THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 51482 Seq: 1 Gender: F
Reported: 27/03/1988 Weight: 69.00
Hospitalisation: Age: 60Y
Onset Date: 31/12/1987 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Systemic lupus erythematosus ras Chloroquine

Medicine Details:

DOXEPIN HYDROCHLORIDE (Suspected) Reason:
0.0
Batch: Started: Stopped:
NEULACTIL (Suspected) Reason:
0.0
Batch: Started: Stopped:
ANAFRANIL (Suspected) Reason:
0.0
Batch: Started: Stopped:
VALIUM (Suspected) Reason:
0.0
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Histology Cutaneous lupus confirmed by biopsy

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: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:
Case Number: 51482 Seq: 1 Gender: F

Reported: 27/03/1988 Weight: 69.00
Hospitalisation: Age: 60Y
DOB:

Onset Date: 31/12/1987
Outcome: Not yet recovered

Reaction Details:

Causality: Causality possible

Medicine Details:

MOGADON (Suspected) Reason:
0.0
Batch: Started: Stopped:
THYROXINE SODIUM (Suspected) Reason:
0.0
Batch: Started: Stopped:

Laboratory Investigations:

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

Report Run : 01/06/2007 05:14PM  Database: pusime02 ADRS004

Page 2 of 115



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 56827 Seq: 1 Gender: F
Reported: 18/10/1988 Weight:
Hospitalisation: Age: 52Y
Onset Date: 31/03/1988 DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Myeloproliferative disorder
Splenomegaly

Medicine Details:

INDERAL (Suspected) Reason:
0.0
Batch: Started: 01/01/1987 Stopped:
PRIADEL (Suspected) Reason:
400.0 Milligram Daily
Batch: Started: 01/01/1977 Stopped:
NEULACTIL (Suspected) Reason:
5.0 Milligram Daily
Batch: Started: 01/01/1977 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Haematology 1 myeloproliferative disorder - diagnosed on peripheral
blood and marrow biopsy.

Additional Information:

- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date
is not accurate but indicates that start occurred sometime during the year. the dosage start date is not accurate but indicates that
start occurred sometime during the year. the dosage 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: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 65574 Seq: 1 Gender: M
Reported: 18/05/1990 Weight:
Hospitalisation: Age: 92Y
Onset Date: 09/05/1990 DOB:

Outcome: Recovered Causality: Causality probable

Reaction Details:
Preferred Term Severity Report Description Treatment

Rash erythematous

Medicine Details:

PERICYAZINE (Suspected) Reason: Reactive confusion
2.5 Milligram Daily
Batch: Started: 03/04/1990 Stopped: 09/05/1990
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

NEULACTIL,PERICYAZINE

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 70367 Seq: 1 Gender: M
Reported: 15/04/1991 Weight: 57.00
Hospitalisation: Age: 82Y
Onset Date: 11/02/1991 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Agitation
Coma
Malaise Sequelae: general
deterioration into chronic brain
syndrome.
Neuroleptic malignant syndrome

Medicine Details:

NEULACTIL (Suspected) Reason:  Anxiety neurosis
20.0 Milligram Daily
Batch: Started: 01/01/1985 Stopped: 11/02/1991
PARNATE (Suspected) Reason: Depression
20.0 Milligram Daily
Batch: Started: 07/02/1991 Stopped: 11/02/1991

Laboratory Investigations:

Date Type Range Date Tested Result Details

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

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 72943 Seq: 1 Gender: M
Reported: 12/09/1991 Weight: 104.00
Hospitalisation: Age: 57Y

Onset Date: 06/09/1991 DOB:
Outcome: Recovered Causality: Causality probable

Reaction Details:
Preferred Term Severity Report Description Treatment

Syncope

Medicine Details:
WARFARIN SODIUM (Other drug) Reason:  Phleb&thrombophleb lowr extrem
Tablet 5.0 Milligram Daily Oral
Batch: Started: 10/07/1991 Stopped: CONTIN
NEULACTIL (Suspected) Reason:  Transient situational disturb
Tablet 10.0 Milligram Daily Oral
Batch: Started: 06/09/1991 Stopped: 06/09/1991

Laboratory Investigations:
Date Type Range Date Tested Result

Details

Additional Information:
Patient has had no know previous allergies.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 77197 Seq: 1 Gender: F
Reported: 22/05/1992 Weight: 59.00
Hospitalisation: Age: 32Y

Onset Date: 10/11/1991 DOB:
Outcome: Recovered Causality: Causality probable

Reaction Details:
Preferred Term Severity Report Description Treatment

Tinnitus

Medicine Details:
NEULACTIL (Suspected) Reason:  Hallucinations

20.0 Milligram Daily
Batch: Started: 10/11/1991 Stopped: 17/11/1991

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: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 80178 Seq: 1 Gender: F
Reported: 21/08/1992 Weight: 58.00
Hospitalisation: Age: 79Y
Onset Date: 09/08/1992 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypertonia Cogwheel rigidity
Extrapyramidal disorder

Medicine Details:

URAL (Other drug) Reason:  Othr diseases of urinary tract
2.0 Dose Unspecified Daily
Batch: Started: 04/08/1992 Stopped:
IMIPRAMINE HYDROCHLORIDE (Other drug) Reason: Depression
25.0 Milligram Daily
Batch: Started: Stopped: 06W
PREMARIN (Other drug) Reason:
625.0 Microgram Daily
Batch: Started: Stopped:
TEMAZEPAM (Other drug) Reason:
10.0 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: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 80178 Seq: 1 Gender: F
Reported: 21/08/1992 Weight: 58.00
Hospitalisation: Age: 79Y
Onset Date: 09/08/1992 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Medicine Details:
PERICYAZINE (Suspected) Reason: Reactive confusion
2.5 Milligram As necessary
Batch: Started: 08/08/1992 Stopped: 10/08/1992

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 80224 Seq: 1 Gender: F
Reported: 06/10/1992 Weight: 65.00
Hospitalisation: Age: 49Y
Onset Date: 31/08/1992 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Tardive dyskinesia

Medicine Details:

PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
Batch: Started: 01/11/1991 Stopped: 28/08/1992
PRIADEL (Suspected) Reason:
Tablet 800.0 Milligram Daily Oral
Batch: Started: 01/05/1992 Stopped: 28/07/1992
NEULACTIL (Suspected) Reason:
Tablet 10.0 Milligram Daily Oral
Batch: Started: 01/05/1992 Stopped: 28/07/1992

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date
is not necessarily accurate but indicates that start occurred sometime during the month. the dosage stop date is not necessarily
accurate but indicates that stoppage occurred sometime during the month. the dosage start date is not necessarily accurate but
indicates that start occurred sometime during the month. the dosage stop date is not necessarily accurate but indicates that
stoppage occurred sometime during the month. the dosage start date is not necessarily accurate but indicates that start occurred
sometime durina the month. the dosaae stoo date is not necessarilv accurate but indicates that stobnaae occurred sometime
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

NEULACTIL,PERICYAZINE

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 81953 Seq: 1 Gender: F
Reported: 17/12/1992 Weight:
Hospitalisation: Admitted to hospital Age: 66
Onset Date: 29/10/1992 DOB: 03/10/1926
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Coma
Somnolence
\Vomiting
Medicine Details:
VITAMIN B COMPLEX (Suspected) Reason:
1.0 Dose Unspecified 1 time
Batch: Started: Stopped:
PERICYAZINE (Suspected) Reason:
2.5 Milligram As necessary
Batch: Started: Stopped: 29/10/1992
METFORMIN HYDROCHLORIDE (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: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 86316 Seq: 1 Gender: F
Reported: 30/07/1993 Weight: 50.00
Hospitalisation: Age: 25Y

Onset Date: 31/05/1993 DOB:
Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Alopecia Required
Specialist
Consultation

Medicine Details:

NEULACTIL (Suspected) Reason:  Unspecified psychosis
Tablet 10.0 Milligram 1 time Oral
Batch: Started: 01/01/1988 Stopped:

PROZAC (Suspected) Reason: Depression
Capsule 20.0 Milligram Daily Oral
Batch: Started: 01/01/1991 Stopped: 28/07/1993

Laboratory Investigations:
Date Type Range Date Tested Result

Details

Additional Information:

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

NEULACTIL,PERICYAZINE

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 86993 Seq: 1 Gender: M
Reported: 23/08/1993 Weight: 65.00
Hospitalisation: Age: 17Y
DOB:

Onset Date:
Outcome: Recovered

Reaction Details:

Causality: Causality possible

Report Run : 01/06/2007 05:14PM  Database: pusime02

Preferred Term Severity Report Description Treatment
Hypoglycaemia Collapsed while running.
Convulsion Shaking violently.
Medicine Details:
HALDOL DECANOATE (Suspected) Reason:  Unspecified schizophrenia
Injection 50.0 Milligram Monthly Intramuscular
Batch: Started: 18/02/1993 Stopped:
PROZAC (Suspected) Reason: Depression
Capsule 40.0 Milligram Daily Oral
Batch: Started: 14/05/1993 Stopped:
NEULACTIL (Suspected) Reason:  Acute schizophrenia episode
Tablet 5.0 Milligram Daily Oral
Batch: Started: 30/11/1990 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
ADRS004 Page 13 of 115




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

NEULACTIL,PERICYAZINE

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 88507 Seq: 1 Gender: M
Reported: 15/10/1993 Weight: 85.00
Hospitalisation: Age: 81Y
Onset Date: 05/10/1993 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Neuroleptic malignant syndrome

Medicine Details:

NEULACTIL (Suspected) Reason:  Explosive personality disorder

Tablet 50.0 Milligram As necessary Oral

Batch: Started: 01/04/1993 Stopped: 05/10/1993
MODURETIC (Suspected) Reason:

Tablet 1.0 Dose Unspecified Daily Oral

Batch: Started: L TERM Stopped: 05/10/1993
VALIUM (Suspected) Reason:

Tablet 5.0 Milligram Daily Oral

Batch: Started: L TERM Stopped: 05/10/1993

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

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

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 90027 Seq: 1 Gender: M
Reported: 24/12/1993 Weight:
Hospitalisation: Age: 80Y

DOB:

Onset Date: 02/12/1993

Outcome: Recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Confusional state
Hallucination
Medicine Details:
PROMETHAZINE HYDROCHLORIDE (Suspected) Reason:
75.0 Milligram Daily
Batch: Started: Stopped:
PERICYAZINE (Suspected) Reason: Rash
10.0 Milligram Daily
Batch: Started: 02/12/1993 Stopped: 06/12/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

NEULACTIL,PERICYAZINE

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Upper respiratory tract infection

Case Number: 92318 Seq: 1 Gender: M
Reported: 22/04/1994 Weight: 70.00
Hospitalisation: Age: 29Y
Onset Date: 27/03/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Myocarditis
Pyrexia Augmentin forte, paracetamol.

Medicine Details:

Report Run : 01/06/2007 05:14PM  Database: pusime02

AGAROL (Suspected) Reason:  Hemorrhoids
Solution 10.0 Millilitre 2 times Oral
Batch: Started: 25/03/1994 Stopped:
CLOZAPINE (Suspected) Reason:
300.0 Milligram Daily
Batch: Started: 21/03/1994 Stopped: 30/03/1994
HALOPERIDOL (Suspected) Reason:  Unspecified psychosis
10.0 Milligram Daily
Batch: Started: Stopped:
ALPRAZOLAM (Suspected) Reason:  Unspecified psychosis
1.0 Milligram Daily
Batch: Started: 09/01/1994 Stopped: 04/03/1994
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
ADRS004 Page 16 of 115




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 92318 Seq: 1 Gender: M
Reported: 22/04/1994 Weight: 70.00
Hospitalisation: Age: 29Y
Onset Date: 27/03/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

PERICYAZINE (Suspected) Reason:  Unspecified psychosis
20.0 Milligram Daily
Batch: Started: 09/01/1994 Stopped: 02/03/1994
CHLORPROMAZINE HYDROCHLORIDE (Suspected) Reason:  Unspecified psychosis
300.0 Milligram Daily
Batch: Started: 09/01/1994 Stopped: 04/03/1994
BACTRIM DS (Suspected) Reason:  Ac upr resp inf,mult,unsp stes
0.0 Daily
Batch: Started: 17/02/1994 Stopped: 22/02/1994
PROCTOSEDYL (Suspected) Reason: Hemorrhoids
Ointment 2.0 Dose Unspecified Daily Rectal
Batch: Started: 25/03/1994 Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 96152 Seq: 1 Gender: M
Reported: 29/09/1994 Weight:
Hospitalisation: Admitted to hospital Age: 81
Onset Date: 15/08/1993 DOB: 29/11/1911
Outcome: Recovered Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment
Hyponatraemia
Medicine Details:
ATROVENT (Other drug) Reason:
0.0
Batch: Started: 13/08/1993 Stopped: CONTIN
BECOTIDE (Other drug) Reason:
Inhalation 4.0 Dose Unspecified Daily Inhalation
Batch: Started: Stopped:
VENTOLIN (Other drug) Reason:
Inhalation 6.0 Millilitre Daily Inhalation
Batch: Started: 15/08/1993 Stopped: CONTIN
AUGMENTIN FORTE (Other drug) Reason:
3.0 Dose Unspecified Daily
Batch: Started: 13/08/1993 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Sodium 15/08/1993 128
Sodium 16/08/1993 127
Sodium 23/08/1993 134
Urine Sodium MMOL/L 16/08/1993 108
Urine osmolality 50 1300 16/08/1993 520

Additional Information:

Report Run : 01/06/2007 05:14PM  Database: pusime02
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 96152 Seq: 1 Gender: M
Reported: 29/09/1994 Weight:
Hospitalisation: Admitted to hospital Age: 81
Onset Date: 15/08/1993 DOB: 29/11/1911
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

CARBAMAZEPINE (Suspected) Reason:  Other&unspecified epilepsy
400.0 Milligram Daily

Batch: Started: Stopped: 18/08/1993
PERICYAZINE (Suspected) Reason:
5.0 Milligram Daily

Batch: Started: Stopped: 15/08/1993
LISINOPRIL (Suspected) Reason:
10.0 Milligram Daily

Batch: Started: Stopped: 15/08/1993
DONNATAB (Suspected) Reason:
3.0 Dose Unspecified Daily

Batch: Started: Stopped: 15/08/1993

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 97014 Seq: 1 Gender: F
Reported: 10/11/1994 Weight:
Age: 81Y

Hospitalisation:
Onset Date: 21/09/1994
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

Cogentin

DOB:
Causality: Causality possible

Extrapyramidal disorder

Medicine Details:
NEULACTIL (Suspected) Reason:  Ofr spec symp psychopathol nec
Tablet 10.0 Milligram Daily Oral
Batch: Started: Stopped: 21/09/1994

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: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 98059 Seq: 1 Gender: M
Reported: 29/12/1994 Weight:
Hospitalisation: Age: 18Y
Onset Date: 23/11/1994 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Neuroleptic malignant syndrome

Medicine Details:

PERICYAZINE (Suspected) Reason:  Unspecified psychosis
0.0
Batch: Started: 15/11/1994 Stopped: 28/11/1994
CHLORPROMAZINE HYDROCHLORIDE (Suspected) Reason:  Unspecified psychosis
50.0 Milligram Daily
Batch: Started: 20/11/1994 Stopped: 28/11/1994

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: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 100269 Seq: 1 Gender: F
Reported: 19/04/1995 Weight:
Hospitalisation: Age: 63
Onset Date: DOB: 07/09/1931
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatic function abnormal
Medicine Details:
TEMAZEPAM (Other drug) Reason:
10.0 Milligram Daily
Batch: Started: Stopped:
NEULACTIL (Suspected) Reason:
25.0 Milligram Daily
Batch: Started: Stopped:
TEGRETOL (Suspected) Reason:
300.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
ALT = SGPT (UPTO 45) | 29/11/1994 209
ALT = SGPT (UPTO 45) | 27/01/1995 121
AST = SGOT (8-39)(UP TO| 07/07/1994 12
AST = SGOT (8-39)(UP TO| 29/11/1994 62*
AST = SGOT (8-39)(UP TO| 22/08/1994 19
AST = SGOT (8-39)(UP TO| 27/01/1995 32*
Bilirubin (3-19) (2-20)* | 07/07/1994 5

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 100269 Seq: 1 Gender: F
Reported: 19/04/1995 Weight:
Hospitalisation: Age: 63
Onset Date: DOB: 07/09/1931
Outcome: Unknown Causality: Causality possible

Reaction Details:

Medicine Details:

TEMAZEPAM (Other drug) Reason:
10.0 Milligram Daily
Batch: Started: Stopped:
NEULACTIL (Suspected) Reason:
25.0 Milligram Daily
Batch: Started: Stopped:
TEGRETOL (Suspected) Reason:
300.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Bilirubin (13-19) (2-20)* | 22/08/1994 6
Bilirubin (13-19) (2-20)* | 29/11/1994 5*
Bilirubin (13-19) (2-20)* | 27/01/1995 3*
GGT =SGGT = | (15-51)(UP TO|[ 07/07/1994 163
GGT =SGGT = | (15-51)(UP TO[ 22/08/1994 61
GGT =SGGT = | (15-51)(UP TO| 27/01/1995 832*
GGT =SGGT = | (15-51)(UP TO| 29/11/1994 587*

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 100269 Seq: 1 Gender: F
Reported: 19/04/1995 Weight:
Hospitalisation: Age: 63
Onset Date: DOB: 07/09/1931
Outcome: Unknown Causality: Causality possible

Reaction Details:

Medicine Details:

TEMAZEPAM (Other drug) Reason:
10.0 Milligram Daily
Batch: Started: Stopped:
NEULACTIL (Suspected) Reason:
25.0 Milligram Daily
Batch: Started: Stopped:
TEGRETOL (Suspected) Reason:
300.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Liver biopsy Liver biopsy: minimal steatosis with perivenular lipogranulomas
and sparse scattered eosinophils - 21/2/95.
SAP = ALP (36-104) 07/07/1994 100
SAP = ALP (36-104) 22/08/1994 110
SAP = ALP (36-104) | 20/11/1994 201*
SAP = ALP (36-104) | 27/01/1995 213

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 100929 Seq: 1 Gender: M
Reported: 19/05/1995 Weight:
Hospitalisation: Age: 82
Onset Date: 14/01/1994 DOB: 29/06/1911
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Confusional state Confused and disorientated
Hypertonia Rigid tone

Faecal incontinence
Gravitational oedema
Leukocytosis

Neuroleptic malignant syndrome
Renal impairment

Medicine Details:

PERICYAZINE (Suspected) Reason:
Oral application 5.0 Milligram Daily Oral
Batch: Started: 15/12/1993 Stopped: 15/01/1994
ASPIRIN (Suspected) Reason:
150.0 Milligram Daily
Batch: Started: Stopped: 14/01/1994
CEPHALEXIN (Suspected) Reason:
2.0 Gram Daily
Batch: Started: 14/01/1994 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Neutrophils Neutrophils 10.1 109/I

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 101039 Seq: 1 Gender: M
Reported: 22/05/1995 Weight:
Hospitalisation: Age: 73
Onset Date: 28/02/1995 DOB: 17/07/1921
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Extrapyramidal disorder

Medicine Details:

AROPAX (Suspected) Reason:
0.0

Batch: Started: 13/02/1995 Stopped: 23/02/1995
NEULACTIL (Suspected) Reason:

Tablet 20.0 Milligram Daily Oral

Batch: Started: Stopped: 28/02/1995
LITHIUM CARBONATE (Suspected) Reason:

750.0 Milligram Daily
Batch: Started: Stopped: 28/02/1995

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

NEULACTIL,PERICYAZINE

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 106308 Seq: 1 Gender: F
Reported: 05/02/1996 Weight: 70.00
Hospitalisation: Age: 63Y
Onset Date: 25/01/1996 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment

Accommodation disorder
Gait disturbance
Hypertension
Palpitations

Somnolence

Blurred eyesight in one eye

Medicine Details:

RENITEC (Other drug) Reason: Essential benign hypertension
Tablet 2.5 Milligram Daily Oral
Batch: Started: 01/09/1995 Stopped:
ASPIRIN (Other drug) Reason:  Essential benign hypertension
250.0 Milligram Daily
Batch: Started: 01/09/1995 Stopped:
COLOXYL (Other drug) Reason: Constipation
240.0 Milligram Daily
Batch: Started: 01/11/1995 Stopped:
DUROLAX (Other drug) Reason: Constipation
10.0 Milligram Daily
Batch: Started: 20/01/1996 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Had a similar reaction with serenace (haloperidol) the dosage start date is not necessarily accurate but indic

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

ates that start

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

Report Run : 01/06/2007 05:14PM  Database: pusime02 ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 106308 Seq: 1 Gender: F
Reported: 05/02/1996 Weight: 70.00
Hospitalisation: Age: 63Y
Onset Date: 25/01/1996 DOB:
Outcome: Recovered Causality: Causality probable

Reaction Details:

Medicine Details:

NEULACTIL (Suspected) Reason:  Explosive personality disorder
Tablet 15.0 Milligram Daily Oral
Batch: Started: 21/01/1996 Stopped: 25/01/1996

Laboratory Investigations:

Additional Information:

Had a similar reaction with serenace (haloperidol) the dosage start date is not necessarily accurate but indicates that start
occurred sometime during the month. the dosage start date is not necessarily accurate but indicates that start occurred sometime
during the month. the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

NEULACTIL,PERICYAZINE

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 109196 Seq: 1
Reported: 17/06/1996
Hospitalisation:
Onset Date: 31/05/1996
Outcome: Not yet recovered

Reaction Details:

Gender: F
Weight:
Age: 70Y
DOB:
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Constipation
Coordination abnormal
Delirium
Gait disturbance
Urinary retention
Medicine Details:
PROCHLORPERAZINE MALEATE (Suspected) Reason:
5.0 Milligram As necessary
Batch: Started: Stopped:
MORPHINE NOS (Suspected) Reason:
1.0 Millilitre As necessary
Batch: Started: Stopped:
MS CONTIN (Suspected) Reason:
80.0 Milligram Daily
Batch: Started: Stopped:
AMLODIPINE (Suspected) Reason:
10.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

during the month.

See original report for other drugs - the date of onset is not necessarily accurate but indicates that onset occurred sometime

Report Run : 01/06/2007 05:14PM  Database: pusime02
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 109196 Seq: 1 Gender: F
Reported: 17/06/1996 Weight:
Hospitalisation: Age: 70Y
Onset Date: 31/05/1996 DOB:

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

VERAPAMIL HYDROCHLORIDE (Suspected) Reason:
120.0 Milligram Daily
Batch: Started: Stopped:
PERICYAZINE (Suspected) Reason:
2.5 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
See original report for other drugs - the date of onset is not necessarily accurate but indicates that onset occurred sometime

during the month.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

NEULACTIL,PERICYAZINE

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 112234 Seq: 1 Gender: M
Reported: 14/10/1996 Weight: 75.00
Hospitalisation: Age: 69Y
Onset Date: 05/10/1996 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypertonia Increased tone in limbs Pericyazine stopped - fluids,
bromocriptine.
Chills
Consciousness fluctuating
Flushing
Neuroleptic malignant syndrome
Pneumonia
Pyrexia
Medicine Details:
CLONAZEPAM (Other drug) Reason:  Ofr spec symp psychopathol nec
0.5 Milligram As necessary
Batch: Started: Stopped:
OXAZEPAM (Other drug) Reason:  Specific disorders of sleep
15.0 Milligram Daily
Batch: Started: Stopped:
ASPIRIN (Other drug) Reason:  Chron isch heart dis no hyper
150.0 Milligram Daily
Batch: Started: Stopped:
COLOXYL WITH SENNA (Other drug) Reason: Constipation
1.0 Dose Unspecified Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Creatine 05/10/1996 2800

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 112234 Seq: 1 Gender: M
Reported: 14/10/1996 Weight: 75.00
Age: 69Y

Hospitalisation:
Onset Date: 05/10/1996
Outcome: Not yet recovered

Reaction Details:

DOB:
Causality: Causality possible

Medicine Details:
FLUDROCORTISONE (Other drug) Reason:
0.1 Milligram Daily
Batch: Started: Stopped:
PERICYAZINE (Suspected) Reason:
17.5 Milligram Daily
Batch: Started: Stopped: 09/10/1996

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

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:
Preferred Term Severity Report Description Treatment

DOB: 14/09/1907
Causality: Causality possible

Neuroleptic malignant syndrome

Medicine Details:
RISPERIDONE (Suspected)

Reason:  Ofr spec symp psychopathol nec
500.0 Microgram As necessary

Batch: Started: Stopped: 2D
Reason:  Otr spec symp psychopathol nec

PERICYAZINE (Suspected)

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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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

NEULACTIL,PERICYAZINE

Public Case Detail

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 114833
Reported: 29/01/1997
Hospitalisation: Admitted to hospital
Onset Date:
Outcome:

Reaction Details:

Seq: 1

Recovered

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

Preferred Term Severity

Report Description

Treatment

Serotonin syndrome

Report Run : 01/06/2007 05:14PM  Database: pusime02

Medicine Details:
SERTRALINE HYDROCHLORIDE (Interaction) Reason: Depression
50.0 Milligram Daily
Batch: Started: Stopped:
PERICYAZINE (Interaction) Reason:
7.5 Milligram Daily
Batch: Started: Stopped:
AMITRIPTYLINE HYDROCHLORIDE (Interaction) 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: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 116403 Seq: 1 Gender: F
Reported: 02/04/1997 Weight:
Hospitalisation: Age: 48Y

DOB:

Onset Date:

Outcome: Recovered Causality: Causality probable

Reaction Details:
Preferred Term Severity Report Description Treatment
Urinary incontinence
Medicine Details:
AROPAX (Other drug) Reason:
0.0
Batch: Started: Stopped:
NEULACTIL (Suspected) Reason:
0.0
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: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 118885 Seq: 1 Gender: M
Reported: 08/07/1997 Weight: 49.00
Hospitalisation: Age: 41Y
Onset Date: 27/06/1997 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Blood folate abnormal

Folate deficiency

Folate 5mg daily given

Medicine Details:

PHENYTOIN SODIUM (Suspected)

Reason:  Other&unspecified epilepsy

230.0 Milligram Daily
Batch: Started: 01/01/1990 Stopped: CONTIN
PERICYAZINE (Suspected) Reason:  Otr spec symp psychopathol nec
2.5 Milligram Daily
Batch: Started: 01/01/1995 Stopped: CONTIN
CLONAZEPAM (Suspected) Reason:
2.0 Milligram Daily
Batch: Started: 01/01/1995 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Biochemistry B12 = 240 (normal = 150-700 pmol/l) red cell folate = 195
(normal = 250-1030 mmol/l)
Haematology Hb = 145g/I (normal = 130-175) mcv = 102fl (normal = 80-100)

Additional Information:

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

occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 123438 Seq: 1 Gender: F
Reported: 15/12/1997 Weight:
Hospitalisation: Age: AE
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Face oedema Swollen lips

Medicine Details:
NEULACTIL (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: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

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

NEULACTIL,PERICYAZINE

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 127664 Seq: 1 Gender: F
Reported: 21/05/1998 Weight: 65.00
Hospitalisation: Age: 74Y
Onset Date: 05/05/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatic function abnormal
Renal impairment Ceased pericyazine and
ibuprofen.
Medicine Details:
LITHIUM CARBONATE (Other drug) Reason:
250.0 Milligram Daily
Batch: Started: L TERM Stopped:
IMDUR (Other drug) Reason:  Angina pectoris w/o hyperten
90.0 Milligram Daily
Batch: Started: L TERM Stopped:
METOPROLOL TARTRATE (Other drug) Reason:  Angina pectoris w/o hyperten
50.0 Milligram Daily
Batch: Started: L TERM Stopped:
ASPIRIN (Other drug) Reason:  Angina pectoris w/o hyperten
300.0 Milligram Daily
Batch: Started: L TERM Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Patient later died of possible pneumonia.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 127664 Seq: 1 Gender: F
Reported: 21/05/1998 Weight: 65.00
Hospitalisation: Age: 74Y
DOB:

Onset Date: 05/05/1998
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Medicine Details:
PERICYAZINE (Suspected) Reason:  Manic-depression psycho,manic
10.0 Milligram Daily
Batch: Started: 25/04/1998 Stopped: 08/05/1998
IBUPROFEN (Suspected) Reason:  Otr&unsp vertebrogen pain synd
1.2 Gram Daily
Batch: Started: 25/04/1998 Stopped: 08/05/1998

Laboratory Investigations:

Additional Information:
Patient later died of possible pneumonia.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 127745 Seq: 1 Gender: M
Reported: 25/05/1998 Weight:
Hospitalisation: Age: 72Y

DOB:

Onset Date:

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Prostatic disorder Prostatism
Medicine Details:
ZOLOFT (Other drug) Reason: Depression
Tablet 50.0 Milligram Daily Oral
Batch: Started: L TERM Stopped:
NEULACTIL (Suspected) Reason:
Tablet 5.0 Milligram Daily Oral
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: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 128142 Seq: 1 Gender: F
Reported: 05/06/1998 Weight:
Hospitalisation: Admitted to hospital Age:
Onset Date: 31/05/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Coma Drowsiness led to unconsciousness
Somnolence Increasing drowsiness
Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
Batch: Started: S TERM Stopped:
OROXINE (Suspected) Reason:
Tablet 100.0 Microgram Daily Oral
Batch: Started: Stopped:
RANI 2 (Suspected) Reason:
300.0 Milligram Daily
Batch: Started: Stopped:
NEULACTIL (Suspected) Reason:
5.0 Milligram Daily
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: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 128142 Seq: 1 Gender: F
Reported: 05/06/1998 Weight:
Hospitalisation: Admitted to hospital Age:
Onset Date: 31/05/1998 DOB:
Outcome: Unknown Causality: Causality possible

Reaction Details:

Medicine Details:

TEMAZEPAM (Suspected) Reason:
10.0 Milligram Daily
Batch: Started: Stopped:
OXAZEPAM (Suspected) Reason:
45.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:

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

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

NEULACTIL,PERICYAZINE

Public Case Detail

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

129194
15/07/1998

Case Number: Seq: 1
Reported:
Hospitalisation:

Onset Date: 08/07/1998

Gender: F
Weight:
Age: 27Y
DOB:
Causality: Causality possible

Outcome: Not yet recovered
Reaction Details:
Preferred Term Severity Report Description Treatment
Visual disturbance
Medicine Details:
SERZONE (Suspected) Reason:
0.0
Batch: Started: Stopped:
NEULACTIL (Suspected) Reason:  Essential benign hypertension
10.0 Milligram Daily
Batch: Started: 10/04/1998 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Patient experienced raction to neulactil after dose was increased from 2.5mg to 10mg daily.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

130826
04/09/1998

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

29/08/1998
Recovered

Reaction Details:

Seq: 1

Admitted to hospital

Gender: F
Weight: 80.00
Age: 37Y
DOB:
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Myalgia General aches
Hepatic function abnormal Increased Ifts
Anorexia Low appetite
Fatigue
Pain
Pruritus
Rash
\Vomiting
Medicine Details:
THYROXINE SODIUM (Other drug) Reason:
150.0 Microgram Daily
Batch: Started: Stopped: CONTIN
DIAZEPAM (Other drug) Reason:
5.0 Milligram Daily
Batch: Started: Stopped: CONTIN
PERIACTIN (Suspected) Reason:
Tablet 8.0 Milligram Daily Oral
Batch: Started: 01/01/1996 Stopped: CONTIN
FLUVASTATIN (Suspected) Reason: Othr&unspec metabolic diseases
Tablet 20.0 Milligram Daily Oral
Batch: Started: 01/01/1996 Stopped: 02/09/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details
ALT = SGPT (5-40) 26/08/1998 370
ALT = SGPT (5-40) 02/09/1998 118
AST = SGOT (5-40) 26/08/1998 111
AST = SGOT (5-40) 02/09/1998 48
GGT = SGGT = (5-60) 26/08/1998 383
GGT = SGGT = (5-60) 02/09/1998 396
Hepatitis A Heaptitis a negative 8/98.

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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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 130826
Reported: 04/09/1998

Onset Date: 29/08/1998
Outcome: Recovered

Reaction Details:

Medicine Details:

Seq: 1

Hospitalisation: Admitted to hospital

Gender: F
Weight: 80.00
Age: 37Y

DOB:

Causality: Causality possible

PERICYAZINE (Suspected) Reason:
Tablet 5.0 Milligram Daily Oral
Batch: Started: Stopped: 28/09/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details

Hepatitis B Hepatitis b test negative 8/98
He‘ﬁ;atit'is C Hepatitis ¢ test negative 8/98.
SAP = ALP (25-100) | 26/08/1998 204
SAP = ALP (25-100) 02/09/1998 349

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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Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 131212 Seq: 1 Gender: F
Reported: 16/09/1998 Weight:
Hospitalisation: Age: 35Y
Onset Date: 31/07/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Dental caries

Medicine Details:

EFEXOR (Suspected) Reason: Depression
300.0 Milligram Daily
Batch: Started: 01/01/1996 Stopped: CONTIN
NEULACTIL (Suspected) Reason:  Unspecified schizophrenia
30.0 Milligram Daily
Batch: Started: 01/01/1996 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 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: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 131314 Seq: 1 Gender: F
Reported: 17/09/1998 Weight:
Hospitalisation: Age: 88
Onset Date: DOB: 01/11/1909
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Extrapyramidal disorder Extrapyramidal effects
Oculogyration Benztropine iv and imi

Medicine Details:

ENALAPRIL MALEATE (Other drug) Reason:
Tablet 5.0 Milligram Daily Oral
Batch: Started: Stopped:
FRUSEMIDE (Other drug) Reason:
Oral application 80.0 Milligram Daily Oral
Batch: Started: Stopped:
TEMAZEPAM (Other drug) Reason:
Oral application 10.0 Milligram Daily Oral
Batch: Started: Stopped:
PERICYAZINE (Suspected) Reason:
Tablet 2.5 Milligram Daily Oral
Batch: Started: Stopped: 22/06/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient had extrapyramidal effects until death on 28/6/98 from cardiorespiratory arrest due to severe underlying disease.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

NEULACTIL,PERICYAZINE

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 134696 Seq: 1 Gender: F
Reported: 04/01/1999 Weight: 92.00
Hospitalisation: Age: 79Y
Onset Date: 17/11/1998 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Malaise Generally unwell Aricept and neulactil ceased
Eosinophilia
Hepatic function abnormal
Jaundice
Somnolence

Medicine Details:

TIMOPTOL (Other drug) Reason:  Unspecified glaucoma
2.0 Dose Unspecified Daily
Batch: Started: L TERM Stopped:
SOLPRIN (Other drug) Reason:  Transient cereb isch no hypert
150.0 Milligram Daily
Batch: Started: L TERM Stopped:
ARICEPT (Suspected) Reason:  Unspecified psychosis
20.0 Milligram Daily
Batch: Started: 01/05/1998 Stopped: 16/11/1998
NEULACTIL (Suspected) Reason:  Unspecified psychosis
5.0 Milligram Daily
Batch: Started: L TERM Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
ALT = SGPT 17/11/1998 696
ALT = SGPT 24/11/1998 217
ALT = SGPT 01/12/1998 84
ALT = SGPT 15/12/1998 60
AST = SGOT 17/11/1998 531
AST = SGOT 24/11/1998 146
AST = SGOT 15/12/1998 58

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: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 134696 Seq: 1 Gender: F
Reported: 04/01/1999 Weight: 92.00
Hospitalisation: Age: 79Y
Onset Date: 17/11/1998 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

TIMOPTOL (Other drug) Reason:  Unspecified glaucoma
2.0 Dose Unspecified Daily
Batch: Started: L TERM Stopped:
SOLPRIN (Other drug) Reason:  Transient cereb isch no hypert
150.0 Milligram Daily
Batch: Started: L TERM Stopped:
ARICEPT (Suspected) Reason:  Unspecified psychosis
20.0 Milligram Daily
Batch: Started: 01/05/1998 Stopped: 16/11/1998
NEULACTIL (Suspected) Reason:  Unspecified psychosis
5.0 Milligram Daily
Batch: Started: L TERM Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
AST = SGOT 01/12/1998 56
Albumin 17/11/1998 35
Albumin 24/11/1998 29
Albumin 15/12/1998 28
Albumin 01/12/1998 29
Bilirubin 17/11/1998 191
Bilirubin 24/11/1998 73

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: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 134696 Seq: 1 Gender: F
Reported: 04/01/1999 Weight: 92.00
Hospitalisation: Age: 79Y
Onset Date: 17/11/1998 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

TIMOPTOL (Other drug) Reason:  Unspecified glaucoma
2.0 Dose Unspecified Daily
Batch: Started: L TERM Stopped:
SOLPRIN (Other drug) Reason:  Transient cereb isch no hypert
150.0 Milligram Daily
Batch: Started: L TERM Stopped:
ARICEPT (Suspected) Reason:  Unspecified psychosis
20.0 Milligram Daily
Batch: Started: 01/05/1998 Stopped: 16/11/1998
NEULACTIL (Suspected) Reason:  Unspecified psychosis
5.0 Milligram Daily
Batch: Started: L TERM Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Bilirubin 01/12/1998 39

Bilirubin 15/12/1998 17

GGT = SGGT = 17/11/1998 1229
GGT = SGGT = 24/11/1998 806
GGT = SGGT = 15/12/1998 405
GGT = SGGT = 01/12/1998 603
SAP = ALP 17/11/1998 912

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

Report Run : 01/06/2007 05:15PM  Database: pusime02 ADRS004 Page 51 of 115



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 134696 Seq: 1 Gender: F
Reported: 04/01/1999 Weight: 92.00
Hospitalisation: Age: 79Y
Onset Date: 17/11/1998 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

TIMOPTOL (Other drug) Reason:  Unspecified glaucoma
2.0 Dose Unspecified Daily
Batch: Started: L TERM Stopped:
SOLPRIN (Other drug) Reason:  Transient cereb isch no hypert
150.0 Milligram Daily
Batch: Started: L TERM Stopped:
ARICEPT (Suspected) Reason:  Unspecified psychosis
20.0 Milligram Daily
Batch: Started: 01/05/1998 Stopped: 16/11/1998
NEULACTIL (Suspected) Reason:  Unspecified psychosis
5.0 Milligram Daily
Batch: Started: L TERM Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
SAP = ALP 24/11/1998 699
SAP = ALP 01/12/1998 554
SAP = ALP 15/12/1998 405

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: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 137118 Seq: 1 Gender: F
Reported: 09/03/1999 Weight: 112.00
Hospitalisation: Age: 37Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Rash Rash on arms and legs only

Medicine Details:

ZOLOFT (Other drug) Reason: Depression
100.0 Milligram Daily
Batch: Started: Stopped: CONTIN
NEULACTIL (Suspected) Reason:  Otr spec symp psychopathol nec
5.0 Milligram Daily
Batch: Started: 11/02/1999 Stopped: 25/02/1999

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: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 137525 Seq: 1 Gender: M
Reported: 18/03/1999 Weight:
Hospitalisation: Hospitalisation prolonged Age: 54Y
Onset Date: 27/11/1998 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Arrhythmia Arrhythmia lasted 4 hours
Tachycardia

Medicine Details:

TRYPTINE (Suspected) Reason: Depression
Tablet 0.0 Oral
Batch: Started: 24/11/1998 Stopped: CONTIN
NEULACTIL (Suspected) Reason:
0.0
Batch: Started: Stopped: CONTIN
PANADEINE FORTE (Suspected) Reason:
0.0
Batch: Started: Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Ect 27/11/98 and subsequently.
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Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 138393 Seq: 1 Gender: F
Reported: 13/04/1999 Weight:
Hospitalisation: Admitted to hospital Age: 74Y

DOB:

Onset Date:
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

2 week decline, parkinsonian symptoms  [Cease neulactil

Causality: Causality probable

Extrapyramidal disorder
Coordination abnormal Difficulty in walking

Medicine Details:

Reason:  Explosive personality disorder

NEULACTIL (Suspected)
20.0 Milligram Daily
Batch: Started: 29/01/1999 Stopped: 05/03/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
See original report for details of other drugs - chlotride, prednisolone, transiderm, noten, plendil, ferro-gradumet, prozac, zantac,

slow k, solprin, mogadon.
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Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 143196 Seq: 1 Gender: F
Reported: 30/08/1999 Weight: 79.00
Hospitalisation: Age: 72Y
Onset Date: 20/08/1999 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dizziness
Hypotension Treated with iv fluids
Nausea
Syncope

Medicine Details:

TENORMIN (Other drug) Reason:
0.0
Batch: Started: Stopped:
NITRADISC (Other drug) Reason:
0.0
Batch: Started: Stopped:
OROXINE (Other drug) Reason:
0.0
Batch: Started: Stopped:
NEULACTIL (Suspected) Reason: Anxiety neurosis
10.0 Milligram Daily
Batch: Started: 20/08/1999 Stopped: 20/08/1999
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: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 155811 Seq: 1 Gender: M
Reported: 04/08/2000 Weight: 81.00
Hospitalisation: Age: 59
Onset Date: 05/06/2000 DOB: 20/11/1940

Outcome: Recovered Causality: Causality probable

Reaction Details:

Preferred Term Severity Report Description Treatment
Oedema peripheral Marked peripheral oedema. Required a visit to doctor.
neulactil ceased. date of

recovery: 3/7/2000.

Medicine Details:
NEULACTIL (Suspected) Reason:  Unspecifid affective psychosis

30.0 Milligram Daily
Batch: Started: 01/05/2000 Stopped: 02/07/2000

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Weight loss of 7kg after ceasing neulactil with fluid loss of 7 litres. the dosage start date is not necessarily accurate but indicates

that start occurred sometime during the month.
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Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 155834 Seq: 1 Gender: M
Reported: 04/08/2000 Weight:
Hospitalisation: Age: 19
Onset Date: 07/04/2000 DOB: 12/05/1980
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypertonia Muscle stiff./arch Given cogentin 2mg, required
back/increa.tone/back/arms/neck a visit to doctor. 2 more

episodes-eventually neulactil
ceased, 1 month after initial

presentation.
Medicine Details:
NEULACTIL (Suspected) Reason:
0.0
Batch: Started: Stopped: 29/04/2000
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient was also taking cipramil, naltrexone, tazac. patient recovered 7/4/00.
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Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 156498 Seq: 1 Gender: M
Reported: 21/08/2000 Weight:
Hospitalisation: Admitted to hospital Age: 29Y
Onset Date: 31/12/1999 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hallucination Patient c/o hallucinations - 2 to 3 months. [Admitted to psychiatric

hospital for 2 weeks. given
valium and zyprexa. neulactil

ceased.
Medicine Details:
NEULACTIL (Suspected) Reason:  Anxiety neurosis
1.0 Dose Unspecified Daily
Batch: Started: L TERM Stopped: 20/12/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year.
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THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 156499 Seq: 1 Gender: M
Reported: 21/08/2000 Weight:
Hospitalisation: Age: 29Y

DOB:

Onset Date:
Outcome: Not yet recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Visual field defect lasting 12 months.

Causality: Causality possible

Visual field defect

Medicine Details:
NEULACTIL (Interaction)

Reason:  Anxiety neurosis

1.0 Dose Unspecified Daily

Batch: Started: L TERM Stopped: 20/12/1999
Reason:  Convulsions

2.0 Gram Daily

Batch: Started: L TERM Stopped:

VIGABATRIN (Interaction)

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
Noted marked changes after starting neulactil. patient also taking epilim and dilantin.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

NEULACTIL,PERICYAZINE

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Hallucination
Hyperreflexia
Hypertonia
Hypotension
Pyrexia

Case Number: 156761 Seq: 1 Gender: F
Reported: 25/08/2000 Weight:
Hospitalisation: Age: 69Y
Onset Date: 01/05/2000 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dystonia Dystonia in lower limbs.
Confusional state Severe Severe confusion

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 200.0 Milligram Daily Oral
Batch: Started: 01/03/2000 Stopped: 30/04/2000
TRAMADOL HYDROCHLORIDE (Suspected) Reason:
Capsule 400.0 Milligram Daily Oral
Batch: Started: 24/04/2000 Stopped: 30/04/2000
PERICYAZINE (Suspected) Reason:
5.0 Milligram Daily
Batch: Started: Stopped:
FLUDROCORTISONE (Suspected) Reason:
50.0 Microgram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

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

Patient has persisting disability due to contractures in her legs and feet. australian prescriber vol. 25 no.1, 2002. the dosage start
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Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 156761 Seq: 1 Gender: F
Reported: 25/08/2000 Weight:
Hospitalisation: Age: 69Y
Onset Date: 01/05/2000 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Serotonin syndrome Treated with baclofen,

cyproheptadine, botulium toxin
and benserazide/levodopa
also required a blood
transfusion post op and
spaciticity required surgical
tendon release x 2.

Tremor

Medicine Details:

ZOLOFT (Suspected) Reason: Depression
Tablet 200.0 Milligram Daily Oral
Batch: Started: 01/03/2000 Stopped: 30/04/2000
TRAMADOL HYDROCHLORIDE (Suspected) Reason:
Capsule 400.0 Milligram Daily Oral
Batch: Started: 24/04/2000 Stopped: 30/04/2000
PERICYAZINE (Suspected) Reason:
5.0 Milligram Daily
Batch: Started: Stopped:
FLUDROCORTISONE (Suspected) Reason:
50.0 Microgram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
Patient has persisting disability due to contractures in her legs and feet. australian prescriber vol. 25 no.1, 2002. the dosage start
date is not necessarily accurate but indicates that start occurred sometime during the month.
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Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 158164 Seq: 1 Gender: F
Reported: 29/09/2000 Weight: 48.00
Hospitalisation: Admitted to hospital Age: 92Y
Onset Date: 25/09/2000 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Rectal haemorrhage Admission to hospital.

Medicine Details:

DONEPEZIL HYDROCHLORIDE (Suspected) Reason:

Oral application 10.0 Milligram Daily Oral

Batch: Started: 28/07/1999 Stopped: CONTIN
ASPIRIN (Suspected) Reason:  Prophylaxis

Oral application 100.0 Milligram Daily Oral

Batch: Started: 08/08/2000 Stopped: CONTIN
FRUSEMIDE (Suspected) Reason:

20.0 Milligram Daily

Batch: Started: 09/07/1999 Stopped: CONTIN
AUGMENTIN DUO FORTE (Suspected) Reason: Other diseases of lung

Tablet 1.0 Dose Unspecified Daily Oral

Batch: Started: 23/09/2000 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient also taking losec, kapanol, paracetamol, coloxyl with senna, centrum multivitamins. used in ct but not a ct drug.
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THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 158164 Seq: 1 Gender: F
Reported: 29/09/2000 Weight: 48.00
Hospitalisation: Admitted to hospital Age: 92Y
Onset Date: 25/09/2000 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: 16/09/2000 Stopped: CONTIN
PERICYAZINE (Suspected) Reason:  Unspecified psychosis
Oral application 1.2 Milligram Daily Oral
Batch: Started: 15/09/2000 Stopped: CONTIN

Laboratory Investigations:

Additional Information:
Patient also taking losec, kapanol, paracetamol, coloxyl with senna, centrum multivitamins. used in ct but not a ct drug.

Report Run : 01/06/2007 05:15PM  Database: pusime02 ADRS004 Page 64 of 115



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA
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Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 159594 Seq: 1 Gender: M
Reported: 29/11/2000 Weight:
Hospitalisation: Age: 89
Onset Date: 09/04/2000 DOB: 15/03/1911
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase incr
Hypertonia
Neuroleptic malignant syndrome Paracetamol given. iv
hydration. ceased neuroleptic
drugs. physiotherapy.

Medicine Details:

PERICYAZINE (Suspected) Reason:  Ofr spec symp psychopathol nec
2.5 Milligram As necessary
Batch: Started: Stopped:
OLANZAPINE (Suspected) Reason:  Unspecified psychosis
Tablet 15.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Creatine 11/04/2000 168
Creatine 13/04/2000 5001
Creatine 14/04/2000 844
Creatine 16/04/2000 220
Creatine 17/04/2000 258
Creatine 21/04/2000 625
Creatine 23/04/2000 282

Additional Information:
Patient also taking aspirin, benztropine, nulax, senocot, temazepam.
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THERAPEUTIC GOODS ADMINISTRATION
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 159594 Seq: 1 Gender: M
Reported: 29/11/2000 Weight:
Age: 89

Hospitalisation:
Onset Date: 09/04/2000
Outcome: Not yet recovered

Reaction Details:

DOB: 15/03/1911
Causality: Causality possible

Medicine Details:

PERICYAZINE (Suspected) Reason:  Ofr spec symp psychopathol nec

2.5 Milligram As necessary

Batch: Started: Stopped:

OLANZAPINE (Suspected) Reason:  Unspecified psychosis

Tablet 15.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details
Creatine 26/04/2000 488

Additional Information:
Patient also taking aspirin, benztropine, nulax, senocot, temazepam.
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ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 159595 Seq: 1 Gender: F
Reported: 29/11/2000 Weight:
Hospitalisation: Admitted to hospital Age: 35
Onset Date: 18/04/2000 DOB: 29/12/1964
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase incr
Hypertonia
Hypokinesia
Neuroleptic malignant syndrome Therapy ceased. rehydration,
monitoring.
Pyrexia

Medicine Details:

PERICYAZINE (Suspected) Reason:  Unspecified psychosis
7.5 Milligram Daily
Batch: Started: Stopped: 5D
CITALOPRAM HYDROBROMIDE (Suspected) Reason: Depression
20.0 Milligram Daily
Batch: Started: Stopped: 10D

Laboratory Investigations:

Date Type Range Date Tested Result Details
Biochemistry <150 Myoglobin = 189
Creatine 18/04/2000 1440
Creatine 19/04/2000 1018
Creatine 20/04/2000 560
Creatine 21/04/2000 308
Creatine 23/04/2000 92

Additional Information:
Patient also taking sodium valproate. patient had a previous history of neuroleptic malignant syndrome cause not stated.
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Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 160857 Seq: 1 Gender: F
Reported: 23/01/2001 Weight:
Hospitalisation: Age: 80Y
Onset Date: 16/01/2001 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neurosis Speeking loudly slurring, calling out.
Insomnia Unable to sleep awake for 48 hrs.

Medicine Details:

NEULACTIL (Suspected) Reason:
Tablet 10.0 Milligram Daily Oral
Batch: Started: Stopped: 15/01/2001
NEULACTIL (Suspected) Reason:
Tablet 20.0 Milligram Daily Oral
Batch: Started: 15/01/2001 Stopped: 18/01/2001

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: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 165137 Seq: 1 Gender: M
Reported: 04/06/2001 Weight:
Age: 5

Hospitalisation:

Onset Date: 26/04/2001 DOB: 16/07/1995

Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hyperkinesia 'nervy', hyperactivity.
Insomnia Poor sleeping Pericyazine ceased, changed
to chaloperidol.

Medicine Details:

DEXAMPHETAMINE SULPHATE (Other drug) Reason:
Oral application 5.0 Milligram Daily Oral
Batch: Started: Stopped:
PERICYAZINE (Suspected) Reason:
2.5 Milligram Daily
Batch: Started: 04/04/2001 Stopped: 12/04/2001

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 165726 Seq: 1 Gender: M
Reported: 25/06/2001 Weight: 26.00
Hospitalisation: Age: 11
Onset Date: 28/03/2001 DOB: 13/04/1989
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dystonia Iv benztropine, changed to
amitriptyline

Medicine Details:

NEULACTIL (Suspected) Reason:
Tablet 5.0 Milligram Daily Oral
Batch: Started: 27/03/2001 Stopped: 28/03/2001

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Following 2nd dose of neulactil, there was involuntary movement of mouth and difficulty speaking, also some tongue and arm
involvement.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 169716 Seq: 1 Gender: F
Reported: 06/11/2001 Weight: 76.00
Hospitalisation: Age: 40
Onset Date: 18/09/2001 DOB: 09/04/1961
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Urinary incontinence Urge & strees incontinence. Date of recovery 10.10.01.
neulactil ceased.

Medicine Details:

CAPADEX (Other drug) Reason:  Otr&unsp vertebrogen pain synd
1.0 Dose Unspecified As necessary
Batch: Started: 17/05/2001 Stopped: CONTIN
THYROXINE SODIUM (Other drug) Reason: Myxedema
25.0 Microgram Daily
Batch: Started: Stopped: CONTIN
AROPAX (Other drug) Reason:  Obsessive compulsive neurosis
3.0 Dose Unspecified Daily
Batch: Started: Stopped: CONTIN
NEULACTIL (Suspected) Reason:
2.5 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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ADMINISTRATION

NEULACTIL,PERICYAZINE

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 170776 Seq: 1 Gender: U
Reported: 05/12/2001 Weight:
Hospitalisation: Admitted to hospital Age:
Onset Date: 12/09/2001 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Patient was hospitalised. g-csf,
antibiotics for infection.
Medicine Details:
COLOXYL (Other drug) Reason:
0.0
Batch: Started: Stopped:
ASPIRIN (Other drug) Reason:
0.0
Batch: Started: Stopped:
GLYCERYL TRINITRATE (Other drug) Reason:
Cream 25.0 Milligram Daily Transdermal
Batch: Started: Stopped:
THYROXINE SODIUM (Other drug) Reason:
100.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Neutrophils 12/09/2001 0.01
White blood cells 12/09/2001 0.19
Additional Information:
No history of other allergy.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 170776 Seq: 1 Gender: U
Reported: 05/12/2001 Weight:
Hospitalisation: Admitted to hospital Age:
Onset Date: 12/09/2001 DOB:
Outcome: Unknown Causality: Causality possible

Reaction Details:

Medicine Details:

TEMAZEPAM (Other drug) Reason:
10.0 Milligram Daily
Batch: Started: Stopped:
PERICYAZINE (Suspected) Reason:
7.5 Milligram Daily
Batch: Started: Stopped: 2W
TRIMETHOPRIM (Suspected) Reason:
300.0 Milligram Daily
Batch: Started: 23/08/2001 Stopped: 12/09/2001
AMOXYCILLIN TRIHYDRATE (Suspected) Reason:
750.0 Milligram Daily
Batch: Started: 10/09/2001 Stopped: 12/09/2001

Laboratory Investigations:

Additional Information:
No history of other allergy.
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Public Case Detail

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 171654 Seq: 1 Gender: F
Reported: 04/01/2002 Weight: 66.00
Hospitalisation: Age: 16
Onset Date: 11/08/2001 DOB: 12/07/1985
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dystonia Stiff neck. Treated with benztropine. date
of recovery 16.8.01.
Visual disturbance
Medicine Details:
PERICYAZINE (Suspected) Reason:  Unspecified psychosis
2.5 Milligram As necessary
Batch: Started: 04/08/2001 Stopped: 11/08/2001
FLUVOXAMINE MALEATE (Suspected) Reason: Depression
50.0 Milligram Daily
Batch: Started: 03/08/2001 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 172714 Seq: 1 Gender: F
Reported: 14/02/2002 Weight: 78.00
Hospitalisation: Age: 60
Onset Date: 10/02/2002 DOB: 13/04/1941
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Syncope Brief loss of consciousness.
Hypotension

Medicine Details:

COLOXYL WITH SENNA (Other drug) Reason:
0.0
Batch: Started: Stopped:
VENLAFAXINE HYDROCHLORIDE (Other drug) Reason:
300.0 Milligram Daily
Batch: Started: Stopped:
DOMPERIDONE (Other drug) Reason:
30.0 Milligram Daily
Batch: Started: Stopped:
OXYTOCIN (Other drug) Reason:
60.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 172714 Seq: 1 Gender: F
Reported: 14/02/2002 Weight: 78.00
Hospitalisation: Age: 60
Onset Date: 10/02/2002 DOB: 13/04/1941
Outcome: Unknown Causality: Causality possible

Reaction Details:

Medicine Details:

LOSEC (Other drug) Reason:
40.0 Milligram Daily
Batch: Started: Stopped:
PANAMAX (Other drug) Reason:
8.0 Dose Unspecified Daily
Batch: Started: Stopped:
PERICYAZINE (Suspected) Reason:
5.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 172742 Seq: 1 Gender: M
Reported: 13/02/2002 Weight:
Hospitalisation: Age: 71
Onset Date: DOB: 24/11/1930
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase incr
Hypertonia
Leukocytosis
Neuroleptic malignant syndrome Stop pericyazine and

olanzapine, also atorvastatin.
supportive therapy (parace
tamol, rehydration with iv
fluids) given. later given

levodopa/benserazide.
Pyrexia
Medicine Details:
PANADEINE FORTE (Other drug) Reason:
0.0
Batch: Started: Stopped:
ROFECOXIB (Other drug) Reason:
0.0
Batch: Started: Stopped:
WARFARIN SODIUM (Other drug) Reason:  Otr&nos disord of heart rhythm
8.0 Milligram Daily
Batch: Started: Stopped:
DIGOXIN (Other drug) Reason:  Oftr&nos disord of heart rhythm
250.0 Microgram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Creatine 02/10/2001 658
Creatine 03/10/2001 1749
Creatine 05/10/2001 465
Creatine 04/10/2001 753
Creatine 16/10/2001 2244
Creatine 17/10/2001 1309
Creatine 20/10/2001 325

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 172742 Seq: 1 Gender: M
Reported: 13/02/2002 Weight:
Hospitalisation: Age: 71
Onset Date: DOB: 24/11/1930
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

PERINDOPRIL (Other drug) Reason:  Chron isch heart dis no hyper
2.0 Milligram Daily
Batch: Started: Stopped:
FRUSEMIDE (Other drug) Reason:  Essential benign hypertension
40.0 Milligram Daily
Batch: Started: Stopped:
PERICYAZINE (Suspected) Reason: Presenile dementia
10.0 Milligram Daily
Batch: Started: Stopped:
OLANZAPINE (Suspected) Reason: Nervousness
5.0 Milligram Daily
Batch: Started: Stopped: 19D

Laboratory Investigations:

Date Type Range Date Tested Result Details

Creatine 26/10/2001 35

Creatine 22/10/2001 98

Creatine 19/10/2001 693
Creatine 16/10/2001 1990
White blood cells 18/10/2001 18.3
\White blood cells 19/10/2001 16.8
White blood cells 20/10/2001 14.9

Additional Information:

Report Run : 01/06/2007 05:15PM  Database: pusime02 ADRS004 Page 78 of 115



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 172742 Seq: 1 Gender: M
Reported: 13/02/2002 Weight:
Hospitalisation: Age: 71
Onset Date: DOB: 24/11/1930
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

ATORVASTATIN (Suspected) Reason:  Othr&unspec metabolic diseases
10.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
\White blood cells 21/10/2001 16.9
\White blood cells 22/10/2001 18.6
White blood cells 23/10/2001 12.8
\White blood cells 26/10/2001 9.11
White blood cells 30/10/2001 12.8
\White blood cells 31/10/2001 9.20
White blood cells 01/11/2001 9.31

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 172742 Seq: 1 Gender: M
Reported: 13/02/2002 Weight:
Hospitalisation: Age: 71
Onset Date: DOB: 24/11/1930
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

PANADEINE FORTE (Other drug) Reason:
0.0
Batch: Started: Stopped:
ROFECOXIB (Other drug) Reason:
0.0
Batch: Started: Stopped:
WARFARIN SODIUM (Other drug) Reason:  Otr&nos disord of heart rhythm
8.0 Milligram Daily
Batch: Started: Stopped:
DIGOXIN (Other drug) Reason:  Oftr&nos disord of heart rhythm
250.0 Microgram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
White blood cells 02/11/2001 8.07

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 172742 Seq: 1 Gender: M
Reported: 13/02/2002 Weight:
Hospitalisation: Age: 71
Onset Date: DOB: 24/11/1930
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

PERINDOPRIL (Other drug) Reason:  Chron isch heart dis no hyper
2.0 Milligram Daily
Batch: Started: Stopped:
FRUSEMIDE (Other drug) Reason:  Essential benign hypertension
40.0 Milligram Daily
Batch: Started: Stopped:
PERICYAZINE (Suspected) Reason: Presenile dementia
10.0 Milligram Daily
Batch: Started: Stopped:
OLANZAPINE (Suspected) Reason: Nervousness
5.0 Milligram Daily
Batch: Started: Stopped: 19D

Laboratory Investigations:

Additional Information:
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ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 172742 Seq: 1 Gender: M
Reported: 13/02/2002 Weight:
Hospitalisation: Age: 71

DOB: 24/11/1930

Onset Date:
Causality: Causality possible

Outcome: Not yet recovered
Reaction Details:

Medicine Details:
ATORVASTATIN (Suspected) Reason:  Othr&unspec metabolic diseases
10.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 172743 Seq: 1 Gender: M
Reported: 13/02/2002 Weight:
Hospitalisation: Age: 31Y
Onset Date: 11/12/2001 DOB:

Outcome: Causality: Causality possible

Reaction Details:

Not yet recovered

Preferred Term Severity Report Description Treatment
Hyperreflexia
Hypertension
Hypertonia
Hypokalaemia
Hypoxia
Leukocytosis
Mydriasis
Neuroleptic malignant syndrome
Serotonin syndrome Therapy ceased. supportive
treatment given, rehydration,
captopril, kcl.
Tachycardia
Medicine Details:
CIPRAMIL (Suspected) Reason: Depression
20.0 Milligram Daily
Batch: Started: Stopped: 5D
PROTHIADEN (Suspected) Reason: Depression
150.0 Milligram Daily
Batch: Started: Stopped: 7D
PROZAC (Suspected) Reason: Depression
60.0 Milligram Daily
Batch: Started: Stopped: 7D
PERICYAZINE (Suspected) Reason:
20.0 Milligram Daily
Batch: Started: Stopped: ™
Laboratory Investigations:
Date Type Range Date Tested Result Details
Biochemistry Sao2 90% on air.
Creatine 0-270 U/L 11/12/2001 689
Creatine 0-270 UL | 13/12/2001 1670
Creatine 0-270U/L | 12/12/2001 1407
Potassium 11/12/2001 27
White blood cells 4-11 11/12/2001 171
White blood cells 4-11 13/12/2001 11.9

Additional Information:
Other reaction terms: creatinine phosphokinase increased, sweating increased.
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Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 175413 Seq: 1 Gender: M
Reported: 13/05/2002 Weight:
Hospitalisation: Admitted to hospital Age: 49
Onset Date: DOB: 17/09/1952
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Priapism Priapism which lasted four days. Patient was hospitalised.

Medicine Details:

LOVAN (Other drug) Reason: Depression
20.0 Milligram Daily
Batch: Started: Stopped:
NEULACTIL (Suspected) Reason:
15.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient history: periods of depression and hypomania.
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Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 178815 Seq: 1 Gender: F
Reported: 09/09/2002 Weight:
Hospitalisation: Age: 69Y
Onset Date: 27/08/2002 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Hallucination Things on wall.
Delirium Date of recovery 28/08/02.
Delusion
Tremor

Medicine Details:

NEULACTIL (Suspected) Reason:  Unspecified psychosis
Tablet 10.0 Milligram Daily Oral
Batch: Started: 27/08/2002 Stopped: 28/08/2002

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 179107 Seq: 1 Gender: F
Reported: 18/09/2002 Weight:
Hospitalisation: Admitted to hospital Age: 50Y

DOB:

Onset Date:
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Causality: Causality possible

Neuroleptic malignant syndrome
Neurosis All medications withdrawn.
patient hospitalised.

Medicine Details:
NEULACTIL (Suspected) Reason:
0.0
Batch: Started: Stopped:
ZOLOFT (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
Batch: Started: 23/03/2002 Stopped: 04/04/2002
ZYPREXA (Suspected) Reason:
Tablet 10.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Relevant history - mental retardation.
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Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 180066 Seq: 1 Gender: F
Reported: 25/10/2002 Weight:
Hospitalisation: Age: 72Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Coordination abnormal
Dizziness
Hypotension Required a visit to doctor. st
john's wort ceased.
Medicine Details:
EFEXOR (Interaction) Reason: Essential benign hypertension
75.0 Milligram Daily
Batch: Started: Stopped: CONTIN
NEULACTIL (Interaction) Reason:  Anxiety neurosis
5.0 Milligram Daily
Batch: Started: L TERM Stopped: CONTIN
HYPERICUM-ST JOHN'S WORT (Interaction) Reason: Depression
1.0 Dose Unspecified Daily
Batch: Started: Stopped: 30D
FOSAMAX (Other drug) Reason:  Osteoarthritis
70.0 Milligram Weekly
Batch: Started: L TERM Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 180066 Seq: 1 Gender: F
Reported: 25/10/2002 Weight:
Hospitalisation: Age: 72Y
Onset Date: DOB:

Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:
KARVEA (Other drug) Reason: Essential benign hypertension
75.0 Milligram Daily
Batch: Started: L TERM Stopped: CONTIN

Laboratory Investigations:

Additional Information:
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Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 180093 Seq: 1 Gender: M
Reported: 28/10/2002 Weight:
Hospitalisation: Admitted to hospital Age: 82
Onset Date: 09/07/2002 DOB: 08/02/1920
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Extrapyramidal disorder Parkinsonism Patient was admitted to
hospital.
Hypertonia
Somnolence
Tardive dyskinesia
Medicine Details:
IMIPRAMINE HYDROCHLORIDE (Suspected) Reason:
Tablet 25.0 Milligram Daily Oral
Batch: Started: L TERM Stopped:
PERICYAZINE (Suspected) Reason:
Tablet 2.5 Milligram Daily Oral
Batch: Started: L TERM Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

and mask-like face.

Patient has signs of marked rigidity of all limbs with prominent orobuccal dyskinetic movements, normal spontaneous movements
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Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 183933 Seq: 1 Gender: F
Reported: 11/03/2003 Weight: 0.00
Hospitalisation: Age: 38
Onset Date: DOB: 27/04/1964
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Depersonalisation Required Visit [Long and short term memory loss, loss of
to Doctor thinking ability, loss of

concentration, loss of judgement, feeling
of emptiness, depersonalization,

severe muscle and joint pain, loss of
motivation, extreme fatigue, tiredness,
slept 15/18 hours a day

Amnesia Required Visit
to Doctor

Apathy Required Visit
to Doctor

Arthralgia Required Visit
to Doctor

Medicine Details:
NEULACTIL (Suspected) Reason:

10.0 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: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 183933 Seq: 1 Gender: F
Reported: 11/03/2003 Weight: 0.00
Hospitalisation: Age: 38
Onset Date: DOB: 27/04/1964
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Disturbance in attention Required Visit
to Doctor
Fatigue Required Visit
to Doctor
Myalgia Required Visit
to Doctor
Thinking abnormal Required Visit
to Doctor

Medicine Details:
NEULACTIL (Suspected) Reason:

10.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC 60ODS
ADMINISTRATION

NEULACTIL,PERICYAZINE

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 184183 Seq: 1
Reported: 19/03/2003
Hospitalisation:
Onset Date: 01/07/2002
Outcome: Not yet recovered

Reaction Details:

Gender: F

Weight: 0.00
Age: 69Y
DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Fall Resulted in hip fracture possibly due to Dose of Chlorpromazine and
tardive dyskinesia and postural Pericyazine was halved and
hypotension. Benztropine.
Orthostatic hypotension
Tardive dyskinesia
Medicine Details:
SALBUTAMOL (Other drug) Reason:
4.0 Dose Unspecified Daily
Batch: Started: Stopped: Contin
VENLAFAXINE HYDROCHLORIDE (Other drug) Reason:
Capsule 75.0 Milligram Daily Oral
Batch: Started: Stopped: Contin
PERICYAZINE (Suspected) Reason:
Tablet 10.0 Milligram Daily Oral
Batch: Started: Stopped: 01/07/2002
CHLORPROMAZINE HYDROCHLORIDE (Suspected) Reason:  Schizo-affective type psychos
Tablet 200.0 Milligram Daily Oral
Batch: Started: Stopped: 01/07/2002
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Report Run : 01/06/2007 05:15PM  Database: pusime02
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

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

Reaction Details:

Report Details:

184183
19/03/2003

Seq: 1

01/07/2002
Not yet recovered

Medicine Details:

Gender: F
Weight: 0.00
Age: 69Y
DOB:
Causality: Causality possible

Report Run : 01/06/2007 05:15PM  Database: pusime02

BENZTROPINE MESYLATE (Suspected) Reason:

Tablet 2.0 Milligram Daily Oral

Batch: Started: Stopped: 01/07/2002
MORPHINE AND ASPIRIN MIXTURE (Suspected) Reason:

8.0 Milligram Daily

Batch: Started: Stopped: 01/07/2002
Laboratory Investigations:
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 196006 Seq: 1 Gender: F
Reported: 26/03/2004 Weight: 45.00
Hospitalisation: Age: 99u
Onset Date: 12/03/2004 DOB:
Outcome: Recovered 15/03/2004 Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
\Vomiting Required Visit [Vomiting started 12 hours after 1st dose  |Neulactil ceased
to Doctor
Medicine Details:
NEULACTIL (Suspected) Reason:  Unspecified psychosis
Tablet 5.0 Milligram Daily Oral
Batch: Started: 11/03/2004 Stopped: 15/03/2004
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
No previous exposure to anipsychotic medication. SSRI and Tramal used with no side effects.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 196051 Seq: 1 Gender: M
Reported: 29/03/2004 Weight: 0.00
Hospitalisation: Age: 41
Onset Date: 01/09/2003 DOB: 14/08/1962
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Pyrexia Caused or Query neuroleptic malignant, febrile, Treatment with diazepam,
prolonged muscle aches, rigors and night sweats. discontinuation of reboxetine
inpatient and amisulpride and
hospitalisation unspecified dose reduction of
paroxetine and periciazine.
Agitation Caused or
prolonged
inpatient

hospitalisation

Chills

Medicine Details:

Abilify (Suspected) Reason:
Batch: Started: Stopped:
NEULACTIL (Suspected) Reason:
Batch: Started: Stopped:
AROPAX (Suspected) Reason:
Batch: Started: 03/07/2003 Stopped:
EDRONAX (Suspected) Reason: Depression
Tablet 8.0 Milligram Daily Oral
Batch: Started: 26/08/2003 Stopped: 22/01/2004
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Aripiprazole later resumed as schizophrenic symptoms recurred.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 196051 Seq: 1 Gender: M
Reported: 29/03/2004 Weight: 0.00
Hospitalisation: Age: 41
Onset Date: 01/09/2003 DOB: 14/08/1962
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Insomnia Caused or
prolonged
inpatient
hospitalisation
Myalgia
Neuroleptic malignant syndrome |Caused or
prolonged
inpatient
hospitalisation
Night sweats

Medicine Details:

Abilify (Suspected) Reason:
Batch: Started: Stopped:
NEULACTIL (Suspected) Reason:
Batch: Started: Stopped:
AROPAX (Suspected) Reason:
Batch: Started: 03/07/2003 Stopped:
EDRONAX (Suspected) Reason: Depression
Tablet 8.0 Milligram Daily Oral
Batch: Started: 26/08/2003 Stopped: 22/01/2004

Laboratory Investigations:

Additional Information:
Aripiprazole later resumed as schizophrenic symptoms recurred.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 196051 Seq: 1 Gender: M
Reported: 29/03/2004 Weight: 0.00
Hospitalisation: Age: 41
Onset Date: 01/09/2003 DOB: 14/08/1962
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Tachycardia Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

Abilify (Suspected) Reason:
Batch: Started: Stopped:
NEULACTIL (Suspected) Reason:
Batch: Started: Stopped:
AROPAX (Suspected) Reason:
Batch: Started: 03/07/2003 Stopped:
EDRONAX (Suspected) Reason: Depression
Tablet 8.0 Milligram Daily Oral
Batch: Started: 26/08/2003 Stopped: 22/01/2004

Laboratory Investigations:

Additional Information:
Aripiprazole later resumed as schizophrenic symptoms recurred.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 197875 Seq: 1 Gender: M
Reported: 04/06/2004 Weight: 0.00
Hospitalisation: Age: 67
Onset Date: 20/04/2004 DOB: 13/10/1936
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Intestinal obstruction Caused or Severe faecal impaction. Microlax, Movicol, Picolax,
prolonged Glycerol suppositories.
inpatient
hospitalisation

Medicine Details:

NEULACTIL (Suspected) Reason:
Tablet 10.0 Milligram As necessary Oral
Batch: Started: Stopped: 23/04/2004

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient was also taking valproate, Glipizide, Felodipine, Simvastatin, Diazepam, Temazepam, levainal.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 198985 Seq: 1 Gender: F
Reported: 15/07/2004 Weight: 0.00
Hospitalisation: Age: 77
Onset Date: 14/06/2004 DOB:
Outcome: Recovered 29/06/2004 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome |Caused or Neuroleptic malignant syndrome. Initially with Timentin (?
prolonged sepsis), then Bromocriptine
inpatient 2.5mg NG TDS.
hospitalisation
Blood pressure fluctuation Caused or
prolonged
inpatient
hospitalisation
Hyperthermia Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

METFORMIN HYDROCHLORIDE (Suspected) Reason: Diabetes mellitus
Tablet 1.0 Gram Daily Oral
Batch: Started: 14/06/2004 Stopped: 14/06/2004
NEULACTIL (Suspected) Reason:
Tablet 5.0 Milligram Daily Oral
Batch: Started: Stopped: 14/06/2004

Laboratory Investigations:

Date Type Range Date Tested Result Details

15/07/2004 |Creatinine 14/06/2004 295

Additional Information:

Patient also taking Coversyl, Neulactil and Panadol.
Patient history of dementia, NIDDM, alzheimer's, HT and intellectual disability.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 198985 Seq: 1 Gender: F
Reported: 15/07/2004 Weight: 0.00
Hospitalisation: Age: 77
Onset Date: 14/06/2004 DOB:
Outcome: Recovered 29/06/2004 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Renal failure Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

METFORMIN HYDROCHLORIDE (Suspected) Reason: Diabetes mellitus
Tablet 1.0 Gram Daily Oral
Batch: Started: 14/06/2004 Stopped: 14/06/2004
NEULACTIL (Suspected) Reason:
Tablet 5.0 Milligram Daily Oral
Batch: Started: Stopped: 14/06/2004

Laboratory Investigations:

Additional Information:

Patient also taking Coversyl, Neulactil and Panadol.
Patient history of dementia, NIDDM, alzheimer's, HT and intellectual disability.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 199743 Seq: 1 Gender: M
Reported: 06/08/2004 Weight: 0.00
Hospitalisation: Age: 99
Onset Date: 29/04/2004 DOB: 29/04/1905
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Inappropriate antidiuretic hormone SIADH, hyponatraemia, dizziness, Fluid restriction and urea 30g
confused and visual hallucinations. daily.

Confusional state
Dizziness
Hallucination, visual
Hyponatraemia

Medicine Details:

OMEPRAZOLE (Other drug) Reason:
20.0 Milligram Daily
Batch: Started: Stopped:
DIGOXIN (Other drug) Reason:
Tablet 125.0 Microgram Daily Oral
Batch: Started: Stopped: 06/05/2004
PERICYAZINE (Suspected) Reason:
Tablet 2.0 Milligram Daily Oral
Batch: Started: Stopped:
PERINDOPRIL (Suspected) Reason:
Tablet 4.0 Milligram Daily Oral
Batch: Started: Stopped: 06/05/2004

Laboratory Investigations:

Date Type Range Date Tested Result Details
06/08/2004 [Sodium 29/04/2004 125
06/08/2004 [Sodium 06/05/2004 116
06/08/2004 [Sodium 07/05/2004 118
06/08/2004 [Sodium 11/05/2004 121
06/08/2004 [Sodium 13/05/2004 122
06/08/2004 [Sodium 16/05/2004 122
06/08/2004 [Sodium 22/05/2004 131

Additional Information:
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THERAPEUTIC 60ODS
ADMINISTRATION

NEULACTIL,PERICYAZINE

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 200691 Seq: 1 Gender: F
Reported: 09/09/2004 Weight: 69.00
Hospitalisation: Admitted to hospital Age: 99U
Onset Date: 20/07/2004 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Extrapyramidal disorder Caused or Patient was admitted to hospital with All antipsychotics ceased,
prolonged increasing confusion, tremor, rigidity, patient rehydrated. Augmentin
inpatient bradykinesia and dysphagia. Duo Forte for aspiration
hospitalisation pneumonia.
Pneumonia aspiration Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

METOCLOPRAMIDE HYDROCHLORIDE (Other drug) Reason:
Injection 10.0 Milligram 3 times Intramuscular
Batch: Started: 12/05/2004 Stopped: 10/06/2004
OXAZEPAM (Other drug) Reason:
Tablet 60.0 Milligram Daily Oral
Batch: Started: Stopped:
SINEMET (Other drug) Reason: Paralysis agitans
Tablet 3.0 Dose Unspecified Daily Oral
Batch: Started: L TERM Stopped:
CITALOPRAM HYDROBROMIDE (Other drug) Reason: Depression
Tablet 20.0 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: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 200691 Seq: 1 Gender: F
Reported: 09/09/2004 Weight: 69.00
Hospitalisation: Admitted to hospital Age: 99U
Onset Date: 20/07/2004 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Medicine Details:
PANAMAX (Other drug) Reason:
Oral Liquid 10.0 Millilitre Daily Oral
Batch: Started: Stopped:
DIAZEPAM (Other drug) Reason:
20.0 Milligram Daily
Batch: Started: Stopped: 11/07/2000
TEMAZEPAM (Other drug) Reason:
40.0 Milligram Daily Oral
Batch: Started: 15/07/2004 Stopped:
FRUSEMIDE (Other drug) Reason:
40.0 Milligram Alternate days
Batch: Started: Stopped:

Additional Information:

Laboratory Investigations:
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THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 200691 Seq: 1 Gender: F
Reported: 09/09/2004 Weight: 69.00
Hospitalisation: Admitted to hospital Age: 99U
Onset Date: 20/07/2004 DOB:
Outcome: Unknown Causality: Causality possible

Reaction Details:

Medicine Details:

RISPERIDONE (Suspected) Reason:  Ofr spec symp psychopathol nec
Batch: Started: S TERM Stopped:

PERICYAZINE (Suspected) Reason:  Otr spec symp psychopathol nec
Tablet 8.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC 60ODS
ADMINISTRATION

NEULACTIL,PERICYAZINE

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 201016 Seq: 1 Gender: F
Reported: 21/09/2004 Weight: 0.00
Hospitalisation: Age: 78
Onset Date: 16/04/2004 DOB:
Outcome: Recovered 20/04/2004 Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Parkinsonism Required Visit |Parkinson's symptoms/stiffness. Pericyazine ceased.
to Doctor
Musculoskeletal stiffness Required Visit
to Doctor

Medicine Details:
VANCOMYCIN HYDROCHLORIDE (Other drug) Reason: Bacterial disease nec
Injection 5.0 Gram Weekly Intravenous
Batch: Started: 03/04/2004 Stopped: 18/04/2004
LOSEC (Other drug) Reason:
70.0 Milligram Daily Oral
Batch: Started: Stopped:
TRITACE (Other drug) Reason:
5.0 Milligram Daily Oral
Batch: Started: Stopped:
ASASANTIN SR (Other drug) Reason:
Capsule 2.0 Dose Unspecified Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 201016 Seq: 1 Gender: F
Reported: 21/09/2004 Weight: 0.00
Hospitalisation: Age: 78
DOB:

Onset Date: 16/04/2004
Outcome: Recovered 20/04/2004

Reaction Details:

Causality: Causality probable

Medicine Details:

CLOTRIMAZOLE (Other drug) Reason:
Cream 2.0 Dose Unspecified Daily Topical
Batch: Started: 31/03/2004 Stopped:
PERICYAZINE (Suspected) Reason:  Unspecified psychosis
Tablet 5.0 Milligram Daily Oral
Batch: Started: Stopped: 16/04/2004

Laboratory Investigations:

Additional Information:
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Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 202104 Seq: 1 Gender: M
Reported: 27/10/2004 Weight: 130.00
Age: 26

Hospitalisation:
Onset Date: 15/10/2004
Outcome: Not yet recovered

Reaction Details:

DOB: 13/10/1978
Causality: Causality possible

Preferred Term Severity Report Description Treatment

Secondary impotence and premature Trial of Viagra 50mg

Erectile dysfunction
ejaculation.

Premature ejaculation

Medicine Details:

Reason: Depression

AVANZA (Suspected)
Tablet 90.0 Milligram Daily Oral
Batch: Started: 09/09/2004 Stopped:

NEULACTIL (Suspected) Reason:  Unspecified psychosis

Tablet 10.0 Milligram Daily Oral
Batch: Started: 12/08/2004 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 206118 Seq: 1 Gender: U
Reported: 16/03/2005 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 82Y
Onset Date: 16/02/2005 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Bradycardia Caused or Patient admitted bradycardic with atrial
prolonged fibrillation, hypothermic, pin-point pupils
inpatient and unresponsive with brief respiratory
hospitalisation |arrest.
Atrial fibrillation Caused or
prolonged
inpatient
hospitalisation
Hypothermia Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

AMARYL (Other drug) Reason:
4.0 Milligram
Batch: Started: Stopped:
ASPIRIN (Other drug) Reason:
100.0 Milligram
Batch: Started: Stopped:
LIPITOR (Other drug) Reason:
Batch: Started: Stopped:
CHLORVESCENT (Other drug) Reason:
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Recent change in dose. Zyprexa 2.5mg n 12/01/05. Admitted on 10mg d 16/02/05.
History - NIDDM, AF, MI (15 years ago) HT and dementia.
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THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 206118 Seq: 1 Gender: U
Reported: 16/03/2005 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 82Y
Onset Date: 16/02/2005 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Miosis Caused or
prolonged
inpatient
hospitalisation
Respiratory arrest Caused or
prolonged
inpatient
hospitalisation
Unresponsive to stimuli Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

FRUSEMIDE (Other drug) Reason:

Batch: Started: Stopped:
PANAMAX (Other drug) Reason:

Batch: Started: Stopped:
KEFLEX (Other drug) Reason:

Batch: Started: Stopped:
FLUCLOXACILLIN SODIUM (Other drug) Reason:

Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:

Recent change in dose. Zyprexa 2.5mg n 12/01/05. Admitted on 10mg d 16/02/05.
History - NIDDM, AF, MI (15 years ago) HT and dementia.
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THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 206118 Seq: 1 Gender: U
Reported: 16/03/2005 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 82Y
Onset Date: 16/02/2005 DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

PROTAPHANE (Other drug) Reason:

Batch: Started: Stopped:
DILATREND (Suspected) Reason:

Tablet 25.0 Milligram Daily Oral

Batch: Started: Stopped:
LANOXIN PG (Suspected) Reason:

Tablet 62.0 Microgram Daily Oral

Batch: Started: Stopped:
NEULACTIL (Suspected) Reason:

Tablet 12.0 Milligram Daily Oral

Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
Recent change in dose. Zyprexa 2.5mg n 12/01/05. Admitted on 10mg d 16/02/05.
History - NIDDM, AF, MI (15 years ago) HT and dementia.

Report Run : 01/06/2007 05:15PM  Database: pusime02 ADRS004 Page 110 of 115



TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

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

Reaction Details:

Report Details:

206118 Seq: 1
16/03/2005

Admitted to hospital
16/02/2005

Not yet recovered

Medicine Details:

Gender:

Weight:
Age:
DOB:

u
0.00
82y

Causality: Causality possible

Wafer
Batch:

Zyprexa Zydis (Suspected)

10.0 Milligram
Started:

Reason:

Daily

Oral
Stopped: 07/02/2005

Laboratory Investigations:

Additional Information:
Recent change in dose. Zyprexa 2.5mg n 12/01/05. Admitted on 10mg d 16/02/05.
History - NIDDM, AF, MI (15 years ago) HT and dementia.
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Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 215354 Seq: 1 Gender: M
Reported: 30/01/2006 Weight: 0.00
Hospitalisation: Age: 33
Onset Date: DOB: 02/11/1972
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Personality change Caused or The patient experienced a personality Efexor stopped, then restarted.
prolonged change, agitation, depression, attempted [He was taking Lithium.
inpatient suicide, akathisia, he was unstable,

hospitalisation [ manic', had jittery legs, could not

concentrate, could not sleep, but slept on
and off all day, had no desire for sex, felt
uneasy, got cranky and was irritated
easily.

Agitation Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

AROPAX (Suspected) Reason:
Oral
Batch: Started: Stopped:
LARGACTIL (Suspected) Reason: Depression
Batch: Started: Stopped:
NEULACTIL (Suspected) Reason:
Tablet 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: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 215354 Seq: 1 Gender: M
Reported: 30/01/2006 Weight: 0.00
Hospitalisation: Age: 33
Onset Date: DOB: 02/11/1972
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Akathisia Caused or
prolonged
inpatient
hospitalisation
Depression Caused or
prolonged
inpatient
hospitalisation
Libido decreased Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

AROPAX (Suspected) Reason:
Oral

Batch: Started: Stopped:
LARGACTIL (Suspected) Reason: Depression

Batch: Started: Stopped:
NEULACTIL (Suspected) Reason:

Tablet Oral

Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:

Report Run : 01/06/2007 05:15PM  Database: pusime02 ADRS004 Page 113 of 115



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
NEULACTIL,PERICYAZINE

Report Details:

Case Number: 215354 Seq: 1 Gender: M
Reported: 30/01/2006 Weight: 0.00
Hospitalisation: Age: 33
Onset Date: DOB: 02/11/1972
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Mania Caused or
prolonged
inpatient
hospitalisation
Suicide attempt Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

AROPAX (Suspected) Reason:
Oral

Batch: Started: Stopped:
LARGACTIL (Suspected) Reason: Depression

Batch: Started: Stopped:
NEULACTIL (Suspected) Reason:

Tablet Oral

Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

NEULACTIL,PERICYAZINE

Date Range: 27 Mar 1988 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 216169 Seq: 1 Gender: M
Reported: 27/02/2006 Weight: 0.00
Hospitalisation: Age: 24Y
DOB:

Onset Date: 13/01/2006
Outcome: Recovered

Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Palpitations Caused or The patient's palpitations continued. Verapamil HCL 180mg daily.
prolonged
inpatient
hospitalisation

Medicine Details:

PERICYAZINE (Suspected) Reason:

Tablet
Batch: Started: Stopped:

Oral

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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