 range hb:
9.7 102 11.0 11.1 (11.5-16.5)wcc: 1.8 1.7
1.5 1.7 (4.0-11.0) plts: 43 36 43 45

(150-400) 19/12/89 - bone marrow report: active cellular marrow
with marked left &

Shift in myeloid series.

Misclassified at

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 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 64290 Seq: 1 Gender: F
Reported: 06/02/1990 Weight: 65.00
Hospitalisation: Age: 80Y
Onset Date: 04/12/1989 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatic function abnormal
Malaise
Pyrexia Cessation of all medication.

Medicine Details:

PARNATE (Suspected) Reason: Depression
Tablet 10.0 Milligram Daily Oral
Batch: Started: 08/11/1989 Stopped:
PARNATE (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
Batch: Started: Stopped: 05/12/1989
NOCTEC (Suspected) Reason:  Specific disorders of sleep
Capsule 1.0 Dose Unspecified Daily Oral
Batch: Started: 25/10/1989 Stopped: 06/12/1989
MELLERIL (Suspected) Reason:  Ofr spec symp psychopathol nec
Tablet 50.0 Milligram Daily Oral
Batch: Started: 27/10/1989 Stopped: 20/11/1989
Laboratory Investigations:
Date Type Range Date Tested Result Details
Biochemistry Bili alp ast ggt glucose Id11/12/89 52.9
umol/l 193 u/l 890 u/l 399 u/l 15.1 umol/l 452 u/l 15/12/89
71.3 umol/l 175 u/l 445 u/l 365 u/l 06/02/90 now normal

Additional Information:

Report Run : 01/06/2007 02:43PM  Database: pusime02 ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 64290 Seq: 1 Gender: F
Reported: 06/02/1990 Weight: 65.00
Hospitalisation: Age: 80Y
DOB:

Onset Date: 04/12/1989
Outcome: Recovered

Reaction Details:

Causality: Causality possible

Medicine Details:
COLOXYL WITH SENNA (Suspected) Reason: Constipation
Tablet 2.0 Dose Unspecified Daily Oral
Batch: Started: 01/11/1989 Stopped: 06/12/1989

ATIVAN (Suspected) Reason:  Otr spec symp psychopathol nec

Tablet 10.0 Milligram Daily Oral
Batch: Started: 20/11/1989 Stopped: 06/12/1989

Laboratory Investigations:

Additional Information:

Report Run : 01/06/2007 02:43PM  Database: pusime02 ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 64559 Seq: 1 Gender: F
Reported: 23/02/1990 Weight:
Hospitalisation: Age: 46Y
Onset Date: 13/02/1990 DOB:

Outcome: Recovered Causality: Causality probable

Reaction Details:
Preferred Term Severity Report Description Treatment

Rhinitis

Medicine Details:
MELLERIL (Suspected) Reason:
Tablet 75.0 Milligram Total Oral
Batch: Started: 13/02/1990 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 64622 Seq: 1 Gender: F
Reported: 27/02/1990 Weight:
Hospitalisation: Age: 45Y
Onset Date: 22/01/1990 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Blood creatine phosphokinase incr
Extrapyramidal disorder
Hypertonia

Hypokinesia

Hypotension

Neuroleptic malignant syndrome

Pyrexia
Somnolence Paracetamol, heparin,
parlodel.
Medicine Details:
HALOPERIDOL (Suspected) Reason:
5.0 Milligram Daily
Batch: Started: Stopped:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
50.0 Milligram Daily
Batch: Started: Stopped:
CLONAZEPAM (Suspected) Reason:
2.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Biochemistry Creat ck 22/1/90 83 1190 23/1/90 53 700
24/1/90 59 348 *note ck-mb=22 u/l, 1.8% of total ck.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Run : 01/06/2007 02:43PM  Database: pusime02

Report Details:
Case Number: 64702 Seq: 1 Gender: F
Reported: 27/02/1990 Weight:
Hospitalisation: Age: 86Y
Onset Date: 25/10/1989 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:

Preferred Term Severity Report Description Treatment
Hypotension Ceased therapy
Medicine Details:

CARDIPRIN 100 (Other drug) Reason:
0.0

Batch: Started: Stopped:

MELLERIL (Suspected) Reason:  Unspecified psychosis

Tablet 500.0 Milligram Daily Oral

Batch: Started: 24/10/1989 Stopped: 25/10/1989

SERENACE (Suspected) Reason:  Unspecified psychosis
Tablet 5.0 Milligram Daily Oral
Batch: Started: Stopped: 25/10/1989
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
ADRS004 Page 32 of 393




TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 67336 Seq: 1 Gender: M
Reported: 31/07/1990 Weight: 51.00
Hospitalisation: Age: 82Y
Onset Date: 21/07/1990 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Rash erythematous

Ceased serenace,started
application of topical
celestone-m ointment daily
and paraffin cream-bd-to rash.

Medicine Details:

SERENACE (Suspected) Reason:  Unspecified psychosis
Oral application 10.0 Milligram Daily Oral
Batch: Started: 11/07/1990 Stopped:
SERENACE (Suspected) Reason:  Unspecified psychosis
Oral application 15.0 Milligram Daily Oral
Batch: Started: 12/07/1990 Stopped: 24/07/1990
TRYPTANOL (Suspected) Reason: Incontinence of urine
30.0 Milligram Daily
Batch: Started: 19/03/1990 Stopped: 17/07/1990
MELLERIL (Suspected) Reason: Disturbance of sleep
50.0 Milligram Daily
Batch: Started: 05/06/1990 Stopped: 11/07/1990
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run : 01/06/2007 02:43PM  Database: pusime02 ADRS004 Page 33 of 393




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 67886 Seq: 1 Gender: M
Reported: 18/10/1990 Weight: 115.00
Hospitalisation: Age: 38Y
DOB:

Onset Date: 17/10/1990
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

Causality: Causality possible

Ejaculation failure

Medicine Details:
MELLERIL (Suspected) Reason:  Ofr spec symp psychopathol nec
Oral application 500.0 Milligram Daily Oral
Batch: Started: 09/10/1990 Stopped: 11/10/1990
MELLERIL (Suspected) Reason:  Otr spec symp psychopathol nec
Oral application 200.0 Milligram Daily Oral
Batch: Started: 12/10/1990 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 67927 Seq: 1 Gender: F
Reported: 22/10/1990 Weight: 80.00
Hospitalisation: Age: 78Y
Onset Date: 24/09/1990 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Confusional state On investigation no medical
cause of her confusion were
found
Hallucination

Medicine Details:

FELODIPINE (Other drug) Reason: Essential benign hypertension
10.0 Milligram Daily
Batch: Started: Stopped: CONTIN
ALLOPURINOL (Suspected) Reason:
300.0 Milligram Daily
Batch: Started: Stopped: 02/10/1990
PHENIRAMINE AMINOSALICYLATE (Suspected) Reason:
75.0 Milligram Daily
Batch: Started: Stopped: 24/09/1990
DICLOFENAC SODIUM (Suspected) Reason:
100.0 Milligram Daily
Batch: Started: Stopped: 02/10/1990
Laboratory Investigations:
Date Type Range Date Tested Result Details
Biochemistry Renal function: creatinine=0.12

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 67927 Seq: 1 Gender: F
Reported: 22/10/1990 Weight: 80.00
Hospitalisation: Age: 78Y
Onset Date: 24/09/1990 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Medicine Details:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
30.0 Milligram Daily
Batch: Started: Stopped: 26/09/1990

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 68549 Seq: 1 Gender: F
Reported: 30/11/1990 Weight: 70.00
Hospitalisation: Age: 70Y
DOB:

Onset Date: 26/10/1990
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Hepatitis cholestatic
Rash

Causality: Causality probable

Medicine Details:

MIANSERIN HYDROCHLORIDE (Other drug) Reason: Depression
120.0 Milligram Daily
Batch: Started: 01/08/1990 Stopped: CONTIN
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Otr spec symp psychopathol nec
20.0 Milligram Daily
Batch: Started: 01/09/1990 Stopped: 04/11/1990

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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 68664 Seq: 1 Gender: F
Reported: 04/12/1990 Weight:
Hospitalisation: Age: 77Y
Onset Date: 25/08/1990 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hallucination Visual and auditory haalucinations

Medicine Details:

TEMAZEPAM (Suspected) Reason:
10.0 Milligram As necessary
Batch: Started: Stopped:
MYLANTA (Suspected) Reason:
20.0 Millilitre As necessary
Batch: Started: Stopped:
MADOPAR Q (Suspected) Reason:
2.0 Dose Unspecified Daily
Batch: Started: Stopped:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
75.0 Milligram Daily
Batch: 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 68664 Seq: 1 Gender: F
Reported: 04/12/1990 Weight:
Hospitalisation: Age: 77Y
Onset Date: 25/08/1990 DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:
FAMOTIDINE (Suspected) Reason:

40.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 68970 Seq: 1 Gender: F
Reported: 03/01/1991 Weight:
Hospitalisation: Age: 86Y
Onset Date: 31/05/1990 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome Dantrolene, levodopa &
bromocriptine

Medicine Details:

RANITIDINE (Other drug) Reason:
300.0 Milligram Daily
Batch: Started: Stopped: CONTIN
TEMAZEPAM (Other drug) Reason:
20.0 Milligram Daily
Batch: Started: Stopped: 30/05/1990
COLOXYL (Other drug) Reason:
2.0 Dose Unspecified Daily
Batch: Started: Stopped: CONTIN
HYDROXYCHLOROQUINE SULPHATE (Other drug) Reason:
400.0 Milligram Daily
Batch: 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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 68970 Seq: 1 Gender: F
Reported: 03/01/1991 Weight:
Hospitalisation: Age: 86Y

DOB:

Onset Date: 31/05/1990
Outcome: Recovered

Reaction Details:

Causality: Causality possible

Medicine Details:
FOLIC ACID (Other drug) Reason:
5.0 Milligram Daily
Batch: Started: Stopped: 29/05/1990
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
100.0 Milligram Daily
Batch: Started: Stopped: 31/05/1990

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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 69227 Seq: 1 Gender: F
Reported: 23/01/1991 Weight:
Hospitalisation: Age: 13Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dyskinesia
Weight increased

Medicine Details:

MELLERIL (Suspected) Reason:
0.0
Batch: Started: Stopped:
ZASTEN (Suspected) Reason:
0.0
Batch: Started: Stopped:
THEO-DUR (Suspected) Reason:
800.0 Milligram Daily
Batch: Started: Stopped:
INTAL (Suspected) Reason:
2.0 Dose Unspecified Daily
Batch: 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 69227 Seq: 1 Gender: F
Reported: 23/01/1991 Weight:
Hospitalisation: Age: 13Y
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:

Medicine Details:
PREDNISOLONE (Suspected) Reason:
12.0 Milligram Alternate days
Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 70577 Seq: 1 Gender: M
Reported: 01/05/1991 Weight: 83.00
Hospitalisation: Age: 39Y
DOB:

Onset Date: 19/03/1991

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Priapism
Medicine Details:
ALDAZINE (Suspected) Reason:  Unspecified psychosis
Tablet 350.0 Milligram Daily Oral
Batch: Started: 18/03/1991 Stopped: 19/03/1991
LITHIUM CARBONATE (Suspected) Reason:
500.0 Milligram Daily
Batch: 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 70840 Seq: 1 Gender: M
Reported: 15/05/1991 Weight: 63.00
Hospitalisation: Age: 64Y
Onset Date: 23/04/1991 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Neutropenia
Thrombocytopenia

Medicine Details:

MELLERIL (Suspected) Reason:  Ofr spec symp psychopathol nec
Tablet 125.0 Milligram Daily Oral
Batch: Started: 02/12/1986 Stopped: 23/04/1991
CLONAZEPAM (Suspected) Reason:
2.0 Milligram Daily
Batch: Started: 28/02/1991 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 2.5-75 22/04/1991 1.4
Neutrophils 25-75 26/04/1991 1.4
Neutrophils 2575 02/05/1991 2.2
Neutrophils 2.5-7.5 20/05/1991 2.2
Neutrophils 2575 29/05/1991 1.9
Neutrophils 2.5-75 03/07/1991 1.2
Platelets 150-400 22/04/1991 90

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 70840 Seq: 1 Gender: M
Reported: 15/05/1991 Weight: 63.00
Hospitalisation: Age: 64Y
Onset Date: 23/04/1991 DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

MELLERIL (Suspected) Reason:  Ofr spec symp psychopathol nec
Tablet 125.0 Milligram Daily Oral
Batch: Started: 02/12/1986 Stopped: 23/04/1991
CLONAZEPAM (Suspected) Reason:
2.0 Milligram Daily
Batch: Started: 28/02/1991 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details
Platelets 150-400 26/04/1991 80
Platelets 150-400 02/05/1991 210
Platelets 150-400 20/05/1991 | ADEQUATE
Platelets 150-400 29/05/1991 75

Additional Information:

Report Run : 01/06/2007 02:43PM  Database: pusime02 ADRS004 Page 46 of 393



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 71244 Seq: 1 Gender: M
Reported: 15/05/1991 Weight:
Hospitalisation: Age: 38Y
Onset Date: 20/03/1991 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Priapism Given an intracavernosa inj of

aramine without effect. taken
to theatre, had a winter shunt
inserted and penis drained.
procedure repeated 23/3/91

Medicine Details:

LITHIUM CARBONATE (Other drug) Reason:
500.0 Milligram Daily
Batch: Started: Stopped: CONTIN
RIVOTRIL (Other drug) Reason:
4.0 Milligram Daily
Batch: Started: Stopped: CONTIN
LARGACTIL (Other drug) Reason:
300.0 Milligram Daily
Batch: Started: Stopped: CONTIN
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
0.0
Batch: Started: 19/03/1991 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 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Reaction Details:

Case Number: 71265 Seq: 1 Gender: M
Reported: 07/06/1991 Weight: 60.00
Hospitalisation: Age: 35Y
Onset Date: DOB:
Outcome: Not yet recovered 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
Batch: Started: 07/05/1991 Stopped:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason: Depression
Oral application 100.0 Milligram Daily Oral
Batch: Started: Stopped:
NAPROSYN (Suspected) Reason:
750.0 Milligram Daily
Batch: Started: 05/06/1991 Stopped:
AUGMENTIN FORTE (Suspected) Reason:
3.0 Dose Unspecified Daily
Batch: Started: 05/06/1991 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 71883 Seq: 1 Gender: M
Reported: 28/06/1991 Weight:
Hospitalisation: Age: 19Y

DOB:

Onset Date: 20/05/1991
Outcome: Recovered

Reaction Details:

Causality: Causality probable

Preferred Term Severity Report Description Treatment

Ejaculation failure Ejaculatory problems

Medicine Details:
MODECATE (Suspected) Reason:
Injection 25.0 Milligram Fortnightly Intramuscular
Batch: Started: L TERM Stopped: CONTIN

ALDAZINE (Suspected) Reason:  Unspecified schizophrenia

150.0 Milligram Daily
Batch: Started: 16/05/1991 Stopped: 20/05/1991
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 71950 Seq: 1 Gender: M
Reported: 02/07/1991 Weight:
Hospitalisation: Age: 36Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dystonia Dystonic reaction acute
Erectile dysfunction Erection failure
Libido decreased Loss of libido
Tardive dyskinesia

Medicine Details:

MELLERIL (Suspected) Reason:  Unspecified psychosis
Tablet 300.0 Milligram Daily Oral
Batch: Started: 01/08/1990 Stopped: 28/02/1991
MODECATE (Suspected) Reason:  Unspecified psychosis
12.5 Milligram Daily
Batch: Started: 01/09/1990 Stopped: 02w
LITHIUM CARBONATE (Suspected) Reason:
12.5 Milligram Daily
Batch: Started: 01/09/1990 Stopped: 02w

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

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. the dosage start date is not
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 72181 Seq: 1 Gender: F
Reported: 07/08/1991 Weight:
Hospitalisation: Age: 89Y
Onset Date: 21/07/1991 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Dysphagia

Rash maculo-papular
Erythema multiforme

Difficulty in swallowing

Rash over face and trunk

Phenergan 20mg,
prednisolone 50mg, reducing
to 5mg, nilstat oral drops 1ml

Medicine Details:

PANADOL (Other drug) Reason:
Tablet 500.0 Milligram As necessary Oral
Batch: Started: 05/07/1991 Stopped:
TRIPRIM (Suspected) Reason:  Othr diseases of urinary tract
Tablet 1.0 Dose Unspecified Daily Oral
Batch: Started: 12/07/1991 Stopped: 18/07/1991
ERYC (Suspected) Reason: Cellul&absc otr,mult&nos sites
Capsule 8.0 Dose Unspecified Daily Oral
Batch: Started: 18/07/1991 Stopped: 21/07/1991
MELLERIL (Suspected) Reason:
Tablet 1.0 Dose Unspecified Daily Oral
Batch: Started: 13/07/1991 Stopped: 21/07/1991
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Patient also taking salt tablets 600mg bd. no known allergies.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 72435
Reported: 21/08/1991
Hospitalisation:
Onset Date:
Outcome:

Reaction Details:

Not yet recovered

Seq: 1

Gender: M

Weight:
Age:
DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Paraesthesia

Dermatitis bullous

Severe

1st degree burning on wrist’/hands/face

Blistering on back of hands

Hamilton's sunscreen

spf 15+

applied 3-4 times daily.

Cheilitis Cracked lips
Pruritus
Medicine Details:
CHLORPROMAZINE HYDROCHLORIDE (Suspected) Reason:  Unspecified schizophrenia
Oral application 600.0 Milligram Daily Oral
Batch: Started: L TERM Stopped:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Unspecified schizophrenia
Tablet 800.0 Milligram Daily Oral
Batch: Started: L TERM Stopped:
CARBAMAZEPINE (Suspected) Reason:
Tablet 800.0 Milligram Daily Oral
Batch: Started: L TERM Stopped:
BENZTROPINE MESYLATE (Suspected) Reason:
Tablet 2.0 Milligram Daily Oral
Batch: Started: L TERM Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Patient exposed to chlorpromazine approx 18 months without effects described above.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 72526 Seq: 1 Gender: F
Reported: 22/08/1991 Weight: 85.00
Hospitalisation: Age: 53Y
Onset Date: 28/05/1991 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Alopecia Loss of hair
Fatigue Tired
Constipation
Dry mouth
Red blood cell sedimentation rate i
Thirst
\ertigo
Medicine Details:
STELAZINE (Other drug) Reason:
Tablet 5.0 Milligram Daily Oral
Batch: Started: 01/05/1991 Stopped:
TRYPTANOL (Other drug) Reason:
Tablet 25.0 Milligram Daily Oral
Batch: Started: 01/05/1991 Stopped:
MODURETIC (Other drug) Reason:  Unspecified schizophrenia
25.0 Milligram Alternate weeks
Batch: Started: 01/01/1985 Stopped:
MELLERIL (Suspected) Reason:
Tablet 250.0 Milligram Daily Oral
Batch: Started: 01/05/1991 Stopped: 03/06/1991
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 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 72776 Seq: 1 Gender: F
Reported: 11/09/1991 Weight: 74.00
Hospitalisation: Age: 39Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Photosensitivity reaction Severe Sunburn, blistering hands, neck, ankle. Betamethasone 0.05% cream.
Oedema peripheral Swelling of hands, ankles

Medicine Details:

CHLORPROMAZINE HYDROCHLORIDE (Suspected) Reason:  Other atyp forms schizophrenia
Oral application 1.2 Gram Daily Oral
Batch: Started: L TERM Stopped: 11/09/1991
HALOPERIDOL (Suspected) Reason:  Other atyp forms schizophrenia
Oral application 30.0 Milligram Daily Oral
Batch: Started: L TERM Stopped: 11/09/1991
CHLORPROMAZINE HYDROCHLORIDE (Suspected) Reason:  Other atyp forms schizophrenia
Oral application 800.0 Milligram Daily Oral
Batch: Started: 11/09/1991 Stopped:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
Oral application 800.0 Milligram Daily Oral
Batch: Started: 11/09/1991 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient has had long term exposure to chlorpromazine without severe reaction until now.

Report Run : 01/06/2007 02:43PM  Database: pusime02 ADRS004 Page 54 of 393



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 72798 Seq: 1 Gender: F
Reported: 03/09/1991 Weight:
Hospitalisation: Age: 39Y
Onset Date: DOB:

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Retinal pigmentation

Medicine Details:
LARGACTIL (Suspected) Reason:
Oral application 500.0 Milligram Daily Oral
Batch: Started: 01/01/1977 Stopped: 02/11/1988
MELLERIL (Suspected) Reason:
Oral application 600.0 Milligram Daily Oral
Batch: Started: 01/01/1978 Stopped: 02/11/1988
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 : 01/06/2007 02:43PM  Database: pusime02 ADRS004 Page 55 of 393



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 72799 Seq: 1 Gender: F
Reported: 03/09/1991 Weight:
Hospitalisation: Age: 39Y
Onset Date: 15/08/1991 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Cataract Eye deterioration.

Medicine Details:

MODURETIC (Suspected) Reason:

Injection 100.0 Milligram Weekly Intramuscular

Batch: Started: 01/01/1978 Stopped: 24/04/1989
LARGACTIL (Suspected) Reason:

Oral application 500.0 Milligram Daily Oral

Batch: Started: 01/01/1977 Stopped: 12/11/1988
MELLERIL (Suspected) Reason:

Oral application 600.0 Milligram Daily Oral

Batch: Started: 01/01/1978 Stopped: 12/11/1988
SERENACE (Suspected) Reason:

60.0 Milligram Daily
Batch: Started: 01/01/1989 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

opacity with sub- ephithelial deposits on surface of both lenses. the dosage start date is not accurate but indicates that start

accurate but indicates that start occurred sometime during the year.

On 15 aug 91 further eye deterioration noted, bilateral atrophic retinal changes, corneal haze (both corneas), anterior star shaped

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
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 73409 Seq: 1 Gender: F
Reported: 09/10/1991 Weight: 42.00
Hospitalisation: Age: 81Y
Onset Date: 05/06/1991 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome Febrile, shivering, agitated
Medicine Details:
PANADOL (Other drug) Reason:
Tablet 2.0 Dose Unspecified As necessary Oral
Batch: Started: Stopped:
LANOXIN PG (Other drug) Reason:
Oral application 1.0 Dose Unspecified Daily Oral
Batch: Started: L TERM Stopped: 04/06/1991
SENOKOT (Other drug) Reason:
Oral application 2.0 Dose Unspecified Alternate days Oral
Batch: Started: L TERM Stopped:
SERENACE (Suspected) Reason:  Ofr spec symp psychopathol nec
Injection 2.0 Milligram 1 time Intramuscular
Batch: Started: 05/06/1991 Stopped: 05/06/1991
Laboratory Investigations:
Date Type Range Date Tested Result Details
Misclassified at Ck visc to 500's

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 73409 Seq: 1 Gender: F
Reported: 09/10/1991 Weight: 42.00
Hospitalisation: Age: 81Y
Onset Date: 05/06/1991 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Medicine Details:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason: Paranoid type schizophrenia
Tablet 25.0 Milligram Daily Oral
Batch: Started: 04/06/1991 Stopped: 05/06/1991

Laboratory Investigations:

Additional Information:
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THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 73656
Reported: 11/09/1991
Hospitalisation: Admitted to hospital
Onset Date: 06/08/1991
Outcome: Recovered

Reaction Details:

Seq: 1

Gender: M
Weight:
Age: 94Y
DOB:
Causality: Causality possible

Preferred Term Severity

Report Description Treatment

Jaundice
Neutropenia

Gentamicin and piperacillin

Medicine Details:

BACTRIM DS (Suspected) Reason:
2.0 Dose Unspecified Daily
Batch: Started: Stopped: 02w
VOLTAREN (Suspected) Reason:  Osteoarthritis
100.0 Milligram Daily
Batch: Started: 01/01/1988 Stopped: 08/08/1991
MELLERIL (Suspected) Reason:
10.0 Milligram Daily
Batch: Started: 01/06/1991 Stopped: 08/08/1991
AMOXYCILLIN SODIUM (Suspected) Reason: Pyrexia of unknown origin
1.5 Gram Daily
Batch: Started: 05/08/1991 Stopped: 08/08/1991
Laboratory Investigations:
Date Type Range Date Tested Result Details
Haematology Wcc 0.7 neut less 5%

Additional Information:

Mild g.r.f. creat. 0.26 lhr renal failure. 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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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 73656 Seq: 1 Gender: M
Reported: 11/09/1991 Weight:
Hospitalisation: Admitted to hospital Age: 94Y
Onset Date: 06/08/1991 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

PAROVEN (Suspected) Reason:
1.0 Dose Unspecified Daily

Batch: Started: Stopped: 08/08/1991

Laboratory Investigations:

Additional Information:

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

Mild g.r.f. creat. 0.26 lhr renal failure. the dosage start date is not accurate but indicates that start occurred sometime during the
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 74392 Seq: 1 Gender: F
Reported: 26/11/1991 Weight:
Hospitalisation: Admitted to hospital Age: 83Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Agranulocytosis Ceftriaxone iv, fluid

replacement.

Pyrexia

Medicine Details:

LANOXIN (Suspected) Reason:
0.0
Batch: Started: Stopped:
LASIX (Suspected) Reason:
0.0
Batch: Started: Stopped:
SLOW-K (Suspected) Reason:
0.0
Batch: Started: Stopped:
ALLOPURINOL (Suspected) Reason:
0.0
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
White blood cells White cell count of 1.0 x 10/9/1, without any neutrophiles. bone
marrow examination showed myeloid maturation arrest. by
14/11/1991 her white cell count was 8.4 x 10/9/ with 73%
neutrophiles.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 74392 Seq: 1 Gender: F
Reported: 26/11/1991 Weight:
Hospitalisation: Admitted to hospital Age: 83Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:
MELLERIL (Suspected) Reason:

0.0
Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 74599 Seq: 1 Gender: M
Reported: 04/12/1991 Weight:
Hospitalisation: Age: 32Y

DOB:

Onset Date: 01/11/1991
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Pruritus
Rash

Medicine Details:
ROACCUTANE (Suspected) Reason:  Other acne of sebaceous glands
Capsule 0.0 Daily Oral
Batch: Started: 01/05/1991 Stopped: 28/11/1991

ALDAZINE (Suspected) Reason:  Unspecified psychosis

Tablet 400.0 Milligram Daily Oral
Batch: Started: 29/10/1991 Stopped: 01/11/1991
RIVOTRIL (Suspected) Reason:  Specific disorders of sleep
Oral application 2.0 Milligram Daily Oral
Batch: Started: 29/10/1991 Stopped: 01/11/1991

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

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
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 74688 Seq: 1 Gender: F
Reported: 07/12/1991 Weight:
Hospitalisation: Age: 38
Onset Date: DOB: 13/03/1953
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Retinal pigmentation Pigmented macula lesion.

Medicine Details:
MELLERIL (Suspected) Reason:
50.0 Milligram Daily

Batch: 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 74905 Seq: 1 Gender: F
Reported: 20/12/1991 Weight: 60.00
Hospitalisation: Age: 71Y
DOB:

Onset Date: 07/12/1991
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Torsade de pointes

Causality: Causality possible

Medicine Details:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Unspecified schizophrenia
Oral application 200.0 Milligram Daily Oral
Batch: Started: 01/01/1986 Stopped: 18/12/1991
DOTHIEPIN HYDROCHLORIDE (Suspected) Reason: Depression
150.0 Milligram Daily
Batch: Started: 01/01/1986 Stopped: 18/12/1991

Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data Qt grossly prolonged

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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 75017 Seq: 1 Gender: M
Reported: 08/01/1992 Weight: 86.00
Hospitalisation: Age: 19Y
DOB:

Onset Date: 05/01/1992
Outcome: Recovered

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Rash maculo-papular Rash on arms and legs Promethazine
Pruritus
Medicine Details:
LITHICARB (Other drug) Reason:
Tablet 1.5 Gram Daily Oral
Batch: Started: 25/11/1991 Stopped:
RIVOTRIL (Other drug) Reason:
Tablet 4.0 Milligram Daily Oral
Batch: Started: 27/11/1991 Stopped:
ALDAZINE (Suspected) Reason:  Unspecified psychosis
Tablet 300.0 Milligram Daily Oral
Batch: Started: 03/01/1992 Stopped: 05/01/1992
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run : 01/06/2007 02:43PM  Database: pusime02 ADRS004 Page 66 of 393




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 75117 Seq: 1 Gender: F
Reported: 16/01/1992 Weight: 83.00
Hospitalisation: Age: 56Y
DOB:

Onset Date: 05/12/1991
Outcome: Recovered

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Pruritus
Rash Teldane, ciproxin and
betnovate.

Medicine Details:

TRYPTANOL (Other drug) Reason: Depression
Tablet 75.0 Milligram Daily Oral
Batch: Started: 01/01/1980 Stopped:

AGON (Suspected) Reason:  Essential benign hypertension

5.0 Milligram Daily
Batch: Started: 15/08/1991 Stopped: 17/12/1991

MELLERIL (Suspected) Reason: Depression

Oral application 75.0 Milligram Daily Oral
Batch: 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. 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 75289 Seq: 1 Gender: F
Reported: 29/01/1992 Weight:
Hospitalisation: Age: 82Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hallucination

Medicine Details:

FRUSEMIDE (Other drug) Reason:
40.0 Milligram Daily
Batch: Started: Stopped: CONTIN
POTASSIUM NOS (Other drug) Reason:
1.2 Gram Daily
Batch: Started: Stopped: CONTIN
MIANSERIN HYDROCHLORIDE (Suspected) Reason: Depression
20.0 Milligram Daily
Batch: Started: Stopped: 24/01/1992
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason: Depression
20.0 Milligram Daily
Batch: Started: Stopped: 24/01/1992
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

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 Details:
Preferred Term Severity Report Description Treatment
Agitation
Hallucination
Insomnia
Mania

Medicine Details:

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

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 75674 Seq: 1 Gender: F
Reported: 24/02/1992 Weight: 70.00
Hospitalisation: Age: 26Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Benign hepatic neoplasm
Blood alkaline phosphatase increa

Hepatic adenoma.

Medicine Details:

urinary tract infect.

DEPO-PROVERA (Suspected) Reason: Irregular menstruation
50.0 Milligram Monthly
Batch: Started: 01/10/1984 Stopped: 28/11/1991
EPILIM (Suspected) Reason:  Other&unspecified epilepsy
1.2 Gram Daily
Batch: Started: 01/01/1981 Stopped: 31/01/1991
TEGRETOL (Suspected) Reason:  Other&unspecified epilepsy
800.0 Milligram Daily
Batch: Started: 01/01/1982 Stopped: 31/01/1991
MELLERIL (Suspected) Reason:
60.0 Milligram Daily
Batch: Started: 01/01/1987 Stopped: 31/01/1991
Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data Mass detected on ultra sound abdomen organized therefore

Additional Information:

Patient was on depo-provera 150mg every 3 months. the dosage start date is not necessarily accurate but indicates that start
occurred sometime during the month. the dosage stop date is not necessarily accurate but indicates that stoppage occurred
sometime during the month. the dosage start date is not accurate but indicates that start occurred sometime during the year. the
dosage stop date is not 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
stobnaae occurred sometime durina the vear. the dosaae start date is not accurate but indicates that start occurred sometime
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THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 75848 Seq: 1 Gender: F
Reported: 05/03/1992 Weight:
Hospitalisation: Admitted to hospital Age: 81
Onset Date: 19/11/1991 DOB: 30/12/1909
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Low wwc
Extrapyramidal disorder Parkinsonism.
Dementia
Medicine Details:
MELLERIL (Suspected) Reason:
30.0 Milligram Daily
Batch: Started: Stopped:
MELLERIL (Suspected) Reason:
20.0 Milligram Daily
Batch: Started: 19/11/1991 Stopped: 21/11/1991
AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:
10.0 Milligram Daily
Batch: Started: Stopped:
CLONAZEPAM (Suspected) Reason:
500.0 Microgram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
White blood cells 20/11/1991 29
White blood cells 25/11/1991 4.8
Additional Information:
See original report for other medication.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Reaction Details:

Case Number: 76492 Seq: 1 Gender: F
Reported: 08/04/1992 Weight: 75.00
Hospitalisation: Admitted to hospital Age: 63Y
Onset Date: 13/02/1992 DOB:
Outcome: Recovered Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Hyponatraemia

Fluid restriction

Medicine Details:

THIORIDAZINE HYDROCHLORIDE (Suspected) Reason: Paranoid type schizophrenia
Tablet 50.0 Milligram Daily Oral
Batch: Started: Stopped:

OXAZEPAM (Suspected) Reason:  Paranoid type schizophrenia
Oral application 30.0 Milligram Daily Oral
Batch: Started: Stopped:

TEMAZEPAM (Suspected) Reason: Paranoid type schizophrenia
Capsule 10.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Sodium 137-145 13/02/1992 117
Sodium 137-145 14/02/1992 127

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

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 Details:
Preferred Term Severity Report Description Treatment
Anxiety
Confusional state
Nausea Haloperidol 10mg daily.
\Vomiting

Medicine Details:

PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
Batch: Started: 18/03/1992 Stopped: 21/03/1992
LITHIUM CARBONATE (Suspected) Reason: Depression
500.0 Milligram Daily
Batch: Started: 15/03/1992 Stopped: 24/03/1992
MELLERIL (Suspected) Reason:
25.0 Milligram Daily
Batch: 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
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 77126 Seq: 1 Gender: F
Reported: 18/05/1992 Weight:
Hospitalisation: Age: 82Y

DOB:

Onset Date: 03/05/1992
Outcome: Not yet recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Causality: Causality possible

Pancytopenia

Medicine Details:
NEO-CYTAMEN (Suspected) Reason:
Injection 0.0 Intravenous
Batch: Started: L TERM Stopped:

MELLERIL (Suspected) Reason:  Unspecified psychosis

50.0 Milligram Daily
Batch: Started: 01/04/1991 Stopped: 04/05/1992
CARDIPRIN 100 (Suspected) Reason:
100.0 Milligram Daily
Batch: 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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 77236 Seq: 1 Gender: M
Reported: 22/05/1992 Weight:
Hospitalisation: Age: 59Y

DOB:

Onset Date: 16/05/1992
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Causality: Causality possible

Dermatitis exfoliative

Rash maculo-papular Severe Treated with promethazine 25
mg tds, hydcortisone 100 mg

v,

Medicine Details:
PHENYTOIN SODIUM (Suspected)

Reason:  Otr prim malig n lymphoid tisu

Oral application 200.0 Milligram Daily Oral
Batch: Started: 01/03/1992 Stopped: 18/05/1992
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Unspecified psychosis
3.0 Dose Unspecified Daily Oral

Oral application
Batch: Started: 01/04/1992 Stopped: 20/05/1992

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. 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 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 77348 Seq: 1 Gender: F
Reported: 01/06/1992 Weight: 50.00
Hospitalisation: Age: 89Y
Onset Date: 28/05/1992 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Rash On thigh, arms Promethazine 25 mg tds.
Medicine Details:
CLONAZEPAM (Suspected) Reason:
Injection 1.0 Milligram 1 time Intravenous
Batch: Started: 26/05/1992 Stopped:
IMIPRAMINE HYDROCHLORIDE (Suspected) Reason: Incontinence of urine
Tablet 10.0 Milligram Daily Oral
Batch: Started: 24/05/1992 Stopped: 28/05/1992
TRIMETHOPRIM (Suspected) Reason: Othr diseases of urinary tract
Oral application 300.0 Milligram Daily Oral
Batch: Started: 26/05/1992 Stopped: 28/05/1992
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
Oral application 25.0 Milligram Daily Oral
Batch: 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 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Reaction Details:

Medicine Details:

Case Number: 77348 Seq: 1 Gender: F
Reported: 01/06/1992 Weight: 50.00
Hospitalisation: Age: 89Y
Onset Date: 28/05/1992 DOB:
Outcome: Not yet recovered Causality: Causality possible

DIGOXIN (Suspected) Reason:  Congestive heart failure

Tablet 125.0 Microgram Daily Oral

Batch: Started: Stopped: CONTIN
COLOXYL WITH SENNA (Suspected) Reason:  Constipation

Tablet 1.0 Dose Unspecified Daily Oral

Batch: Started: 24/05/1992 Stopped: CONTIN

Laboratory Investigations:

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 77700 Seq: 1 Gender: M
Reported: 19/06/1992 Weight: 80.00
Hospitalisation: Admitted to hospital Age: 65Y
Onset Date: 20/05/1992 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Epistaxis
Purpura
Thrombocytopenia

Treated with intragam,
prednisolone, platelt
transfusion. melleril,
prothiaden and serepax

ceased.
Medicine Details:
PROTHIADEN (Other drug) Reason: Depression
Oral application 175.0 Milligram Daily Oral
Batch: Started: 27/03/1992 Stopped: 22/05/1992
ALLOPURINOL (Other drug) Reason:  Gout
Oral application 100.0 Milligram Daily Oral
Batch: Started: L TERM Stopped: CONTIN
MELLERIL (Suspected) Reason: Depression
Oral application 100.0 Milligram Daily Oral
Batch: Started: 06/04/1992 Stopped: 22/05/1992
SEREPAX (Suspected) Reason: Depression
Tablet 45.0 Milligram Daily Oral
Batch: Started: 27/03/1992 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Platelets 22/05/1992
Platelets 28/05/1992 165

Additional Information:

Patient rechallenged with prothiaden 25mg nocte commencing 15/6/92 with no adverse effect.
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THERAPEUTIC GOODS ADMINISTRAT
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

ION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Outcome: Not yet recovered

Reaction Details:

52Y

Case Number: 78092 Seq: 1 Gender:
Reported: 02/07/1992 Weight:
Hospitalisation: Age:
Onset Date: 25/06/1992 DOB:
Causality

: Causality possible

Preferred Term Severity Report Description

Treatment

Aggression

Medicine Details:
FLUPHENAZINE DECANOATE (Suspected) Reason:  Unspecified psychosis
100.0 Milligram Weekly

Batch: Started: L TERM Stopped:

ARTANE (Suspected) Reason:  Unspecified psychosis
Tablet 10.0 Milligram Daily Oral
Batch: Started: L TERM Stopped:

MELLERIL (Suspected) Reason:  Unspecified psychosis
Tablet 600.0 Milligram Daily Oral
Batch: Started: L TERM Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Reaction occurred 3 weeks after fluphenazine changed from 2 x 50mg/2ml amps to 1 x 100mg/ml

ampoule per week.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 79270 Seq: 1 Gender: F
Reported: 08/09/1992 Weight:
Hospitalisation: Age: 38
Onset Date: DOB: 26/08/1954

Outcome: Death, maybe drug Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Cardiac arrest Life

threatening

Hypokalaemia Life
threatening

Medicine Details:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Anxiety neurosis
Oral application 0.0 Oral
Batch: Started: Stopped:
DOTHIEPIN HYDROCHLORIDE (Suspected) Reason: Depression
Oral application 225.0 Milligram Daily Oral
Batch: Started: 01/01/1988 Stopped:
LASIX (Suspected) Reason:
120.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Potassium Serum potasium level - 2.2 mmol/l.

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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 80092 Seq: 1 Gender: F
Reported: 25/03/1992 Weight:
Hospitalisation: Age:
DOB:

Onset Date: 25/03/1992

Outcome: Recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Convulsion
Medicine Details:
MELLERIL (Suspected) Reason:
Tablet 10.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Known reaction to stemetil and maxolon
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

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 Details:
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
Batch: Started: L TERM Stopped: 16/09/1992
OROXINE (Other drug) Reason: Myxedema
Tablet 250.0 Microgram Daily Oral
Batch: Started: L TERM Stopped: CONTIN
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
Batch: Started: 20/04/1992 Stopped: 13/09/1992
MELLERIL (Suspected) Reason: Reactive depressive psychosis
Oral application 200.0 Milligram Daily Oral
Batch: 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 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 80633 Seq: 1 Gender: F
Reported: 28/10/1992 Weight:
Hospitalisation: Age: 84Y
Onset Date: 22/10/1992 DOB:

Outcome: Not yet recovered

Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Rash maculo-papular Blothy rash in places Phenergan 25mg 6 hourly
Pruritus Itching over body, face and limbs
Periorbital oedema
Pyrexia

Medicine Details:
AMOXYCILLIN TRIHYDRATE (Suspected) Reason: Other diseases of lung
0.0
Batch: Started: Stopped: 17/10/1992
TAGAMET (Suspected) Reason: Peptic ulcer nos w/o ment perf
Tablet 800.0 Milligram Daily Oral
Batch: Started: 17/10/1992 Stopped: 26/10/1992
MELLERIL (Suspected) Reason:  Ofr spec symp psychopathol nec
Tablet 30.0 Milligram Daily Oral
Batch: Started: 17/10/1992 Stopped: 18/10/1992

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 80656 Seq: 1 Gender: M
Reported: 20/10/1992 Weight: 69.00
Hospitalisation: Age: 67Y
DOB:

Onset Date: 31/05/1992
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Causality: Causality possible

Delirium
Hallucination Melleril ceased, madopar dose
reduced

Medicine Details:
MELLERIL (Suspected)

Oral application
Batch: Started:

Reason:

50.0 Milligram As necessary Oral
Stopped: 07/05/1992

MADOPAR (Suspected) Reason: Paralysis agitans

6.0 Dose Unspecified Daily
Batch: Started: 01/12/1990 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested

Result Details

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

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

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 81490 Seq: 1 Gender: F
Reported: 13/12/1992 Weight: 53.00
Hospitalisation: Age: 35Y
Onset Date: 30/06/1992 DOB:

Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypertonia Stiffness
Extrapyramidal disorder
Medicine Details:
HALDOL DECANOATE (Suspected) Reason:
Injection 50.0 Milligram 3 times Intramuscular
Batch: Started: 16/06/1992 Stopped: 30/06/1992
MODECATE (Suspected) Reason:  Unspecified schizophrenia
Injection 50.0 Milligram Weekly Intramuscular
Batch: Started: 27/05/1992 Stopped: 16/06/1992
MELLERIL (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: 29/06/1992 Stopped: 30/06/1992
KEMADRIN (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: 25/06/1992 Stopped: 05/07/1992
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 81749 Seq: 1 Gender: F
Reported: 23/12/1992 Weight: 73.00
Hospitalisation: Age: 65Y
Onset Date: 13/12/1992 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Purpura
VVasculitis

Medicine Details:

AURORIX (Suspected) Reason: Depression

Tablet 450.0 Milligram Daily Oral

Batch: Started: 08/12/1992 Stopped: 12/12/1992
MELLERIL (Suspected) Reason: Depression

Tablet 75.0 Milligram Daily Oral

Batch: Started: 09/12/1992 Stopped: 12/12/1992
METFORMIN HYDROCHLORIDE (Suspected) Reason: Diabetes mellitus

Oral application 500.0 Milligram Daily Oral

Batch: Started: L TERM Stopped:
DESIPRAMINE HYDROCHLORIDE (Suspected) Reason: Depression

Tablet 750.0 Milligram Daily Oral

Batch: Started: 24/11/1992 Stopped: 27/12/1992

Laboratory Investigations:
Date Type Range Date Tested Result Details
Haematology Skin biospy: leukocytoclastic vasculitis in keeping with drug
reactions.

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 83130 Seq: 1 Gender: F
Reported: 10/03/1993 Weight:
Hospitalisation: Age: 78Y
Onset Date: 25/05/1992 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Anaemia 40 packed cells and 40 ffp tx.
Gastric ulcer haemorrhage
Melaena
Prothrombin level decreased
Medicine Details:
CAPTOPRIL (Other drug) Reason:  Congestive heart failure
Oral application 25.0 Milligram Daily Oral
Batch: Started: Stopped:
DOXEPIN HYDROCHLORIDE (Other drug) Reason:
Oral application 10.0 Milligram Daily Oral
Batch: Started: Stopped:
FELDENE (Suspected) Reason:  Otr&unsp vertebrogen pain synd
0.0
Batch: Started: 01/03/1992 Stopped: 1w
WARFARIN SODIUM (Suspected) Reason:  Oftr&nos disord of heart rhythm
Tablet 4.0 Milligram Daily Oral
Batch: Started: 01/01/1988 Stopped: 25/02/1992
Laboratory Investigations:
Date Type Range Date Tested Result Details
Haemoglobin Hb-5.4
International 2.0-4.0 25/05/1992 11.3
International 20-4.0 26/05/1992 24
International 2.0-4.0 26/05/1992 2.8
International 20-40 27/05/1992 2.2
International 2.0-4.0 28/05/1992 1.6

Additional Information:

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
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 83130 Seq: 1 Gender: F
Reported: 10/03/1993 Weight:
Hospitalisation: Age: 78Y

DOB:

Onset Date: 25/05/1992
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Medicine Details:

THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:

10.0 Milligram Daily Oral
Stopped: 25/05/1992

Oral application
Batch: Started:

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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 83207 Seq: 1 Gender: F
Reported: 16/03/1993 Weight:
Hospitalisation: Age: 69
Onset Date: DOB: 26/07/1923
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatic function abnormal Amoxycillin, metronidazole,

clavulenic acid, metronidazole.

Medicine Details:

DILTIAZEM HYDROCHLORIDE (Other drug) Reason:
180.0 Milligram Daily
Batch: Started: Stopped:
CAPTOPRIL (Other drug) Reason:
200.0 Milligram Daily
Batch: Started: Stopped:
GLIBENCLAMIDE (Other drug) Reason:
5.0 Milligram Daily
Batch: Started: Stopped:
PHENOXYMETHYLPENICILLIN (Other drug) Reason:
Oral application 500.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
ALT = SGPT 0-60 U/L 18/12/1992 35
ALT = SGPT 0-60 U/L 10/02/1993 86
ALT = SGPT 0-60 U/L 12/02/1993 89
ALT = SGPT 0-60 U/L 01/03/1993 16
ALT = SGPT 0-60 U/L 15/02/1993 44
AST = SGOT 0-50U/L 18/12/1992 23
AST = SGOT 0-50U/L 10/02/1992 49

Additional Information:
Abnormal Ifts accompanied urinary tract infection.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 83207 Seq: 1 Gender: F
Reported: 16/03/1993 Weight:
Hospitalisation: Age: 69
Onset Date: DOB: 26/07/1923
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

MELLERIL (Suspected) Reason:
0.0
Batch: Started: Stopped:
SURGAM (Suspected) Reason:
0.0
Batch: Started: Stopped:
ROHYPNOL (Suspected) Reason:
0.0
Batch: Started: Stopped:
ZOCOR (Suspected) Reason: Othr&unspec metabolic diseases
Tablet 20.0 Milligram Daily Oral
Batch: Started: 05/01/1993 Stopped: 11/02/1993

Laboratory Investigations:

Date Type Range Date Tested Result Details
AST = SGOT 0-50U/L 15/02/1993 15
AST = SGOT 0-50 U/L 01/03/1993 16
AST = SGOT 0-50U/L 12/02/1993 81
Bilirubin 0-21UMOL/L | 18/12/1992 13
Bilirubin 0-21 UMOL/L | 10/02/1993 24
Bilirubin 0-21 UMOL/L | 12/02/1993 16
Bilirubin 0-21 UMOL/L | 15/02/1993 8

Additional Information:
Abnormal Ifts accompanied urinary tract infection.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 83207 Seq: 1 Gender: F
Reported: 16/03/1993 Weight:
Hospitalisation: Age: 69
Onset Date: DOB: 26/07/1923
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

DILTIAZEM HYDROCHLORIDE (Other drug) Reason:
180.0 Milligram Daily
Batch: Started: Stopped:
CAPTOPRIL (Other drug) Reason:
200.0 Milligram Daily
Batch: Started: Stopped:
GLIBENCLAMIDE (Other drug) Reason:
5.0 Milligram Daily
Batch: Started: Stopped:
PHENOXYMETHYLPENICILLIN (Other drug) Reason:
Oral application 500.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Bilirubin 0-21UMOL/L | 01/03/1993 9

GGT = SGGT = 0-40 U/L 18/12/1992 94
GGT = SGGT = 0-40 U/L 10/02/1993 174
GGT = SGGT = 0-40 U/L 12/02/1993 243
GGT = SGGT = 0-40U/L 15/02/1993 195
GGT = SGGT = 0-40 U/L 01/03/1993 75
SAP = ALP 0-120 U/L 18/12/1992 86

Additional Information:
Abnormal Ifts accompanied urinary tract infection.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 83207 Seq: 1 Gender: F
Reported: 16/03/1993 Weight:
Hospitalisation: Age: 69
Onset Date: DOB: 26/07/1923
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

MELLERIL (Suspected) Reason:
0.0
Batch: Started: Stopped:
SURGAM (Suspected) Reason:
0.0
Batch: Started: Stopped:
ROHYPNOL (Suspected) Reason:
0.0
Batch: Started: Stopped:
ZOCOR (Suspected) Reason: Othr&unspec metabolic diseases
Tablet 20.0 Milligram Daily Oral
Batch: Started: 05/01/1993 Stopped: 11/02/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details
SAP = ALP 0-120 UL 10/02/1993 155
SAP = ALP 0-120 U/L 12/02/1993 233
SAP = ALP 0-120 UL 15/02/1993 167
SAP = ALP 0-120 U/L 01/03/1993 86

Additional Information:
Abnormal Ifts accompanied urinary tract infection.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 83240 Seq: 1 Gender: F
Reported: 12/03/1993 Weight: 80.00
Hospitalisation: Age: 66Y
Onset Date: 29/05/1992 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Aggression

Confusional state
Urinary retention

Medicine Details:

DI-GESIC (Other drug) Reason:
0.0
Batch: Started: Stopped:
DOLOBID (Other drug) Reason:
0.0
Batch: Started: Stopped:
DIAZEPAM (Other drug) Reason:
Tablet 10.0 Milligram Daily Oral
Batch: Started: Stopped: 30/05/1992
SLOW-K (Other drug) Reason:
Tablet 3.0 Dose Unspecified Daily Oral
Batch: Started: 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 83240 Seq: 1 Gender: F
Reported: 12/03/1993 Weight: 80.00
Hospitalisation: Age: 66Y
Onset Date: 29/05/1992 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

CHLOTRIDE (Other drug) Reason:

Tablet 500.0 Milligram Alternate days Oral

Batch: Started: Stopped:
BENZTROPINE MESYLATE (Suspected) Reason: Paralysis agitans

Tablet 3.0 Dose Unspecified Daily Oral

Batch: Started: 22/05/1992 Stopped: 29/05/1992
MELLERIL (Suspected) Reason: Depression

Tablet 150.0 Milligram Daily Oral

Batch: Started: 01/01/1991 Stopped: 30/05/1992
TRYPTANOL (Suspected) Reason: Depression

Tablet 75.0 Milligram Daily Oral

Batch: Started: 01/01/1991 Stopped: 30/03/1992

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
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 83925 Seq: 1 Gender: F
Reported: 15/04/1993 Weight: 48.00
Hospitalisation: Age: 53Y

Onset Date: 07/04/1993 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Dizziness Fluids, rest.
Syncope

Medicine Details:
SUDAFED (Suspected) Reason:
2.0 Dose Unspecified Total
Batch: Started: 07/04/1993 Stopped:
MELLERIL (Suspected) Reason:
50.0 Milligram As necessary
Batch: Started: Stopped:
MOCLOBEMIDE (Suspected) Reason: Depression
600.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result

Details

Additional Information:
Patient has mitral valve disease (?rheumatic origin) difficult antidepressant choice.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:
Case Number: 83978 Seq: 1 Gender: F
Reported: 31/03/1993 Weight: 58.00
Hospitalisation: Age: 28Y
Onset Date: 23/02/1993 DOB:
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Photosensitivity reaction Calamine applied.
Rash maculo-papular
Medicine Details:

PROTHIADEN (Other drug) Reason: Depression
Capsule 150.0 Milligram Daily Oral
Batch: Started: 12/02/1993 Stopped:
AMITRIPTYLINE HYDROCHLORIDE (Other drug) Reason: Depression
Oral application 150.0 Milligram Daily Oral
Batch: Started: 22/01/1993 Stopped: 11/02/1993
MELLERIL (Suspected) Reason: Depression
Tablet 75.0 Milligram Daily Oral
Batch: Started: 15/02/1993 Stopped: 24/02/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 84160 Seq: 1 Gender: F
Reported: 16/04/1993 Weight: 63.00
Hospitalisation: Age: 19Y
Onset Date: 10/06/1992 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Orthostatic hypotension

Medicine Details:

Report Run : 01/06/2007 02:44PM  Database: pusime02

MIANSERIN HYDROCHLORIDE (Other drug) Reason: Depression
Tablet 100.0 Milligram Daily Oral
Batch: Started: 04/06/1992 Stopped:
TETRACYCLINE (Other drug) Reason:  Other acne of sebaceous glands
750.0 Milligram Daily
Batch: Started: 01/06/1992 Stopped:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
Batch: Started: 09/06/1992 Stopped: 11/06/1992
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 84194 Seq: 1 Gender: M
Reported: 26/04/1993 Weight: 79.00
Hospitalisation: Age: 66Y
Onset Date: 25/04/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypotension Severe

Medicine Details:

ENALAPRIL MALEATE (Other drug) Reason: Essential benign hypertension
20.0 Milligram Daily
Batch: Started: 01/03/1993 Stopped:
ATENOLOL (Other drug) Reason:  Essential benign hypertension
100.0 Milligram Daily
Batch: Started: 01/01/1992 Stopped:
WARFARIN SODIUM (Other drug) Reason: Phleb&thrombophleb lowr extrem
2.5 Milligram Daily
Batch: Started: 01/01/1993 Stopped:
MOCLOBEMIDE (Suspected) Reason: Depression
150.0 Milligram 3 times
Batch: Started: 25/04/1993 Stopped: 26/04/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

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

Patient previously hypertensive-bp 180/120, with three doses of moclobemide 150mg-bp 90/70. when moclobemide ceased,
rapid increase to 150/90 in 8 hours. 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
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 84194 Seq: 1 Gender: M
Reported: 26/04/1993 Weight: 79.00
Hospitalisation: Age: 66Y
Onset Date: 25/04/1993 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

MELLERIL (Suspected) Reason:  Ofr spec symp psychopathol nec
75.0 Milligram Daily
Batch: Started: 24/04/1993 Stopped: 26/04/1993

Laboratory Investigations:

Additional Information:

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

Patient previously hypertensive-bp 180/120, with three doses of moclobemide 150mg-bp 90/70. when moclobemide ceased,
rapid increase to 150/90 in 8 hours. 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
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 84390 Seq: 1 Gender: M
Reported: 05/05/1993 Weight: 82.00
Hospitalisation: Age: 71Y
Onset Date: 19/04/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Bradycardia
Coma
Dysphagia
Leukocytosis
Neuroleptic malignant syndrome Dobutamine inf 25mg per hour.
Tardive dyskinesia

Medicine Details:

PEXID (Other drug) Reason:  Chron isch heart dis no hyper
300.0 Milligram Daily
Batch: Started: 01/01/1992 Stopped: CONTIN
CARDIZEM (Other drug) Reason:  Chron isch heart dis no hyper
270.0 Milligram Daily
Batch: Started: 01/01/1991 Stopped: CONTIN
AMITRIPTYLINE HYDROCHLORIDE (Other drug) Reason:
75.0 Milligram Daily
Batch: Started: 01/01/1992 Stopped: 19/04/1993
RENITEC (Other drug) Reason: Congestive heart failure
2.5 Milligram Daily
Batch: Started: 01/01/1992 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Clreatipel ] 50-120 U/L 19/04/1993 12,474 Ck was predominantly of skeletal muscle origin (98%).
Creatine 50-120 U/L 22/04/1993 177 Ck was predominantly of skeletal muscle origin (98%).
Electrocardiograph Ecg revealed bradycardia but no p waves.
LDH u/L 22/04/1993 177
White blood cells 19/04/1993 13.0

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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 84390 Seq: 1 Gender: M
Reported: 05/05/1993 Weight: 82.00
Hospitalisation: Age: 71Y
Onset Date: 19/04/1993 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

SOLPRIN (Other drug) Reason:  Chron isch heart dis no hyper
150.0 Milligram Daily
Batch: Started: 01/01/1991 Stopped: CONTIN
HALDOL DECANOATE (Suspected) Reason:  Manic-depression psycho,manic
10.0 Milligram Daily
Batch: Started: 15/04/1993 Stopped: 19/04/1993
MELLERIL (Suspected) Reason:  Manic-depression psycho,manic
150.0 Milligram Daily
Batch: Started: 19/04/1993 Stopped: 19/04/1993
VALIUM (Suspected) Reason:  Manic-depression psycho,manic
15.0 Milligram Daily
Batch: Started: 19/04/1993 Stopped: 19/04/1993

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

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

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
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 84675 Seq: 1 Gender: M
Reported: 24/05/1993 Weight:
Hospitalisation: Age: 34Y
Onset Date: 31/07/1992 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Ejaculation failure

Medicine Details:

MELLERIL (Suspected) Reason:  Unspecified schizophrenia
100.0 Milligram Daily
Batch: Started: 01/07/1992 Stopped:
TEGRETOL (Suspected) Reason:  Unspecified schizophrenia
300.0 Milligram Daily
Batch: Started: 01/07/1992 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

When patient omitted medication for 1 week ejaculation resumed. - 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 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 84854 Seq: 1 Gender: F
Reported: 27/05/1993 Weight:
Hospitalisation: Age: 84Y
Onset Date: 08/08/1992 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Orthostatic hypotension
Medicine Details:
LANOXIN (Other drug) Reason:  Congestive heart failure
Tablet 250.0 Microgram Daily Oral
Batch: Started: Stopped:
LOSEC (Other drug) Reason:  Peptic ulcer nos w/o ment perf
Tablet 20.0 Milligram Daily Oral
Batch: Started: Stopped:
FERRO-GRADUMET (Other drug) Reason:
Tablet 1.0 Dose Unspecified Daily Oral
Batch: Started: Stopped:
MELLERIL (Suspected) Reason: Other paranoid states
Tablet 25.0 Milligram Daily Oral
Batch: Started: 05/08/1992 Stopped: 08/08/1992
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Reaction Details:

Medicine Details:

Case Number: 84854 Seq: 1 Gender: F
Reported: 27/05/1993 Weight:
Hospitalisation: Age: 84Y
Onset Date: 08/08/1992 DOB:
Outcome: Recovered Causality: Causality possible

TOFRANIL (Suspected) Reason: Incontinence of urine
Tablet 25.0 Milligram Daily Oral
Batch: Started: Stopped: 08/08/1992
INDERAL (Suspected) Reason:  Chron isch heart dis no hyper
Tablet 80.0 Milligram Daily Oral
Batch: Started: Stopped: 08/08/1992

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 85477 Seq: 1 Gender: F
Reported: 24/06/1993 Weight:
Hospitalisation: Age: 61Y

DOB:

Onset Date: 20/06/1993
Outcome: Not yet recovered

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Duodenal ulcer
Dyspepsia
Haematemesis
Oesophagitis ulcerative

Medicine Details:
PROZAC (Other drug) Reason: Depression
Tablet 20.0 Milligram Daily Oral
Batch: Started: 20/05/1993 Stopped: 04/06/1993
MELLERIL (Suspected) Reason:  Anxiety neurosis
Tablet 10.0 Milligram Daily Oral
Batch: Started: 20/05/1993 Stopped: 04/06/1993
LEXOTAN (Suspected) Reason:  Anxiety neurosis
Tablet 3.0 Milligram Daily Oral
Batch: Started: 01/01/1992 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data Gastroscopy - oesophageal and duodenal ulcer.

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

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 85860 Seq: 1 Gender: M
Reported: 06/07/1993 Weight:
Hospitalisation: Age: 23Y
Onset Date: 04/05/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dystonia Severe 8mg im cogentin.

Medicine Details:

LARGACTIL (Suspected) Reason:  Manic-depression psycho,manic
Oral application 50.0 Milligram 1 time Oral
Batch: Started: 03/05/1993 Stopped:
SERENACE (Suspected) Reason:  Manic-depression psycho,manic
Injection 10.0 Milligram 1 time Intramuscular
Batch: Started: 03/05/1993 Stopped:
SERENACE (Suspected) Reason:  Manic-depression psycho,manic
Injection 5.0 Milligram 1 time Intramuscular
Batch: Started: 04/05/1993 Stopped:
MELLERIL (Suspected) Reason:  Manic-depression psycho,manic
Oral application 150.0 Milligram Daily Oral
Batch: Started: 03/05/1993 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 86985 Seq: 1 Gender: F
Reported: 23/08/1993 Weight: 60.00
Hospitalisation: Age: 55Y
DOB:

Onset Date: 15/07/1993
Outcome: Recovered

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment

Pruritus
Rash maculo-papular

Medicine Details:

SURMONTIL (Suspected) Reason: Depression
Oral application 150.0 Milligram Daily Oral
Batch: Started: 01/07/1993 Stopped: 22/07/1993

MELLERIL (Suspected) Reason:  Otr spec symp psychopathol nec

Oral Liquid 50.0 Milligram Daily Oral
Batch: Started: 13/07/1993 Stopped: 15/07/1993

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 87105 Seq: 1 Gender: F
Reported: 27/08/1993 Weight:
Hospitalisation: Age: 83Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Tardive dyskinesia
Tremor

Medicine Details:

MELLERIL (Suspected) Reason:  Anxiety neurosis
50.0 Milligram Daily
Batch: Started: Stopped: 19/08/1993
CARDIZEM (Suspected) Reason:  Chron isch heart dis no hyper
120.0 Milligram Daily
Batch: Started: Stopped:
MODURETIC (Suspected) Reason:
1.0 Dose Unspecified Daily
Batch: Started: Stopped:
SANDOCAL 1000 (Suspected) Reason:
1.0 Dose Unspecified Daily
Batch: 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 87105 Seq: 1 Gender: F
Reported: 27/08/1993 Weight:
Hospitalisation: Age: 83Y
Onset Date: DOB:

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:
SENOKOT (Suspected) Reason: Constipation
1.0 Dose Unspecified Daily
Batch: Started: L TERM Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 87515 Seq: 1 Gender: M
Reported: 07/09/1993 Weight:
Hospitalisation: Age: 33Y
Onset Date: 13/08/1993 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Lymphopenia
Neutropenia

Medicine Details:

BACTRIM DS (Suspected) Reason:
Tablet 8.0 Dose Unspecified Daily Oral
Batch: Started: 02/08/1993 Stopped: 13/08/1993
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Unspecified schizophrenia
Oral application 100.0 Milligram Daily Oral
Batch: Started: 04/08/1993 Stopped: 13/08/1993
FLUCONAZOLE (Suspected) Reason:  Moniliasis
Capsule 100.0 Milligram Daily Oral
Batch: Started: 03/01/1993 Stopped:
NILSTAT (Suspected) Reason:  Moniliasis
Solution 4.0 Millilitre Daily Oral
Batch: Started: 06/08/1993 Stopped: 19/08/1993

Laboratory Investigations:

Date Type Range Date Tested Result Details
Lymphocytes 1.5-4.0 05/08/1993 0.7
Lymphocytes 1.5-4.0 13/08/1993 0.3
Lymphocytes 1.5-4.0 20/08/1993 0.3
Neutrophils 2-75 05/08/1993 3.2
Neutrophils 2-75 13/08/1993 1.2
Neutrophils 2-75 20/08/1993 1.6
White blood cells 4-11 05/08/1993 4.4

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 87515 Seq: 1 Gender: M
Reported: 07/09/1993 Weight:
Hospitalisation: Age: 33Y
Onset Date: 13/08/1993 DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

BACTRIM DS (Suspected) Reason:
Tablet 8.0 Dose Unspecified Daily Oral
Batch: Started: 02/08/1993 Stopped: 13/08/1993
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Unspecified schizophrenia
Oral application 100.0 Milligram Daily Oral
Batch: Started: 04/08/1993 Stopped: 13/08/1993
FLUCONAZOLE (Suspected) Reason:  Moniliasis
Capsule 100.0 Milligram Daily Oral
Batch: Started: 03/01/1993 Stopped:
NILSTAT (Suspected) Reason:  Moniliasis
Solution 4.0 Millilitre Daily Oral
Batch: Started: 06/08/1993 Stopped: 19/08/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details
White blood cells 4-11 13/08/1993 1.7
White blood cells 4-11 20/08/1993 2.2

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 90021 Seq: 1 Gender: F
Reported: 23/12/1993 Weight:
Age: 33

Hospitalisation:
Onset Date: 27/07/1993
Outcome: Not yet recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Intravenous rehydration

DOB: 22/02/1960
Causality: Causality possible

Dystonia

Medicine Details:
HALOPERIDOL (Suspected) Reason:
26.0 Milligram Total
Batch: Started: 23/07/1993 Stopped:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
50.0 Milligram Total
Batch: 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

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 Details:
Preferred Term Severity Report Description Treatment

Somnolence
Visual disturbance

Medicine Details:

MELLERIL (Suspected) Reason:  Anxiety neurosis
25.0 Milligram As necessary

Batch: Started: 01/05/1993 Stopped:
PROZAC (Suspected) Reason: Depression

Tablet 40.0 Milligram Daily Oral

Batch: Started: 30/11/1993 Stopped:
Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

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

Day of reaction patient took melleril 25mg midi and nocte, prozac 20, 2 mane and 1 nocte. next morning vision blue for approx 3

the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 90864 Seq: 1 Gender: F
Reported: 02/02/1994 Weight: 60.00
Hospitalisation: Age: 42Y
Onset Date: 27/01/1994 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Electrocardiogram abnormal
Syncope
\entricular tachycardia

Medicine Details:

PRIADEL (Suspected) Reason:  Unspecifid affective psychosis
Tablet 800.0 Milligram Weekly Oral
Batch: Started: Stopped:
MELLERIL (Suspected) Reason:  Anxiety neurosis
Tablet 300.0 Milligram Daily Oral
Batch: Started: 01/01/1993 Stopped:
RIVOTRIL (Suspected) Reason:  Anxiety neurosis
Tablet 2.0 Milligram Daily Oral
Batch: Started: Stopped:
INDERAL (Suspected) Reason: Anxiety neurosis
Tablet 40.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data Long qt

Additional Information:

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

Report Run : 01/06/2007 02:44PM  Database: pusime02 ADRS004 Page 114 of 393



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 90864 Seq: 1 Gender: F
Reported: 02/02/1994 Weight: 60.00
Hospitalisation: Age: 42Y
DOB:

Onset Date: 27/01/1994
Outcome: Recovered

Reaction Details:

Causality: Causality possible

Medicine Details:
MICROGYNON 30 ED (Suspected) Reason:
Pill 1.0 Dose Unspecified Daily Oral
Batch: Started: L TERM Stopped:
DUPHALAC (Suspected) Reason:
Oral Liquid 40.0 Millilitre Daily Oral
Batch: Started: 01/10/1993 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 necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 91519 Seq: 1 Gender: M
Reported: 10/03/1994 Weight:
Hospitalisation: Age: 63
Onset Date: 26/11/1993 DOB: 14/04/1930
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Paraesthesia Tingling mouth and lips.
Dystonia Cogentin.

Medicine Details:

THIORIDAZINE HYDROCHLORIDE (Suspected) Reason: Depression
Oral application 75.0 Milligram Daily Oral
Batch: Started: 24/11/1993 Stopped: 26/11/1993
PROTHIADEN (Suspected) Reason: Depression
150.0 Milligram Daily
Batch: Started: 15/11/1993 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 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Reaction Details:

Case Number: 91523 Seq: 1 Gender: U
Reported: 10/03/1994 Weight:
Hospitalisation: Age:
Onset Date: 24/11/1993 DOB:
Outcome: Recovered Causality: Causality possible

Preferred Term Severity Report Description Treatment
Photosensitivity reaction
Medicine Details:
DANAZOL (Other drug) Reason:  Oftr intestne&peritoneum dsease
Capsule 600.0 Milligram Daily Oral
Batch: Started: Stopped:
PREDNISOLONE (Other drug) Reason:  Otr intestne&peritoneum dsease
Oral application 25.0 Milligram Daily Oral
Batch: Started: Stopped:
SALAZOPYRIN (Other drug) Reason: Ofr intestne&peritoneum dsease
Tablet 4.0 Gram Daily Oral
Batch: Started: Stopped:
ZANTAC (Other drug) Reason: Ofr intestne&peritoneum dsease
Tablet 300.0 Milligram Daily Oral
Batch: 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 91523 Seq: 1 Gender: U
Reported: 10/03/1994 Weight:
Hospitalisation: Age:
DOB:

Onset Date: 24/11/1993
Outcome: Recovered

Reaction Details:

Causality: Causality possible

Medicine Details:

Reason: Pneumonia,unspecified

DOXYCYCLINE HYDROCHLORIDE (Suspected)
Oral application 300.0 Milligram Daily Oral
Batch: Started: 10/11/1993 Stopped: 24/11/1993
MELLERIL (Suspected) Reason:
25.0 Milligram Daily
Batch: Started: Stopped: 24/11/1993

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 92422 Seq: 1 Gender: F
Reported: 26/04/1994 Weight: 45.00
Hospitalisation: Age: 20Y
Onset Date: 25/06/1993 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment

Amenorrhoea
Hyperprolactinaemia

Therapy changed to stelazine.

Report Run : 01/06/2007 02:44PM  Database: pusime02

Medicine Details:
AMITRIPTYLINE HYDROCHLORIDE (Other drug) Reason:  Unspecified schizophrenia
Tablet 50.0 Milligram Daily Oral
Batch: Started: Stopped:
FLUPHENAZINE NOS (Other drug) Reason:
Tablet 5.0 Milligram Daily Oral
Batch: Started: Stopped:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Unspecified schizophrenia
Oral application 500.0 Milligram Daily Oral
Batch: Started: 03/09/1992 Stopped: 02/07/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details
Prolactin 35-520 MIU/L | 25/06/1993 3247
Prolactin 35-520 MIU/L | 12/07/1993 2009
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

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 Details:
Preferred Term Severity Report Description Treatment
Hepatitis
Medicine Details:
AMOXYCILLIN TRIHYDRATE (Suspected) Reason:  Bronchitis,unqualified
1.5 Gram
Batch: Started: 09/04/1994 Stopped: 14/04/1994
PROZAC (Suspected) Reason: Depression
Tablet 40.0 Milligram Daily Oral
Batch: Started: 28/12/1993 Stopped: 14/04/1994
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Specific disorders of sleep
100.0 Milligram Daily
Batch: Started: 28/12/1993 Stopped: 14/04/1994
TRIPHASIL (Suspected) Reason: Contraception
1.0 Dose Unspecified Daily
Batch: 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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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 93029 Seq: 1 Gender: M
Reported: 17/05/1994 Weight:
Hospitalisation: Age: 49
Onset Date: 06/07/1993 DOB: 14/01

Outcome: Recovered

11944

Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment
Hyperkinesia Propranolol.
Medicine Details:

THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Specific disorders of sleep
25.0 Milligram 1 time
Batch: Started: 06/07/1993 Stopped:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Specific disorders of sleep
100.0 Milligram 1 time
Batch: Started: 05/07/1993 Stopped:
CHLORPROMAZINE HYDROCHLORIDE (Suspected) Reason:  Specific disorders of sleep
75.0 Milligram Total
Batch: Started: 05/07/1993 Stopped: 06/07/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 93238 Seq: 1 Gender: F
Reported: 30/05/1994 Weight: 42.00
Hospitalisation: Age: 14Y
DOB:

Onset Date: 31/01/1994
Outcome: Not yet recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Causality: Causality possible

Accommodation disorder

Medicine Details:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
Oral application 175.0 Milligram Daily Oral
Batch: Started: 01/12/1993 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
Sequelae: wears glasses. - 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 93757 Seq: 1 Gender: M
Reported: 17/06/1994 Weight:
Hospitalisation: Age: 39Y

DOB:

Onset Date: 05/08/1993

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Dystonia Spasms in back of legs and jaws. Cogentin 2 mg im.
Medicine Details:
MELLERIL (Suspected) Reason:  Unspecifid affective psychosis
Oral application 275.0 Milligram Total Oral
Batch: Started: 04/08/1993 Stopped: 05/08/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 94784 Seq: 1 Gender: F
Reported: 02/08/1994 Weight:
Hospitalisation: Age: 69Y
Onset Date: 23/07/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypotension
Syncope
Medicine Details:
TEGRETOL (Other drug) Reason:
Oral application 800.0 Milligram Daily Oral
Batch: Started: 24/03/1994 Stopped:
EUHYPNOS (Other drug) Reason:  Specific disorders of sleep
Capsule 20.0 Milligram Daily Oral
Batch: Started: 16/05/1994 Stopped:
SERENACE (Other drug) Reason:  Unspecified psychosis
Oral application 15.0 Milligram Daily Oral
Batch: Started: 11/07/1994 Stopped:
COGENTIN (Other drug) Reason:
Tablet 1.0 Milligram Daily Oral
Batch: Started: 11/07/1994 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Patient previously had a similar collapse on a combination of moclobemide 300mg bd and pericyazine 5mg bd and
carbamazepine 400mg bd.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 94784 Seq: 1 Gender: F
Reported: 02/08/1994 Weight:
Hospitalisation: Age: 69Y
Onset Date: 23/07/1994 DOB:
Outcome: Recovered Causality: Causality probable

Reaction Details:

Medicine Details:

ALDAZINE (Suspected) Reason:  Unspecified psychosis
Tablet 50.0 Milligram 1 time Oral
Batch: Started: 22/07/1994 Stopped:

Laboratory Investigations:

Additional Information:
Patient previously had a similar collapse on a combination of moclobemide 300mg bd and pericyazine 5mg bd and

carbamazepine 400mg bd.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 95073 Seq: 1 Gender: F
Reported: 11/08/1994 Weight:
Hospitalisation: Age: 77Y
Onset Date: 04/07/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Confusional state

Medicine Details:

MELLERIL (Suspected) Reason:  Ofr spec symp psychopathol nec
Tablet 25.0 Milligram Daily Oral
Batch: Started: Stopped: 05/07/1994
COGENTIN (Suspected) Reason:
Tablet 2.0 Milligram Daily Oral
Batch: Started: Stopped: 05/07/1994

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

95194
19/08/1994

Case Number:
Reported:
Hospitalisation:
Onset Date: 02/05/1994
Outcome: Not yet recovered

Reaction Details:

Seq: 1

Gender: U
Weight:

Age:
DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Drug level increased
Medicine Details:
ZOLOFT (Interaction) Reason: Depression
50.0 Milligram Daily
Batch: Started: 01/03/1994 Stopped: 02/05/1994
LITHIUM CARBONATE (Interaction) Reason: Depression
1.0 Gram Daily
Batch: Started: 01/01/1993 Stopped: 02/05/1994
MELLERIL (Interaction) Reason: Depression
30.0 Milligram Daily
Batch: Started: 01/01/1990 Stopped: 02/05/1994
Reason: Meniere's disease

SERC (Interaction)

Batch:

3.0 Dose Unspecified Daily

Started: 01/01/1993

Stopped:

02/05/1994

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. 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 95194 Seq: 1 Gender: U
Reported: 19/08/1994 Weight:
Hospitalisation: Age:
Onset Date: 02/05/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

TEGRETOL (Other drug) Reason:  Other&unspecified epilepsy
400.0 Milligram Daily
Batch: Started: L TERM Stopped: CONTIN
RIVOTRIL (Other drug) Reason:  Other&unspecified epilepsy
4.0 Milligram Daily
Batch: Started: L TERM 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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 95936 Seq: 1 Gender: M
Reported: 15/09/1994 Weight:
Hospitalisation: Age: 40
Onset Date: DOB: 04/03/1954
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Anxiety
Blood creatine phosphokinase incr
Hyperhidrosis
Pyrexia

Medicine Details:

THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
25.0 Milligram Daily
Batch: Started: 04/09/1994 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Creatine 13/08/1994 2313
Creatine 14/08/1994 1414

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 96047 Seq: 1 Gender: M
Reported: 26/09/1994 Weight: 57.00
Hospitalisation: Age: 85Y
Onset Date: 25/07/1994 DOB:
Outcome: Recovered Causality: Causality certain
Reaction Details:
Preferred Term Severity Report Description Treatment
Coma Unrousable from sleep
Hypertonia
Medicine Details:
LANOXIN PG (Other drug) Reason:  Congestive heart failure
Oral application 62.0 Microgram Daily Oral
Batch: Started: Stopped:
TAGAMET (Other drug) Reason:
Tablet 400.0 Milligram Daily Oral
Batch: Started: Stopped:
DISPRIN (Other drug) Reason:  Chron isch heart dis no hyper
Oral application 150.0 Milligram Daily Oral
Batch: Started: Stopped:
MELLERIL (Suspected) Reason:  Ofr spec symp psychopathol nec
Oral application 25.0 Milligram Daily Oral
Batch: Started: 25/07/1994 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 96641 Seq: 1 Gender: M
Reported: 24/10/1994 Weight: 75.00
Hospitalisation: Age: 69Y
Onset Date: 12/10/1994 DOB:

Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Herpes zoster
Neutropenia Morphine and acyclovir
Thrombocytopenia
Medicine Details:
FLUOROURACIL (Suspected) Reason:  Other malig n no spec of site
Oral application 1.9 Gram Daily Oral
Batch: Started: 26/09/1994 Stopped: 29/09/1994
CISPLATIN (Suspected) Reason:  Other malig n no spec of site
Oral application 190.0 Milligram Daily Oral
Batch: Started: 26/09/1994 Stopped: 26/09/1994
ORUDIS (Suspected) Reason:  Osteoarthritis
Capsule 25.0 Milligram Daily Oral
Batch: Started: Stopped: CONTIN
MELLERIL (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
Batch: Started: 01/01/1994 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Neutrophils 12/10/94 neutrophils diff==32%
Platelets (150-400) 12/10/1994 130
White blood cells (4.0-11.0) 12/10/1994 0.9
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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 96641 Seq: 1 Gender: M
Reported: 24/10/1994 Weight: 75.00
Hospitalisation: Age: 69Y
DOB:

Onset Date: 12/10/1994
Outcome: Not yet recovered

Reaction Details:

Causality: Causality possible

Medicine Details:

PANADEINE FORTE (Suspected) Reason: Pain
Tablet 12.0 Dose Unspecified Daily Oral
Batch: Started: 27/09/1994 Stopped: 17/10/1994

Laboratory Investigations:

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

Report Run : 01/06/2007 02:44PM  Database: pusime02

ADRS004 Page 132 of 393



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 96675 Seq: 1 Gender: F
Reported: 27/10/1994 Weight:
Hospitalisation: Age: 32Y
Onset Date: 12/05/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Hyperkinesia
Medicine Details:
FLUOXETINE HYDROCHLORIDE (Other drug) Reason: Depression
Capsule 20.0 Milligram Daily Oral
Batch: Started: Stopped:
THYROXINE SODIUM (Other drug) Reason: Myxedema
Tablet 100.0 Microgram Daily Oral
Batch: Started: Stopped:
DIAZEPAM (Other drug) Reason:  Ofr spec symp psychopathol nec
Oral application 30.0 Milligram Daily Oral
Batch: Started: 07/05/1994 Stopped:
MELLERIL (Suspected) Reason:  Unspecified schizophrenia
Oral application 250.0 Milligram Daily Oral
Batch: Started: 01/05/1994 Stopped: 12/05/1994
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Similar experience with clorpromazine.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 96714 Seq: 1 Gender: F
Reported: 26/10/1994 Weight:
Hospitalisation: Age: 78Y
Onset Date: 10/10/1994 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hyponatraemia Fluid restriction for 12 days

Medicine Details:

TEMAZEPAM (Other drug) Reason: Disturbance of sleep
Capsule 1.0 Dose Unspecified As necessary Oral
Batch: Started: Stopped:
THYROXINE SODIUM (Other drug) Reason: Myxedema
50.0 Microgram Daily
Batch: Started: Stopped:
FERRO-GRADUMET (Other drug) Reason:
Tablet 1.0 Dose Unspecified Daily Oral
Batch: Started: Stopped:
METAMUCIL (Other drug) Reason: Constipation
Oral application 2.0 Dose Unspecified Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Serum osmolality (280-305) 10/10/1994 248
Sodium (136-145) 10/10/1994 120
Sodium (136-145) 11/10/1994 123
Sodium (136-145) 14/10/1994 133

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 96714 Seq: 1 Gender: F
Reported: 26/10/1994 Weight:
Hospitalisation: Age: 78Y
Onset Date: 10/10/1994 DOB:

Outcome: Unknown Causality: Causality possible
Reaction Details:
Medicine Details:

ASCORBIC ACID (Other drug) Reason:
Oral application 250.0 Milligram Daily Oral
Batch: Started: Stopped:

COLOXYL WITH SENNA (Other drug) Reason:  Constipation
Tablet 2.0 Dose Unspecified Daily Oral
Batch: Started: Stopped:

MELLERIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 50.0 Milligram As necessary Oral
Batch: Started: Stopped: 10/10/1994

COGENTIN (Suspected) Reason:
Tablet 500.0 Microgram As necessary Oral
Batch: Started: Stopped: 10/10/1994

Additional Information:

Laboratory Investigations:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Reaction Details:

Medicine Details:

Case Number: 96714 Seq: 1 Gender: F
Reported: 26/10/1994 Weight:
Hospitalisation: Age: 78Y
Onset Date: 10/10/1994 DOB:
Outcome: Unknown Causality: Causality possible

SALBUTAMOL (Suspected) Reason: Dyspnea
Inhalation 5.0 Milligram As necessary Inhalation
Batch: Started: Stopped: 10/10/1994
MAXOLON (Suspected) Reason:  Nausea and vomiting
Tablet 10.0 Milligram As necessary Oral
Batch: Started: Stopped: 10/10/1994

Laboratory Investigations:

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 96751 Seq: 1 Gender: F
Reported: 31/10/1994 Weight: 55.00
Hospitalisation: Age: 73Y
Onset Date: 20/10/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Pruritus
Rash maculo-papular

Medicine Details:

SINEMET (Other drug) Reason: Paralysis agitans
Tablet 4.0 Dose Unspecified Daily Oral
Batch: Started: 01/01/1988 Stopped:
NORMISON (Other drug) Reason:  Specific disorders of sleep
20.0 Milligram Daily
Batch: Started: 01/01/1990 Stopped:
PROTHIADEN (Other drug) Reason:
75.0 Milligram Daily
Batch: Started: Stopped:
MELLERIL (Suspected) Reason:
Oral application 20.0 Milligram Daily Oral
Batch: Started: 17/08/1994 Stopped: 20/10/1994
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Quinalone yellow is in melleril. patient also became itchy after 1st dose of temaze instead of normison and has also had a
reaction to coumadin 5mg & 1mg tablets, but not to the 2mg coumadin tablets. 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 : 01/06/2007 02:44PM  Database: pusime02

ADRS004

Page 137 of 393




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:
Case Number: 96914 Seq: 1 Gender: M
Reported: 03/11/1994 Weight: 63.00
Hospitalisation: Age: 40Y
Onset Date: 28/10/1994 DOB:
Outcome: Recovered

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Confusional state
Hyponatraemia
Somnolence

Fluid restriction.

Medicine Details:

PAROXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
Batch: Started: 27/10/1994 Stopped: 28/10/1994
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: 27/10/1994 Stopped: 28/10/1994
PROPRANOLOL HYDROCHLORIDE (Suspected) Reason:
Tablet 60.0 Milligram Daily Oral
Batch: Started: 27/10/1994 Stopped: 28/10/1994

Laboratory Investigations:

Date Type Range Date Tested Result Details
Sodium 26/10/1994 137
Sodium 28/10/1994 107

Additional Information:
Took overdose of thioridazine and propranolol on the 25/10/94.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 97237 Seq: 1 Gender: F
Reported: 21/11/1994 Weight:
Age: 93

Hospitalisation:
Onset Date: 30/08/1994
Outcome: Unknown

DOB: 07/05/1901
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Confusional state
Extrapyramidal disorder
Medicine Details:
LEVODOPA-CARBIDOPA (Suspected) Reason: Paralysis agitans
Oral application 1.0 Dose Unspecified Daily Oral
Batch: Started: 30/08/1994 Stopped: 02/09/1994
THEO-DUR (Suspected) Reason:  Otr respiratory systm diseases
Oral application 400.0 Milligram Daily Oral
Batch: Started: Stopped: 01/09/1994
MELLERIL (Suspected) Reason:
Oral application 50.0 Milligram Daily Oral
Batch: Started: Stopped: 02/09/1994
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 97272 Seq: 1 Gender: F
Reported: 23/11/1994 Weight: 65.00
Hospitalisation: Age: 85Y
Onset Date: 29/10/1994 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Oedema

Renal impairment
Right ventricular failure

Medicine Details:

KSR (Other drug) Reason:
4.0 Dose Unspecified Daily
Batch: Started: Stopped:
VOLTAREN (Suspected) Reason:  Gout
Tablet 100.0 Milligram Daily Oral
Batch: Started: 04/10/1994 Stopped: 30/10/1994
UREX (Suspected) Reason: Congestive heart failure
80.0 Milligram Daily
Batch: Started: Stopped:
ZANTAC (Suspected) Reason:
150.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Chloride 31/10/1994 108
Chloride 03/11/1994 107
Creatinine 29/10/1994 0.35
Creatinine 31/10/1994 0.34
Creatinine 03/11/1994 0.25
Potassium 31/10/1994 54
Potassium 03/11/1994 3.2

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 97272 Seq: 1 Gender: F
Reported: 23/11/1994 Weight: 65.00
Hospitalisation: Age: 85Y
Onset Date: 29/10/1994 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

CARTIA (Suspected) Reason:
100.0 Milligram Daily
Batch: Started: Stopped:
ALODORM (Suspected) Reason:
5.0 Milligram Daily
Batch: Started: Stopped:
QUINIDINE BISULPHATE (Suspected) Reason:
300.0 Milligram Daily
Batch: Started: Stopped: 31/10/1994
ALDAZINE (Suspected) Reason:
25.0 Milligram Daily
Batch: Started: Stopped: 31/10/1994

Laboratory Investigations:

Date Type Range Date Tested Result Details
Sodium 31/10/1994 143
Sodium 03/11/1994 145
Urea 31/10/1994 27.3
Urea 03/11/1994 21.3
bicarbonate 31/10/1994 22
bicarbonate 03/11/1994 28

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 97467 Seq: 1 Gender: F
Reported: 01/12/1994 Weight: 55.00
Hospitalisation: Age: 65Y
DOB:

Onset Date:
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Coordination abnormal
Visual disturbance

Causality: Causality probable

Medicine Details:

MELLERIL (Suspected) Reason: Depression
Tablet 150.0 Milligram Daily Oral
Batch: Started: 01/01/1990 Stopped: 31/01/1992

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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 97867 Seq: 1 Gender: M
Reported: 14/12/1994 Weight:
Hospitalisation: Age: 35Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Hepatic function abnormal

Medicine Details:

ACICLOVIR (Suspected) Reason:  Unspecified viral encephalitis

Injection 3.0 Gram Daily Intravenous

Batch: Started: 10/11/1994 Stopped: 14/11/1994
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:

225.0 Milligram Daily

Batch: Started: 16/11/1994 Stopped: 22/11/1994
PHENYTOIN SODIUM (Suspected) Reason:

Injection 400.0 Milligram Daily Intravenous

Batch: Started: 10/11/1994 Stopped: 16/11/1994
SUCRALFATE (Suspected) Reason:

Tablet 4.0 Gram Daily Oral

Batch: Started: 10/11/1994 Stopped: 14/11/1994

Laboratory Investigations:

Date Type Range Date Tested Result Details
ALT = SGPT <30 U/L 14/11/1994 27
ALT = SGPT <30 U/L 18/11/1994 198
ALT = SGPT <30 U/L 28/11/1994 238
Bilirubin <18 UMOL/L 14/11/1994 11
Bilirubin <18 UMOL/L 18/11/1994 36
Bilirubin <18 UMOL/L | 28/11/1994 16
GGT = SGGT = <35 U/L 14/11/1994 58

Additional Information:
See original report for other medication.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 97867 Seq: 1 Gender: M
Reported: 14/12/1994 Weight:
Hospitalisation: Age: 35Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

CEFTRIAXONE (Suspected) Reason:
Injection 2.0 Gram Daily Intravenous
Batch: Started: 10/11/1994 Stopped: 15/11/1994

Laboratory Investigations:

Date Type Range Date Tested Result Details
GGT = SGGT = <35 U/L 18/11/1994 396
GGT = SGGT = <35 U/L 28/11/1994 162
SAP = ALP 30-100 U/L 14/11/1994 78
SAP = ALP 30-100 U/L 18/11/1994 158
SAP = ALP 30-100 U/L 28/11/1994 138

Additional Information:
See original report for other medication.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

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 Details:
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
Batch: Started: 27/02/1995 Stopped: CONTIN
SINEQUAN (Other drug) Reason: Depression
Oral application 100.0 Milligram Daily Oral
Batch: Started: L TERM Stopped:
LITHIUM CARBONATE (Other drug) Reason:
Tablet 500.0 Milligram Daily Oral
Batch: Started: 01/01/1994 Stopped: 27/02/1995 12M
PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
Batch: 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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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

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 Details:

Medicine Details:

MELLERIL (Suspected) Reason:  Unspecified psychosis
Oral application 300.0 Milligram Daily Oral
Batch: 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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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 99680 Seq: 1 Gender: M
Reported: 20/03/1995 Weight:
Hospitalisation: Age: 61Y
Onset Date: 01/03/1995 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Confusional state
Dyskinesia
Tremor
Medicine Details:
BENZTROPINE MESYLATE (Other drug) Reason:
Oral application 1.0 Milligram As necessary Oral
Batch: Started: 09/02/1995 Stopped: CONTIN
CLONAZEPAM (Other drug) Reason:  Specific disorders of sleep
0.0 As necessary
Batch: Started: 09/02/1995 Stopped: CONTIN
TEMAZEPAM (Other drug) Reason:  Anxiety neurosis
0.0 As necessary
Batch: Started: 09/02/1995 Stopped: CONTIN
RANITIDINE (Other drug) Reason: Other diseases of esophagus
Tablet 300.0 Milligram Daily Oral
Batch: Started: 30/01/1995 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 99680 Seq: 1 Gender: M
Reported: 20/03/1995 Weight:
Hospitalisation: Age: 61Y

DOB:

Onset Date: 01/03/1995
Outcome: Recovered

Reaction Details:

Causality: Causality possible

Medicine Details:

LITHIUM CARBONATE (Suspected) Reason: Depression
750.0 Milligram Daily
Batch: Started: 21/02/1995 Stopped: 02/03/1995
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Unspecified psychosis
300.0 Milligram Daily
Batch: Started: 28/02/1995 Stopped: 02/03/1995
SERTRALINE HYDROCHLORIDE (Suspected) Reason: Depression
50.0 Milligram Daily
Batch: Started: 10/02/1995 Stopped: 02/03/1995
Laboratory Investigations:
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 99853 Seq: 1 Gender: M
Reported: 28/03/1995 Weight:
Hospitalisation: Age: 78Y

DOB:

Onset Date: 07/03/1995

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome
Medicine Details:
DIGOXIN (Other drug) Reason:
Tablet 250.0 Microgram Daily Oral
Batch: Started: Stopped:
MELLERIL (Suspected) Reason:
75.0 Milligram Daily
Batch: Started: 17/01/1995 Stopped: 01/03/1995
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

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 Details:
Preferred Term Severity Report Description Treatment
Myalgia
Pollakiuria

Medicine Details:

PREMARIN (Other drug) Reason:
1.2 Milligram Daily
Batch: Started: Stopped:
PROVERA (Other drug) Reason:
5.0 Milligram Daily
Batch: Started: Stopped:
MELLERIL (Suspected) Reason: Depression
Oral application 10.0 Milligram As necessary Oral
Batch: Started: 17/05/1994 Stopped: 10/07/1994
PROZAC (Suspected) Reason: Depression
20.0 Milligram Daily
Batch: Started: 17/05/1994 Stopped: 28/08/1994
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

is not necessarily accurate but indicates that stoppage occurred sometime during the month.

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

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 100482 Seq: 1 Gender: F
Reported: 01/05/1995 Weight:
Hospitalisation: Age:
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Urinary retention
Medicine Details:
MELLERIL (Suspected) Reason:
0.0
Batch: Started: Stopped:
AROPAX (Suspected) Reason:
40.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run : 01/06/2007 02:44PM  Database: pusime02 ADRS004 Page 151 of 393




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 100673 Seq: 1 Gender: M
Reported: 08/05/1995 Weight: 70.00
Hospitalisation: Age: 57Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dyspepsia

Medicine Details:

RENITEC (Suspected) Reason:  Essential benign hypertension
10.0 Milligram Daily
Batch: Started: Stopped:
PROTHIADEN (Suspected) Reason: Depression
150.0 Milligram Daily
Batch: Started: Stopped:
MELLERIL (Suspected) Reason:
75.0 Milligram Daily
Batch: Started: Stopped:
ZOLOFT (Suspected) Reason: Depression
50.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Allergic to penicillin
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 100673 Seq: 1 Gender: M
Reported: 08/05/1995 Weight: 70.00
Age: 57Y

Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Details:

DOB:
Causality: Causality possible

Medicine Details:
TEMAZEPAM (Suspected) Reason:  Specific disorders of sleep
10.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
Allergic to penicillin
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 100714
Reported: 08/05/1995
Hospitalisation:
Onset Date: 01/03/1995
Outcome: Not yet recovered

Reaction Details:

Seq: 1

Causality

Gender:
Weight:

Age:
DOB:

F
56.00
21Y

: Causality possible

Preferred Term

Severity

Report Description

Treatment

Alopecia

Medicine Details:

AROPAX (Suspected)
Tablet
Batch:

10.0 Milligram
Started: 13/01/1995

Reason: Depression

Daily

Stopped:

Oral

AROPAX (Suspected)
Tablet
Batch:

20.0 Milligram
Started: 01/03/1995

Reason: Depression

Daily

Stopped:

Oral
05/04/1995

COGENTIN (Suspected)
Tablet
Batch:

2.0 Milligram
Started: 16/08/1994

Reason:

Daily

Stopped:

Oral

LITHIUM CARBONATE (Suspected)
Tablet
Batch:

1.0 Gram
Started: 20/09/1994

Reason:

Daily

Stopped:

Oral

Laboratory Investigations:

Date Type Range

Date Tested

Result

Detail

S

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 100714 Seq: 1 Gender: F
Reported: 08/05/1995 Weight: 56.00
Hospitalisation: Age: 21Y
DOB:

Onset Date: 01/03/1995
Outcome: Not yet recovered

Reaction Details:

Causality: Causality possible

Medicine Details:

PIMOZIDE (Suspected) Reason:
Tablet 4.0 Milligram Daily Oral
Batch: Started: 20/10/1994 Stopped:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
Tablet 200.0 Milligram Daily Oral
Batch: Started: 07/12/1992 Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 100894 Seq: 1 Gender: M
Reported: 19/05/1995 Weight:
Hospitalisation: Age: 83Y
Onset Date: 15/03/1995 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Confusional state
Hyperthyroidism
Medicine Details:
CORDARONE X 200 (Suspected) Reason:  Otr&nos disord of heart rhythm
Tablet 200.0 Milligram Daily Oral
Batch: Started: 01/03/1993 Stopped: 16/05/1995
MELLERIL (Suspected) Reason:  Otr ecz&der due otr&unsp cause
Oral application 40.0 Milligram Daily Oral
Batch: Started: 01/03/1993 Stopped:
LASIX (Suspected) Reason: Congestive heart failure
Oral application 40.0 Milligram Daily Oral
Batch: Started: 01/03/1993 Stopped:
TRITACE (Suspected) Reason: Congestive heart failure
Capsule 2.5 Milligram Daily Oral
Batch: Started: 01/03/1993 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Thyroid 15/03/1995 <0.01
Thyroxine 15/03/1995 >77
Tri-iodo thyronine 15/03/1995 12

Additional Information:

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

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

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

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 100894 Seq: 1 Gender: M
Reported: 19/05/1995 Weight:
Hospitalisation: Age: 83Y
Onset Date: 15/03/1995 DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

TEMAZEPAM (Suspected) Reason:  Specific disorders of sleep
Oral application 10.0 Milligram Daily Oral
Batch: Started: 01/03/1993 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 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 100982 Seq: 1 Gender: M
Reported: 19/05/1995 Weight:
Hospitalisation: Age: 36
Onset Date: 22/03/1994 DOB: 19/02/1958
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypertension Bp 180/110
Blood creatine phosphokinase incr
Hypertonia
Hypokalaemia
Hyponatraemia Diazepam, bromocriptine and
propranolol.
Leukocytosis
Neuroleptic malignant syndrome

Medicine Details:

COLOXYL (Other drug) Reason:
Tablet 2.0 Dose Unspecified Daily Oral
Batch: Started: Stopped:
IMIPRAMINE HYDROCHLORIDE (Other drug) Reason:
200.0 Milligram Daily
Batch: Started: Stopped:
MODECATE (Suspected) Reason:
Injection 1.0 Dose Unspecified Monthly Intravenous
Batch: Started: Stopped:
TRIFLUOPERAZINE HYDROCHLORIDE (Suspected) Reason:
10.0 Milligram Daily
Batch: Started: 14/03/1994 Stopped: 18/03/1994

Laboratory Investigations:

Date Type Range Date Tested Result Details

Creatine 21/03/1994 1480
Creatine 22/03/1994 6100
Creatine 24/03/1994 1480
Creatine 26/03/1994 250
Creatine 23/03/1994 3530
Creatine 30/03/1994 140
Potassium 21/03/1994 3.4

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 100982 Seq: 1 Gender: M
Reported: 19/05/1995 Weight:
Hospitalisation: Age: 36
Onset Date: 22/03/1994 DOB: 19/02/1958
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
100.0 Milligram Daily
Batch: Started: 18/03/1994 Stopped:
ORPHENADRINE NOS (Suspected) Reason:
400.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Potassium 22/03/1994 3.0
Potassium 23/03/1994 4.0
Potassium 30/03/1994 4.3
Potassium 26/03/1994 4.7
Potassium 24/03/1994 3.5
Sodium 21/03/1994 121
Sodium 22/03/1994 125

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 100982 Seq: 1 Gender: M
Reported: 19/05/1995 Weight:
Hospitalisation: Age: 36
Onset Date: 22/03/1994 DOB: 19/02/1958
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

COLOXYL (Other drug) Reason:
Tablet 2.0 Dose Unspecified Daily Oral
Batch: Started: Stopped:
IMIPRAMINE HYDROCHLORIDE (Other drug) Reason:
200.0 Milligram Daily
Batch: Started: Stopped:
MODECATE (Suspected) Reason:
Injection 1.0 Dose Unspecified Monthly Intravenous
Batch: Started: Stopped:
TRIFLUOPERAZINE HYDROCHLORIDE (Suspected) Reason:
10.0 Milligram Daily
Batch: Started: 14/03/1994 Stopped: 18/03/1994
Laboratory Investigations:
Date Type Range Date Tested Result Details
Sodium 23/03/1994 130
Sodium 24/03/1994 131
Sodium 26/03/1994 135
Sodium 30/03/1994 135

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 100982 Seq: 1 Gender: M
Reported: 19/05/1995 Weight:
Hospitalisation: Age: 36
Onset Date: 22/03/1994 DOB: 19/02/1958
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
100.0 Milligram Daily
Batch: Started: 18/03/1994 Stopped:
ORPHENADRINE NOS (Suspected) Reason:
400.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 101218 Seq: 1 Gender: F
Reported: 26/05/1995 Weight: 79.00
Hospitalisation: Age: 63Y
Onset Date: 31/03/1995 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypothyroidism Severe Thyroxine

Medicine Details:

LITHICARB (Suspected) Reason: Depression
500.0 Milligram Daily
Batch: Started: 02/09/1994 Stopped: 26/04/1995
AROPAX (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
Batch: Started: 06/01/1995 Stopped: CONTIN
TOLVON (Suspected) Reason: Depression
20.0 Milligram Daily
Batch: Started: 01/01/1993 Stopped: CONTIN
MELLERIL (Suspected) Reason:
25.0 Milligram Daily
Batch: Started: 01/01/1993 Stopped: 28/04/1995
Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data Very high thyroid autoantibodies - tsh 100, t4 2.4.

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

that stoppage occurred sometime during the month.

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

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

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 101576 Seq: 1 Gender: F
Reported: 16/06/1995 Weight:
Hospitalisation: Age: 29Y

DOB:

Onset Date: 08/06/1995

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Agitation
Confusional state
Medicine Details:
PROZAC (Suspected) Reason: Depression
Oral application 20.0 Milligram Daily Oral
Batch: Started: 08/06/1995 Stopped: 09/06/1995
MELLERIL (Suspected) Reason:
Tablet 75.0 Milligram Daily Oral
Batch: Started: 08/06/1995 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 101820 Seq: 1 Gender: M
Reported: 29/06/1995 Weight: 57.00
Age: 72Y

Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Hyponatraemia

DOB:
Causality: Causality possible

Medicine Details:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
0.0
Batch: 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 102138 Seq: 1 Gender: M
Reported: 13/07/1995 Weight: 19.00
Hospitalisation: Age: 3Y
Onset Date: DOB:

Outcome: Recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Drug ineffective

Medicine Details:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
50.0 Milligram 1 time
Batch: 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 103156 Seq: 1 Gender: M
Reported: 30/08/1995 Weight:
Age: 86Y

Hospitalisation:
Onset Date: 15/06/1995
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

DOB:
Causality: Causality probable

Pyrexia

Medicine Details:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
Oral application 20.0 Milligram Daily Oral
Batch: Started: 09/06/1995 Stopped: 16/06/1995

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 103445 Seq: 1 Gender: M
Reported: 11/09/1995 Weight:
Hospitalisation: Age: 36Y

DOB:

Onset Date: 08/08/1995

Outcome: Recovered Causality: Causality certain

Reaction Details:
Preferred Term Severity Report Description Treatment
Aggression
Dysarthria
Medicine Details:
MELLERIL (Suspected) Reason:  Unspecified psychosis
600.0 Milligram Daily
Batch: Started: 08/08/1995 Stopped: 10/08/1995
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Within one hour of taking melleril patient develops same reaction.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 103783 Seq: 1 Gender: M
Reported: 03/10/1995 Weight:
Hospitalisation: Age: 44Y
Onset Date: 04/09/1995 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Asthenia
Coordination abnormal
Hepatitis

Medicine Details:

PEPCIDINE (Other drug) Reason:
Tablet 40.0 Milligram Daily Oral
Batch: Started: Stopped:
TEGRETOL (Suspected) Reason:  Other&unspecified epilepsy
Tablet 400.0 Milligram Daily Oral
Batch: Started: 06/05/1995 Stopped: 04/09/1995
MELLERIL (Suspected) Reason:
Tablet 60.0 Milligram Daily Oral
Batch: Started: 04/09/1995 Stopped:
NICOTINIC ACID (Suspected) Reason:
100.0 Milligram Daily
Batch: Started: Stopped: 04/09/1995
Laboratory Investigations:
Date Type Range Date Tested Result Details
ALT = SGPT 05/09/1995 1140
AST = SGOT 05/09/1995 774
Bilirubin 05/09/1995 23
SAP = ALP 05/09/1995 208
Serum drug level 04/09/1995 34 Tegretel

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 104565 Seq: 1 Gender: F
Reported: 13/11/1995 Weight:
Hospitalisation: Age: 82Y
Onset Date: 24/07/1995 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Orthostatic hypotension

Medicine Details:

Report Run : 01/06/2007 02:45PM Database: pusime02

DI-GESIC (Other drug) Reason:
1.0 Dose Unspecified 1 time
Batch: Started: 21/07/1995 Stopped:
MELLERIL (Suspected) Reason: Depression
30.0 Milligram Daily
Batch: Started: 11/07/1995 Stopped: 24/07/1995
KEFLEX (Suspected) Reason:  Oftr&nos infec&parasit diseases
1.0 Gram Daily
Batch: Started: 21/07/1995 Stopped: 26/07/1995
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 105196 Seq: 1 Gender: F
Reported: 07/12/1995 Weight:
Hospitalisation: Age: 70Y

DOB:

Onset Date: 31/01/1995
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

Causality: Causality possible

Dyskinesia
Hypertonia

Medicine Details:

THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Nervousness
Oral application 150.0 Milligram Daily Oral
Batch: Started: L TERM Stopped: 28/01/1995
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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 105769 Seq: 1 Gender: M
Reported: 03/01/1996 Weight:
Hospitalisation: Age: 36Y

DOB:

Onset Date:
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment

Speech disorder Mutism

Leukocytosis

Catatonia Bromocriptine and further
unilateral ect treatments

Medicine Details:
TRIFLUOPERAZINE HYDROCHLORIDE (Suspected) Reason:
0.0
Batch: Started: Stopped:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
50.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details
Creatine 25-125 Ck level rose to 804
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 106060 Seq: 1 Gender: M
Reported: 25/01/1996 Weight: 70.00
Hospitalisation: Age: 66Y
DOB:

Onset Date: 01/06/1995
Outcome: Not yet recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Causality: Causality possible

Hyperglycaemia

Medicine Details:
HALDOL DECANOATE (Other drug) Reason:
0.0
Batch: Started: 01/04/1995 Stopped:
MIXTARD (NORDISK) (Other drug) Reason: Diabetes mellitus
32.0 Unit Daily
Batch: Started: 01/01/1993 Stopped: CONTIN
MELLERIL (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: 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

necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Run : 01/06/2007 02:45PM Database: pusime02

Report Details:
Case Number: 106923 Seq: 1 Gender: F
Reported: 06/03/1996 Weight:
Hospitalisation: Age: 32
Onset Date: 11/10/1995 DOB: 04/02/1963
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hyperprolactinaemia
Medicine Details:
CLOMIPRAMINE HYDROCHLORIDE (Suspected) Reason:
200.0 Milligram Daily
Batch: Started: Stopped:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
100.0 Milligram Daily
Batch: Started: Stopped:
CLONAZEPAM (Suspected) Reason:
2.0 Gram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Prolactin (70-320) 11/10/1995 1681
Prolactin (70-320) 23/11/1995 1989
Prolactin (70-320) 14/12/1995 1027
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 106973 Seq: 1 Gender: F
Reported: 07/03/1996 Weight:
Hospitalisation: Age: 20
Onset Date: DOB: 24/05/1975
Outcome: Unknown Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Dizziness
Drug ineffective
Dry mouth
Orthostatic hypotension
Somnolence

Medicine Details:
MELLERIL (Suspected) Reason:

450.0 Milligram Daily
Batch: 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 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 107271 Seq: 1 Gender: M
Reported: 25/03/1996 Weight: 55.00
Hospitalisation: Age: 76Y
Onset Date: 25/01/1996 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dizziness
Medicine Details:
SERENACE (Other drug) Reason: Depression
Oral application 500.0 Microgram Daily Oral
Batch: Started: 08/01/1996 Stopped: 22/01/1996
SOLPRIN (Other drug) Reason:  Acute myocard infarc,no hypert
Oral application 150.0 Milligram Daily Oral
Batch: Started: Stopped:
ALDAZINE (Suspected) Reason: Depression
Tablet 30.0 Milligram Daily Oral
Batch: Started: 04/01/1996 Stopped: 08/01/1996
PERTOFRAN (Suspected) Reason: Depression
75.0 Milligram Daily
Batch: Started: 05/01/1996 Stopped: 16/01/1996
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 108445 Seq: 1 Gender: M
Reported: 14/05/1996 Weight:
Hospitalisation: Age: 72Y
Onset Date: 02/05/1996 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Pyrexia
Aggression
Confusional state
Gait disturbance
Hyperhidrosis
Hypertonia

Temerature up to 38

Iv fluids for hydration, valium.

Medicine Details:

MELLERIL (Suspected)

Reason:

10.0 Milligram As necessary
Batch: Started: 12/04/1996 Stopped: 28/04/1996
MELLERIL (Suspected) Reason:
30.0 Milligram Daily
Batch: Started: 12/04/1996 Stopped: 16/04/1996
MELLERIL (Suspected) Reason:
20.0 Milligram Daily
Batch: Started: 16/04/1996 Stopped: 19/04/1996
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 108630 Seq: 1 Gender: M
Reported: 22/05/1996 Weight:
Hospitalisation: Age: 85Y
Onset Date: 22/08/1995 DOB:

Reaction Details:

Outcome: Recovered Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Agitation
Confusional state
Delirium

Medicine Details:

TEMAZEPAM (Other drug) Reason:
10.0 Milligram As necessary

Batch: Started: Stopped: CONTIN

LANOXIN PG (Other drug) Reason:  Chron isch heart dis no hyper
Tablet 2.0 Dose Unspecified Daily Oral

Batch: Started: Stopped: CONTIN

LASIX (Other drug) Reason:  Angina pectoris w/o hyperten
Oral application 80.0 Milligram Daily Oral
Batch: Started: Stopped: C

ONTIN

SLOW-K (Other drug) Reason: Congestive heart failure
Tablet 1.0 Dose Unspecified Daily Oral
Batch: Started: Stopped: C

ONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient has alzheimer's disease.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 108630 Seq: 1 Gender: M
Reported: 22/05/1996 Weight:
Hospitalisation: Age: 85Y

DOB:

Onset Date: 22/08/1995
Outcome: Recovered

Reaction Details:

Causality: Causality possible

Medicine Details:
MORPHINE NOS (Suspected)

Reason:
0.0
Started: Stopped:

Reason:

Batch:
TOFRANIL (Suspected)

0.0

Batch: Started: Stopped:
Reason:

MELLERIL (Suspected)
0.0

Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
Patient has alzheimer's disease.

Report Run : 01/06/2007 02:45PM  Database: pusime02 ADRS004 Page 178 of 393



TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 109141 Seq: 1 Gender: F
Reported: 14/06/1996 Weight:
Hospitalisation: Admitted to hospital Age: 79Y
Onset Date: 30/05/1996 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase incr
Hypertonia
Leukocytosis
Neuroleptic malignant syndrome Dantrolene
Pyrexia
Medicine Details:
MADOPAR M (Suspected) Reason: Paralysis agitans
0.0
Batch: Started: Stopped:
MELLERIL (Suspected) Reason:  Unspecified psychosis
75.0 Milligram Daily
Batch: Started: 01/01/1994 Stopped:
SELEGILINE HYDROCHLORIDE (Suspected) Reason: Paralysis agitans
Tablet 5.0 Milligram Daily Oral
Batch: Started: 01/01/1994 Stopped:
BROMOCRIPTINE MESYLATE (Suspected) Reason: Paralysis agitans
7.5 Milligram Daily
Batch: Started: 01/01/1994 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Creatine 30/05/1996 3000

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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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 109212 Seq: 1 Gender: F
Reported: 17/06/1996 Weight:
Hospitalisation: Age: 77
Onset Date: 17/05/1996 DOB: 15/12/1918
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Extrapyramidal disorder
Gait disturbance

Medicine Details:

NORMISON (Other drug) Reason:
1.0 Dose Unspecified Daily
Batch: Started: Stopped:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
50.0 Milligram Daily
Batch: Started: Stopped:
WARFARIN SODIUM (Suspected) Reason:
1.0 Dose Unspecified Daily
Batch: Started: Stopped:
FRUSEMIDE (Suspected) Reason:
40.0 Milligram Daily
Batch: 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 109212 Seq: 1 Gender: F
Reported: 17/06/1996 Weight:
Hospitalisation: Age: 77
Onset Date: 17/05/1996 DOB: 15/12/1918
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

RANITIDINE (Suspected) Reason:
300.0 Milligram Daily
Batch: Started: Stopped:
OXAZEPAM (Suspected) Reason:
30.0 Milligram Daily
Batch: Started: Stopped:
FLUCLOXACILLIN SODIUM (Suspected) Reason:
1.0 Gram Daily
Batch: Started: Stopped: 08/05/1996

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 109269 Seq: 1 Gender: F
Reported: 19/06/1996 Weight:
Hospitalisation: Age: 81Y
Onset Date: 08/06/1996 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment

Blood creatine phosphokinase incr
Confusional state

Neuroleptic malignant syndrome
Pyrexia

Medicine Details:

FRUSEMIDE (Other drug) Reason:
80.0 Milligram Daily
Batch: Started: Stopped:
ENALAPRIL MALEATE (Other drug) Reason:
5.0 Milligram Daily
Batch: Started: Stopped:
LANOXIN (Other drug) Reason:
125.0 Microgram Daily
Batch: Started: Stopped:
TENORMIN (Other drug) Reason:
50.0 Milligram Daily
Batch: 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 109269 Seq: 1 Gender: F
Reported: 19/06/1996 Weight:
Hospitalisation: Age: 81Y
Onset Date: 08/06/1996 DOB:

Outcome: Recovered Causality: Causality probable

Reaction Details:

Medicine Details:

MELLERIL (Suspected) Reason:
0.0

Batch: Started: Stopped: 1Y

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 109363 Seq: 1 Gender: F
Reported: 19/06/1996 Weight:
Hospitalisation: Age: 93Y
Onset Date: 01/02/1996 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Jaundice

Medicine Details:

LASIX (Other drug) Reason:  Congestive heart failure
Oral application 80.0 Milligram Daily Oral
Batch: Started: Stopped:
LANOXIN PG (Other drug) Reason:  Congestive heart failure
Tablet 2.0 Dose Unspecified Daily Oral
Batch: Started: Stopped:
ASPIRIN (Other drug) Reason:  Chron isch heart dis no hyper
0.5 Dose Unspecified Daily
Batch: Started: Stopped:
MONOTARD HM (Other drug) Reason: Diabetes mellitus
Injection 44.0 Unit Daily Subcutaneous
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
ALT = SGPT (5-30) 05/02/1996 560
ALT = SGPT (5-30) 12/02/1996 84
AST = SGOT (10-30) 05/02/1996 234
AST = SGOT (10-30) 12/02/1996 18
Bilirubin (<20) 05/02/1996 75
Bilirubin (<20) 12/02/1996 15
GGT = SGGT = (< 30) 05/02/1996 252

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

109363
19/06/1996

Case Number:
Reported:
Hospitalisation:
Onset Date: 01/02/1996

Outcome: Recovered

Reaction Details:

Seq: 1

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

93Y

Report Run : 01/06/2007 02:45PM Database: pusime02

Medicine Details:
EUHYPNOS (Other drug) Reason:  Specific disorders of sleep
Capsule 10.0 Milligram Daily Oral
Batch: Started: 29/12/1995 Stopped:
LARGACTIL (Suspected) Reason:  Unspecified psychosis
Tablet 25.0 Milligram As necessary Oral
Batch: Started: 01/02/1996 Stopped: 05/02/1996
MELLERIL (Suspected) Reason:  Unspecified psychosis
Tablet 10.0 Milligram Daily Oral
Batch: Started: 23/01/1996 Stopped: 01/02/1996
Laboratory Investigations:
Date Type Range Date Tested Result Details
GGT = SGGT = (<30) 12/02/1996 149
SAP = ALP (30-90) 05/02/1996 348
SAP = ALP (30-90) 12/02/1996 255
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 109630 Seq: 1 Gender: F
Reported: 02/07/1996 Weight: 50.00
Hospitalisation: Age: 86Y
DOB:

Onset Date: 23/06/1996
Outcome: Not yet recovered

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment

Extrapyramidal disorder
Hypertonia

Medicine Details:
BISALAX (Other drug) Reason:
1.0 Dose Unspecified As necessary
Batch: Started: Stopped:
FOLIC ACID (Other drug) Reason:
5.0 Milligram Daily
Batch: Started: Stopped:
MELLERIL (Suspected) Reason:  Explosive personality disorder
Tablet 100.0 Milligram Daily Oral
Batch: Started: 01/01/1994 Stopped: 26/06/1996

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 : 01/06/2007 02:45PM  Database: pusime02 ADRS004 Page 186

of 393




TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 109821
Reported: 08/07/1996

Hospitalisation: Admitted to hospital

Onset Date: 07/02/1996
Outcome: Recovered

Reaction Details:

Gender: M
Weight:
Age: 93Y
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Hypotension

Confusional state

Blood creatine phosphokinase incr
Extrapyramidal disorder
Hyponatraemia

Malaise

Neuroleptic malignant syndrome
Shock

Somnolence

90/50
Increased confusion

Iv fluids, haemaccel

Medicine Details:

SPAN-K (Other drug)

Reason: Alkalosis

Oral

Batch:

Started: 01/11/1995

Tablet 4.0 Dose Unspecified Daily

Batch: Started: L TERM Stopped: 13/02/1996
MELLERIL (Suspected) Reason:

Oral application 10.0 Milligram Daily Oral

Stopped: 07/02/1996

Laboratory Investigations:

Date Type Range Date Tested Result

Details

Serum osmolality

07/02/1996 |DECREASED

Additional Information:

History: previous admission 10/95 for chronic hyponatraemia, hypokalaemia, hypochloraemia, renal tubular dysfunction. 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 110135 Seq: 1 Gender: F
Reported: 22/07/1996 Weight:
Hospitalisation: Age: 67Y

DOB:

Onset Date: 30/04/1996

Outcome: Recovered Causality: Causality probable

Reaction Details:
Preferred Term Severity Report Description Treatment
Orthostatic hypotension
Medicine Details:
MELLERIL (Suspected) Reason:
50.0 Milligram Daily
Batch: Started: 01/01/1993 Stopped: 12/07/1996
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 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 110791 Seq: 1 Gender: F
Reported: 13/08/1996 Weight:
Hospitalisation: Age: 76Y
Onset Date: 13/06/1996 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:

Preferred Term Severity Report Description Treatment
Hyponatraemia Fludrocortisone 0.1mg daily
Medicine Details:

VENTOLIN (Other drug) Reason:
0.0
Batch: Started: Stopped:
ATROVENT (Other drug) Reason:
0.0
Batch: Started: Stopped:
SENOKOT (Other drug) Reason:
0.0
Batch: Started: Stopped:
THIAMINE (Other drug) Reason:
100.0 Milligram Daily

Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details
Sodium 10/06/1996 117
Sodium 13/06/1996 111
Sodium 24/06/1996 125
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 110791 Seq: 1 Gender: F
Reported: 13/08/1996 Weight:
Hospitalisation: Age: 76Y

DOB:

Onset Date: 13/06/1996
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Medicine Details:
SERTRALINE HYDROCHLORIDE (Suspected) Reason:
0.0
Batch: Started: 06/06/1996 Stopped: 13/06/1996
MELLERIL (Suspected) Reason:
20.0 Milligram Daily
Batch: Started: Stopped: 10/06/1996

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 111355 Seq: 1 Gender: F
Reported: 03/09/1996 Weight:
Hospitalisation: Age: 85Y
Onset Date: 24/08/1996 DOB:

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Lymphopenia Required
Specialist

Consultation

Neutropenia

Medicine Details:

CEFTRIAXONE (Other drug) Reason:
0.0
Batch: Started: 15/08/1996 Stopped:
LANOXIN (Other drug) Reason:  Otr&nos disord of heart rhythm
1.0 Dose Unspecified Daily
Batch: Started: L TERM Stopped:
WARFARIN SODIUM (Other drug) Reason:  Otr&nos disord of heart rhythm
1.0 Milligram Daily
Batch: Started: L TERM Stopped:
RANITIDINE (Other drug) Reason: Gastritis&duodenitis
300.0 Milligram Daily
Batch: 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 111355 Seq: 1 Gender: F
Reported: 03/09/1996 Weight:
Hospitalisation: Age: 85Y
Onset Date: 24/08/1996 DOB:

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

UREX (Other drug) Reason:  Congestive heart failure
20.0 Milligram Daily
Batch: Started: L TERM Stopped:
LOPRESOR (Other drug) Reason:
50.0 Milligram Daily
Batch: Started: L TERM Stopped:
ACTRAPID HM (Suspected) Reason:
0.0
Batch: Started: 15/08/1996 Stopped:
NEO-MERCAZOLE (Suspected) Reason:  Thyrotoxicosis w/o ment goiter
Tablet 30.0 Milligram Daily Oral
Batch: Started: 19/08/1996 Stopped: 26/08/1996

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 111355 Seq: 1 Gender: F
Reported: 03/09/1996 Weight:
Hospitalisation: Age: 85Y

DOB:

Onset Date: 24/08/1996
Outcome: Not yet recovered

Reaction Details:

Causality: Causality possible

Medicine Details:

Reason: Diabetes mellitus

DIAMICRON (Suspected)
80.0 Milligram Daily
Batch: Started: L TERM Stopped: 23/08/1996
MELLERIL (Suspected) Reason:
10.0 Milligram Daily
Batch: Started: L TERM Stopped: 24/08/1996
NILSTAT (Suspected) Reason:
Oral application 4.0 Millilitre Daily Oral
Batch: Started: 15/08/1996 Stopped:
Laboratory Investigations:
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 111523 Seq: 1 Gender: F
Reported: 09/09/1996 Weight:
Hospitalisation: Age: 79Y
Onset Date: 22/08/1996 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Electrocardiogram abnormal Generalised t wave inversion.
Delirium
Extrapyramidal disorder

Medicine Details:

ALDAZINE (Suspected) Reason:  Unspecified psychosis
Tablet 35.0 Milligram Daily Oral
Batch: Started: 20/08/1996 Stopped: 20/08/1996
DISPRIN (Suspected) Reason:  Chron isch heart dis no hyper
Tablet 150.0 Milligram Daily Oral
Batch: Started: 20/08/1996 Stopped: CONTIN
IMDUR (Suspected) Reason:  Chron isch heart dis no hyper
Tablet 60.0 Milligram Daily Oral
Batch: Started: 20/08/1996 Stopped: CONTIN
ZANTAC (Suspected) Reason: Diaph hern of abd cav w/o obst
Tablet 300.0 Milligram Daily Oral
Batch: Started: 20/08/1996 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Electrocardiograph Generalised t wave inversion found on ecg.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 111805 Seq: 1 Gender: M
Reported: 24/09/1996 Weight: 73.00
Age: 22Y

Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Details:

DOB:
Causality: Causality possible

Preferred Term Severity Report Description Treatment

Deep vein thrombosis
Dyspnoea

Pulmonary embolism
Respiratory disorder

Medicine Details:

MELLERIL (Suspected) Reason:  Unspecified psychosis
300.0 Milligram Daily
Batch: Started: Stopped: 2M
AROPAX (Suspected) Reason: Depression
20.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Other data Doppler studies confirmed a proximal dvt extending to the
inferior vena cava and requiring a caval filter.

Further investigation on blood taken before anticoagulation
revealed a protein deficiency (39% normal) which his brother
and father also have to a lesser degree.

Protein

Additional Information:
Melleril was increased from 75mg to 300mg rather abruptly.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 112134 Seq: 1 Gender: F
Reported: 08/10/1996 Weight:
Hospitalisation: Age: 79

Reaction Details:

Onset Date: 12/08/1996 DOB: 24/08/1916
Outcome: Unknown Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Renal impairment Progressive renal impairment from lasix
Delirium

Orthostatic hypotension
Somnolence

Medicine Details:

PROTAPHANE (Other drug) Reason:
Injection 0.0 Subcutaneous

Batch: Started: Stopped:

SLOW-K (Other drug) Reason:
Tablet 3.0 Dose Unspecified Daily Oral

Batch: Started: Stopped:

ZYLOPRIM (Other drug) Reason:
Tablet 200.0 Milligram Daily Oral

Batch: Started: Stopped:

LASIX (Suspected) Reason:
Oral application 80.0 Milligram Daily Oral
Batch: 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 112134 Seq: 1 Gender: F
Reported: 08/10/1996 Weight:
Hospitalisation: Age: 79
Onset Date: 12/08/1996 DOB: 24/08/1916
Outcome: Unknown Causality: Causality possible

Reaction Details:

Medicine Details:

CARDIZEM CD (Suspected) Reason:
Capsule 240.0 Milligram Daily Oral
Batch: Started: Stopped: 12/08/1996
MELLERIL (Suspected) Reason:
Oral application 100.0 Milligram Daily Oral
Batch: Started: Stopped: 12/08/1996

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 112344 Seq: 1 Gender: M
Reported: 17/10/1996 Weight: 90.00
Hospitalisation: Age: 43Y
DOB:

Onset Date: 27/08/1996
Outcome: Recovered

Reaction Details:

Preferred Term Severity Report Description Treatment

Erectile dysfunction Melleril ceased then one week
later paroxetine ceased &

fluoxetine substituted

Causality: Causality possible

Erectile dysfunction

Libido decreased

Medicine Details:
PAROXETINE HYDROCHLORIDE (Suspected)

Reason: Depression

20.0 Milligram Daily
Batch: Started: 18/08/1996 Stopped: 19/09/1996
Reason: Depression

MELLERIL (Suspected)

25.0 Milligram Daily
Batch: Started: 18/08/1996 Stopped: 11/09/1996
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 112499 Seq: 1 Gender: F
Reported: 23/10/1996 Weight:
Hospitalisation: Age: 82Y
Onset Date: 05/06/1996 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Rash maculo-papular Rash on knees, thighs, chest.

Medicine Details:

DIAZEPAM (Suspected) Reason:
2.5 Milligram As necessary
Batch: Started: Stopped:
STAPHYLEX (Suspected) Reason:  Unspecified osteomyelitis
Capsule 2.0 Gram Daily Oral
Batch: Started: 17/05/1996 Stopped: 07/06/1996
CIPROXIN (Suspected) Reason:  Unspecified osteomyelitis
Tablet 1.0 Gram Daily Oral
Batch: Started: 17/05/1996 Stopped: 07/06/1996
HEPARIN SODIUM (Suspected) Reason:  Phleb&thrombophleb lowr extrem
Injection 10.0 Thousand Internal Daily Subcutaneous
Batch: Started: 16/04/1996 Stopped: 06/06/1996
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Report Run : 01/06/2007 02:45PM Database: pusime02 ADRS004

of 393




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 112499 Seq: 1 Gender: F
Reported: 23/10/1996 Weight:
Hospitalisation: Age: 82Y

DOB:

Onset Date: 05/06/1996
Outcome: Not yet recovered

Reaction Details:

Causality: Causality possible

Medicine Details:
ZANTAC (Suspected) Reason:
Tablet 300.0 Milligram Daily Oral
Batch: Started: 16/04/1996 Stopped:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
Oral application 30.0 Milligram Daily Oral
Batch: Started: 17/05/1996 Stopped:
Laboratory Investigations:
Additional Information:
Report Run : 01/06/2007 02:45PM  Database: pusime02 ADRS004 Page 200 of 393



THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:
Case Number: 112592 Seq: 1 Gender: F
Reported: 28/10/1996 Weight: 85.00
Hospitalisation: Age: 76Y
Onset Date: 01/07/1996 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hirsutism Excessive facial hair growth
Medicine Details:
RENITEC (Other drug) Reason: Essential benign hypertension
Tablet 5.0 Milligram Daily Oral
Batch: Started: L TERM Stopped:
OROXINE (Other drug) Reason: Myxedema
Tablet 50.0 Microgram Daily Oral
Batch: Started: 14/12/1995 Stopped:
MELLERIL (Suspected) Reason: Paranoid type schizophrenia
30.0 Milligram Daily
Batch: Started: 13/06/1996 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 113236 Seq: 1 Gender: F
Reported: 19/11/1996 Weight:
Hospitalisation: Age: 22Y
Onset Date: 05/11/1996 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Arthralgia
Headache
Hepatitis
Myalgia
Nausea

Medicine Details:

AROPAX (Other drug) Reason: Depression
Tablet 20.0 Milligram Daily Oral
Batch: Started: 09/09/1994 Stopped: CONTIN
OXAZEPAM (Suspected) Reason:  Specific disorders of sleep
Oral application 15.0 Milligram As necessary Oral
Batch: Started: 22/10/1996 Stopped: 07/11/1996
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Ofr spec symp psychopathol nec
Oral application 0.0 As necessary Oral
Batch: Started: 01/01/1994 Stopped: 07/11/1996
CARBAMAZEPINE (Suspected) Reason:  Ofr spec symp psychopathol nec
Oral application 400.0 Milligram Daily Oral
Batch: Started: 10/10/1996 Stopped: 07/11/1996
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Blood screens revealed hepatocellular and cholestatic picture. reaction occurred within three weeks of starting carbamazepine

200mg. 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 113366 Seq: 1 Gender: F
Reported: 25/11/1996 Weight: 46.00
Hospitalisation: Age: 44

DOB: 03/07/1952
Causality: Causality possible

Onset Date:
Outcome: Recovered

Reaction Details:

Preferred Term Severity Report Description Treatment

Hepatic function abnormal

Medicine Details:

AUGMENTIN (Suspected) Reason:
0.0
Batch: Started: Stopped:
MELLERIL (Suspected) Reason: Depression
Tablet 75.0 Milligram Daily Oral
Batch: Started: 01/04/1996 Stopped: 28/07/1996

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

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
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 114052
Reported: 20/12/1996
Hospitalisation:
Onset Date:
Outcome:

Reaction Details:

Not yet recovered

Seq: 1

Gender: M
Weight: 86.00
Age: 52Y

DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Hepatic cirrhosis
Medicine Details:
PROZAC (Suspected) Reason:
0.0
Batch: Started: Stopped:
METHOTREXATE (Suspected) Reason:  Other psoriasis
10.0 Milligram Weekly
Batch: Started: 01/06/1994 Stopped: 28/11/1996
FELDENE (Suspected) Reason:
Capsule 0.0 As necessary Oral
Batch: Started: Stopped:
MELLERIL (Suspected) Reason:  Unspecifid affective psychosis
0.0 Daily
Batch: Started: 01/01/1978 Stopped: 28/11/1996
Laboratory Investigations:
Date Type Range Date Tested Result Details
Liver biopsy Liver biopsy 13/11/96: secondary biliary cirrhosis

Additional Information:

Cirrhosis with ductopenia and massive bile ductule proliferation, normal ercp. previous history of chlorpromazine induced jaundice
1962. the dosage start date is not accurate but indicates that start occurred sometime during the year. the dosage stop date is not
necessarily accurate but indicates that stoppage occurred sometime during the month. the dosage start date is not necessarily
accurate but indicates that start occurred sometime during the month. the dosage stop date is not necessarily accurate but
indicates that stoppage occurred sometime during the month. the dosage start date is not necessarily accurate but indicates that
start occurred sometime durina the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 114052 Seq: 1 Gender: M
Reported: 20/12/1996 Weight: 86.00
Hospitalisation: Age: 52Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

PROTHIADEN (Suspected) Reason:  Unspecifid affective psychosis
Oral application 75.0 Milligram Daily Oral
Batch: Started: Stopped:

TEGRETOL (Suspected) Reason:  Unspecifid affective psychosis
Oral application 300.0 Milligram Daily Oral
Batch: Started: 01/10/1996 Stopped:

Laboratory Investigations:

Additional Information:

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

start occurred sometime durina the month.

Cirrhosis with ductopenia and massive bile ductule proliferation, normal ercp. previous history of chlorpromazine induced jaundice
1962. the dosage start date is not accurate but indicates that start occurred sometime during the year. the dosage stop date is not
necessarily accurate but indicates that stoppage occurred sometime during the month. the dosage start date is not necessarily

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

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 114520 Seq: 1 Gender: M
Reported: 13/01/1997 Weight:
Age: 88

Hospitalisation:
Onset Date: 15/07/1996
Outcome: Unknown

Reaction Details:

DOB: 14/09/1907
Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Neuroleptic malignant syndrome

Medicine Details:

RISPERIDONE (Suspected)
500.0 Microgram As necessary

Batch: Started: Stopped:

Reason:  Ofr spec symp psychopathol nec

2D

PERICYAZINE (Suspected)

Reason:  Otr spec symp psychopathol nec

Tablet 3.0 Dose Unspecified Daily Oral
Batch: Started: Stopped: 3D
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Ofr spec symp psychopathol nec
30.0 Milligram Daily

Batch: Started: Stopped: 5D

Laboratory Investigations:

Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 114729 Seq: 1 Gender: F
Reported: 24/01/1997 Weight:
Hospitalisation: Age: 37Y
Onset Date: 29/09/1996 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dysgeusia Bad taste om mouth
Coordination abnormal
Polyuria
Tremor

Medicine Details:

FELDENE (Suspected) Reason: Lumbalgia
Capsule 20.0 Milligram Daily Oral
Batch: Started: 25/09/1996 Stopped: 29/09/1996
AMOXIL (Suspected) Reason:  Ac upr resp inf,mult,unsp stes
Oral application 750.0 Milligram Daily Oral
Batch: Started: 25/09/1996 Stopped: 30/09/1996
LITHICARB (Suspected) Reason: Depression
Tablet 1.5 Gram Daily Oral
Batch: Started: 17/09/1996 Stopped: 01/10/1996
ALDAZINE (Suspected) Reason:  Ofr spec symp psychopathol nec
Tablet 50.0 Milligram Daily Oral
Batch: Started: 18/09/1996 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Serum drug level 01/10/1996 Lithium level
Serum drug level 02/10/1996 Lithium level
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 114729 Seq: 1 Gender: F
Reported: 24/01/1997 Weight:
Age: 37Y

Hospitalisation:
Onset Date: 29/09/1996
Outcome: Unknown

Reaction Details:

DOB:
Causality: Causality possible

Medicine Details:

ZANTAC (Suspected) Reason:  Otr disorders stomach function

Tablet 150.0 Milligram Daily Oral
Batch: Started: 20/09/1996 Stopped: CONTIN

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 114943 Seq: 1 Gender: F
Reported: 03/02/1997 Weight:
Hospitalisation: Age: 75Y

DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Urine analysis abnormal Bright yellow urine
Medicine Details:
MACRODANTIN (Suspected) Reason:
Capsule 0.0 Oral
Batch: Started: Stopped:
MELLERIL (Suspected) Reason:
50.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Report Run : 01/06/2007 02:45PM  Database: pusime02

Case Number: 115365 Seq: 1 Gender: F
Reported: 17/02/1997 Weight:
Hospitalisation: Age: 56Y
Onset Date: 18/01/1997 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Convulsion Hypoxic fit
Syncope Loss of consciousness
Electrocardiogram abnormal
Torsade de pointes Amiodarone, lignocaine.
Medicine Details:
ASPIRIN (Other drug) Reason:
100.0 Milligram Daily
Batch: Started: Stopped:
GEMFIBROZIL (Other drug) Reason:  Othr&unspec metabolic diseases
1.2 Gram Daily
Batch: Started: Stopped:
MELLERIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: Stopped: 18/01/1997
PROTHIADEN (Suspected) Reason:  Unspecified schizophrenia
150.0 Milligram Daily
Batch: Started: 18/01/1997 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Electrocardiograph Ecg: anterolateral st-t wave changes suggestive cardiac
ischaemic.
Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

115390
19/02/1997
Admitted to hospital
22/12/1996
Recovered

Case Number: Seq: 1
Reported:
Hospitalisation:
Onset Date:

Outcome:
Reaction Details:

Gender: M
Weight:
Age: 73

DOB: 08/06/1923

Causality: Causality possible

Preferred Term Severity

Report Description Treatment

Cardiac arrest
Electrocardiogram QT prolonged
Hypokalaemia

Torsade de pointes

Ventricular tachycardia

Dc conversion

Medicine Details:

ASPIRIN (Other drug)
Oral application
Batch:

150.0
Started:

Reason:
Daily Oral

L TERM

Milligram
Stopped:

FRUSEMIDE (Other drug)
Oral application
Batch:

40.0
Started:

Essential benign hypertension
Oral

Reason:
Milligram Daily

L TERM Stopped:

CAPTOPRIL (Other drug)
Tablet
Batch:

12.5
Started:

Essential benign hypertension
Oral

Reason:
Daily
L TERM

Milligram
Stopped:

METOPROLOL TARTRATE (Other drug)
Oral application
Batch:

50.0
Started:

Chron isch heart dis no hyper
Oral

Reason:
Milligram Daily

L TERM Stopped:

Laboratory Investigations:

Date Type Range

Date Tested

Result Details

Additional Information:

Report Run : 01/06/2007 02:45PM Database: pusime02

ADRS004 Page 211

of 393




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 115390 Seq: 1 Gender: M
Reported: 19/02/1997 Weight:
Hospitalisation: Admitted to hospital Age: 73
Onset Date: 22/12/1996 DOB: 08/06/1923
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
Tablet 75.0 Milligram Daily Oral
Batch: Started: L TERM Stopped: 22/12/1996

Laboratory Investigations:

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 115828 Seq: 1 Gender: F
Reported: 06/03/1997 Weight: 100.00
Hospitalisation: Age: 32Y
Onset Date: 26/02/1997 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Rash erythematous Generalised rash including soles and
palms
Lymphadenopathy Swollen cervical lymph nodes
Malaise
Pruritus
Pyrexia
\Vomiting
Medicine Details:
ALPRAZOLAM (Other drug) Reason:
Tablet 3.0 Milligram Daily Oral
Batch: Started: 09/01/1997 Stopped:
TEGRETOL (Suspected) Reason:
Tablet 200.0 Milligram Daily Oral
Batch: Started: 06/02/1997 Stopped: 28/02/1997
EFEXOR (Suspected) Reason:
Tablet 225.0 Milligram Daily Oral
Batch: Started: 12/12/1996 Stopped: 27/02/1997
MELLERIL (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
Batch: Started: 20/01/1997 Stopped: 28/02/1997
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 115862 Seq: 1 Gender: F
Reported: 12/03/1997 Weight: 88.00
Hospitalisation: Age: 68Y
Onset Date: 28/02/1997 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Anorexia Unable to eat
Insomnia Unable to sleep
Constipation
Dizziness
Headache
Hyperkinesia
Tremor
Medicine Details:
LANOXIN (Other drug) Reason:  Chron isch heart dis no hyper
62.5 Milligram Daily
Batch: Started: L TERM Stopped:
TAZAC (Other drug) Reason: Other diseases of esophagus
300.0 Milligram Daily
Batch: Started: L TERM Stopped:
MURELAX (Other drug) Reason:  Anxiety neurosis
15.0 Milligram Daily
Batch: Started: Stopped:
EFEXOR (Suspected) Reason: Depression
37.5 Milligram Daily
Batch: Started: 28/02/1997 Stopped: 02/03/1997
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Patient has reacted to aurorix, aropax and prozac
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 115862 Seq: 1 Gender: F
Reported: 12/03/1997 Weight: 88.00
Hospitalisation: Age: 68Y
DOB:

Onset Date: 28/02/1997
Outcome: Recovered

Reaction Details:

Causality: Causality possible

Medicine Details:

MELLERIL (Suspected) Reason:
10.0 Milligram Daily
Batch: Started: Stopped: 27/02/1997
XANAX (Suspected) Reason:  Anxiety neurosis
250.0 Microgram Daily
Batch: Started: Stopped: 27/02/1997

Laboratory Investigations:

Additional Information:
Patient has reacted to aurorix, aropax and prozac
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 115921 Seq: 1 Gender: F
Reported: 12/03/1997 Weight:
Hospitalisation: Age: 73
Onset Date: 10/11/1996 DOB: 08/01/1923
Outcome: Death, maybe drug Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatitis
Medicine Details:
RULIDE (Suspected) Reason:  Pneumonia,unspecified
0.0
Batch: Started: 31/10/1996 Stopped: 04/11/1996
RANITIDINE (Suspected) Reason:
300.0 Milligram Daily
Batch: Started: Stopped:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
100.0 Milligram Daily
Batch: Started: Stopped:
DICLOFENAC SODIUM (Suspected) Reason:  Other rheumatoid arthritis
150.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
ALT = SGPT 0-65IU/L 02/11/1996 121
ALT = SGPT 0-65IU/L 04/11/1996 109
ALT = SGPT 0-65 IU/L 10/11/1996 148
ALT = SGPT 0-65IU/L 06/11/1996 129
AST = SGOT 0-44IU/L 02/11/1996 93
AST = SGOT 0-44 IU/L 04/11/1996 138
AST = SGOT 0-44 1U/L 06/11/1996 142
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 115921 Seq: 1 Gender: F
Reported: 12/03/1997 Weight:
Hospitalisation: Age: 73
Onset Date: 10/11/1996 DOB: 08/01/1923
Outcome: Death, maybe drug Causality: Causality possible

Reaction Details:

Medicine Details:

PENICILLAMINE (Suspected) Reason:  Other rheumatoid arthritis
1.0 Gram Daily
Batch: Started: Stopped:
ASPIRIN (Suspected) Reason:
150.0 Milligram Daily
Batch: Started: Stopped:
PREDNISONE (Suspected) Reason:  Other rheumatoid arthritis
5.0 Milligram Daily
Batch: Started: Stopped:
THYROXINE SODIUM (Suspected) Reason: Myxedema
10.0 Microgram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
AST = SGOT 0-44 IU/L 10/11/1996 159
Albumin 34 -50 G/L 02/11/1996 28
Albumin 34 -50 G/L 04/11/1996 30
Albumin 34 -50 G/L 10/11/1996 28
Albumin 34 -50 G/L 06/11/1996 29
Bilirubin 2-20 UMOL/L | 02/11/1996 12
Bilirubin 2-20 UMOL/L | 10/11/1996 49

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 115921 Seq: 1 Gender: F
Reported: 12/03/1997 Weight:
Hospitalisation: Age: 73
Onset Date: 10/11/1996 DOB: 08/01/1923
Outcome: Death, maybe drug Causality: Causality possible

Reaction Details:

Medicine Details:

COGENTIN (Suspected) Reason:
2.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Bilirubin 2-20 UMOL/L | 06/11/1996 22

Bilirubin 2-20 UMOL/L | 04/11/1996 14

GGT = SGGT = 0-85IU/L | 02/11/1996 1393
GGT = SGGT = 0-85IU/L | 04/11/1996 1837
GGT = SGGT = 0-85I1UL | 06/11/1996 2485
GGT = SGGT = 0-85IU/L | 10/11/1996 3119
SAP = ALP 50-136 IU/L | 02/11/1996 305

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 115921 Seq: 1 Gender: F
Reported: 12/03/1997 Weight:
Hospitalisation: Age: 73
Onset Date: 10/11/1996 DOB: 08/01/1923
Outcome: Death, maybe drug Causality: Causality possible

Reaction Details:

Medicine Details:

RULIDE (Suspected) Reason:  Pneumonia,unspecified
0.0
Batch: Started: 31/10/1996 Stopped: 04/11/1996
RANITIDINE (Suspected) Reason:
300.0 Milligram Daily
Batch: Started: Stopped:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
100.0 Milligram Daily
Batch: Started: Stopped:
DICLOFENAC SODIUM (Suspected) Reason:  Other rheumatoid arthritis
150.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
SAP = ALP 50-136 IU/L | 04/11/1996 378
SAP = ALP 50-136 IU/L | 06/11/1996 452
SAP = ALP 50-136 IU/L | 10/11/1996 564

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 115921
Reported: 12/03/1997
Hospitalisation:
Onset Date: 10/11/1996

Reaction Details:

Medicine Details:

Seq: 1

Outcome: Death, maybe drug

Gender: F

Weight:

Age: 73

DOB: 08/01/1923
Causality: Causality possible

PENICILLAMINE (Suspected)

Reason:  Other rheumatoid arthritis

1.0 Gram Daily
Batch: Started: Stopped:
ASPIRIN (Suspected) Reason:
150.0 Milligram Daily
Batch: Started: Stopped:
PREDNISONE (Suspected) Reason:  Other rheumatoid arthritis
5.0 Milligram Daily
Batch: Started: Stopped:
THYROXINE SODIUM (Suspected) Reason: Myxedema
10.0 Microgram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 115921 Seq: 1 Gender: F
Reported: 12/03/1997 Weight:
Hospitalisation: Age: 73
Onset Date: 10/11/1996 DOB: 08/01/1923
Outcome: Death, maybe drug Causality: Causality possible

Reaction Details:

Medicine Details:
COGENTIN (Suspected) Reason:
2.0 Milligram Daily

Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 116045 Seq: 1 Gender: F
Reported: 14/03/1997 Weight: 78.00
Hospitalisation: Age: 43Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hyperkinesia Continuous movement of the legs and feet.
Dyskinesia Orolingual dyskinesia

Medicine Details:

HALOPERIDOL (Suspected) Reason:
5.0 Milligram As necessary
Batch: Started: 01/05/1996 Stopped: 28/12/1996
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
50.0 Milligram As necessary
Batch: Started: 01/05/1996 Stopped: 28/12/1996
SERTRALINE HYDROCHLORIDE (Suspected) Reason: Depression
200.0 Milligram Daily
Batch: Started: 01/05/1996 Stopped: 28/03/1997

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 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 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 116093 Seq: 1 Gender: F
Reported: 18/03/1997 Weight:
Hospitalisation: Age:
DOB:

Onset Date:
Outcome: Unknown

Causality: Causality possible

Report Run : 01/06/2007 02:45PM Database: pusime02

Reaction Details:
Preferred Term Severity Report Description Treatment
Epistaxis
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
Tablet 0.0 Oral
Batch: Started: Stopped:
MELLERIL (Suspected) Reason: Depression
Tablet 0.0 Oral
Batch: 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 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 116524 Seq: 1 Gender: F
Reported: 08/04/1997 Weight:
Hospitalisation: Age: 76Y
Onset Date: 15/03/1997 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Blood creatine phosphokinase incr
Consciousness fluctuating
Dystonia

Hypotension

Hypoventilation

Neuroleptic malignant syndrome
Pyrexia

Tachycardia

Medicine Details:

MONOTARD HM (Other drug) Reason: Diabetes mellitus
0.0
Batch: Started: Stopped:
ACTRAPID HM (Other drug) Reason: Diabetes mellitus
0.0
Batch: Started: Stopped:
DIDROCAL (Other drug) Reason:  Osteoporosis
0.0
Batch: Started: 01/01/1997 Stopped:
PARACETAMOL (Other drug) Reason:  Otr&unsp vertebrogen pain synd
0.0
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Dystonia led to chest wall weakness and upper airway restriction causing hypoventilation and svt with hypotension. intubation
and ventilation required for 1 week, svt relieved within minutes of intubation, having been refractory to adenosine. 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

TG A Public Case Detail

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 116524 Seq: 1 Gender: F
Reported: 08/04/1997 Weight:
Hospitalisation: Age: 76Y
Onset Date: 15/03/1997 DOB:

Outcome: Recovered Causality: Causality possible
Reaction Details:
Medicine Details:
NARCOTIC NOS (Other drug) Reason:  Otr&unsp vertebrogen pain synd
0.0
Batch: Started: Stopped:
MOCLOBEMIDE (Other drug) Reason: Depression
300.0 Milligram Daily
Batch: Started: 01/02/1997 Stopped: 15/03/1997
MELLERIL (Suspected) Reason:
1.0 Dose Unspecified 1 time
Batch: Started: 15/03/1997 Stopped:

Laboratory Investigations:

Additional Information:
Dystonia led to chest wall weakness and upper airway restriction causing hypoventilation and svt w

necessarily accurate but indicates that start occurred sometime during the month.

ith hypotension. intubation

and ventilation required for 1 week, svt relieved within minutes of intubation, having been refractory to adenosine. the dosage
start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage start date is not
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 116542 Seq: 1 Gender: F
Reported: 07/04/1997 Weight:
Hospitalisation: Age: AE

DOB:

Onset Date: 31/03/1997
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment

Pruritus
Rash

Medicine Details:
MELLERIL (Suspected) Reason:
Tablet 10.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Manufactured locally patient on melleril for approx 20 years, changed to new formulation and rash appeared.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 117443 Seq: 1 Gender: M
Reported: 12/05/1997 Weight:
Hospitalisation: Age: A2
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Urinary incontinence Bet wetting

Medicine Details:

INTAL (Other drug) Reason:
0.0
Batch: Started: Stopped:
BRICANYL (Other drug) Reason:
0.0
Batch: Started: Stopped:
TEGRETOL (Other drug) Reason:
Tablet 1.2 Gram Daily Oral
Batch: Started: Stopped:
MELLERIL (Suspected) Reason:
100.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Since beginning new formulation melleril 100mg, patient has suffered reaction.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 118126 Seq: 1 Gender: M
Reported: 06/06/1997 Weight:
Hospitalisation: Admitted to hospital Age: 28Y
Onset Date: 04/01/1997 DOB:

Outcome: Recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Extrapyramidal disorder Severe Stiff, drooling Benztropine given for 2 weeks

Medicine Details:

LITHICARB (Other drug) Reason:  Unspecified psychosis
1.0 Gram Daily
Batch: Started: Stopped:
MODECATE (Suspected) Reason:  Unspecified psychosis
Injection 0.0 Intramuscular
Batch: Started: Stopped: 04/01/1997
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Unspecified psychosis
150.0 Milligram Daily
Batch: Started: 01/10/1996 Stopped: 04/01/1997

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.

Report Run : 01/06/2007 02:45PM  Database: pusime02 ADRS004 Page 228 of 393



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 118372 Seq: 1 Gender: F
Reported: 18/06/1997 Weight: 66.00
Hospitalisation: Age: 49Y
DOB:

Onset Date: 04/02/1997
Outcome: Not yet recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Causality: Causality possible

Agitation
Anxiety

Medicine Details:

MELLERIL (Suspected) Reason:
Tablet 75.0 Milligram Daily Oral
Batch: Started: Stopped:
SINEQUAN (Suspected) Reason:
60.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient stabilised on 75mg melleril since 1982. change of formulation of 50mg and 25mg tablets has caused major upset.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 121896 Seq: 1 Gender: F
Reported: 27/10/1997 Weight:
Hospitalisation: Age: 41Y
Onset Date: 15/10/1997 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Cold sweat
Nausea
Orthostatic hypotension
Syncope

Medicine Details:

THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Unspecified psychosis
Tablet 75.0 Milligram Daily Oral
Batch: Started: 15/10/1997 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 122309 Seq: 1 Gender: F
Reported: 12/11/1997 Weight:
Hospitalisation: Age: 63Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Pseudolymphoma

Medicine Details:

RITALIN (Suspected) Reason:
0.0
Batch: Started: Stopped:
OGEN (Suspected) Reason:
0.0
Batch: Started: 01/01/1989 Stopped: 31/01/1996
PROGESTERONE (Suspected) Reason:
0.0
Batch: Started: Stopped:
DERALIN (Suspected) Reason: Anxiety neurosis
Tablet 240.0 Milligram Daily Oral
Batch: Started: 01/01/1989 Stopped: 31/01/1993
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 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 stop date is not accurate but indicates that stoppage occurred sometime during the year. the dosage
stop date is not accurate but indicates that stoppage occurred sometime during the year. the dosage start date is not accurate but
indicates that start occurred sometime durina the vear. the dosaae stop date is not accurate but indicates that stobnaae occurred
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 122309 Seq: 1 Gender: F
Reported: 12/11/1997 Weight:
Hospitalisation: Age: 63Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible

Reaction Details:

Medicine Details:

DERALIN (Suspected) Reason:  Anxiety neurosis
Tablet 120.0 Milligram Daily Oral
Batch: Started: 01/01/1993 Stopped: 31/01/1996
PROTHIADEN (Suspected) Reason:
Oral application 25.0 Milligram Daily Oral
Batch: Started: Stopped: 31/01/1996
MELLERIL (Suspected) Reason:
Oral application 1.0 Dose Unspecified Daily Oral
Batch: Started: Stopped: 31/01/1996

Laboratory Investigations:

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

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 122353 Seq: 1 Gender: F
Reported: 14/11/1997 Weight:
Hospitalisation: Age:
Onset Date: 07/11/1997 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Speech disorder Slurred speech
Confusional state
Dry mouth
Somnolence

Medicine Details:

AURORIX (Other drug) Reason: Depression
0.0
Batch: Started: L TERM Stopped:
VITAMINS (Other drug) Reason:
0.0
Batch: Started: L TERM Stopped:
MINERALS (Other drug) Reason:
0.0
Batch: Started: L TERM Stopped:
FERROUS SULPHATE (Other drug) Reason:
Tablet 0.0 Oral
Batch: 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 122353 Seq: 1 Gender: F
Reported: 14/11/1997 Weight:
Hospitalisation: Age:
DOB:

Onset Date: 07/11/1997
Outcome: Recovered

Reaction Details:

Causality: Causality probable

Medicine Details:
RANITIDINE (Other drug) Reason:
0.0
Batch: Started: L TERM Stopped:
SULINDAC (Other drug) Reason:
0.0
Batch: Started: L TERM Stopped:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Unspecified psychosis
25.0 Milligram Daily
Batch: Started: 06/11/1997 Stopped: 07/11/1997
Laboratory Investigations:
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Thrombocytopenia

Case Number: 122868 Seq: 1 Gender: F
Reported: 27/11/1997 Weight:
Hospitalisation: Age: 45Y
Onset Date: 20/11/1997 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Confusional state Severe

Medicine Details:

DIAZEPAM (Other drug) Reason:  Anxiety neurosis

Oral application 0.0 Oral

Batch: Started: 01/10/1997 Stopped:
PANADEINE FORTE (Other drug) Reason: Pain

6.0 Dose Unspecified Daily

Batch: Started: L TERM Stopped:
NEFAZODONE HYDROCHLORIDE (Suspected) Reason: Depression

Tablet 400.0 Milligram Daily Oral

Batch: Started: 06/11/1997 Stopped: 20/11/1997
LOSEC (Suspected) Reason: Other diseases of esophagus

Capsule 20.0 Milligram Daily Oral

Batch: Started: L TERM Stopped: 20/11/1997

Laboratory Investigations:
Date Type Range Date Tested Result Details
Platelets 20/11/1997 89

Additional Information:

Report Run : 01/06/2007 02:45PM Database: pusime02 ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 122868 Seq: 1 Gender: F
Reported: 27/11/1997 Weight:
Hospitalisation: Age: 45Y

DOB:

Onset Date: 20/11/1997
Outcome: Not yet recovered

Reaction Details:

Causality: Causality possible

Medicine Details:

Reason:  Specific disorders of sleep

THIORIDAZINE HYDROCHLORIDE (Suspected)
Tablet 100.0 Milligram Daily Oral
Batch: Started: 23/10/1997 Stopped: 20/11/1997

Laboratory Investigations:

Additional Information:

Report Run : 01/06/2007 02:45PM Database: pusime02
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 123642 Seq: 1 Gender: M
Reported: 24/12/1997 Weight:
Hospitalisation: Age: A4

DOB:

Onset Date: 31/12/1997
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Chest pain Chest pain treated with
nitroglycerine

Medicine Details:

PROTHIADEN (Suspected) Reason: Depression
0.0
Batch: Started: L TERM Stopped:
MELLERIL (Suspected) Reason:
0.0
Batch: Started: Stopped:
ZOLOFT (Suspected) Reason: Depression
Tablet 150.0 Milligram Daily Oral
Batch: Started: L TERM Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

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

THERAPEUTIC 60ODS
ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 124310 Seq: 1 Gender: F
Reported: 22/01/1998 Weight:
Hospitalisation: Age: 76Y
Onset Date: 19/12/1997 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Urinary retention Urge but unable to urinate Ceased melleril.
Polydipsia
Medicine Details:
NORVASC (Other drug) Reason:
2.5 Milligram Daily
Batch: Started: Stopped: CONTIN
SOLPRIN (Other drug) Reason:
150.0 Milligram Daily
Batch: Started: Stopped: CONTIN
CHLORPROMAZINE HYDROCHLORIDE (Suspected) Reason:  Ofr spec symp psychopathol nec
Injection 50.0 Milligram 1 time Intramuscular
Batch: Started: 18/12/1997 Stopped:
MELLERIL (Suspected) Reason:
Tablet 20.0 Milligram Daily Oral
Batch: Started: Stopped: 19/12/1997
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run : 01/06/2007 02:45PM  Database: pusime02 ADRS004 Page 238 of 393




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 125312 Seq: 1 Gender: M
Reported: 23/02/1998 Weight:
Hospitalisation: Age:
Onset Date: 22/12/1997 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dystonia Jaw drop, tongue rolled over, unable to Benztropine 2mg imi given and
speak. repeat again within 24 hrs with
good effect.
Hypotonia Unusual lose of tone in upper body
Catatonia

Medicine Details:

DIPHTHERIA AND TETANUS VACCINE ADT (Other drug) Reason:
Injection 1.0 Dose Unspecified 1 time Intramuscular
Batch: Started: Stopped:

HALOPERIDOL (Other drug) Reason:  Unspecified psychosis
Injection 10.0 Milligram As necessary Intramuscular
Batch: Started: Stopped:

MIDAZOLAM (Other drug) Reason:  Unspecified psychosis
Injection 10.0 Milligram As necessary Intramuscular
Batch: Started: Stopped:

ZUCLOPENTHIXOL ACETATE (Suspected) Reason:  Unspecified psychosis
Injection 50.0 Milligram 1 time Intramuscular
Batch: Started: 20/12/1997 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 125312 Seq: 1 Gender: M
Reported: 23/02/1998 Weight:
Hospitalisation: Age:
Onset Date: 22/12/1997 DOB:

Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Unspecified psychosis
Tablet 50.0 Milligram As necessary Oral
Batch: Started: 22/12/1997 Stopped:

Laboratory Investigations:

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Public

THERAPEUTIC GOODS ADMINISTRATION

Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 126428 Seq: 1 Gender: F
Reported: 06/04/1998 Weight: 109.00
Hospitalisation: Age: 40Y
Onset Date: 25/02/1998 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Blood pressure fluctuation Autonomic instability with bp 130/80,
140/90.
Blood creatine phosphokinase incr
Confusional state
Hyperhidrosis
Leukocytosis
Neuroleptic malignant syndrome
Pyrexia
Urinary tract infection
Medicine Details:
DIAZEPAM (Other drug) Reason:  Manic-depression psycho,manic
15.0 Milligram Daily
Batch: Started: 25/02/1998 Stopped: 31/03/1998
LITHIUM CARBONATE (Suspected) Reason:  Manic-depression psycho,manic
Tablet 1.0 Gram Daily Oral
Batch: Started: 19/02/1998 Stopped: 26/02/1998
HALOPERIDOL (Suspected) Reason:  Manic-depression psycho,manic
Tablet 5.0 Milligram Daily Oral
Batch: Started: 14/02/1998 Stopped: 24/02/1998
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Manic-depression psycho,manic
Tablet 100.0 Milligram Daily Oral
Batch: Started: 24/02/1998 Stopped: 25/02/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details
Creatine 14/03/1998 2100
Additional Information:
Report Run : 01/06/2007 02:45PM  Database: pusime02 ADRS004 Page 241 of 393




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 126566 Seq: 1 Gender: F
Reported: 09/04/1998 Weight:
Hospitalisation: Admitted to hospital Age: 70Y
Onset Date: 31/05/1997 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Extrapyramidal disorder Parkinson's disease
Gait disturbance Shuffling gait
Headache
Hypertonia Melleril was ceased with

subsequent marked
improvement in parkinsonism
symptoms. aropax was also
ceased. headaches
subsequently improved

dramatically
Nausea
Photophobia
Medicine Details:
ASPIRIN (Other drug) Reason:
Oral application 150.0 Milligram Daily Oral
Batch: Started: Stopped: CONTIN
MODURETIC (Other drug) Reason:
1.0 Dose Unspecified Daily
Batch: Started: Stopped: CONTIN
PREPULSID (Other drug) Reason:
7.5 Milligram Daily
Batch: Started: Stopped: CONTIN
PREMARIN (Other drug) Reason: Menopausal symptoms
3.0 Microgram Daily
Batch: 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.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 126566 Seq: 1 Gender: F
Reported: 09/04/1998 Weight:
Hospitalisation: Admitted to hospital Age: 70Y
Onset Date: 31/05/1997 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Tremor

Medicine Details:

MELLERIL (Suspected) Reason:  Specific disorders of sleep
Tablet 20.0 Milligram Daily Oral
Batch: Started: Stopped: 29/08/1997
AROPAX (Suspected) Reason: Depression
10.0 Milligram Daily
Batch: Started: Stopped: 30/08/1997

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 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 126764 Seq: 1 Gender: M
Reported: 17/04/1998 Weight:
Hospitalisation: Age: 38
Onset Date: DOB: 12/02/1960
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Thinking abnormal Low mental state.
Disturbance in attention Unable to concentrate
Hallucination Stopped all medication.
diazepam 5-10mg prn oral
given.
Tremor
Medicine Details:
AROPAX (Suspected) Reason:
20.0 Milligram Daily
Batch: Started: Stopped: 1w
AURORIX (Suspected) Reason:
300.0 Milligram Daily
Batch: Started: Stopped: 1w
MELLERIL (Suspected) Reason:
100.0 Milligram Daily
Batch: Started: Stopped: 1w
NEULACTIL (Suspected) Reason:
30.0 Milligram Daily
Batch: Started: Stopped: 1w
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 126766 Seq: 1 Gender: F
Reported: 17/04/1998 Weight:
Hospitalisation: Age: 70
Onset Date: DOB: 06/07/1927
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Bradycardia 45 bpm Ceased verapamil,
nefazadone reduced to 100mg
bd and melleril to 10mg bd.
Hypotension Syst 60
Syncope
Medicine Details:
BENZTROPINE MESYLATE (Other drug) Reason:
1.0 Milligram As necessary
Batch: Started: Stopped: CONTIN
RANITIDINE (Other drug) Reason:  Gastritis&duodenitis
300.0 Milligram Daily
Batch: Started: 24/02/1998 Stopped: CONTIN
LITHIUM CARBONATE (Other drug) Reason:  Unspecified neurosis
500.0 Milligram Daily
Batch: Started: 24/02/1998 Stopped: CONTIN
NEFAZODONE HYDROCHLORIDE (Suspected) Reason: Depression
400.0 Milligram Daily
Batch: Started: 24/02/1998 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 126766 Seq: 1 Gender: F
Reported: 17/04/1998 Weight:
Hospitalisation: Age: 70
Onset Date: DOB: 06/07/1927
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

VERAPAMIL HYDROCHLORIDE (Suspected) Reason: Essential benign hypertension
180.0 Milligram Daily
Batch: Started: Stopped: 11/03/1998
MELLERIL (Suspected) Reason:  Unspecified neurosis
30.0 Milligram Daily
Batch: Started: 24/02/1998 Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 126890 Seq: 1 Gender: F
Reported: 24/04/1998 Weight: 30.00
Hospitalisation: Admitted to hospital Age: 9Y
Onset Date: 28/12/1997 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Skin disorder Skin lesions left hand and left foot

Medicine Details:

MAXOLON (Suspected) Reason:
30.0 Milligram Daily
Batch: Started: L TERM Stopped:
EPILIM (Suspected) Reason:
1.5 Gram Daily
Batch: Started: L TERM Stopped:
FRISIUM (Suspected) Reason:
45.0 Milligram Daily
Batch: Started: Stopped:
MELLERIL (Suspected) Reason:
25.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data Esri negative, d.dimer negative.
Platelets 28/12/1997 128
White blood cells 28/12/1997 4.4

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 126890 Seq: 1 Gender: F
Reported: 24/04/1998 Weight: 30.00
Hospitalisation: Admitted to hospital Age: 9Y

DOB:

Onset Date: 28/12/1997
Causality: Causality possible

Outcome: Not yet recovered
Reaction Details:

Medicine Details:
PREPULSID (Suspected) Reason:
30.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 127785 Seq: 1 Gender: M
Reported: 26/05/1998 Weight:
Hospitalisation: Age: 55Y
Onset Date: 04/05/1998 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Faecal incontinence
Hypertonia Iv dilantin
Oculogyration
Urinary incontinence

Medicine Details:
MELLERIL (Suspected) Reason:

150.0 Milligram Total
Batch: Started: 02/05/1998 Stopped: 03/05/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Previous reaction -rigity to phenergan.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 128492 Seq: 1 Gender: F
Reported: 18/06/1998 Weight:
Hospitalisation: Age: 75
Onset Date: DOB: 17/10/1922
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Lethargy Ceased thioridazine

Pre-syncope

Fatigue
Dizziness

Medicine Details:

THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Unspecified psychosis
0.0
Batch: Started: Stopped:
TEMAZEPAM (Suspected) Reason:  Specific disorders of sleep
10.0 Milligram As necessary
Batch: Started: Stopped:
ATENOLOL (Suspected) Reason:  Otr&nos disord of heart rhythm
50.0 Milligram Daily
Batch: Started: Stopped: CONTIN
CARTIA (Suspected) Reason:  Oftr&nos disord of heart rhythm
100.0 Milligram Daily
Batch: 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 128492 Seq: 1 Gender: F
Reported: 18/06/1998 Weight:
Hospitalisation: Age: 75
Onset Date: DOB: 17/10/1922
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:
RISPERIDONE (Suspected) Reason: Paranoia
1.0 Milligram Daily

Batch: Started: Stopped: CONTIN

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 128782 Seq: 1 Gender: M
Reported: 24/06/1998 Weight:
Hospitalisation: Age: 62Y
Onset Date: 10/06/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Constipation Severe
Urinary tract infection Severe Amitrptyline, thioridazine and
benzotropine ceased.

Medicine Details:

RISPERDAL (Other drug) Reason:
0.0
Batch: Started: 01/04/1998 Stopped: 10/06/1998
AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:
0.0
Batch: Started: Stopped: 29/05/1998
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
0.0
Batch: Started: Stopped: 29/05/1998
BENZTROPINE MESYLATE (Suspected) Reason:
0.0
Batch: Started: Stopped: 29/05/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details

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

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Public Case D

etail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 129369 Seq: 1 Gender: F
Reported: 23/07/1998 Weight:
Hospitalisation: Age: 15Y
Onset Date: 09/07/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Tongue oedema Tongue swelling
Fatigue
Headache Required
Specialist
Consultation
Nausea
Pyrexia
Tongue ulceration Lignocaine, chlorhexidine
mouthwash, amosan.
\Vomiting

Medicine Details:

BACTRIM (Suspected)

Reason:

2.0 Dose Unspecified Daily

Acute tonsillitis

Stopped: 09/07/1998

Batch: Started: 09/07/1998
MELLERIL (Suspected) Reason:  Unspecified psychosis
Tablet 40.0 Milligram Daily Oral
Batch: Started: 01/06/1998 Stopped: 16/07/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Twelve hours after starting bactrim patient developed symptoms and over next seven days suffered further symptoms. 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 130635 Seq: 1 Gender: F
Reported: 31/08/1998 Weight:
Hospitalisation: Age: 77Y

DOB:

Onset Date: 31/03/1997
Outcome: Recovered

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment

Diarrhoea Huge loose bowel motions
Abdominal pain Iv fluids, iv antibiotics and
inotropic infusions.

Drug ineffective

Medicine Details:
ADRENALINE (Interaction) Reason:
Injection, intravenous infusion 0.0 Intravenous
Batch: Started: Stopped:
ENDEP (Interaction) Reason:
200.0 Milligram Daily
Batch: Started: Stopped:
MELLERIL (Interaction) Reason:
50.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

month.

See seq 01 for other drugs. - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 131107 Seq: 1 Gender: F
Reported: 10/09/1998 Weight:
Hospitalisation: Age: 44Y
Onset Date: 18/05/1998 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypoaesthesia Numbness around the nose, mouth and
cheeks
Pain Pain in arms
Paraesthesia Pins and needles in fingers
Rhinitis
Medicine Details:
DOTHIEPIN HYDROCHLORIDE (Other drug) Reason: Depression
50.0 Milligram Daily
Batch: Started: Stopped:
PARACETAMOL (Other drug) Reason: Pain
3.0 Gram Daily
Batch: Started: 15/05/1998 Stopped:
PANADEINE (Other drug) Reason: Pain
2.0 Dose Unspecified Daily
Batch: Started: 15/05/1998 Stopped:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason: Other disturbance of sensation
30.0 Milligram Daily
Batch: Started: 15/05/1998 Stopped: 17/05/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Pt was admitted to hospital for neck pain.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 131148 Seq: 1 Gender: F
Reported: 14/09/1998 Weight:
Hospitalisation: Age: 40Y
Onset Date: 04/09/1998 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dystonia Acute dystonic reaction
Confusional state
Dysarthria
Nausea
Visual disturbance
\Vomiting
Medicine Details:
VALIUM (Other drug) Reason:
5.0 Milligram As necessary
Batch: Started: 04/09/1998 Stopped:
ALPRAZOLAM (Other drug) Reason:
1.0 Milligram As necessary
Batch: Started: 04/09/1998 Stopped:
CITALOPRAM HYDROBROMIDE (Suspected) Reason: Depression
10.0 Milligram Daily
Batch: Started: 03/09/1998 Stopped: 06/09/1998
MELLERIL (Suspected) Reason: Depression
75.0 Milligram Daily
Batch: Started: 04/09/1998 Stopped: 06/09/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Pt admitted after episode of collapse presumed secondary to seizure. posibly benzodiazepine withdrawal
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 131312 Seq: 1 Gender: M
Reported: 17/09/1998 Weight:
Hospitalisation: Age: 28
Onset Date: DOB: 31/05/1970
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Syncope

Hypotension

Collapsed in shower

Severe bp drop

Put to bed and elevated end of
bed for 30min observation.

Medicine Details:

CLONAZEPAM (Other drug) Reason:
2.0 Milligram As necessary
Batch: Started: 12/07/1998 Stopped:
LITHIUM CARBONATE (Other drug) Reason:
1.7 Gram Daily
Batch: Started: Stopped: CONTIN
TEGRETOL (Other drug) Reason:
400.0 Milligram Daily
Batch: Started: Stopped: CONTIN
CLOPIXOL-ACUPHASE (Suspected) Reason:
100.0 Milligram 1 time
Batch: Started: 12/07/1998 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 131312 Seq: 1 Gender: M
Reported: 17/09/1998 Weight:
Hospitalisation: Age: 28

DOB: 31/05/1970

Onset Date:
Causality: Causality possible

Outcome: Recovered
Reaction Details:

Medicine Details:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
100.0 Milligram As necessary
Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 131644 Seq: 1 Gender: F
Reported: 30/09/1998 Weight:
Hospitalisation: Age: 67Y
Onset Date: 24/09/1998 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypotension Systplic
Syncope Given haemacel and 4 mg
haloxone
Medicine Details:
MELLERIL (Suspected) Reason:  Unspecified schizophrenia
200.0 Milligram 1 time
Batch: Started: 24/09/1998 Stopped: 24/09/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Pt has emphysema and smokes.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 132150 Seq: 1 Gender: F
Reported: 19/10/1998 Weight:
Hospitalisation: Age: 86Y
Onset Date: 31/12/1998 DOB:

Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Agitation
Medicine Details:
NORVASC (Suspected) Reason:  Essential benign hypertension
Tablet 10.0 Milligram Daily Oral
Batch: Started: L TERM Stopped:
VISKEN (Suspected) Reason:  Essential benign hypertension
5.0 Milligram Daily
Batch: Started: Stopped:
TEMAZE (Suspected) Reason:
2.0 Milligram Daily
Batch: Started: Stopped:
MELLERIL (Suspected) Reason:
10.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Pt had slight agitation, which seems to have worsened when her dose of norvasc was increased from 5mg to 10mg. pt also has
mild alzheimer's disease. - 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 132150 Seq: 1 Gender: F
Reported: 19/10/1998 Weight:
Hospitalisation: Age: 86Y

DOB:

Onset Date: 31/12/1998
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Medicine Details:

PROPANTHELINE BROMIDE (Suspected) Reason:

2.0 Dose Unspecified Daily
Batch: Started: Stopped:

ASPIRIN (Suspected) Reason:

1.0 Dose Unspecified Daily
Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:

mild alzheimer's disease. - the date of onset is not accurate but indicates that onset occurred sometime during the year.

Pt had slight agitation, which seems to have worsened when her dose of norvasc was increased from 5mg to 10mg. pt also has
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 133134 Seq: 1 Gender: M
Reported: 12/11/1998 Weight:
Hospitalisation: Age:
Onset Date: 27/10/1998 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Difficulty with salivation and tongue
movement

Dystonic reaction

Dyskinesia

Dystonia

daily.

Benztropine 2mg orally and
reduced thioridazine to 200mg

Medicine Details:
RISPERIDONE (Other drug) Reason:  Unspecified psychosis
Tablet 1.0 Milligram Daily Oral
Batch: Started: 23/10/1998 Stopped: CONTIN
DIAZEPAM (Other drug) Reason:  Anxiety neurosis
Tablet 15.0 Milligram Daily Oral
Batch: Started: 24/10/1998 Stopped: CONTIN
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Unspecified psychosis
Tablet 300.0 Milligram Daily Oral
Batch: Started: 26/10/1998 Stopped: 27/10/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 133224 Seq: 1 Gender: M
Reported: 13/11/1998 Weight:
Hospitalisation: Age: 44Y

DOB:

Onset Date:
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description

Tardive dyskinesia

Causality: Causality possible

Treatment

Medicine Details:
ZOLOFT (Other drug)

Reason:
0.0
Started: Stopped:

Reason:
0.0 Oral

Batch:
MELLERIL (Suspected)

Tablet
Batch: 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 133326 Seq: 1 Gender: F
Reported: 19/11/1998 Weight:
Age: 82

Hospitalisation:
Onset Date: 27/10/1998
Outcome: Recovered

Reaction Details:

DOB: 26/09/1916
Causality: Causality probable

Preferred Term Severity Report Description Treatment
Convulsion Myotonic contracts lasting 5-10 sec every [Pt recovered within 6 hours.
2-3 min supportive care only.

Consciousness fluctuating
Hypoxia

Medicine Details:
THYROXINE SODIUM (Other drug) Reason:
Tablet 50.0 Milligram Daily Oral
Batch: Started: Stopped:
ASPIRIN (Other drug) Reason:
150.0 Milligram Daily
Batch: Started: Stopped:
MELLERIL (Suspected) Reason:
20.0 Milligram Daily
Batch: Started: 23/10/1998 Stopped: 27/10/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 133717 Seq: 1 Gender: F
Reported: 25/11/1998 Weight:
Hospitalisation: Age: 63Y
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Cataract

Medicine Details:
MELLERIL (Suspected) Reason:
150.0 Milligram Daily
Batch: 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 133931 Seq: 1 Gender: M
Reported: 03/12/1998 Weight:
Hospitalisation: Age: 24Y
Onset Date: 11/09/1998 DOB:

Outcome: Recovered Causality: Causality probable

Reaction Details:

Preferred Term Severity Report Description Treatment
Rash maculo-papular Diffuse rash on chest, face, back & upper |[Thioridazine ceased
arms
Medicine Details:
VIGABATRIN (Other drug) Reason:  Convulsions
Oral application 1.0 Gram Daily Oral
Batch: Started: 01/07/1998 Stopped: CONTIN
PHENYTOIN SODIUM (Other drug) Reason:  Convulsions
Oral application 360.0 Milligram Daily Oral
Batch: Started: 26/06/1998 Stopped: CONTIN
RISPERIDONE (Other drug) Reason:  Unspecified psychosis
Oral application 6.0 Milligram Daily Oral
Batch: Started: 18/08/1998 Stopped: CONTIN
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Unspecified psychosis
Oral application 50.0 Milligram As necessary Oral
Batch: Started: 31/08/1998 Stopped: 11/09/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
P/h of allergy to seafood. ate crab on 10/09/98. the dosage start date is not necessarily accurate but indicates that start occurred

sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 134562 Seq: 1 Gender: M
Reported: 21/12/1998 Weight:
Hospitalisation: Age: 47
Onset Date: 06/11/1998 DOB: 02/09/1951
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dystonia Dystonic reaction, stiff jaw and tongue. Berztropine 2mg oral given.

Medicine Details:

ISOSORBIDE MONONITRATE (Other drug) Reason:  Angina pectoris w/o hyperten
60.0 Milligram Daily
Batch: Started: Stopped: CONTIN
METFORMIN HYDROCHLORIDE (Other drug) Reason: Diabetes mellitus
500.0 Milligram Daily
Batch: Started: Stopped: CONTIN
GLICLAZIDE (Other drug) Reason: Diabetes mellitus
80.0 Milligram Daily
Batch: Started: Stopped: CONTIN
ASPIRIN (Other drug) Reason: Prophylaxis
150.0 Milligram Daily
Batch: Started: Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 134562 Seq: 1
Reported: 21/12/1998
Hospitalisation:
Onset Date: 06/11/1998 DOB: 02/09/1951
Outcome: Recovered Causality: Causality possible
Reaction Details:
Medicine Details:
COLOXYL (Other drug) Reason: Constipation
4.0 Dose Unspecified Daily
Batch: Started: Stopped: CONTIN
PAROXETINE HYDROCHLORIDE (Other drug) Reason: Depression
20.0 Milligram Daily
Batch: Started: Stopped: CONTIN
SIMVASTATIN (Other drug) Reason: Othr&unspec metabolic diseases
40.0 Milligram Daily
Batch: Started: Stopped: CONTIN
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason: Depression
300.0 Milligram Daily
Batch: Started: Stopped: CONTIN
Laboratory Investigations:
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 134981 Seq: 1 Gender: F
Reported: 06/01/1999 Weight:
Hospitalisation: Age: 43
Onset Date: DOB: 28/05/1955

Outcome: Unknown Causality: Causality certain

Reaction Details:
Preferred Term Severity Report Description Treatment

Pharyngitis

Medicine Details:

MELLERIL (Suspected) Reason:  Schizophrenia
Tablet 50.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient developed symptoms after melleril treatment was started. melleril was discontinued and symptoms resolved. rechallenged

with melleril and same symptoms occurred.

Report Run : 01/06/2007 02:45PM  Database: pusime02 ADRS004 Page 269 of 393



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 135196 Seq: 1 Gender: F
Reported: 18/01/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Fatigue
Somnolence
Medicine Details:
MELLERIL (Suspected) Reason:  Anxiety neurosis
Oral application 75.0 Milligram Daily Oral
Batch: Started: 05/01/1999 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 135371 Seq: 1 Gender: M
Reported: 28/01/1999 Weight:
Hospitalisation: Age: AD

DOB:

Onset Date:
Outcome: Recovered

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment

Alopecia

Medicine Details:

Reason:  Anxiety neurosis

MELLERIL (Suspected)
Tablet 50.0 Milligram Daily Oral
Batch: Started: 01/10/1998 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

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

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 135372 Seq: 1 Gender: F
Reported: 28/01/1999 Weight:
Hospitalisation: Age: AD

DOB:

Onset Date:
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Galactorrhoea Galactorrhoea about 1 year after starting |Is planned to discontinue
medicat. melleril.
Medicine Details:
CARBAMAZEPINE (Other drug) Reason:
0.0
Batch: Started: Stopped:
VENLAFAXINE HYDROCHLORIDE (Other drug) Reason:
0.0
Batch: Started: Stopped:
MELLERIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: Stopped: 1Y
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 135467 Seq: 1 Gender: F
Reported: 29/01/1999 Weight:
Hospitalisation: Age: 50Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Chest pain Burning sensation in chest.
Depersonalisation Feeling strange.
Hypertonia Stiffness in limbs.
Agitation Was given nitrazepam.
Hyperreflexia
Nausea

Medicine Details:

TRYPTANOL (Interaction) Reason: Depression
Tablet 10.0 Milligram Daily Oral
Batch: Started: Stopped:
THIORIDAZINE HYDROCHLORIDE (Interaction) Reason:  Unspecified psychosis
Tablet 30.0 Milligram Daily Oral
Batch: Started: Stopped:
NEFAZODONE HYDROCHLORIDE (Interaction) Reason:
Tablet 0.0 Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Medical journal of australia 1998, 169(10), 523-525. no washout period. heart rate of 70 bpm and blood pressure of 112/62

mmhg.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:
Case Number: 136630
Reported: 24/02/1999

Hospitalisation:
Onset Date: 30/01/1999

Seq: 1

Gender: M
Weight:
Age: 28Y
DOB:
Causality: Causality possible

Report Run : 01/06/2007 02:46PM Database: pusime02

Outcome: Not yet recovered
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypertonia Muscular spasm in jaw and top of arms.
Medicine Details:
LUVOX (Suspected) Reason: Depression
Tablet 100.0 Milligram Daily Oral
Batch: Started: 28/01/1999 Stopped: CONTIN
ALDAZINE (Suspected) Reason:  Otr spec symp psychopathol nec
Tablet 50.0 Milligram Daily Oral
Batch: Started: 27/01/1999 Stopped: 17/02/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 136880 Seq: 1 Gender: M
Reported: 02/03/1999 Weight: 48.00
Age: 76Y

Hospitalisation:

Onset Date: 10/02/1999 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Melleril ceased.

Leukopenia

Medicine Details:
MELLERIL (Suspected) Reason:
0.0

Batch: Started: 01/01/1998 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Gp had put patient on melleril late last year & notice acute decrease in wcc. recovered to low (n) when medication was ceased.
the dosage start date is not accurate but indicates that start occurred sometime during the year.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 137297 Seq: 1 Gender: M
Reported: 16/03/1999 Weight:
Hospitalisation: Age: 54Y
Onset Date: 18/01/1999 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatitis Severe
Prothrombin level decreased
Medicine Details:
THEO-DUR (Other drug) Reason: Asthma
400.0 Milligram Daily
Batch: Started: L TERM Stopped: CONTIN
BECLOFORTE (Other drug) Reason: Asthma
500.0 Microgram Daily
Batch: Started: L TERM Stopped:
SALBUTAMOL (Other drug) Reason: Asthma
2.0 Dose Unspecified Daily
Batch: Started: L TERM Stopped:
SERZONE (Suspected) Reason: Depression
400.0 Milligram Daily
Batch: Started: 04/12/1998 Stopped: 25/01/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
Biochemistry Peak prothrombin time 21secs., peak alt 3504u/l, bilirubin
171mmol/l, minimal albumin 27g/I.

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 137297 Seq: 1 Gender: M
Reported: 16/03/1999 Weight:
Age: 54Y

Hospitalisation:
Onset Date: 18/01/1999
Outcome: Recovered

Reaction Details:

DOB:
Causality: Causality possible

Medicine Details:
MELLERIL (Suspected) Reason: Depression
20.0 Milligram Daily
Batch: Started: 19/12/1998 Stopped: 25/01/1999

Laboratory Investigations:

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 137717 Seq: 1 Gender: M
Reported: 23/03/1999 Weight: 71.00
Hospitalisation: Age: 38Y
Onset Date: 05/03/1999 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Rash maculo-papular Ext from pubis to shoulders & limited to  |10mg oral phenergan on
trunk. 6.3.99 & 25mg oral phenergan
on 8.3.99.
Pruritus Ranged from 0.5 - 2cm in size.

Medicine Details:

MELLERIL (Suspected) Reason:  Ofr spec symp psychopathol nec
Tablet 50.0 Milligram Daily Oral
Batch: Started: 04/03/1999 Stopped: 09/03/1999
EFEXOR (Suspected) Reason: Depression
Tablet 225.0 Milligram Daily Oral
Batch: Started: 17/02/1999 Stopped: 09/03/1999
INDOCID (Suspected) Reason: Pain
Capsule 75.0 Milligram Daily Oral
Batch: Started: 04/03/1999 Stopped: 09/03/1999
VALIUM (Suspected) Reason:  Ofr spec symp psychopathol nec
Tablet 15.0 Milligram Daily Oral
Batch: Started: 04/03/1999 Stopped: 09/03/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
See original report for other drug details - hypnovel & temaze. macules were very erythematous prurtic & blanched with pressure
but were not painful. they ranged from 0.5 - 2cm in size. history: fits on stelazine.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 137717 Seq: 1 Gender: M
Reported: 23/03/1999 Weight: 71.00
Age: 38Y

Hospitalisation:
Onset Date: 05/03/1999 DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

MAXOLON (Suspected) Reason: Nausea and vomiting
Tablet 10.0 Gram Daily Oral
Batch: Started: 04/03/1999 Stopped: 06/03/1999

Laboratory Investigations:

Additional Information:

but were not painful. they ranged from 0.5 - 2cm in size. history: fits on stelazine.

See original report for other drug details - hypnovel & temaze. macules were very erythematous prurtic & blanched with pressure
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 137792 Seq: 1 Gender: M
Reported: 26/03/1999 Weight:
Hospitalisation: Age: 26Y

DOB:

Onset Date:
Outcome: Recovered

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Delusion Grandiose delusions.
Mania Ceased olanzapine. instituted
lithicarb (now 750mg bd).
Nervousness

Medicine Details:

MELLERIL (Suspected) Reason: Disturbance of sleep

100.0 Milligram As necessary
Batch: Started: 29/01/1999 Stopped:

DIAZEPAM (Suspected) Reason: Disturbance of sleep

10.0 Milligram As necessary
Batch: Started: 29/01/1999 Stopped:
ZYPREXA (Suspected) Reason:  Unspecified schizophrenia
10.0 Milligram Daily
Batch: Started: 27/01/1999 Stopped: 02/02/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
See original report for other drug details - clopixol depot.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 138165 Seq: 1 Gender: F
Reported: 07/04/1999 Weight:
Hospitalisation: Age: 45Y

DOB:

Onset Date: 18/02/1999

Outcome: Recovered Causality: Causality probable

Reaction Details:
Preferred Term Severity Report Description Treatment
Gravitational oedema Swollen ankles
Medicine Details:
MELLERIL (Suspected) Reason:  Anxiety neurosis
150.0 Milligram Daily
Batch: Started: 04/02/1999 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
See original report for details of other drugs - cipramil, epilim, propranolol
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 138933 Seq: 1 Gender: F
Reported: 30/04/1999 Weight:
Hospitalisation: Admitted to hospital Age:
DOB:

Onset Date:

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Urticaria Melleril ceased & treated with
antihistamine.

Medicine Details:
MELLERIL (Suspected)

Oral application
Batch: Started:

Reason:
0.0 Daily Oral
Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result

Details

Additional Information:
Allergy to sulphur
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 140458 Seq: 1 Gender: M
Reported: 15/06/1999 Weight: 57.00
Hospitalisation: Age: 84Y
Onset Date: 04/06/1999 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatic function abnormal Ceased allopurinal, fgf,
thioridazine.

Medicine Details:

ALLOPURINOL (Suspected) Reason:
Oral application 100.0 Milligram Daily Oral
Batch: Started: Stopped:
F.G.F. (Suspected) Reason:
Oral application 1.0 Dose Unspecified Daily Oral
Batch: Started: Stopped:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
10.0 Milligram Daily
Batch: Started: 02/06/1999 Stopped: 03/06/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
ALT = SGPT 01/06/1999 24
ALT = SGPT 05/06/1999 917
ALT = SGPT 06/06/1999 852
AST = SGOT 01/06/1999 19
AST = SGOT 05/06/1999 607
AST = SGOT 06/06/1999 461
Bilirubin 01/06/1999 14

Additional Information:
See original report for other drug details: lasix, slow-k, digoxin, aspirin, & maxolon.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 140458 Seq: 1 Gender: M
Reported: 15/06/1999 Weight: 57.00
Hospitalisation: Age: 84Y
Onset Date: 04/06/1999 DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

ALLOPURINOL (Suspected) Reason:
Oral application 100.0 Milligram Daily Oral
Batch: Started: Stopped:
F.G.F. (Suspected) Reason:
Oral application 1.0 Dose Unspecified Daily Oral
Batch: Started: Stopped:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
10.0 Milligram Daily
Batch: Started: 02/06/1999 Stopped: 03/06/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details

Bilirubin 05/06/1999 20
Bilirubin 06/06/1999 21

GGT = SGGT = 01/06/1999 62
GGT = SGGT = 05/06/1999 111
GGT = SGGT = 06/06/1999 123
SAP = ALP 01/06/1999 102
SAP = ALP 05/06/1999 127

Additional Information:
See original report for other drug details: lasix, slow-k, digoxin, aspirin, & maxolon.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 140458 Seq: 1 Gender: M
Reported: 15/06/1999 Weight: 57.00
Hospitalisation: Age: 84Y
DOB:

Onset Date: 04/06/1999
Outcome: Not yet recovered

Reaction Details:

Causality: Causality possible

Medicine Details:
ALLOPURINOL (Suspected) Reason:
Oral application 100.0 Milligram Daily Oral
Batch: Started: Stopped:
F.G.F. (Suspected) Reason:
Oral application 1.0 Dose Unspecified Daily Oral
Batch: Started: Stopped:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
10.0 Milligram Daily
Batch: Started: 02/06/1999 Stopped: 03/06/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
SAP = ALP 06/06/1999 131

Additional Information:
See original report for other drug details: lasix, slow-k, digoxin, aspirin, & maxolon.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 140545 Seq: 1 Gender: M
Reported: 11/06/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description

Stiffness

Causality: Causality possible

Treatment

Hypertonia
Blood creatine phosphokinase incr

Medicine Details:
MELLERIL (Suspected)

Tablet
Batch:

Reason:  Unspecified psychosis

0.0 Oral

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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 140655 Seq: 1 Gender: F
Reported: 18/06/1999 Weight:
Hospitalisation: Age: 29Y

DOB:

Onset Date: 23/05/1999

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Rash Rash on most of body Betamethasone.
Medicine Details:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
300.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
See original report for other drug details: temazepam, diazepam, & prochlorperazine.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 141434 Seq: 1 Gender: U
Reported: 12/07/1999 Weight:
Hospitalisation: Admitted to hospital Age:
Onset Date: 27/06/1999 DOB:

Outcome: Recovered

Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Dystonia Stiffness in neck & back Treated with bentropine 2mg
oral with good effect.

Medicine Details:

THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
Tablet 100.0 Milligram 1 time Oral
Batch: Started: 25/06/1999 Stopped:
ZUCLOPENTHIXOL ACETATE (Suspected) Reason:
Injection 150.0 Milligram 1 time Intramuscular
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Please see original report for details of other drugs - diazepam, thioridazine
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 142126 Seq: 1 Gender: F
Reported: 29/07/1999 Weight:
Hospitalisation: Age:
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Hypertonia Could not move, was frozen for about 20 |Treated with injection of an
minutes. unspecified drug.

Medicine Details:
MELLERIL (Suspected) Reason:  Anxiety neurosis
Tablet 0.0 Oral
Batch: 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 142564 Seq: 1 Gender: M
Reported: 11/08/1999 Weight:
Hospitalisation: Admitted to hospital Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Abdominal pain Severe Suspected pancreatitis

Medicine Details:

MELLERIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Oral
Batch: 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 142637 Seq: 1 Gender: M
Reported: 13/08/1999 Weight:
Hospitalisation: Age: A5

DOB:

Onset Date:
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Causality: Causality possible

Urinary incontinence

Medicine Details:

Reason:  Unspecified psychosis

MELLERIL (Suspected)
Tablet 600.0 Milligram Daily Oral
Batch: Started: L TERM Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
Symptoms disappeared when dose was reduced to 200mg daily and did not return when dose was increased to 400mg daily. at

the time of reaction the patient was also being ivestigated for kidney and prostate problems.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 142695 Seq: 1 Gender: F
Reported: 16/08/1999 Weight:
Hospitalisation: Age: 82Y
Onset Date: 23/07/1999 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hyperkinesia Hyperactive
Hyperkinesia Restlessness
Agitation
Cerebrovascular disorder

Medicine Details:

MURELAX (Other drug) Reason:
0.0
Batch: Started: Stopped:
ZANTAC (Other drug) Reason:
0.0
Batch: Started: Stopped:
KEFLEX (Suspected) Reason: Othr diseases of urinary tract
0.0
Batch: Started: Stopped:
TRIMETHOPRIM (Suspected) Reason: Othr diseases of urinary tract
0.0
Batch: 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 142695 Seq: 1 Gender: F
Reported: 16/08/1999 Weight:
Age: 82Y

Hospitalisation:
Onset Date: 23/07/1999
Outcome: Unknown

Reaction Details:

DOB:
Causality: Causality possible

Medicine Details:
MELLERIL (Suspected) Reason:  Unspecified psychosis
Tablet 30.0 Milligram Daily Oral
Batch: Started: 20/07/1999 Stopped: 04/08/1999

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 142702 Seq: 1 Gender: F
Reported: 16/08/1999 Weight:
Hospitalisation: Admitted to hospital Age:
Onset Date: 31/12/1999 DOB:

Outcome: Recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Infection Chest infection

Medicine Details:

MELLERIL (Suspected) Reason:  Anxiety neurosis
Tablet 10.0 Milligram Daily Oral
Batch: Started: 01/01/1999 Stopped: 5D

Laboratory Investigations:
Date Type Range Date Tested Result Details

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

accurate but indicates that start occurred sometime during the year.

Report Run : 01/06/2007 02:46PM  Database: pusime02 ADRS004 Page 294 of 393



TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 142893 Seq: 1 Gender: M
Reported: 23/08/1999 Weight:
Hospitalisation: Age: 26
Onset Date: 18/07/1999 DOB: 17/12/1972
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dystonia Dystonic reaction Treated with cogentin 2mg
orally.
Agitation Motor restlessness
Medicine Details:
ZUCLOPENTHIXOL DECANOATE (Suspected) Reason:
200.0 Milligram Weekly
Batch: Started: 12/07/1999 Stopped: CONTIN
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
50.0 Milligram As necessary
Batch: Started: 16/07/1999 Stopped: CONTIN
DROPERIDOL (Suspected) Reason:
5.0 Milligram As necessary
Batch: Started: 16/07/1999 Stopped: CONTIN
DIAZEPAM (Suspected) Reason:
5.0 Milligram As necessary
Batch: Started: 16/07/1999 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Reduced thioridazine dose to maximum 600mg/d,
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 142893 Seq: 1 Gender: M
Reported: 23/08/1999 Weight:
Age: 26

Hospitalisation:
Onset Date: 18/07/1999
Outcome: Not yet recovered

Reaction Details:

DOB: 17/12/1972
Causality: Causality possible

Medicine Details:
COGENTIN (Suspected) Reason:
0.5 Milligram As necessary
Batch: Started: 16/07/1999 Stopped: CONTIN

Laboratory Investigations:

Additional Information:
Reduced thioridazine dose to maximum 600mg/d,
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 143114 Seq: 1 Gender: M
Reported: 27/08/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date: 21/07/1999
Outcome: Not yet recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Causality: Causality possible

Agitation
Insomnia

Medicine Details:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
0.0
Batch: Started: Stopped: 19/07/1999

SINEMET (Suspected) Reason: Paralysis agitans

Tablet
Batch: Started:

3.0 Dose Unspecified Daily Oral
Stopped: CONTIN

Reason:  Unspecified schizophrenia

OLANZAPINE (Suspected)

Tablet 5.0 Milligram Daily Oral
Batch: Started: 20/07/1999 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run : 01/06/2007 02:46PM  Database: pusime02 ADRS004 Page 297 of 393



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 144206 Seq: 1 Gender: M
Reported: 29/09/1999 Weight:
Hospitalisation: Age:
Onset Date: 31/08/1999 DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment

Hyperhidrosis

Medicine Details:

AMITRIPTYLINE HYDROCHLORIDE (Other drug) Reason:
0.0
Batch: Started: Stopped:
OMEPRAZOLE (Other drug) Reason:
0.0
Batch: Started: Stopped:
CISAPRIDE (Other drug) Reason:
0.0
Batch: Started: Stopped:
MELLERIL (Suspected) Reason:  Unspecified psychosis
Tablet 50.0 Milligram Daily Oral
Batch: Started: 01/08/1999 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

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

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

THERAPEUTIC 60ODS
ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 144225 Seq: 1 Gender: M
Reported: 30/09/1999 Weight:
Hospitalisation: Age: 71
Onset Date: DOB: 24/12/1927
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Renal failure acute Acute on chronic renal failure.
Constipation Faecal impaction. Hydration, laxatives. melleril &
modecate ceased.
Medicine Details:
MODECATE (Suspected) Reason:  Unspecified schizophrenia
Injection 50.0 Milligram Monthly Intramuscular
Batch: Started: L TERM Stopped: 17/08/1999
STELAZINE (Suspected) Reason:  Unspecified schizophrenia
Tablet 20.0 Milligram Daily Oral
Batch: Started: L TERM Stopped:
MELLERIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: L TERM Stopped: 17/08/1999
OLANZAPINE (Suspected) Reason:  Unspecified schizophrenia
Tablet 5.0 Milligram Daily Oral
Batch: 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 144225 Seq: 1 Gender: M
Reported: 30/09/1999 Weight:
Hospitalisation: Age: 71

DOB: 24/12/1927

Onset Date:
Causality: Causality possible

Outcome: Recovered
Reaction Details:

Medicine Details:
COGENTIN (Suspected) Reason:  Unspecified schizophrenia
Tablet 2.0 Milligram Daily Oral
Batch: Started: L TERM Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 144266 Seq: 1 Gender: U
Reported: 29/09/1999 Weight: 100.00
Hospitalisation: Age:

Onset Date: 23/09/1999 DOB:
Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Mydriasis
Somnolence
Urinary retention

Medicine Details:
COGENTIN (Suspected) Reason:
0.0
Batch: Started: Stopped:
MELLERIL (Suspected) Reason:
0.0
Batch: 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 144713 Seq: 1 Gender: F
Reported: 18/10/1999 Weight:
Hospitalisation: Admitted to hospital Age: 76Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Coma
Hyponatraemia

Medicine Details:

EFEXOR-XR (Suspected) Reason:
75.0 Milligram Daily
Batch: Started: Stopped:
MELLERIL (Suspected) Reason:
50.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

145559
09/11/1999
Admitted to hospital
22/08/1998

Not yet recovered

Case Number: Seq: 1
Reported:
Hospitalisation:
Onset Date:

Outcome:
Reaction Details:

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

83Y

Preferred Term Severity Report Description Treatment
Renal failure acute Admitted to hospital
Medicine Details:
GLYCERYL TRINITRATE (Suspected) Reason:  Unspecified schizophrenia
1.0 Dose Unspecified 1 time
Batch: Started: L TERM Stopped: 22/08/1998
DIGOXIN (Suspected) Reason:  Chron isch heart dis no hyper
Tablet 2.0 Dose Unspecified Daily Oral
Batch: Started: L TERM Stopped: 22/08/1998
ANDROCUR (Suspected) Reason:
Tablet 1.0 Dose Unspecified Daily Oral
Batch: Started: L TERM Stopped: 24/08/1998
LASIX (Suspected) Reason: Chron isch heart dis no hyper
Oral application 80.0 Milligram Daily Oral
Batch: Started: L TERM Stopped: 24/08/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details
Creatinine Creatinine - 490.
Potassium Potassium - 5.4
Serum drug level Digoxin level - 4.5

Additional Information:

See original report for details of other drugs. - slow k and aspirin.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 145559 Seq: 1 Gender: M
Reported: 09/11/1999 Weight:
Hospitalisation: Admitted to hospital Age: 83Y
Onset Date: 22/08/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

CARDIZEM (Suspected) Reason:  Chron isch heart dis no hyper

Tablet 120.0 Milligram Daily Oral

Batch: Started: L TERM Stopped: 24/08/1998
AROPAX (Suspected) Reason:  Chron isch heart dis no hyper

Tablet 10.0 Milligram Daily Oral

Batch: Started: L TERM Stopped: 24/08/1998
MELLERIL (Suspected) Reason:  Unspecified schizophrenia

Tablet 10.0 Milligram Daily Oral

Batch: Started: L TERM Stopped: 24/08/1998
MACRODANTIN (Suspected) Reason:  Unspecified schizophrenia

50.0 Milligram Daily
Batch: Started: L TERM Stopped: 24/08/1998

Laboratory Investigations:

Additional Information:
See original report for details of other drugs. - slow k and aspirin.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 145571 Seq: 1 Gender: M
Reported: 09/11/1999 Weight: 65.00
Hospitalisation: Age: 33Y
DOB:

Onset Date: 04/10/1999

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Gynaecomastia
Medicine Details:
MELLERIL (Suspected) Reason:
50.0 Milligram Daily
Batch: Started: Stopped: CONTIN
LUVOX (Suspected) Reason: Depression
100.0 Milligram Daily
Batch: 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 145805 Seq: 1 Gender: F
Reported: 11/11/1999 Weight:
Hospitalisation: Age: 30
Onset Date: 05/11/1999 DOB: 19/02/1969
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Congenital foot malformation Congenital abnormality of left foot Planning surgery to remove

three toes and possibly a
metatarsal bone at one year of

age.
Neonatal disorder Permanent deformity
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
0.0
Batch: Started: 01/01/1997 Stopped: 28/04/1999
ZACTIN (Suspected) Reason:
0.0
Batch: Started: 01/04/1999 Stopped: 28/07/1999
LARGACTIL (Suspected) Reason:
0.0
Batch: Started: Stopped:
MELLERIL (Suspected) Reason: Depression
Tablet 3.0 Dose Unspecified Daily Oral
Batch: Started: 01/01/1997 Stopped: 28/04/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data Hypertrophic foot from his mid foot distally with an extra toe
diagnosed as localised giantism.

Additional Information:

In 1997 mother started taking zoloft and 6 mths later started taking melleril. then she became pregnant. she was taking zoloft,
melleril, zactin and largactil during pregnancy, also smoking 20-30 cigarettes per day, no alcohol. she is heb b vacc., syphilis neg.
and rubella immunised. on 5/11/99 she had her 4th baby boy, born by spontaneous vaginal delivery at full term. he was noted as
having a congenital abnormality of his left foot. he had a hypertrophic foot from his mid foot distally with an extra toe. his first two
toes and his little toe and the medial side of his foot are normal. he has been seen by an orthopaedic surgeon and diagnosed with
localised aiantism. suraerv is nlanned. otherwise the babv is doina well. he is bottle fed and aainina weiaht normallv. he is due to
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 146079 Seq: 1 Gender: F
Reported: 22/11/1999 Weight:
Hospitalisation: Age: 38Y

DOB:

Onset Date: 31/12/1999

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Speech disorder Started to mumble some words over and
over

Medicine Details:
RISPERDAL (Other drug) Reason:
0.0
Batch: Started: Stopped:
MELLERIL (Suspected) Reason:
Oral application 0.0 Oral
Batch: Started: S TERM Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

the year.

Patient started to mumble some words over and over between lucid sentences while on melleril, which was recently commenced.
she seems to be fixated on certain words. - the date of onset is not accurate but indicates that onset occurred sometime during
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 147321 Seq: 1 Gender: F
Reported: 23/12/1999 Weight:
Hospitalisation: Age:
Onset Date: 31/12/1999 DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Pyrexia Increased body temperature
Pain Increased pain
Therapeutic response decreased

Medicine Details:

MELLERIL (Suspected) Reason:
Tablet 10.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
This report is also a product complaint no: 199900333. - 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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 148649 Seq: 1 Gender: M
Reported: 07/02/2000 Weight: 68.00
Hospitalisation: Age: 17Y
DOB:

Onset Date: 09/10/1999

Outcome: Recovered Causality: Causality probable

Reaction Details:
Preferred Term Severity Report Description Treatment
Hypotension 20:00 - hr=46, bp=110/50; 22:00 - hr=39,
bp=97/44.
Bradycardia Pulse = 46. Given normal saline.
Medicine Details:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Unspecified psychosis
100.0 Milligram As necessary
Batch: Started: 09/10/1999 Stopped: 09/10/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Patient's ecg was normal.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 149446 Seq: 1 Gender: F
Reported: 21/02/2000 Weight:
Hospitalisation: Age: 47
Onset Date: 31/12/1999 DOB: 29/05/1952
Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Therapeutic response decreased

Medicine Details:

ALLEGRON (Other drug) Reason: Depression
Tablet 100.0 Milligram Daily Oral
Batch: Started: Stopped:
MELLERIL (Suspected) Reason: Depression
Tablet 150.0 Milligram Daily Oral
Batch: Started: 01/01/1997 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient describes that they experienced more anxiety and depression on the new formulation of melleril than on the old
formulation. - the date of onset is not accurate but indicates that onset occurred sometime during the year. the dosage start date

is not accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 149906 Seq: 1 Gender: F
Reported: 02/03/2000 Weight:
Hospitalisation: Age: 50Y

DOB:

Onset Date: 26/02/2000
Outcome: Recovered

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Hypertension Bp 200/100.
Headache Severe Severe headache in morning 26,27,28
february.

Medicine Details:

MELLERIL (Interaction) Reason: Depression
0.0
Batch: Started: 17/02/2000 Stopped: 25/02/2000
PARNATE (Interaction) Reason: Depression
30.0 Milligram Daily
Batch: Started: 18/02/2000 Stopped: 28/02/2000
STELAZINE (Interaction) Reason: Depression
3.0 Milligram Daily
Batch: Started: 25/02/2000 Stopped: 28/02/2000
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

150509
17/03/2000

Case Number: Seq: 1
Reported:
Hospitalisation:
Onset Date:

Outcome:

Reaction Details:

Not yet recovered

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

Preferred Term Severity

Report Description

Treatment

Diarrhoea

Medicine Details:

AROPAX (Suspected)
Tablet
Batch:

20.0 Milligram
Started: 10/02/2000

Reason:

Depression

Daily Oral

Stopped: CONTIN

MELLERIL (Suspected)
Tablet
Batch:

100.0 Milligram
Started: 10/02/2000

Reason:

Anxiety neurosis

Daily Oral

Stopped: CONTIN

XANAX (Suspected)
Tablet
Batch:

1.0 Milligram
Started: 10/02/2000

Reason:

Anxiety neurosis

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 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 150678 Seq: 1 Gender: M
Reported: 22/03/2000 Weight:
Hospitalisation: Age: 29
Onset Date: 31/12/1998 DOB: 25/03/1969

Outcome: Unknown Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment
Gynaecomastia Grow breasts equal to a womans in 1998
Weight increased Weight gain from 75kg to 92kg.
Dry mouth

Medicine Details:

MELLERIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 75.0 Milligram Daily Oral
Batch: Started: 01/01/1994 L TERM Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Patient also taking endep, kalma and losec. patient history: patient grew breasts equal to a woman's in 1998, 4 years after
commencing melleril. due to a back injury in 1994, unable to do physical excercise every day for a long time. - the date of onset is
not accurate but indicates that onset occurred sometime during the year. the dosage start date is not accurate but indicates that

start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 150681 Seq: 1 Gender: U
Reported: 22/03/2000 Weight:
Hospitalisation: Age:
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Generalised oedema

Medicine Details:
MELLERIL (Suspected) Reason:
Tablet 0.0 Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 150847 Seq: 1 Gender: M
Reported: 28/03/2000 Weight:
Hospitalisation: Age: 61Y
Onset Date: 14/02/2000 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Muscle twitching Moter restlessness
Agitation Cogentin 2mg oral

Medicine Details:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Unspecified psychosis

400.0 Milligram Daily
Batch: Started: Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient was also taking salbutamol, nitrate patch, sodium valproate, aspirin, benztropine.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 150906 Seq: 1 Gender: F
Reported: 28/03/2000 Weight: 105.00
Hospitalisation: Age: 30
Onset Date: 20/10/1999 DOB: 02/07/1969
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Diabetes mellitus
\Weight decreased
Medicine Details:
RISPERDAL (Suspected) Reason:  Unspecified psychosis
Oral application 1.0 Milligram Daily Oral
Batch: Started: 31/03/1998 Stopped:
ALDAZINE (Suspected) Reason:  Specific disorders of sleep
Tablet 200.0 Milligram Daily Oral
Batch: Started: 24/06/1998 Stopped:
AROPAX (Suspected) Reason: Depression
Tablet 30.0 Milligram Daily Oral
Batch: Started: 31/03/1998 Stopped:
SODIUM VALPROATE (Suspected) Reason:
Tablet 1.0 Gram Daily Oral
Batch: Started: 07/04/1998 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data Lost a lot of weight 15-20 kgs.
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TG A Public Case Detail

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:
Case Number: 151049 Seq: 1
Reported: 28/03/2000

Hospitalisation:
Onset Date: 27/10/1998
Outcome: Recovered

Reaction Details:

Gender: M
Weight:

Age: 20Y
DOB:

Causality: Causality possible

Dystonia

Preferred Term Severity Report Description Treatment
Saliva altered Difficulty with salivation and tongue
movements.

Benztropine 2mg given orally.
thioridazine reduced to
150mg/d.

Medicine Details:

THIORIDAZINE HYDROCHLORIDE (Suspected)
Tablet 300.0 Milligram Daily

Reason:  Unspecified psychosis

Batch: Started: 26/10/1998 Stopped: 27/10/1998

Oral

RISPERIDONE (Suspected)

Reason:  Unspecified psychosis

Tablet 1.0 Milligram Daily Oral
Batch: Started: 23/10/1998 Stopped: CONTIN
DIAZEPAM (Suspected) Reason:  Anxiety neurosis
Tablet 15.0 Milligram Daily Oral
Batch: Started: 24/10/1998 Stopped: CONTIN
Laboratory Investigations:
Details

Date Type Range Date Tested Result

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 151064 Seq: 1 Gender: M
Reported: 28/03/2000 Weight:
Hospitalisation: Age: 38
Onset Date: 29/11/1999 DOB: 15/07/1961
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase incr
Convulsion Dilartin tds ivi, acylovir ivi (hsv
possible) 500mg tds x 4
doses. zoloft (sertraline
ceased ).
Hyperpyrexia
Hyperreflexia
Hypertonia
Medicine Details:
ZOLOFT (Suspected) Reason: Depression
100.0 Milligram Daily
Batch: Started: 26/11/1999 Stopped: 29/11/1999
LITHIUM CARBONATE (Suspected) Reason:
Tablet 1.5 Gram Daily Oral
Batch: Started: Stopped: 02/12/1999
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Ofr spec symp psychopathol nec
100.0 Milligram Daily
Batch: Started: 27/11/1999 Stopped: 29/11/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
Creatine 26/11/1999 73
Creatine 03/12/1999 2515

Additional Information:
Serotonin syndrone most probable neuroleptic malignant syndrome.

Report Run : 01/06/2007 02:46PM  Database: pusime02 ADRS004 Page 318 of 393



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 151161 Seq: 1 Gender: F
Reported: 03/04/2000 Weight: 117.00
Hospitalisation: Age: 41Y

Onset Date: 16/03/2000 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Syncope 1 x faint.
Dizziness 100mg melleril next day.

Medicine Details:
SERZONE (Interaction) Reason: Depression
Tablet 600.0 Milligram Daily Oral
Batch: Started: 01/12/1999 Stopped: CONTIN
MELLERIL (Interaction) Reason:  Specific disorders of sleep
Oral application 200.0 Milligram Daily Oral
Batch: Started: 15/03/2000 Stopped: 21/03/2000

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
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 151223 Seq: 1 Gender: M
Reported: 03/04/2000 Weight:
Hospitalisation: Age: 64
Onset Date: 31/03/1999 DOB: 12/04/1934
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Thinking abnormal Reduced mental agility.
Somnolence

Medicine Details:

MELLERIL (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: 01/09/1998 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Reaction commenced approximately one year ago when the dosage of melleril was increased from 75mg to 100mg. - 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
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 151288 Seq: 1 Gender: M
Reported: 06/04/2000 Weight:
Hospitalisation: Age: 74Y
Onset Date: 20/01/2000 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia

Medicine Details:

TOLVON (Suspected) Reason: Depression
Tablet 160.0 Milligram Daily Oral
Batch: Started: 31/12/1999 Stopped: 16/02/2000
MELLERIL (Suspected) Reason:  Otr spec symp psychopathol nec
Tablet 40.0 Milligram Daily Oral
Batch: Started: 06/01/2000 Stopped: 22/02/2000

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 29/12/1999 4.2
Neutrophils 17/02/2000 0.7
White blood cells 29/12/1999 5.2
\White blood cells 17/02/2000 1.7

Additional Information:
Patint was also taking coversyl, lipitor. allergic to aspirin.

Report Run : 01/06/2007 02:46PM  Database: pusime02 ADRS004 Page 321 of 393
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 151558 Seq: 1 Gender: F
Reported: 11/04/2000 Weight: 69.00
Hospitalisation: Age: 56Y
Onset Date: 03/08/1999 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Urinary incontinence

Medicine Details:

CIPRAMIL (Suspected) Reason: Depression
Tablet 40.0 Milligram Daily Oral
Batch: Started: 13/07/1999 Stopped: 06/03/2000
MELLERIL (Suspected) Reason: Depression
100.0 Milligram Daily
Batch: Started: 13/07/1999 Stopped: 05/01/2000

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 151810 Seq: 1 Gender: F
Reported: 17/04/2000 Weight:
Hospitalisation: Age: 52Y

DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Hypertension Melleril therapy ceased more
than 5 years ago.
Medicine Details:
MELLERIL (Suspected) Reason:
0.0
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Patient was taking multiple concomitannt medication.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 153016 Seq: 1 Gender: F
Reported: 24/05/2000 Weight: 58.00
Hospitalisation: Age: 19
Onset Date: 31/03/2000 DOB: 16/07/1980
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Headache
Hypotension
Tremor Monitoring condition.

Medicine Details:

MELLERIL (Suspected) Reason:  Ofr spec symp psychopathol nec
Tablet 100.0 Milligram Daily Oral
Batch: Started: 31/03/2000 Stopped: 31/03/2000

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
First episode of exposure to melleril. patient was also taking avemlafaxine, olanzipine.
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 153407 Seq: 1 Gender: F
Reported: 05/06/2000 Weight:
Hospitalisation: Age:
DOB:

Onset Date: 31/12/1995
Outcome: Not yet recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Neuralgia makes her face painful.

Causality: Causality possible

Neuralgia
Tardive dyskinesia

Melleril ceased.

Medicine Details:

MELLERIL (Suspected)
Tablet 25.0 Milligram Daily Oral

Stopped: 31/01/1995

Reason:

Batch: Started:

Laboratory Investigations:
Date Type Range Date Tested

Result Details

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

accurate but indicates that stoppage occurred sometime during the year.
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 153689 Seq: 1 Gender: M
Reported: 15/06/2000 Weight:
Hospitalisation: Age: 43
Onset Date: 09/12/1999 DOB: 19/05/1956
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Dysarthria The patient could not talk properly.
Dyspnoea
Hypersensitivity Celebrex ceased.
Tongue oedema Required

Specialist
Consultation

Medicine Details:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
Tablet 0.0 Oral
Batch: Started: Stopped: CONTIN
CELEBREX (Suspected) Reason:  Otr nerve injury multipl sitesno mention of open
Capsule 200.0 Milligram Daily Oral
Batch: Started: 09/12/1999 Stopped: 10/12/1999

Laboratory Investigations:
Date Type Range Date Tested Result

Details

Additional Information:
Patient also taking indomethacin, ranitidine, paracetamol, codeine and diazepam.
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 153787 Seq: 1 Gender: F
Reported: 09/06/2000 Weight:
Hospitalisation: Age: 48
Onset Date: DOB: 30/05/1952
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Tardive dyskinesia Increased facial movements involving
mouth.

Medicine Details:

THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 154411 Seq: 1 Gender: M
Reported: 03/07/2000 Weight:
Hospitalisation: Age: 85
Onset Date: DOB: 01/01/1915
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Bronchitis Chest infection.

Medicine Details:

MELLERIL (Suspected) Reason:
Tablet 50.0 Milligram As necessary Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 155035 Seq: 1 Gender: U
Reported: 19/07/2000 Weight:
Hospitalisation: Age:
Onset Date: 27/06/2000 DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Insomnia Can not get to sleep before midnight.

Medicine Details:

MELLERIL (Suspected) Reason:
Tablet 0.0 Oral
Batch: Started: 01/01/1966 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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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 155053 Seq: 1 Gender: F
Reported: 20/07/2000 Weight:
Hospitalisation: Age: 44
Onset Date: 01/07/2000 DOB: 10/08/1955
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Urinary incontinence Severe Severe Therapy changed to
chlorpromazine.

Medicine Details:

THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
Tablet 50.0 Milligram As necessary Oral
Batch: Started: 28/06/2000 Stopped: 04/07/2000

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 155177 Seq: 1 Gender: M
Reported: 20/07/2000 Weight:
Age: 25

Hospitalisation:
Onset Date: 23/06/2000
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

Stiff jaw Benztropine 2mg imi 23/6 and
again 24/6. melleril ceased

DOB: 05/11/1974
Causality: Causality possible

Dystonia

Tongue oedema Swollen tongue

Medicine Details:
DIAZEPAM (Other drug) Reason:
5.0 Milligram 1 time
Batch: Started: 22/06/2000 Stopped:
ZUCLOPENTHIXOL ACETATE (Suspected) Reason:  Unspecified neurosis
Injection 50.0 Milligram 1 time Intramuscular
Batch: Started: 22/06/2000 Stopped:
MELLERIL (Suspected) Reason:  Unspecified neurosis
300.0 Milligram Daily
Batch: Started: 22/06/2000 Stopped: 24/06/2000
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Only 5 doses of melleril 100mg given in conjunction with zyclopenthixol then ceased, no further dytonic reactions since then.

Report Run : 01/06/2007 02:46PM  Database: pusime02 ADRS004 Page 331 of 393



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 155178 Seq: 1 Gender: U
Reported: 20/07/2000 Weight:
Hospitalisation: Age: 21

Onset Date: 30/06/2000 DOB: 03/06/1979
Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Cogentin 2mg imi given
30/6/00.

Dystonia Jaw stiffness

Medicine Details:
DIAZEPAM (Other drug) Reason:  Anxiety neurosis
5.0 Milligram As necessary
Batch: Started: Stopped: CONTIN
ZUCLOPENTHIXOL ACETATE (Suspected) Reason:  Unspecified psychosis
Injection 50.0 Milligram 1 time Intravenous
Batch: Started: 29/06/2000 Stopped:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Unspecified psychosis
100.0 Milligram As necessary
Batch: Started: 30/06/2000 Stopped:
Laboratory Investigations:
Details

Date Type Range Date Tested Result

Additional Information:
2nd dose of zuclopenthixol acetate no ill effects. used speed prior to admission to hospital iv and amphetamine use for 1 year.
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 155668 Seq: 1 Gender: M
Reported: 31/07/2000 Weight:
Hospitalisation: Age: 16Y
Onset Date: 16/07/2000 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypertension Elevated systolic blood pressure,
170/80mm/hg.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 250.0 Milligram Daily Oral
Batch: Started: L TERM Stopped: CONTIN
PAROXETINE HYDROCHLORIDE (Suspected) Reason:
Tablet 10.0 Milligram Daily Oral
Batch: Started: Stopped: CONTIN
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Ofr spec symp psychopathol nec
Tablet 25.0 Milligram Daily Oral
Batch: Started: Stopped:
TEMAZEPAM (Suspected) Reason:
Tablet 10.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 155821 Seq: 1 Gender: M
Reported: 10/05/2000 Weight:
Hospitalisation: Age: 62
Onset Date: 30/01/2000 DOB: 18/08/1937
Outcome: Death Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Cardiac arrest
Electrocardiogram QT prolonged
Pulmonary oedema

Sudden death

Medicine Details:

SODIUM VALPROATE (Suspected) Reason:
0.0

Batch: Started: Stopped:
MELLERIL (Suspected) Reason:  Otr spec symp psychopathol nec

Tablet 600.0 Milligram Daily Oral

Batch: Started: 21/01/2000 Stopped: 30/01/2000
EFEXOR (Suspected) Reason:

75.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Electrocardiogram taken 27.1.00, shortly before death had a gt
interval of 13.8mm, which is prolonged.

Electrocardiograph

Other data Post-mortem showed coronary artery disease, pulmonary
oedema and signs of frontal lob dementia. further information:
autopsy report stated that the direct cause of death was
"combined effects of melleril toxicity and ischaemic hear
disease".

Additional Information:
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 155821 Seq: 1 Gender: M
Reported: 10/05/2000 Weight:
Hospitalisation: Age: 62
Onset Date: 30/01/2000 DOB: 18/08/1937
Outcome: Death Causality: Causality possible

Reaction Details:

Medicine Details:

SODIUM VALPROATE (Suspected) Reason:
0.0

Batch: Started: Stopped:
MELLERIL (Suspected) Reason:  Otr spec symp psychopathol nec

Tablet 600.0 Milligram Daily Oral

Batch: Started: 21/01/2000 Stopped: 30/01/2000
EFEXOR (Suspected) Reason:

75.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Other data Proportion each factor contributed.
Other data At post mortem the pathological features were of an

arrthymia/cardiac death (cardiac arrest). prolongation of the gt
interval is associated with an increased risk of heart arrthymias
and sudden death. so is coronary artery narrowing. the
deceased had both. both appeared to be significant. they both
probably contributed to death, however it is impossible to say
what

Additional Information:
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 155821 Seq: 1 Gender: M
Reported: 10/05/2000 Weight:
Hospitalisation: Age: 62
Onset Date: 30/01/2000 DOB: 18/08/1937
Outcome: Death Causality: Causality possible

Reaction Details:

Medicine Details:

SODIUM VALPROATE (Suspected) Reason:
0.0

Batch: Started: Stopped:
MELLERIL (Suspected) Reason:  Otr spec symp psychopathol nec

Tablet 600.0 Milligram Daily Oral

Batch: Started: 21/01/2000 Stopped: 30/01/2000
EFEXOR (Suspected) Reason:

75.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Toxicology results showed melleril concentration - 3.8mgl/l.
thioridazine - therapeutic blood level: 0.05-5mg/l, toxic blood
range: 1-5mg/l and reported fatal range: >2mg/l. blood
(preserv.) 3.8mgl/l. venlafaxine - therapeutic blood level:

Pharmacokinetics

>6mg/l. blood (preserv.) 0.7mg/l.

0.033-0.0597mg, toxic blood range n/a and reported fatal range:

Additional Information:
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 155821 Seq: 1 Gender: M
Reported: 10/05/2000 Weight:
Hospitalisation: Age: 62
Onset Date: 30/01/2000 DOB: 18/08/1937
Outcome: Death Causality: Causality possible

Reaction Details:

Medicine Details:

SODIUM VALPROATE (Suspected) Reason:
0.0

Batch: Started: Stopped:
MELLERIL (Suspected) Reason:  Otr spec symp psychopathol nec

Tablet 600.0 Milligram Daily Oral

Batch: Started: 21/01/2000 Stopped: 30/01/2000
EFEXOR (Suspected) Reason:

75.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Valproic acid - therapeutic blood level: 40-100mg/I, toxic blood

range: 45-135mg/l and reported fatal range: 389mg/l. blood

(preserv.) 10mgl/l.

Pharmacokinetics

Potassium Potassium was normal several days prior to death.

Additional Information:
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 157905 Seq: 1
Reported: 20/09/2000
Hospitalisation: Admitted to hospital
Onset Date: 28/08/2000

Outcome: Recovered
Reaction Details:

Gender: M
Weight:

Age: 32
DOB: 05/02/1968

Causality: Causality possible

Preferred Term Severity

Report Description

Treatment

Tachycardia
Hypertonia
Serotonin syndrome

Anxiety
Chills
Hypertonia

Hr was 140 beats/minute.
Occasional muscle jerks.
Serotonergic syndrome.

Patient was hospitalised. date
of recovery 30.8.00. treated
with periactin 8mg po.

Medicine Details:

CITALOPRAM HYDROBROMIDE (Interaction) Reason:
0.0
Batch: Started: Stopped:
THIORIDAZINE HYDROCHLORIDE (Interaction) Reason:
150.0 Milligram Daily
Batch: Started: Stopped:
EFEXOR (Interaction) Reason: Depression
150.0 Milligram Daily
Batch: Started: 20/08/2000 Stopped: 30/08/2000
DEXAMPHETAMINE SULPHATE (Interaction) Reason:
15.0 Milligram Daily
Batch: Started: 01/02/2000 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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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 159062 Seq: 1 Gender: M
Reported: 03/11/2000 Weight:
Hospitalisation: Age: 46Y
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Speech disorder Bizarre speech contents.

Confusional state
Drug ineffective

Medicine Details:
ALDAZINE (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: Stopped: 1™
EPILIM (Suspected) Reason:
2.4 Gram Daily
Batch: Started: Stopped: 26/09/2000

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
Death of patient as a result of septicemia (fungemia).
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 159252 Seq: 1 Gender: F
Reported: 14/11/2000 Weight:
Hospitalisation: Age: 48
Onset Date: DOB: 24/03/1952
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Cyanosis Blue lips
Salivary hypersecretion Frothing at the mouth

Medicine Details:

MELLERIL (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: 01/01/1990 Stopped: 31/01/2000

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient also taking tegretol, lithium. reaction continues, patient is profoundly disabled. 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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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 159359 Seq: 1 Gender: M
Reported: 16/11/2000 Weight:
Hospitalisation: Age: 46
Onset Date: 31/08/2000 DOB: 13/03/1954
Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Speech disorder Bizarre speech
Thinking abnormal Occasional vagueness
Confusional state

Medicine Details:

ALDAZINE (Suspected) Reason:
Oral application 100.0 Milligram Daily Oral
Batch: Started: Stopped:

EPILIM (Suspected) Reason:
Oral application 2.5 Gram Daily Oral
Batch: Started: 01/08/2000 Stopped: 26/09/2000

Laboratory Investigations:
Date Type Range Date Tested Result

Details

Additional Information:
Patient also taking monopril, solone, plaquenil, ranihexal. - 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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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 159360 Seq: 1 Gender: M
Reported: 16/11/2000 Weight:
Hospitalisation: Age: 46
Onset Date: 16/09/2000 DOB: 13/03/1954
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Chills
Coordination abnormal
Cough
Headache
Pyrexia
Rash maculo-papular
Tremor
Medicine Details:
ALDAZINE (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: Stopped:
EPILIM (Suspected) Reason:
Oral application 2.5 Gram Daily Oral
Batch: Started: 01/08/2000 Stopped: 26/09/2000
LAMICTAL (Suspected) Reason:
Oral application 20.0 Milligram Daily Oral
Batch: Started: 12/09/2000 Stopped: 23/09/2000
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient also taking monopril, solone, plaquenil, ranihexal. the dosage start date is not necessarily accurate but indicates that start
occurred sometime during the month.
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 159580 Seq: 1 Gender: M
Reported: 29/11/2000 Weight: 92.00
Hospitalisation: Admitted to hospital Age: 68
Onset Date: 13/10/2000 DOB: 09/12/1931
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hyponatraemia Fluid restriction, regular lasix
40mg mane, 20mg midi, slow
sodium infusion 40 mg/hr->
increased to 3 % sodium
chloride. patient was
hospitalised
Medicine Details:
TEMAZE (Suspected) Reason:
10.0 Milligram As necessary
Batch: Started: Stopped: 17/10/2000
MELLERIL (Suspected) Reason:
300.0 Milligram Daily
Batch: Started: Stopped: 16/10/2000
CELEBREX (Suspected) Reason:  Unspecified arthritis
20.0 Milligram Daily
Batch: Started: 13/10/2000 Stopped: 15/10/2000
Laboratory Investigations:
Date Type Range Date Tested Result Details
Sodium 10/10/2000 132
Sodium 12/10/2000 123
Sodium 13/10/2000 120
Sodium 15/10/2000 116
Sodium 15/10/2000 113

Additional Information:

exposure to celebrex but sodium levels fell rapidly after commencement of this drug.

Patient was also taking flixotide, cartia, oroxin, mixtard 30/70, panadeine, zestril, epilim, solone, ventolin, atrovent. no previous
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Report Details:

Case Number: 159755 Seq: 1 Gender: F
Reported: 23/11/2000 Weight:
Hospitalisation: Age: 39Y
Onset Date: DOB:

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Nightmare Horrific lifelike nightmares
Chills Muscle rigidity
Tachycardia Racing pulse up to 100 and 120
Suicide attempt Suicidal thoughts

Medicine Details:
MELLERIL (Suspected) Reason:
0.0

Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 159765 Seq: 1 Gender: M
Reported: 22/11/2000 Weight:
Hospitalisation: Admitted to hospital Age: 46Y
Onset Date: 23/09/2000 DOB:
Outcome: Death, maybe drug Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Somnolence Increased sleep +++
Chills
Coordination abnormal
Cough
Gastritis
Headache
Rash maculo-papular Lamictal ceased. iv antibiotics
including cefotaxime,
dicloxacillin, erythromycin,
meropenem and ampotericin.
Tremor
Medicine Details:
SOLONE (Other drug) Reason:  Systemic lupus erythematosus
Tablet 5.0 Milligram Daily Oral
Batch: Started: Stopped: 23/09/2000 2Y
ALDAZINE (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: Stopped: ™
EPILIM (Suspected) Reason:
Tablet 4.2 Gram Daily Oral
Batch: Started: Stopped: 26/09/2000
LAMICTAL (Suspected) Reason:
Tablet 20.0 Milligram Daily Oral
Batch: Started: 12/09/2000 Stopped: 21/09/2000

Laboratory Investigations:

Date Type Range Date Tested Result Details

Creatinine 30-120 01/09/2000 108

Creatinine 30-120 23/09/2000 257

Creatinine 30-120 24/09/2000 232

Microbiology Candida albicans isolated in a blood culture taken on 28/9/00.

Other data Post mortem 4/10/00: immediate cause of death diffuse acute
haemorrhagic ulcerating gastritis with candida overgrowth
candida septicaemia.

Additional Information:
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THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 159765 Seq: 1 Gender: M
Reported: 22/11/2000 Weight:
Hospitalisation: Admitted to hospital Age: 46Y
Onset Date: 23/09/2000 DOB:
Outcome: Death, maybe drug Causality: Causality possible

Reaction Details:

Medicine Details:

LAMICTAL (Suspected) Reason:

Tablet 40.0 Milligram Daily Oral

Batch: Started: 22/09/2000 Stopped: 23/09/2000
MONOPRIL (Suspected) Reason:  Essential benign hypertension

Tablet 10.0 Milligram Daily Oral

Batch: Started: Stopped: 23/09/2000 2Y
PLAQUENIL (Suspected) Reason:  Systemic lupus erythematosus

Tablet 400.0 Milligram Daily Oral

Batch: Started: Stopped: 02y

Laboratory Investigations:

Date Type Range Date Tested Result Details
Platelets 150 - 500 01/09/2000 245
Platelets 150 - 500 24/09/2000 66
Platelets 150 - 500 28/09/2000 315
Platelets 150 - 500 26/09/2000 137
Platelets 150 - 500 23/09/2000 96
Urea 25-75 01/09/2000 7.0
Urea 25-75 23/09/2000 144

Additional Information:
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 159765 Seq: 1 Gender: M
Reported: 22/11/2000 Weight:
Hospitalisation: Admitted to hospital Age: 46Y
Onset Date: 23/09/2000 DOB:
Outcome: Death, maybe drug Causality: Causality possible

Reaction Details:

Medicine Details:

SOLONE (Other drug) Reason:  Systemic lupus erythematosus

Tablet 5.0 Milligram Daily Oral

Batch: Started: Stopped: 23/09/2000 2Y
ALDAZINE (Suspected) Reason:

Tablet 100.0 Milligram Daily Oral

Batch: Started: Stopped: ™
EPILIM (Suspected) Reason:

Tablet 4.2 Gram Daily Oral

Batch: Started: Stopped: 26/09/2000
LAMICTAL (Suspected) Reason:

Tablet 20.0 Milligram Daily Oral

Batch: Started: 12/09/2000 Stopped: 21/09/2000

Laboratory Investigations:
Date Type Range Date Tested Result Details
Urea 25-75 24/09/2000 17.4

Additional Information:
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 159765 Seq: 1 Gender: M
Reported: 22/11/2000 Weight:
Hospitalisation: Admitted to hospital Age: 46Y

DOB:

Onset Date: 23/09/2000
Outcome: Death, maybe drug

Reaction Details:

Causality: Causality possible

Medicine Details:
LAMICTAL (Suspected) Reason:
Tablet 40.0 Milligram Daily Oral
Batch: Started: 22/09/2000 Stopped: 23/09/2000

MONOPRIL (Suspected) Reason:  Essential benign hypertension

Tablet 10.0 Milligram Daily Oral

Batch: Started: Stopped: 23/09/2000 2Y

PLAQUENIL (Suspected) Reason:  Systemic lupus erythematosus

Tablet 400.0 Milligram Daily Oral

Batch: Started: Stopped: 02y

Laboratory Investigations:

Additional Information:
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 160773 Seq: 1 Gender: F
Reported: 18/01/2001 Weight: 89.00
Hospitalisation: Age: 37Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Hallucination Hearing voices and visual hallucinations.
Psychotic disorder Slashed wrists and breasts.

Medicine Details:

ALDAZINE (Interaction) Reason:
50.0 Milligram As necessary
Batch: Started: Stopped:
ZYBAN SR (Interaction) Reason:
300.0 Milligram Daily
Batch: Started: 13/11/2000 Stopped: 04/01/2001
RISPERDAL (Interaction) Reason:
4.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient also taking adventan, akineton, aldazine, betnovate, depo-ralovera, diazepam, difflam, efexor-xr, ergodryl mono,
metoclopramide and panadeine forte. allergies to cephalexin, cortisone im, cotrimoxazole, doxycycline, erythromycin, gentamicin,

lincomycin, neomycin, septrin, sodium, streptomycin and theophylline.
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 162273 Seq: 1 Gender: F
Reported: 05/03/2001 Weight: 50.00
Hospitalisation: Age: 83
Onset Date: 12/01/2001 DOB: 16/12/1917
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Jaundice Melleril ceased. date of
recovery: 17/2/2001.

Medicine Details:
MELLERIL (Suspected) Reason:
0.0

Batch: Started: 03/01/2001 Stopped: 12/01/2001

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient also taking largactil. nil known allergies.
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 163385 Seq: 1 Gender: U
Reported: 02/04/2001 Weight:
Hospitalisation: Admitted to hospital Age:
Onset Date: 28/03/2001 DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Patient was admitted to
hospital after ceasing melleril,

the patient was switched over
to olanzapine for maintenance

Drug withdrawal syndrome

therapy.
Medicine Details:
MELLERIL (Suspected) Reason:
Tablet 0.0 Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
The date of onset is not necessarily accurate but indicates onset sometime in the month.
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 164049 Seq: 1 Gender: M
Reported: 09/02/2001 Weight:
Age: 50

Hospitalisation:
Onset Date: 28/12/2000
Outcome: Recovered

DOB: 15/05/1950
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Micturition disorder Difficulty in urination
Drug withdrawal syndrome

Medicine Details:
OLANZAPINE (Other drug) Reason:
7.5 Milligram Daily
Batch: Started: Stopped:
Reason:

MELLERIL (Suspected)
Tablet 100.0 Milligram Daily Oral

Batch: Started: Stopped: 28/12/2000

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
The dose of onset is not necessarily accurate but indicates onset sometime in the month. the dose stop date is not necessarily

accurete but indicates the drug was stop ped sometime in the month
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 164050 Seq: 1 Gender: F
Reported: 19/03/2001 Weight:
Hospitalisation: Age: 36
Onset Date: DOB: 20/01/1965
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome Increased behavioural symptoms.

Medicine Details:

HALOPERIDOL (Other drug) Reason:
Oral application 2.2 Milligram Daily Oral
Batch: Started: Stopped:
PREPULSID (Other drug) Reason:
Oral application 20.0 Milligram Daily Oral
Batch: Started: Stopped:
LOSEC (Other drug) Reason:
20.0 Milligram Daily
Batch: Started: Stopped:
MELLERIL (Suspected) Reason:
Tablet 150.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 164396 Seq: 1 Gender: M
Reported: 10/05/2001 Weight: 80.00
Hospitalisation: Admitted to hospital Age: 38
Onset Date: 16/11/2000 DOB: 15/08/1962
Outcome: Recovered 05/12/2000 Causality: Causality certain
Reaction Details:
Preferred Term Severity Report Description Treatment
Vasculitis Required Visit |An extensive, non blanching, palpable Fluids and insulin, Melleril
to Doctor Iré)L\JAr/g;Jric rash covered both upper and ceased

limbs, trunk, abdomen, buttocks and back,
sparing the mucosal surfaces.

Numerous
pustules were present over both lower
limbs.
Vasculitis Cutaneous vasculitis Melleril ceased. required a visit
to doctor. date of recovery
05/12/00 pt hospitalised
Medicine Details:
MELLERIL (Suspected) Reason:  Unspecified schizophrenia
0.0
Batch: Started: 10/11/2000 Stopped: 17/11/2000

Laboratory Investigations:
Date Type Range Date Tested Result Details
10/05/2001 |Other data
10/05/2001 |Skin biopsy

Additional Information:

Background included schizophrenia, type 2 diabetes and deep venous thrombosis (DVT). British Journal of dermatology 147,
1264-1281. The patient recommenced thioridazine from his own supply with recurrence of the vasculitic rash 24hrs later.
Sequelae: Thigh DVT with extension above the common femoral vein.
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 164435 Seq: 1 Gender: F
Reported: 11/05/2001 Weight: 50.00
Hospitalisation: Admitted to hospital Age: 93
Onset Date: 08/03/2001 DOB: 01/08/1907
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypertonia Patient was hospitalised.
changed to olanzapine.

Medicine Details:

RAMIPRIL (Other drug) Reason: Essential benign hypertension
10.0 Milligram Daily
Batch: Started: L TERM Stopped: CONTIN
ATENOLOL (Other drug) Reason:  Essential benign hypertension
50.0 Milligram Daily
Batch: Started: L TERM Stopped: CONTIN
RANITIDINE (Other drug) Reason:
300.0 Milligram Daily
Batch: Started: L TERM Stopped: CONTIN
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason: Paranoia
100.0 Milligram Daily
Batch: Started: L TERM Stopped: 07/03/2001
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

ceased.

Tremor

Case Number: 164481 Seq: 1 Gender: F
Reported: 14/05/2001 Weight: 73.00
Hospitalisation: Age: 73
Onset Date: 21/03/2001 DOB: 25/05/1927
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypertonia Stiffness.
Extrapyramidal disorder Required a visit to doctor. date

of recovery 20.4.01. melleril

Medicine Details:

LITHICARB (Other drug) Reason:
750.0 Milligram Daily
Batch: Started: Stopped:
PROGYNOVA (Other drug) Reason:  Menopausal symptoms
20.0 Milligram Daily
Batch: Started: Stopped:
TOFRANIL (Other drug) Reason: Depression
50.0 Milligram Daily
Batch: Started: Stopped:
ZANTAC (Other drug) Reason:
150.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 164481 Seq: 1 Gender: F
Reported: 14/05/2001 Weight: 73.00
Hospitalisation: Age: 73
Onset Date: 21/03/2001 DOB: 25/05/1927
Outcome: Recovered Causality: Causality probable

Reaction Details:

Medicine Details:

ZESTRIL (Other drug) Reason: Essential benign hypertension
5.0 Milligram Daily
Batch: Started: Stopped:
MELLERIL (Suspected) Reason:
10.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 165276 Seq: 1 Gender: M
Reported: 12/06/2001 Weight: 76.00
Hospitalisation: Admitted to hospital Age: 79
Onset Date: 19/02/2001 DOB: 24/11/1921
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypotension Bp 70-90.
Aphasia Mutism.
Arrhythmia Pulse very slow and irregular.
Neuroleptic malignant syndrome |Severe Severe neuroleptic nalignant syndrome.
Bradycardia
Hypertonia Patient was hospitalised.
required a visit to doctor.
reaction was life threatening.
treated with baclofen 1 bd.
melleril ceased.
Medicine Details:
GINKGO BILOBA (Other drug) Reason:
0.0
Batch: Started: Stopped:
VITAMINS (Other drug) Reason:
0.0
Batch: Started: Stopped:
TENORMIN (Other drug) Reason:
25.0 Milligram Daily
Batch: Started: Stopped:
CARTIA (Other drug) Reason:
100.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
The dose start date for risperdal is not accurate but indicates the drug was started sometime in the year. patient had been taking
melleril 10mg regularly at 5pm instead of only prn.
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 165276 Seq: 1 Gender: M
Reported: 12/06/2001 Weight: 76.00
Hospitalisation: Admitted to hospital Age: 79
Onset Date: 19/02/2001 DOB: 24/11/1921
Outcome: Recovered Causality: Causality possible
Reaction Details:
Medicine Details:
ARICEPT (Other drug) Reason:
5.0 Milligram Daily
Batch: Started: Stopped:
FOLIC ACID (Other drug) Reason:
5.0 Milligram Daily
Batch: Started: Stopped:
MELLERIL (Suspected) Reason:
10.0 Milligram Daily
Batch: Started: Stopped:
RISPERDAL (Suspected) Reason:  Ofr spec symp psychopathol nec
0.5 Milligram Daily
Batch: Started: 01/01/2000 Stopped: 22/02/2001

Laboratory Investigations:

Additional Information:

The dose start date for risperdal is not accurate but indicates the drug was started sometime in the year. patient had been taking
melleril 10mg regularly at 5pm instead of only prn.
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 165734 Seq: 1 Gender: M
Reported: 25/06/2001 Weight:
Hospitalisation: Admitted to hospital Age: 65Y
Onset Date: DOB:

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Thinking abnormal Cognitive decline
Drug withdrawal syndrome Required Treated with benztropine
Specialist

Consultation

Dyskinesia
Tardive dyskinesia

Medicine Details:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
0.0
Batch: Started: Stopped: 28/02/2001

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

dose stop date is not necessarily accurate but indicates thioridazine was stopped sometime in february.

The patient has a medical history of taking thioridazine 100mg for the past 30 years without events and was abruptly ceased. the
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 166463 Seq: 1 Gender: M
Reported: 16/07/2001 Weight:
Hospitalisation: Admitted to hospital Age: 57Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Pneumonia Aspiration pneumonia
Dysphagia Inability to swallow
Speech disorder Mutism

Blood creatine phosphokinase incr
Hepatic function abnormal
Hypertension

Hypertonia

Medicine Details:

LAMOTRIGINE (Other drug) Reason:
200.0 Milligram Daily
Batch: Started: Stopped:
CLONAZEPAM (Other drug) Reason:
3.0 Milligram Daily
Batch: Started: Stopped:
SODIUM VALPROATE (Other drug) Reason:
500.0 Milligram Daily
Batch: Started: Stopped:
MELLERIL (Suspected) Reason:  Other&unspecified epilepsy
Tablet 50.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 166463 Seq: 1 Gender: M
Reported: 16/07/2001 Weight:
Hospitalisation: Admitted to hospital Age: 57Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome Patient was hospitalised and
treated with antibiotics
(penicillin gentamicin and
metronidazole. patient
unresponsive and melleril
discontinued.
Pyrexia
Somnolence
Tachycardia
Tremor
Medicine Details:
LAMOTRIGINE (Other drug) Reason:
200.0 Milligram Daily
Batch: Started: Stopped:
CLONAZEPAM (Other drug) Reason:
3.0 Milligram Daily
Batch: Started: Stopped:
SODIUM VALPROATE (Other drug) Reason:
500.0 Milligram Daily
Batch: Started: Stopped:
MELLERIL (Suspected) Reason:  Other&unspecified epilepsy
Tablet 50.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Additional Information:
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 167083 Seq: 1 Gender: M
Reported: 01/08/2001 Weight:
Hospitalisation: Admitted to hospital Age: 51Y
Onset Date: 20/06/2001 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Confusional state All psychotropic medications

ceased. rehydration and
admitted to hospital.
Drug level increased
Tremor

\Vomiting

Medicine Details:

MELLERIL (Interaction) Reason:
150.0 Milligram Daily
Batch: Started: Stopped: 20/06/2001
SEROQUEL (Interaction) Reason:
200.0 Milligram Daily
Batch: Started: 09/05/2001 Stopped: 20/06/2001
EPILIM (Interaction) Reason:
400.0 Milligram Daily
Batch: Started: 13/06/2001 Stopped: 20/06/2001
LITHIUM CARBONATE (Interaction) Reason:
150.0 Milligram Daily
Batch: Started: Stopped: 20/06/2001
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:
Case Number: 167083
Reported: 01/08/2001
Hospitalisation:
Onset Date: 20/06/2001
Outcome: Recovered

Reaction Details:

Medicine Details:

Admitted to hospital

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

Seq: 1

GEMFIBROZIL (Other drug) Reason:  Othr&unspec metabolic diseases
1.2 Gram Daily
Batch: Started: 17/04/2001 Stopped:
RANITIDINE (Other drug) Reason:
300.0 Milligram Daily
Batch: Started: Stopped:
ACICLOVIR (Other drug) Reason:
800.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Additional Information:
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 167730
Reported: 20/08/2001
Hospitalisation:
Onset Date:
Outcome: Death, maybe drug

Reaction Details:

Seq: 1

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

59Y

Preferred Term Severity

Report Description Treatment

Anaemia

Photosensitivity reaction

Systemic lupus erythematosus
Systemic lupus erythematosus ras

Medicine Details:

Additional Information:

FLUPHENAZINE DECANOATE (Suspected) Reason:  Unspecified schizophrenia
Injection 25.0 Milligram Fortnightly Intramuscular
Batch: Started: Stopped:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Unspecified schizophrenia
Tablet 50.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Erythrocyte Esr was 60mm/hr.
Haemoglobin Haemoglobin 11.4gm/dI.
Immunology Homogeneous antinuclear factor was positive (titer, 1:20,480).
Lymphocytes Lymphocytes 0.5 x 10/1.
Platelets Platelet count was normal.
Rheumatoid factor| Rheumatoid factor was positive.
Skin biopsy Cutaneous lupus erythematosus, confirmed by skin biopsy.
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 167731 Seq: 1 Gender: M
Reported: 20/08/2001 Weight:
Hospitalisation: Age: 58Y
Onset Date: DOB:

Outcome: Death, maybe drug Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Aneurysm Aortic aneurysm.

Medicine Details:

FLUPHENAZINE DECANOATE (Suspected) Reason:  Unspecified schizophrenia
Injection 25.0 Milligram Fortnightly Intramuscular
Batch: Started: Stopped:

THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Unspecified schizophrenia
Tablet 50.0 Milligram Daily Oral
Batch: Started: Stopped:

PREDNISOLONE (Suspected) Reason:
10.0 Milligram Daily

Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Radiololgy Chest radiograph followed by computed tomographic scan of
the chest revealed a ruptured saccular aneurysm of the arch of

the aorta. chest readiograph the previous year had shown a
normal cardiomediastinal contour.

Additional Information:

Report Run : 01/06/2007 02:47PM  Database: pusime02 ADRS004 Page 366 of 393



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Reported: 05/11/2001

Hospitalisation:

Onset Date: 28/09/2001
Outcome: Recovered

Reaction Details:

Case Number: 169641 Seq: 1

Gender: F
Weight: 52.00
Age: 67

DOB: 16/06/1934
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Diplopia Upward gaze. Required a visit to doctor. date
of recovery: 21/10/2001.
Medicine Details:
LIPEX (Other drug) Reason:  Othr&unspec metabolic diseases
20.0 Milligram Daily
Batch: Started: Stopped:

HALCION (Other drug)

Batch:

125.0 Microgram
Started:

Reason:  Specific disorders of sleep

Daily

Stopped:

MELLERIL (Suspected)

Batch:

25.0 Milligram
Started: 01/01/1998

Reason:  Unspecified psychosis

Daily

Stopped:

Laboratory Investigations:

Date Type Range

Date Tested Result

Details

Additional Information:

Patient has sulphur allergy. the dose start date for melleril is not accurate but indicates melleril was started sometime in the year.
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 172442 Seq: 1 Gender: M
Reported: 06/02/2002 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 99U
Onset Date: 28/12/2001 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Neuroleptic malignant syndrome

Medicine Details:

MELLERIL (Interaction) Reason:  Unspecified schizophrenia
0.0 Oral
Batch: Started: Stopped:
OLANZAPINE (Interaction) Reason:
0.0
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
180454 is a duplicate.
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 175204 Seq: 1 Gender: F
Reported: 06/05/2002 Weight:
Age: 44

Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

Retinal toxicity, pigment epithelial atrophy. [Melleril was discontinued.

DOB: 28/04/1958
Causality: Causality possible

Retinal disorder

Medicine Details:
MELLERIL (Suspected)

Tablet
Batch: Started: 01/01/1994 Stopped:
Reason:  Unspecified schizophrenia

Reason:  Unspecified schizophrenia

0.0 Oral

CLOZAPINE (Suspected)
Tablet 450.0 Milligram Daily Oral

Batch: Started: 27/07/1994 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details
Electrographics Erg (an electroretinogram) showed that the patient's retina was
grossly abnormal and significantly extinguished.
Other data The reporter stated that the patient suffered from extensive
retinal pigment epithelial apathy.

Additional Information:
The dose start date for melleril is not accurate but indicates the drug was started sometime in the year.
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 175958 Seq: 1 Gender: F
Reported: 05/06/2002 Weight:
Hospitalisation: Admitted to hospital Age:
Onset Date: 18/05/2002 DOB:
Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Electrocardiogram QT prolonged Patient hospitalised.
Electrocardiogram abnormal

Medicine Details:

MELLERIL (Suspected) Reason:
Tablet 0.0 Oral
Batch: Started: Stopped:
CLOZAPINE (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Long circuit heart conduction and an increased qt interval.

Electrographics

Additional Information:
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 177675 Seq: 1 Gender: M
Reported: 06/08/2002 Weight: 69.00
Hospitalisation: Age: 45Y
Onset Date: 28/02/2001 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Thinking abnormal Profound neurocognitive symptoms Olanzapine, diazepam.
Anxiety
Drug withdrawal syndrome
Insomnia
Neurosis
Psychotic disorder
Urinary incontinence

Medicine Details:

MELLERIL (Suspected) Reason:
Tablet 250.0 Milligram Daily Oral
Batch: Started: Stopped: 28/02/2001

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
The date of onset is not necessarily accurate but indicates onset sometime in the month. the dose stop date is not necessarily
accurate but indicates melleril was stopped sometime in the month.
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 180056 Seq: 1 Gender: M
Reported: 28/10/2002 Weight:
Hospitalisation: Age: 07Y

DOB:

Onset Date: 01/10/2002
Outcome: Not yet recovered

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Hyperglycaemia Required a visit to doctor.
managed with insulin.

Medicine Details:

Reason: Diabetes mellitus

ACTRAPID (Other drug)
0.0

Batch: Started: L TERM Stopped: CONTIN
MELLERIL (Suspected) Reason: Behavior disorders of childhod

Tablet 20.0 Milligram Daily Oral

Batch: Started: 01/10/2002 Stopped: CONTIN
Laboratory Investigations:

Date Type Range Date Tested Result Details

Bgl stabe 4-10 - bgl increased to 18-20.

Serum glucose

Additional Information:
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THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 180797 Seq: 1 Gender: F
Reported: 18/12/2002 Weight: 85.00
Hospitalisation: Hospitalisation prolonged Age: 73
Onset Date: 16/10/2002 DOB: 02/02/1929
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Tremor Severe was previously on thioridazine and Thioridazine and

trifluoperazine until Nov 2001, ceased due (Trifluoperazine ceased.

to tremor Admitted to hospital.
Medicine Details:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped:
TRIFLUOPERAZINE HYDROCHLORIDE (Suspected) Reason:
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run : 01/06/2007 02:47PM  Database: pusime02 ADRS004 Page 373 of 393




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 181463 Seq: 1 Gender: M
Reported: 13/01/2003 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 38Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality certain
Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatic function abnormal Caused or Hepatic Function Abnormal and
prolonged Hyperkalaemia
inpatient
hospitalisation
Hyponatraemia Caused or Hyponatraemia, Hyperglycaemia, Gl Fluids and insulin were
prolonged haemorrhage administered, Thioridazine

hospitalisation

Blood alkaline phosphatase increa|Caused or
prolonged
inpatient
hospitalisation

inpatient was discontinued.

Medicine Details:

THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:

Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
13/01/2003 [ALT = SGPT (>30)
13/01/2003 |[Creatinine (rr0.06-0.12)
13/01/2003 |GGT = SGGT = (>35)
13/01/2003 [Immunology
13/01/2003 |Potassium (RR 3-5-5.0)
13/01/2003 [SAP = ALP (30-100)
13/01/2003 |Serum glucose

Additional Information:
Blood osmolarity increased. History diabetes mellitus non-insulin-dependent.

The patient recommenced thiaridazine from his own supply with reccurrence of the vasculitis rash 24 hours later.

24D. Report Source Literature

Journal:British Journal of Dermatology

Author: Greenfield JR, McGrath M, Kossard S, Charlesworth JA, Campbell LV.
Title: ANCA-bostive vasculitis induced bv thioridazine: confirmed bv rechallenae.
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 181463 Seq: 1 Gender: M
Reported: 13/01/2003 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 38Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality certain
Reaction Details:
Preferred Term Severity Report Description Treatment
Gastrointestinal haemorrhage Caused or
prolonged
inpatient
hospitalisation
Hyperglycaemia Caused or
prolonged
inpatient
hospitalisation
Hyperkalaemia Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:

Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
13/01/2003 |Sodium (137-146)
13/01/2003 |Urea (3.0-8.5)

13/01/2003 |Urine osmolality (RR 275-295)
13/01/2003 |White blood cells

Additional Information:

Blood osmolarity increased. History diabetes mellitus non-insulin-dependent.

The patient recommenced thiaridazine from his own supply with reccurrence of the vasculitis rash 24 hours later.
24D. Report Source Literature

Journal:British Journal of Dermatology

Author: Greenfield JR, McGrath M, Kossard S, Charlesworth JA, Campbell LV.

Title: ANCA-postive vasculitis induced bv thioridazine: confirmed bv rechallenae.
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 181463 Seq: 1 Gender: M
Reported: 13/01/2003 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 38Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality certain
Reaction Details:
Preferred Term Severity Report Description Treatment
Ketoacidosis Caused or
prolonged
inpatient
hospitalisation
Leukocytoclastic vasculitis Caused or
prolonged
inpatient
hospitalisation
Leukocytosis Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:

Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:

Blood osmolarity increased. History diabetes mellitus non-insulin-dependent.

The patient recommenced thiaridazine from his own supply with reccurrence of the vasculitis rash 24 hours later.
24D. Report Source Literature

Journal:British Journal of Dermatology

Author: Greenfield JR, McGrath M, Kossard S, Charlesworth JA, Campbell LV.

Title: ANCA-postive vasculitis induced bv thioridazine: confirmed bv rechallenae.
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 181463 Seq: 1 Gender: M
Reported: 13/01/2003 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 38Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality certain
Reaction Details:
Preferred Term Severity Report Description Treatment
Metabolic acidosis Caused or
prolonged
inpatient
hospitalisation
Rash pruritic Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:

Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:

Blood osmolarity increased. History diabetes mellitus non-insulin-dependent.

The patient recommenced thiaridazine from his own supply with reccurrence of the vasculitis rash 24 hours later.
24D. Report Source Literature

Journal:British Journal of Dermatology

Author: Greenfield JR, McGrath M, Kossard S, Charlesworth JA, Campbell LV.

Title: ANCA-postive vasculitis induced bv thioridazine: confirmed bv rechallenae.
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 181670 Seq: 1 Gender: F
Reported: 15/01/2003 Weight: 0.00
Hospitalisation: Age: 72
Onset Date: 11/12/2002 DOB: 01/11/1930
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Renal impairment Renal function medically significant

abnormal, hypotensive

Hypotension

Medicine Details:

SODIUM VALPROATE (Other drug) Reason:
Batch: Started: Stopped:
MELLERIL (Suspected) Reason:
Tablet 275.0 Milligram Daily Oral
Batch: Started: 23/10/2002 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details
15/01/2003 |Creatinine
15/01/2003 |[Urea 11/12/2002 20.4
15/01/2003 |[Urea 11/12/2002 0.23

Additional Information:
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 182478 Seq: 1 Gender: F
Reported: 06/02/2003 Weight: 0.00
Hospitalisation: Age: 22Y
Onset Date: 17/04/2000 DOB:
Outcome: Death Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Arrhythmia Life Arrhythmia, ventricular fibrilation, drug Post mortem conducted on
threatening toxicity, and death. 18/04/2000
Death Life Arrhythmia, ventricular fibrilation, drug Post mortem conducted on
threatening toxicity, and death. 18/04/2000
\entricular fibrillation Life
threatening
Medicine Details:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
Tablet 300.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
06/02/2003 [Creatine (0.05-5mg/L) | 18/04/2000 1.5
06/02/2003 [Creatine (0.05-5mg/L) | 18/04/2000 2.3
06/02/2003 |Creatine (0.05 - 5mg/L) | 18/04/2000 0.1

Additional Information:

of Thioridazine'. Other drugs - Sertraline, Diazepam, Nystatin, Clotrimazole, Clonazepam, Paracetamol and Chlorpromazine.
The patient experienced cardiac arrythmia and then ventricular fibrillation on 17/04/03 and the outcome was death. The dose of

thioridazine was not inappropriate or excessive.

There were no suspicious circumstances. The coroner's formal finding on 04/02/03 stated the sole cause of death as 'toxic effects
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 194448 Seq: 1 Gender: F
Reported: 09/02/2004 Weight: 0.00
Hospitalisation: Age: 37Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Visual acuity reduced Impaired driving ability,
Retinopathy F\’_etri?opathy, Vitreous floaters, acquired
nig

blindness, visual acuity reduced, retinal
depigmentation, chorioretinal
atrophy, pupillary reflex impaired.

Chorioretinal atrophy
Night blindness
Pupillary reflex impaired
Retinal depigmentation
Vitreous floaters

Medicine Details:

CARBAMAZEPINE (Other drug) Reason:
Batch: Started: Stopped:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
Tablet 900.0 Milligram Daily Oral
Batch: Started: Stopped: 4 months

Laboratory Investigations:
Date Type Range Date Tested Result Details

09/02/2004 |[Other data

Additional Information:
Four months later her vision had improved sufficiently to allow her to drive again. Unfortunately, she remains visually disabled at
night. Clinical and Experimental Ophthalmology 2003; 31: 533-544.
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 195845 Seq: 1 Gender: F
Reported: 23/03/2004 Weight: 0.00
Hospitalisation: Age: 69Y
DOB:

Onset Date:

Outcome: Recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Akathisia Moderate akathisia, medication error.
Medication error
Medicine Details:
MELLERIL (Suspected) Reason:
Tablet Dose Unspecified Oral
Batch: Started: L TERM Stopped: 8 years
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 196864 Seq: 1 Gender: M
Reported: 29/04/2004 Weight: 0.00
Hospitalisation: Age: 46
Onset Date: DOB: 17/12/1957
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Tardive dyskinesia Tardive dyskinesia

Medicine Details:
MELLERIL (Suspected) Reason:  Schizophrenia

Dose Unspecified Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 202679 Seq: 1 Gender: M
Reported: 18/11/2004 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 48
Onset Date: DOB:
Outcome: Unrelated death Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Bronchopneumonia Caused or Patient died of bronchopneumonia.
prolonged
inpatient
hospitalisation

Medicine Details:

THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 207600 Seq: 1 Gender: F
Reported: 04/05/2005 Weight: 0.00
Hospitalisation: Age: 0
Onset Date: 01/08/2002 DOB: 01/05/2002
Outcome: Death, maybe drug 01/08/2002 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Drug exposure during pregnancy [Death Sudden infant death syndrome, mother on

Thioridazine for schizophrenia.

Sudden infant death syndrome Death

Medicine Details:

THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Unspecified schizophrenia
Tablet Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 207812 Seq: 1 Gender: M
Reported: 13/05/2005 Weight: 0.00
Hospitalisation: Age: 27Y
Onset Date: 29/09/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:

Preferred Term Severity Report Description Treatment
Akathisia The patient experienced akathisia and Risperidone ceased.
anxiety.

Anxiety
Therapy regimen changed
Medicine Details:
TEMAZEPAM (Other drug) Reason:
20.0 Milligram Daily Oral
Batch: Started: 29/09/1998 Stopped:
RISPERDAL (Suspected) Reason:  Unspecified schizophrenia
500.0 Microgram Daily Oral
Batch: Started: 04/09/1998 Stopped: 06/10/1998
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
Tablet 25.0 Milligram Daily Oral
Batch: Started: 29/09/1998 Stopped: 0
PROCYCLIDINE HYDROCHLORIDE (Suspected) Reason:
Tablet 10.0 Milligram Daily Oral
Batch: Started: 29/09/1998 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Clinical Trial RODOS WAVEI: RODOS
Report 207816 is the second sequence to this report.
Patient on variable dose of Risperdal from 0.5 mg to 6 mg
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ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 207816 Seq: 1 Gender: M
Reported: 13/05/2005 Weight: 0.00
Hospitalisation: Age: 25Y
DOB:

Onset Date: 23/11/1996
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Musculoskeletal stiffness Caused or The patient experienced side stiffness. Given Cogentin 4mg daily.
prolonged
inpatient
hospitalisation

Medicine Details:
DIAZEPAM (Other drug) Reason:
15.0 Milligram
Batch: Started: 23/11/1996 Stopped:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped: Contin
RISPERDAL (Suspected) Reason:  Unspecified schizophrenia
Tablet 12.0 Milligram Daily Oral
Batch: Started: Stopped: 0
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Clinical Trial RODOS WAVE |: RODOS
Report 207812 is the first sequence to this report.
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Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 208539 Seq: 1 Gender: F
Reported: 07/06/2005 Weight: 63.00
Hospitalisation: Age: 21Y
Onset Date: DOB:
Outcome: Death, maybe drug Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Completed suicide Death Completed suicide, overdose, drug toxicity.
Drug toxicity Death
Overdose Death

Medicine Details:

AROPAX (Suspected) Reason:
Oral
Batch: Started: Stopped:
CARBAMAZEPINE (Suspected) Reason:
Oral
Batch: Started: Stopped:
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped:
ALCOHOL (Suspected) Reason:
Oral Liquid Oral
Batch: Started: Stopped: 0
Laboratory Investigations:
Date Type Range Date Tested Result Details
07/06/2005 |[Other data Toxicity results: Chest blood carbamazepine at 18mgl/L,
28mg/kg in liver and 610mg in stomach; chest blood paroxetine
at 2.7mg/L and 26mg/kg in liver; chest blood thioridazine at
3.7mg/L and 12mg/kg in liver with the metabolites mesoridazine
not detected in blood or liver, and sulforidazine not detected in
liver but detected in chest blood at 0.1mg/L. Lamotrigine chest
blood concentration was 39mg/L (Table 1).

Additional Information:

The deceased had been on lamotrigine for over three years and was taking a dosage of 600mg/day at the time of death. Journal
of Forensic Sciences - Postmortem Investigation of Lamotrigine Concentrations, Maria G. Pricone, Christopher V. King, Olaf H.
Drummer, Ken Opeskin and lain M. Mclintyre. Case 8.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 208539 Seq: 1 Gender: F
Reported: 07/06/2005 Weight: 63.00
Hospitalisation: Age: 21Y
Onset Date: DOB:
Outcome: Death, maybe drug Causality: Causality possible
Reaction Details:
Medicine Details:
LAMICTAL (Suspected) Reason:  Other&unspecified epilepsy
Tablet 600.0 Milligram Daily Oral
Batch: Started: L TERM Stopped: 0

Laboratory Investigations:

Additional Information:

Drummer, Ken Opeskin and lain M. Mclintyre. Case 8.

The deceased had been on lamotrigine for over three years and was taking a dosage of 600mg/day at the time of death. Journal
of Forensic Sciences - Postmortem Investigation of Lamotrigine Concentrations, Maria G. Pricone, Christopher V. King, Olaf H.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 209810 Seq: 1 Gender: F
Reported: 13/07/2005 Weight: 0.00
Hospitalisation: Age: 29
Onset Date: 21/04/2005 DOB: 26/03/1976
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome Incapacity/dis |Patient experienced withdrawal symptoms |Seroquel
ability which included hallucinations after being

withdrawn form Meleril. 28/04/2005. Her
speech and communiction skills had
deteriorated greatly, she found difficulty
finding the right word and tended to stutter

them.
Regressive behaviour Incapacity/dis [She went from a very competnet person
ability with good life skills to a child of

approximate 4 years of age. She
experienced loss of social skills and

confidence.27/06/2005.
Medicine Details:
SERENACE (Other drug) Reason:
Batch: Started: Stopped:
TEGRETOL (Other drug) Reason:
Batch: Started: Stopped:
EPILIM (Other drug) Reason:
Batch: Started: Stopped:
MELLERIL (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped: 15/05/2005 0
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
PMHXx: congenital central nervous system anomaly
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 209810 Seq: 1 Gender: F
Reported: 13/07/2005 Weight: 0.00
Hospitalisation: Age: 29
Onset Date: 21/04/2005 DOB: 26/03/1976
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Anxiety Incapacity/dis
ability
Disturbance in attention Incapacity/dis
ability
Hallucination
Speech disorder Incapacity/dis
ability
Weight decreased Incapacity/dis
ability

Medicine Details:

SERENACE (Other drug) Reason:

Batch: Started: Stopped:

TEGRETOL (Other drug) Reason:

Batch: Started: Stopped:

EPILIM (Other drug) Reason:

Batch: Started: Stopped:

MELLERIL (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped: 15/05/2005 0

Laboratory Investigations:

Additional Information:
PMHXx: congenital central nervous system anomaly
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 211188 Seq: 1 Gender: M
Reported: 30/08/2005 Weight: 0.00
Hospitalisation: Age: 18
Onset Date: 30/06/2000 DOB: 28/05/1982
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Ophthalmoplegia Patient developed muscular stiffness,

particularly of the jaw, rigidity, drooling,
inability to speak, frozen stiff, even frozen
eye balls 6 hours after the 3rd dose.

Drooling

Joint stiffness

Muscle rigidity
Musculoskeletal stiffness

Medicine Details:

THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: 28/06/2000 Stopped: 30/06/2000 0

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 212062 Seq: 1 Gender: F
Reported: 28/09/2005 Weight: 70.00
Hospitalisation: Age: 56
Onset Date: 01/09/2005 DOB: 29/01/1949
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Musculoskeletal stiffness Patient experienced stiffness, agitation, |Ceased all medication, ICU.

sweating, clonus ++ increased tone,
serotonin syndrome or NMS.
Agitation

Clonus
Hyperhidrosis
Hypertonia
Serotonin syndrome

Medicine Details:

OLANZAPINE (Suspected) Reason:  Manic-depression psycho,manic
Batch: Started: 18/08/2005 Stopped: 08/09/2005
DOXEPIN HYDROCHLORIDE (Suspected) Reason:
Batch: Started: Stopped: 08/09/2005
AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:
Batch: Started: Stopped: 08/09/2005
MELLERIL (Suspected) Reason:
Batch: Started: Stopped: 08/09/2005 0
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 14 Jun 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
ALDAZINE,MELLERIL, THIORIDAZINE HYDROCHLORIDE

Report Details:

Case Number: 212062 Seq: 1 Gender: F
Reported: 28/09/2005 Weight: 70.00
Age: 56

Hospitalisation:
Onset Date: 01/09/2005
Outcome: Not yet recovered

Reaction Details:

DOB: 29/01/1949
Causality: Causality possible

Medicine Details:
RISPERIDONE (Suspected)

Reason:  Ofr spec symp psychopathol nec

Batch: Started: 28/08/2005 Stopped: 08/09/2005
LITHIUM CARBONATE (Suspected) Reason:  Manic-depression psycho,manic

Tablet 1.0 Gram Daily Oral

Batch: Started: 18/08/2005 Stopped: 08/09/2005 0

Laboratory Investigations:

Additional Information:

Report Run : 01/06/2007 02:47PM  Database: pusime02 ADRS004 Page 393 of 393



	2504
	1

	2506
	1

	2506
	1

	52892
	1

	52892
	1

	55211
	1

	55497
	1

	56794
	1

	56900
	1

	57910
	1

	57910
	1

	58666
	1

	59249
	1

	59250
	1

	60078
	1

	60078
	1

	60431
	1

	60649
	1

	60708
	1

	61692
	1

	61702
	1

	61767
	1

	63260
	1

	63467
	1

	63625
	1

	63636
	1

	63845
	1

	64290
	1

	64290
	1

	64559
	1

	64622
	1

	64702
	1

	67336
	1

	67886
	1

	67927
	1

	67927
	1

	68549
	1

	68664
	1

	68664
	1

	68970
	1

	68970
	1

	69227
	1

	69227
	1

	70577
	1

	70840
	1

	70840
	1

	71244
	1

	71265
	1

	71883
	1

	71950
	1

	72181
	1

	72435
	1

	72526
	1

	72776
	1

	72798
	1

	72799
	1

	73409
	1

	73409
	1

	73656
	1

	73656
	1

	74392
	1

	74392
	1

	74599
	1

	74688
	1

	74905
	1

	75017
	1

	75117
	1

	75289
	1

	75522
	1

	75674
	1

	75848
	1

	76492
	1

	76506
	1

	77126
	1

	77236
	1

	77348
	1

	77348
	1

	77700
	1

	78092
	1

	79270
	1

	80092
	1

	80433
	1

	80633
	1

	80656
	1

	81490
	1

	81749
	1

	83130
	1

	83130
	1

	83207
	1

	83207
	1

	83207
	1

	83207
	1

	83240
	1

	83240
	1

	83925
	1

	83978
	1

	84160
	1

	84194
	1

	84194
	1

	84390
	1

	84390
	1

	84675
	1

	84854
	1

	84854
	1

	85477
	1

	85860
	1

	86985
	1

	87105
	1

	87105
	1

	87515
	1

	87515
	1

	90021
	1

	90349
	1

	90864
	1

	90864
	1

	91519
	1

	91523
	1

	91523
	1

	92422
	1

	92868
	1

	93029
	1

	93238
	1

	93757
	1

	94784
	1

	94784
	1

	95073
	1

	95194
	1

	95194
	1

	95936
	1

	96047
	1

	96641
	1

	96641
	1

	96675
	1

	96714
	1

	96714
	1

	96714
	1

	96751
	1

	96914
	1

	97237
	1

	97272
	1

	97272
	1

	97467
	1

	97867
	1

	97867
	1

	99527
	1

	99527
	1

	99680
	1

	99680
	1

	99853
	1

	99985
	1

	100482
	1

	100673
	1

	100673
	1

	100714
	1

	100714
	1

	100894
	1

	100894
	1

	100982
	1

	100982
	1

	100982
	1

	100982
	1

	101218
	1

	101576
	1

	101820
	1

	102138
	1

	103156
	1

	103445
	1

	103783
	1

	104565
	1

	105196
	1

	105769
	1

	106060
	1

	106923
	1

	106973
	1

	107271
	1

	108445
	1

	108630
	1

	108630
	1

	109141
	1

	109212
	1

	109212
	1

	109269
	1

	109269
	1

	109363
	1

	109363
	1

	109630
	1

	109821
	1

	110135
	1

	110791
	1

	110791
	1

	111355
	1

	111355
	1

	111355
	1

	111523
	1

	111805
	1

	112134
	1

	112134
	1

	112344
	1

	112499
	1

	112499
	1

	112592
	1

	113236
	1

	113366
	1

	114052
	1

	114052
	1

	114520
	1

	114729
	1

	114729
	1

	114943
	1

	115365
	1

	115390
	1

	115390
	1

	115828
	1

	115862
	1

	115862
	1

	115921
	1

	115921
	1

	115921
	1

	115921
	1

	115921
	1

	115921
	1

	116045
	1

	116093
	1

	116524
	1

	116524
	1

	116542
	1

	117443
	1

	118126
	1

	118372
	1

	121896
	1

	122309
	1

	122309
	1

	122353
	1

	122353
	1

	122868
	1

	122868
	1

	123642
	1

	124310
	1

	125312
	1

	125312
	1

	126428
	1

	126566
	1

	126566
	1

	126764
	1

	126766
	1

	126766
	1

	126890
	1

	126890
	1

	127785
	1

	128492
	1

	128492
	1

	128782
	1

	129369
	1

	130635
	1

	131107
	1

	131148
	1

	131312
	1

	131312
	1

	131644
	1

	132150
	1

	132150
	1

	133134
	1

	133224
	1

	133326
	1

	133717
	1

	133931
	1

	134562
	1

	134562
	1

	134981
	1

	135196
	1

	135371
	1

	135372
	1

	135467
	1

	136630
	1

	136880
	1

	137297
	1

	137297
	1

	137717
	1

	137717
	1

	137792
	1

	138165
	1

	138933
	1

	140458
	1

	140458
	1

	140458
	1

	140545
	1

	140655
	1

	141434
	1

	142126
	1

	142564
	1

	142637
	1

	142695
	1

	142695
	1

	142702
	1

	142893
	1

	142893
	1

	143114
	1

	144206
	1

	144225
	1

	144225
	1

	144266
	1

	144713
	1

	145559
	1

	145559
	1

	145571
	1

	145805
	1

	146079
	1

	147321
	1

	148649
	1

	149446
	1

	149906
	1

	150509
	1

	150678
	1

	150681
	1

	150847
	1

	150906
	1

	151049
	1

	151064
	1

	151161
	1

	151223
	1

	151288
	1

	151558
	1

	151810
	1

	153016
	1

	153407
	1

	153689
	1

	153787
	1

	154411
	1

	155035
	1

	155053
	1

	155177
	1

	155178
	1

	155668
	1

	155821
	1

	155821
	1

	155821
	1

	155821
	1

	157905
	1

	159062
	1

	159252
	1

	159359
	1

	159360
	1

	159580
	1

	159755
	1

	159765
	1

	159765
	1

	159765
	1

	159765
	1

	160773
	1

	162273
	1

	163385
	1

	164049
	1

	164050
	1

	164396
	1

	164435
	1

	164481
	1

	164481
	1

	165276
	1

	165276
	1

	165734
	1

	166463
	1

	166463
	1

	167083
	1

	167083
	1

	167730
	1

	167731
	1

	169641
	1

	172442
	1

	175204
	1

	175958
	1

	177675
	1

	180056
	1

	180797
	1

	181463
	1

	181463
	1

	181463
	1

	181463
	1

	181670
	1

	182478
	1

	194448
	1

	195845
	1

	196864
	1

	202679
	1

	207600
	1

	207812
	1

	207816
	1

	208539
	1

	208539
	1

	209810
	1

	209810
	1

	211188
	1

	212062
	1

	212062
	1


