
  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 1 of 197

Case Number: Gender:
0.00Weight:

The date of onset is not accurate but indicates that onset occurred sometime during the year.  Case Sequenced to: 26442/3. GP 
report

01/12/1989

31/12/1986
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

67YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

BENZHEXOL HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

0.0

BENZTROPINE MESYLATE (Suspected) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily Oral4.0

STELAZINE (Suspected) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily2.0

ROHYPNOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1581

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 2 of 197

Case Number: Gender:
82.00Weight:

Case Sequenced to: 66823/2

06/08/1990

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Radiololgy Enlarged liver which was later confirmed by isotope tomography

Laboratory Investigations:

67YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

0.0

STELAZINE (Suspected) Reason:

Stopped:Started:Batch:

0.0

BENZHEXOL HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

0.0

BENZTROPINE MESYLATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 12429

Preferred Term Severity Report Description Treatment
Hallucination
Hepatomegaly



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 3 of 197

Case Number: Gender:
70.00Weight:

Case Sequenced to: 68362/2

09/11/1990

17/09/1990
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily20.0

PROZAC (Suspected)

27/08/1990 03/10/1990

Reason:

Schizo-affective type psychos

Stopped:Started:Batch:

Milligram Daily25.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected)

26/09/1990

Reason:

Hospitalisation:

Report Details:
Seq: 12511

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder Decrease trifluoperazine to 20 

mg daily



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 4 of 197

Case Number: Gender:
70.00Weight:

Case Sequenced to: 68362/3

09/11/1990

26/09/1990
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:
Schizo-affective type psychos

Stopped:Started:Batch:

Milligram Daily20.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected)

26/09/1990 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

BENZTROPINE MESYLATE (Suspected)

26/09/1990 03/10/1990

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

PROZAC (Suspected)

27/08/1990 03/10/1990

Reason:

Hospitalisation:

Report Details:
Seq: 12512

Preferred Term Severity Report Description Treatment
Somnolence
Visual disturbance Ceased prozac and 

benztropine



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 5 of 197

Case Number: Gender:
70.00Weight:

Case Sequenced to: 68362/4

09/11/1990

06/10/1990
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Total20.0

PROZAC (Suspected)

06/10/1990 07/10/1990

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected)

26/09/1990 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 12513

Preferred Term Severity Report Description Treatment
Somnolence Ceased prozac 20.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 6 of 197

Case Number: Gender:
0.00Weight:

Hospital report.   Case Sequenced to: 68970/2

03/01/1991

Causality possibleRecovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

86YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily1.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected)

20/07/1990 26/07/1990

Reason:

Hospitalisation:

Report Details:
Seq: 12536

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder Bromocriptine increased



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 7 of 197

Case Number: Gender:
65.00Weight:11/07/1988

07/07/1988
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

82YAge:

Additional Information:

Medicine Details:
Diabetes mellitus

Stopped:Started:Batch:

0.0

VELOSULIN (NORDISK) (Suspected) Reason:

Diabetes mellitus

Stopped:Started:Batch:

0.0

INSULATARD (NORDISK) (Suspected) Reason:

Bacterial disease nec

Stopped:Started:Batch:

Milligram Daily OralOral application 600.0

RIFADIN (Suspected)

05/07/1988 07/07/1988

Reason:

Bacterial disease nec

Stopped:Started:Batch:

Gram Daily OralTablet 1.5

FUCIDIN (Suspected)

05/07/1988 07/07/1988

Reason:

Hospitalisation:

Report Details:
Seq: 155239

Preferred Term Severity Report Description Treatment
Skin discolouration Rifadin and fucidin ceased



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 8 of 197

Case Number: Gender:
65.00Weight:11/07/1988

07/07/1988
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

82YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralTablet 15.0

SEREPAX (Suspected)

30/06/1988

Reason:

Unspec vitamin deficien states

Stopped:Started:Batch:

Milligram Daily OralOral application 200.0

THIAMINE (Suspected)

30/06/1988

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 1.0

STELAZINE (Suspected)

30/06/1988

Reason:

Hospitalisation:

Report Details:
Seq: 155239



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 9 of 197

Case Number: Gender:
60.00Weight:

See original report for other drugs. trifluoperazine  2mg tds prn and 4mg nocte reduced to 2mg nocte.

05/05/1989

09/04/1989
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

65YAge:

Additional Information:

Medicine Details:
Manic-depression psycho,manic

Stopped:Started:Batch:

0.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected)

30/03/1989 15/04/1989

Reason:

Hospitalisation:

Report Details:
Seq: 160372

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder
Hypertonia Reducing dosage then ceased.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 10 of 197

Case Number: Gender:
Weight:15/05/1989

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Dose Unspecified Total3.0

CALMAZINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 161088

Preferred Term Severity Report Description Treatment
Somnolence



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 11 of 197

Case Number: Gender:
70.00Weight:

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

16/03/1990

31/12/1983
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

STELAZINE (Suspected)

01/01/1983

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

BENZTROPINE MESYLATE (Suspected)

01/01/1983

Reason:

Hospitalisation:

Report Details:
Seq: 164765

Preferred Term Severity Report Description Treatment
Tardive dyskinesia Clonazepam



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 12 of 197

Case Number: Gender:
Weight:23/03/1990

15/03/1990
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry White cell count - 15.7/nl (4.0-11.0) with 83% neutrophils. (ck) 
on arrival was 1275 u/l (20-200). ck values peaked at 1665 on 
day 2 and settled to 80 on day 12.

Laboratory Investigations:

31YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily4.0

COGENTIN (Other drug) Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

OralTablet 0.0

STELAZINE (Suspected)

01/03/1990 12/03/1990

Reason:

Hospitalisation:

Report Details:
Seq: 164854

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increased
Dehydration
Hyperhidrosis
Hypertonia
Neuroleptic malignant syndrome Iv fluid, diazepam, withdrawal 

of n'lept (sic)
Paralysis
Pyrexia
Red blood cell sedimentation rate increased
Tachycardia
Vomiting



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 13 of 197

Case Number: Gender:
57.00Weight:04/04/1990

17/12/1989
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:
Iron deficiency anemias

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

SLOW-FE (Other drug)

31/01/1985 CONTIN

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily500.0

NOCTEC (Other drug)

31/01/1985 27/12/1989

Reason:

Paranoia

Stopped:Started:Batch:

Milligram Daily3.0

STELAZINE (Suspected)

24/01/1985 03/01/1990

Reason:

Hospitalisation:

Report Details:
Seq: 164990

Preferred Term Severity Report Description Treatment
Hyperkinesia



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 14 of 197

Case Number: Gender:
70.00Weight:21/04/1990

21/04/1990
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Total5.0

STELAZINE (Suspected)

20/04/1990

Reason:

Hospitalisation:

Report Details:
Seq: 165189

Preferred Term Severity Report Description Treatment
Oculogyration Cogentin 2mg ivi



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 15 of 197

Case Number: Gender:
50.00Weight:

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

23/05/1990

31/05/1990
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:
Acute nasopharyngitis,com cold

Stopped:Started:Batch:

OralOral application 0.0

PSEUDOEPHEDRINE HYDROCHLORIDE (Suspected)

25/04/1990 09/05/1990

Reason:

Myxedema

Stopped:Started:Batch:

Microgram Daily100.0

THYROXINE SODIUM (Suspected)

01/01/1990 09/05/1990

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralOral application 10.0

STELAZINE (Suspected)

01/01/1990 16/05/1990

Reason:

Hospitalisation:

Report Details:
Seq: 165617

Preferred Term Severity Report Description Treatment
Hyperkinesia
Insomnia



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 16 of 197

Case Number: Gender:
51.00Weight:30/05/1990

15/01/1990
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrolytes 30/1/90  2/2/90  13/2/90  23/5/90  14/6/90 ggt:         694     384      
200      130      130 alk p:       360     358      287      156      195 
bili:        136     148      101        7        4 ast:                  97       45                
31

Laboratory Investigations:

63YAge:

Additional Information:

Medicine Details:
Otr loc skin&subcut tis infect

Stopped:Started:Batch:

Gram Daily OralOral application 2.0

FLOPEN (Suspected)

03/01/1990 09/01/1990

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 10.0

STELAZINE (Suspected)

02/02/1990

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 75.0

PROTHIADEN (Suspected)

02/02/1990

Reason:

Abnormal involuntary movement

Stopped:Started:Batch:

Milligram Daily2.0

COGENTIN (Suspected)

02/02/1990

Reason:

Hospitalisation:

Report Details:
Seq: 165933

Preferred Term Severity Report Description Treatment
Jaundice
Rash



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 17 of 197

Case Number: Gender:
Weight:

- 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.

11/06/1990

31/03/1990
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

17YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily7.0

STELAZINE (Suspected)

01/04/1989 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 165979

Preferred Term Severity Report Description Treatment
Nausea Tagamet.
Vomiting



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 18 of 197

Case Number: Gender:
Weight:10/08/1990

15/01/1990
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry 03/02, 05/02, 06/02, 08/02, 12/02, 21/02, 12/03  09/04 bili (<20)     
148    136    127    112    101    95     24     12 alk p(35-135)  358    
339    341    318    287    274    192    171 ast (6-42)      97     90     
82     54     45     90     42     24 gammagt (<40)  384                         
200

Laboratory Investigations:

62YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

FLOPEN (Suspected)

03/01/1990 15/01/1990

Reason:

Stopped:Started:Batch:

Milligram Daily120.0

CARDIZEM (Suspected)

02/02/1990

Reason:

Stopped:Started:Batch:

Milligram Daily10.0

STELAZINE (Suspected)

03/02/1990

Reason:

Stopped:Started:Batch:

Milligram Daily150.0

PROTHIADEN (Suspected)

03/02/1990

Reason:

Hospitalisation:

Report Details:
Seq: 167204

Preferred Term Severity Report Description Treatment
Fatigue
Jaundice
Rash



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 19 of 197

Case Number: Gender:
Weight:10/08/1990

15/01/1990
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

62YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily12.0

COGENTIN (Suspected)

03/02/1990

Reason:

Hospitalisation:

Report Details:
Seq: 167204



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 20 of 197

Case Number: Gender:
57.00Weight:

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

15/10/1990

Causality possibleNot yet recovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 4.0

STELAZINE (Suspected)

01/01/1985 20/09/1990

Reason:

Hospitalisation:

Report Details:
Seq: 167824

Preferred Term Severity Report Description Treatment
Blood alkaline phosphatase increased Medication changed
Rash
Urticaria



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 21 of 197

Case Number: Gender:
80.00Weight:30/10/1990

06/08/1990
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

0.0

STELAZINE (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily100.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected)

17/07/1990 06/08/1990

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Alternate weeks IntramuscularInjection 50.0

MODECATE (Suspected)

09/07/1990 17/08/1990

Reason:

Hospitalisation:

Report Details:
Seq: 168215

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder
Hypertension
Pyrexia Propranolol 40 mg tds from 

03/09/90 to 05/09/90 with no 
effect

Salivary hypersecretion



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 22 of 197

Case Number: Gender:
70.00Weight:

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

09/11/1990

31/01/1990
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:
Schizo-affective type psychos

Stopped:Started:Batch:

Milligram Daily25.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected)

26/09/1990

Reason:

Schizo-affective type psychos

Stopped:Started:Batch:

Milligram Daily150.0

IMIPRAMINE HYDROCHLORIDE (Suspected)

27/08/1990

Reason:

Hospitalisation:

Report Details:
Seq: 168362

Preferred Term Severity Report Description Treatment
Weight increased Imiprimine was ceased



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 23 of 197

Case Number: Gender:
Weight:01/02/1991

09/03/1990
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Creatinine - 603

Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily1.0

LITHIUM CARBONATE (Suspected)

06/03/1990

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

DOXEPIN HYDROCHLORIDE (Suspected)

06/03/1990

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected)

06/03/1990

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

BENZTROPINE MESYLATE (Suspected)

06/03/1990

Reason:

Hospitalisation:

Report Details:
Seq: 169394

Preferred Term Severity Report Description Treatment
Abdominal pain Idc (drained 1.2l in 1 hr), 

hydration. all drugs ceased.
Anuria
Constipation
Renal impairment



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 24 of 197

Case Number: Gender:
Weight:

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

04/02/1991

31/10/1990
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry 04/10,   05/10,  06/10,  07/10,  08/10,  09/10,  11/10  15/10 
creatinine   69        56     270     442     443     203     82     74 
urea        3.4       3.5     8.3     13.0            9.1     6.2    2.7

Laboratory Investigations:

62YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram As necessary5.0

VALIUM (Suspected)

03/10/1990 04/10/1990

Reason:

Stopped:Started:Batch:

Milligram As necessary5.0

HYPNOVEL (Suspected)

03/10/1990 04/10/1990

Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily6.0

STELAZINE (Suspected)

03/10/1990 04/10/1990

Reason:

Stopped:Started:Batch:

Gram Daily IntravenousInjection 4.0

CEFOTAXIME SODIUM (Suspected)

03/10/1990 04/10/1990

Reason:

Hospitalisation:

Report Details:
Seq: 169399

Preferred Term Severity Report Description Treatment
Renal impairment



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 25 of 197

Case Number: Gender:
Weight:

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

04/02/1991

31/10/1990
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

62YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily IntravenousInjection 6.0

CEFOTAXIME SODIUM (Suspected)

04/10/1990 06/10/1990

Reason:

Stopped:Started:Batch:

Gram Daily IntravenousInjection 1.5

CEFOTAXIME SODIUM (Suspected)

07/10/1990 12/10/1990

Reason:

Stopped:Started:Batch:

Milligram Daily150.0

RANITIDINE (Suspected)

04/10/1990 09/10/1990

Reason:

Stopped:Started:Batch:

Milligram Daily240.0

GENTAMICIN SULPHATE (Suspected)

02/10/1990 04/10/1990

Reason:

Hospitalisation:

Report Details:
Seq: 169399



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 26 of 197

Case Number: Gender:
Weight:

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

04/02/1991

31/10/1990
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

62YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily IntravenousInjection 1.2

ACICLOVIR (Suspected)

03/10/1990 04/10/1990

Reason:

Stopped:Started:Batch:

Gram Daily IntravenousInjection 1.5

FLAGYL (Suspected)

04/10/1990 10/10/1990

Reason:

Hospitalisation:

Report Details:
Seq: 169399



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 27 of 197

Case Number: Gender:
103.00Weight:

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

23/08/1990

19/08/1990
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily5.0

STELAZINE (Suspected)

01/01/1980

Reason:

Hospitalisation:

Report Details:
Seq: 169871

Preferred Term Severity Report Description Treatment
Rash maculo-papular



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 28 of 197

Case Number: Gender:
Weight:21/03/1991

11/03/1991
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

65YAge:

Additional Information:

Medicine Details:
Other rheumatoid arthritis

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

PENICILLAMINE (Suspected)

28/02/1991 13/03/1991

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 3.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected) Reason:

Chronic ulcer of skin

Stopped:Started:Batch:

Milligram Daily300.0

RANITIDINE (Suspected) Reason:

Stopped:Started:Batch:

Gram Daily4.0

PARACETAMOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 170075

Preferred Term Severity Report Description Treatment
Alopecia



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 29 of 197

Case Number: Gender:
Weight:21/03/1991

11/03/1991
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

65YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

COLOXYL (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily30.0

METOCLOPRAMIDE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 170075



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 30 of 197

Case Number: Gender:
Weight:08/03/1991

Causality possibleRecovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily IntramuscularInjection 25.0

MODECATE (Suspected)

15/02/1991 15/02/1991

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralOral application 20.0

STELAZINE (Suspected)

20/02/1991 22/02/1991

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralOral application 800.0

LARGACTIL (Suspected)

21/02/1991 22/02/1991

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

COGENTIN (Suspected)

20/02/1991 22/02/1991

Reason:

Hospitalisation:

Report Details:
Seq: 170181

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome Valium



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 31 of 197

Case Number: Gender:
Weight:

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

22/04/1991

31/10/1990
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:
Congestive heart failure

Stopped:Started:Batch:

Dose Unspecified Daily1.0

DYAZIDE (Other drug) Reason:

Other paranoid states

Stopped:Started:Batch:

Milligram Daily OralOral application 5.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected)

25/10/1990

Reason:

Other paranoid states

Stopped:Started:Batch:

Milligram Daily OralOral application 10.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected)

26/10/1990 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 170633

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder Benztropine.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 32 of 197

Case Number: Gender:
Weight:13/05/1991

25/02/1991
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:
Rheumat chorea no heart involv

Stopped:Started:Batch:

Milligram Daily30.0

STELAZINE (Suspected)

29/01/1991 27/02/1991

Reason:

Hospitalisation:

Report Details:
Seq: 170781

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome Hydration.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 33 of 197

Case Number: Gender:
58.00Weight:08/04/1991

27/12/1990
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

VITAMINS (Other drug) Reason:

Myxedema

Stopped:Started:Batch:

Microgram Daily OralTablet 150.0

THYROXINE SODIUM (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

PRIADEL (Suspected)

   07Y

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

STELAZINE (Suspected)

   07Y

Reason:

Hospitalisation:

Report Details:
Seq: 171619

Preferred Term Severity Report Description Treatment
Diabetes insipidus Iv fluid replacement 4l/day, 

including d5w 100ml/h for 
hypernatraemic control, 
14-16g iv kci/day.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 34 of 197

Case Number: Gender:
60.00Weight:10/09/1991

09/09/1991
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

PROZAC (Suspected)

09/08/1991 10/09/1991

Reason:

Paranoia

Stopped:Started:Batch:

Milligram Daily OralOral application 25.0

STELAZINE (Suspected)

L TERM

Reason:

Disturbance of coordination

Stopped:Started:Batch:

Dose Unspecified Daily1.0

COGENTIN (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 172321

Preferred Term Severity Report Description Treatment
Face oedema Facial swelling
Urticaria Phenergan 25mg and 

symptometic measures for 
itch.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 35 of 197

Case Number: Gender:
Weight:02/10/1991

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

82YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZANTAC (Other drug) Reason:

Stopped:Started:Batch:

0.0

MYLANTA (Other drug) Reason:

Stopped:Started:Batch:

0.0

TIMOPTOL (Other drug) Reason:

Stopped:Started:Batch:

0.0

PROPINE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 173189

Preferred Term Severity Report Description Treatment
Confusional state



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 36 of 197

Case Number: Gender:
Weight:02/10/1991

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

82YAge:

Additional Information:

Medicine Details:
Chron isch heart dis no hyper

Stopped:Started:Batch:

Daily0.0

TRENTAL 400 (Suspected)

06/09/1991 20/09/1991

Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

Daily0.0

COGENTIN (Suspected)

20/09/1991

Reason:

Explosive personality disorder

Stopped:Started:Batch:

Daily0.0

STELAZINE (Suspected)

20/09/1991

Reason:

Hospitalisation:

Report Details:
Seq: 173189



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 37 of 197

Case Number: Gender:
Weight:

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.

19/02/1992

Causality possibleNot yet recovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:
Paranoid type schizophrenia

Stopped:Started:Batch:

Milligram Daily4.0

STELAZINE (Suspected)

01/01/1973 28/09/1990

Reason:

Stopped:Started:Batch:

Microgram Daily OralTablet 500.0

COGENTIN (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 175652

Preferred Term Severity Report Description Treatment
Blood alkaline phosphatase increased
Rash
Urticaria



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 38 of 197

Case Number: Gender:
80.00Weight:

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.

14/05/1992

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Cholesterol 22/02/1989 8
Cholesterol 29/05/1990 9.9
Cholesterol 10/09/1990 9.1
Cholesterol 06/01/1991 5.5
Cholesterol 13/04/1992 15
Cholesterol 27/04/1992 19
Triglyceride 22/02/1989 4

Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily1.5

ATROMID-S (Other drug)

22/02/1989 30/12/1991

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

0.0

STELAZINE (Suspected)

01/01/1985

Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily120.0

LOPID (Suspected)

30/12/1991 14/05/1992

Reason:

Stopped:Started:Batch:

Milligram Daily150.0

ASPIRIN (Suspected)

01/01/1990 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 177010

Preferred Term Severity Report Description Treatment
Hypertriglyceridaemia Amazing jump in cholesterol and 

triglycerides.
Drug ineffective
Hypercholesterolaemia



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 39 of 197

Case Number: Gender:
80.00Weight:

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.

14/05/1992

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Triglyceride 29/05/1990 -
Triglyceride 10/09/1990 6.3
Triglyceride 06/01/1991 3.4
Triglyceride 13/04/1992 23
Triglyceride 27/04/1992 31

Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily50.0

CAPOTEN (Suspected)

04/10/1991

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily75.0

TRYPTANOL (Suspected)

01/01/1985

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily50.0

BETALOC (Suspected)

28/08/1990

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily2.0

PROGYNOVA (Suspected)

13/11/1990

Reason:

Hospitalisation:

Report Details:
Seq: 177010



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 40 of 197

Case Number: Gender:
65.00Weight:18/09/1992

21/07/1992
Causality possibleRecovered
07/09/1912DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

79Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily2.0

STELAZINE (Suspected)

01/06/1992 21/07/1992

Reason:

Stopped:Started:Batch:

Milligram Daily15.0

STEMETIL (Suspected)

30/05/1992 21/07/1992

Reason:

Hospitalisation:

Report Details:
Seq: 180349

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder Mianserin, cogentin.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 41 of 197

Case Number: Gender:
Weight:10/12/1992

09/12/1992
Causality possibleNot yet recovered
20/06/1914DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

78Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram As necessary2.0

VALIUM (Suspected) Reason:

Stopped:Started:Batch:

Dose Unspecified As necessary2.0

PANADOL (Suspected) Reason:

Othr diseases of urinary tract

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

NORFLOXACIN (Suspected)

08/12/1992 10/12/1992

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

STELAZINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 181642

Preferred Term Severity Report Description Treatment
Pruritus
Rash



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 42 of 197

Case Number: Gender:
Weight:19/01/1993

04/01/1993
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 2.0 - 8 04/01/1993 1.8
White blood cells 04/01/1993 4.0

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Microgram Daily500.0

COGENTIN (Other drug)

18/07/1992 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily40.0

STELAZINE (Suspected)

24/06/1992 05/01/1993

Reason:

Stopped:Started:Batch:

Milligram Daily25.0

NORTAB (Suspected)

22/12/1992 05/01/1993

Reason:

Hospitalisation:

Report Details:
Seq: 182379

Preferred Term Severity Report Description Treatment
Mouth ulceration
Neutropenia



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 43 of 197

Case Number: Gender:
76.00Weight:

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

15/03/1993

25/10/1992
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Haemoglobin 01/11/1992 12.6 G/DL

Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily4.0

STELAZINE (Suspected)

01/01/1985

Reason:

Hospitalisation:

Report Details:
Seq: 183150

Preferred Term Severity Report Description Treatment
Anaemia Iron supplement



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 44 of 197

Case Number: Gender:
Weight:04/05/1993

24/04/1993
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

83YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Dose Unspecified Total IntramuscularInjection 5.0

SERENACE (Suspected)

24/04/1993

Reason:

Constipation

Stopped:Started:Batch:

Milligram As necessary OralTablet 5.0

BISALAX (Suspected)

24/04/1993

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

STELAZINE (Suspected)

16/04/1993 24/04/1993

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

TENORMIN (Suspected)

24/04/1993L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 184373

Preferred Term Severity Report Description Treatment
Glossitis Desquamation of tongue
Conjunctivitis Eye ointments, tpn.
Dermatitis bullous
Mouth ulceration
Oedema peripheral
Rash maculo-papular
Toxic epidermal necrolysis Iv cyclophosphamide x 5days, 

iv hydrocortisone iv, 
antibiotics, eye oint &tpn.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 45 of 197

Case Number: Gender:
Weight:04/05/1993

24/04/1993
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

83YAge:

Additional Information:

Medicine Details:
Gout

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

ZYLOPRIM (Suspected)

24/04/1993L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 184373



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 46 of 197

Case Number: Gender:
Weight:06/07/1993

12/06/1993
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

17YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralOral application 15.0

SERENACE (Suspected)

09/06/1993 10/06/1993

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralOral application 20.0

STELAZINE (Suspected)

10/06/1993 14/06/1993

Reason:

Hospitalisation:

Report Details:
Seq: 185885

Preferred Term Severity Report Description Treatment
Dystonia Dystonic reaction affecting jaw & neck. 4mg cogentin imi.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 47 of 197

Case Number: Gender:
53.00Weight:

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.

23/07/1993

15/11/1992
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Immunology Anti-smooth muscle antibody positive
Liver biopsy Liver biopsy = epitheliod granulenas and a prominent eosinophil 

infiltrate= "suggestive of hypersensitivity reaction to drugs".

SAP = ALP 15/11/1992 429

Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralOral application 2.0

BENZTROPINE MESYLATE (Suspected)

01/01/1981 16/06/1993

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily1.0

STELAZINE (Suspected)

01/01/1981 16/06/1993

Reason:

Hospitalisation:

Report Details:
Seq: 186192

Preferred Term Severity Report Description Treatment
Anaemia macrocytic
Arthralgia
Chills
Hepatitis
Hepatomegaly
Neutropenia
Oedema
Pyrexia
Rash
Thrombocythaemia
Weight decreased



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 48 of 197

Case Number: Gender:
53.00Weight:

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 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.

06/09/1993

15/11/1992
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Albumin G/L 15/11/1992 29
Liver biopsy Liver biopsy which showed granolomatous hepatitis with a 

prominent eosinophi lic infiltrate suggestive of a drug reaction.

SAP = ALP U/L 15/11/1992 429

Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily5.0

FELODIPINE (Other drug)

01/08/1992 28/02/1993

Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

BENZTROPINE MESYLATE (Suspected)

01/01/1981 16/06/1993

Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily OralTablet 7.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected)

01/01/1981 16/06/1993

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 187514

Preferred Term Severity Report Description Treatment
Arthralgia
Chills
Hepatitis
Oedema peripheral
Pruritus
Rash
Weight decreased



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 49 of 197

Case Number: Gender:
105.00Weight:

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

10/09/1993

27/07/1993
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

26YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralOral application 10.0

STELAZINE (Suspected)

01/01/1992 20/08/1993

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

AURORIX (Suspected)

27/07/1993 20/08/1993

Reason:

Hospitalisation:

Report Details:
Seq: 187597

Preferred Term Severity Report Description Treatment
Agitation
Disturbance in attention



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 50 of 197

Case Number: Gender:
Weight:28/09/1993

28/06/1993
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralOral application 7.0

STELAZINE (Suspected)

24/06/1993 28/06/1993

Reason:

Hospitalisation:

Report Details:
Seq: 187945

Preferred Term Severity Report Description Treatment
Rash Rash on arms and trunk. 25mg promethazine stat.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 51 of 197

Case Number: Gender:
Weight:

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

13/10/1993

31/10/1992
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine (50-120) 01/10/1992 146
Renal biopsy = 
kidney biopsy

Renal biopsy(4/12/92)=moderate interstitial fibrosis and tubular 
atrophy consistent with chronic lithium toxicity.

Laboratory Investigations:

58YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily OralTablet 1.5

LITHIUM CARBONATE (Suspected)

L TERM CONTIN

Reason:

Abnormal involuntary movement

Stopped:Started:Batch:

Milligram Daily OralTablet 80.0

PROPRANOLOL HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

STELAZINE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

LARGACTIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 188459

Preferred Term Severity Report Description Treatment
Haematuria
Renal impairment



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 52 of 197

Case Number: Gender:
Weight:14/10/1993

05/05/1993
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:
Nausea and vomiting

Stopped:Started:Batch:

Milligram 1 time4.0

STELAZINE (Suspected)

05/05/1993

Reason:

Hospitalisation:

Report Details:
Seq: 188465

Preferred Term Severity Report Description Treatment
Dystonia Cogentin



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 53 of 197

Case Number: Gender:
Weight:

Chronic schizophrenia on mianserin

01/12/1993

28/10/1993
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Bone marrow 
biopsy

Maturation arrest of granulocytes at the promyelocyte stage.

Laboratory Investigations:

63YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Gram Daily OralOral application 1.0

PARACETAMOL (Other drug)

22/10/1993 24/11/1993

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 80.0

MIANSERIN HYDROCHLORIDE (Suspected)

30/09/1993 02/11/1993

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily15.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected)

02/11/1993

Reason:

Hospitalisation:

Report Details:
Seq: 189602

Preferred Term Severity Report Description Treatment
Agranulocytosis



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 54 of 197

Case Number: Gender:
55.00Weight:

Moclobemide has been restarted at 300mg/bd without recurrence of adverse reaction .

11/02/1994

21/01/1994
Causality possibleRecovered
31/08/1941DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 21/01/1994 20
ALT = SGPT 23/01/1994 195
ALT = SGPT 25/01/1994 273
ALT = SGPT 08/02/1994 19
ALT = SGPT 01/03/1994 25
ALT = SGPT 31/01/1994 116
ALT = SGPT 27/01/1994 228

Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily900.0

MOCLOBEMIDE (Other drug)

29/09/1993 23/01/1994

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily80.0

MIANSERIN HYDROCHLORIDE (Suspected)

06/01/1994 19/01/1994

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily10.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected)

09/12/1993 20/01/1994

Reason:

Other disturbance of sensation

Stopped:Started:Batch:

Milligram Alternate days IntravenousInjection 70.0

METHOHEXITONE SODIUM (Suspected)

17/01/1994 07/02/1994

Reason:

Hospitalisation:

Report Details:
Seq: 191019

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Benztroprine
Pyrexia



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 55 of 197

Case Number: Gender:
55.00Weight:

Moclobemide has been restarted at 300mg/bd without recurrence of adverse reaction .

11/02/1994

21/01/1994
Causality possibleRecovered
31/08/1941DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

AST = SGOT 21/01/1994 13
AST = SGOT 23/01/1994 212
AST = SGOT 25/01/1994 128
AST = SGOT 31/01/1994 33
AST = SGOT 01/03/1994 16
AST = SGOT 08/02/1994 10
AST = SGOT 27/01/1994 71

Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Other disturbance of sensation

Stopped:Started:Batch:

Milligram Alternate days IntravenousInjection 40.0

SUXAMETHONIUM NOS (Suspected)

17/01/1994 07/04/1994

Reason:

Hospitalisation:

Report Details:
Seq: 191019



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 56 of 197

Case Number: Gender:
55.00Weight:

Moclobemide has been restarted at 300mg/bd without recurrence of adverse reaction .

11/02/1994

21/01/1994
Causality possibleRecovered
31/08/1941DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Bilirubin 21/01/1994 9
Bilirubin 23/01/1994 10
Bilirubin 25/01/1994 14
Bilirubin 31/01/1994 10
Bilirubin 01/03/1994 21
Bilirubin 08/02/1994 22
Bilirubin 27/01/1994 10

Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily900.0

MOCLOBEMIDE (Other drug)

29/09/1993 23/01/1994

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily80.0

MIANSERIN HYDROCHLORIDE (Suspected)

06/01/1994 19/01/1994

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily10.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected)

09/12/1993 20/01/1994

Reason:

Other disturbance of sensation

Stopped:Started:Batch:

Milligram Alternate days IntravenousInjection 70.0

METHOHEXITONE SODIUM (Suspected)

17/01/1994 07/02/1994

Reason:

Hospitalisation:

Report Details:
Seq: 191019



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 57 of 197

Case Number: Gender:
55.00Weight:

Moclobemide has been restarted at 300mg/bd without recurrence of adverse reaction .

11/02/1994

21/01/1994
Causality possibleRecovered
31/08/1941DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Increased lfts's including rise in alk phos, ggt, ast & alt also 
increased ldh

GGT = SGGT = 
GGTP

21/01/1994 33
GGT = SGGT = 
GGTP

23/01/1994 169
GGT = SGGT = 
GGTP

27/01/1994 533
GGT = SGGT = 
GGTP

01/03/1994 58
GGT = SGGT = 
GGTP

08/02/1994 152

Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Other disturbance of sensation

Stopped:Started:Batch:

Milligram Alternate days IntravenousInjection 40.0

SUXAMETHONIUM NOS (Suspected)

17/01/1994 07/04/1994

Reason:

Hospitalisation:

Report Details:
Seq: 191019



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 58 of 197

Case Number: Gender:
55.00Weight:

Moclobemide has been restarted at 300mg/bd without recurrence of adverse reaction .

11/02/1994

21/01/1994
Causality possibleRecovered
31/08/1941DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

GGT = SGGT = 
GGTP

31/01/1994 340
GGT = SGGT = 
GGTP

25/01/1994 405
SAP = ALP 21/01/1994 63
SAP = ALP 23/01/1994 154
SAP = ALP 25/01/1994 378
SAP = ALP 27/01/1994 548
SAP = ALP 31/01/1994 331

Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily900.0

MOCLOBEMIDE (Other drug)

29/09/1993 23/01/1994

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily80.0

MIANSERIN HYDROCHLORIDE (Suspected)

06/01/1994 19/01/1994

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily10.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected)

09/12/1993 20/01/1994

Reason:

Other disturbance of sensation

Stopped:Started:Batch:

Milligram Alternate days IntravenousInjection 70.0

METHOHEXITONE SODIUM (Suspected)

17/01/1994 07/02/1994

Reason:

Hospitalisation:

Report Details:
Seq: 191019



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 59 of 197

Case Number: Gender:
55.00Weight:

Moclobemide has been restarted at 300mg/bd without recurrence of adverse reaction .

11/02/1994

21/01/1994
Causality possibleRecovered
31/08/1941DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

SAP = ALP 08/02/1994 140
SAP = ALP 10/02/1994 80

Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Other disturbance of sensation

Stopped:Started:Batch:

Milligram Alternate days IntravenousInjection 40.0

SUXAMETHONIUM NOS (Suspected)

17/01/1994 07/04/1994

Reason:

Hospitalisation:

Report Details:
Seq: 191019



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 60 of 197

Case Number: Gender:
75.00Weight:

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

23/02/1994

19/02/1994
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A7Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily2.0

STELAZINE (Suspected)

01/11/1992 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily50.0

ENDEP (Suspected)

01/11/1992 CONTIN

Reason:

Unspecified arthritis

Stopped:Started:Batch:

Milligram Daily20.0

FELDENE (Suspected)

01/11/1992

Reason:

Stopped:Started:Batch:

Milligram Daily5.0

KALURIL (Suspected)

01/11/1992 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 191223

Preferred Term Severity Report Description Treatment
Photosensitivity reaction Severe Sunburn on legs and face.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 61 of 197

Case Number: Gender:
75.00Weight:

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

23/02/1994

19/02/1994
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

A7Age:

Additional Information:

Medicine Details:
Unspecified arthritis

Stopped:Started:Batch:

Dose Unspecified Daily1.0

ECOTRIN (Suspected)

01/11/1992 CONTIN

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

LASIX (Suspected)

01/11/1992 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 191223



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 62 of 197

Case Number: Gender:
45.00Weight:02/03/1994

25/01/1994
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily1.0

COGENTIN (Other drug)

13/01/1994

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralOral application 20.0

STELAZINE (Suspected)

16/01/1994 18/01/1994

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralOral application 40.0

STELAZINE (Suspected)

18/01/1994 27/01/1994

Reason:

Hospitalisation:

Report Details:
Seq: 191378

Preferred Term Severity Report Description Treatment
Urticaria Itchy rash on upper arms and chest



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 63 of 197

Case Number: Gender:
45.00Weight:25/03/1994

18/03/1994
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:
Contraception

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

TRIPHASIL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

STELAZINE (Suspected)

17/03/1994 18/03/1994

Reason:

Hospitalisation:

Report Details:
Seq: 191856

Preferred Term Severity Report Description Treatment
Dystonia Dystonic reaction of jaw and tongue. Given 2 gm oral cogentin, 20 

mins later given 1 mg im.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 64 of 197

Case Number: Gender:
Weight:26/04/1994

22/07/1993
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry < 0.06 MG/L 22/07/1993 107.00 Myoglobin
Biochemistry < 0.06 MG/L 22/07/1993 34.80 Myoglobin
Biochemistry < 0.38 MG/L 22/07/1993 3180 Urine myoglobin
Creatine kinase 
MB

< 10U/L 22/07/1993 517
Creatine 
phosphokinase

25 - 200 U/L 22/07/1993 23690
Creatine 
phosphokinase

25 - 200 U/L 22/07/1993 139178
Creatine 
phosphokinase

25 - 200 U/L 23/07/1993 98778

Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram As necessary OralTablet 5.0

DIAZEPAM (Other drug)

07/07/1993

Reason:

Pyrexia of unknown origin

Stopped:Started:Batch:

Dose Unspecified Daily OralOral application 3.0

PARACETAMOL (Other drug)

07/07/1993

Reason:

Othr diseases of urinary tract

Stopped:Started:Batch:

Dose Unspecified Daily OralOral application 2.0

SEPTRIN FORTE (Other drug)

07/07/1993

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram As necessary OralOral application 100.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected)

07/07/1993

Reason:

Hospitalisation:

Report Details:
Seq: 192419

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 65 of 197

Case Number: Gender:
Weight:26/04/1994

22/07/1993
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

25 - 200 U/L 24/07/1993 42708
Creatine 
phosphokinase

25 - 200 U/L 25/07/1993 16831
Creatine 
phosphokinase

25 - 200 U/L 27/07/1993 3731

Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Fortnightly IntramuscularInjection 50.0

MODECATE (Suspected)

14/07/1993

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralOral application 30.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

21/07/1993

Reason:

Hospitalisation:

Report Details:
Seq: 192419



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 66 of 197

Case Number: Gender:
Weight:17/06/1994

08/07/1993
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

19YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 15.0

STELAZINE (Suspected)

07/07/1993 14/07/1993

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 150.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected)

28/06/1993 07/07/1993

Reason:

Hospitalisation:

Report Details:
Seq: 193741

Preferred Term Severity Report Description Treatment
Hyperkinesia Benztropine.
Hypertonia



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 67 of 197

Case Number: Gender:
56.00Weight:

- 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. 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.

28/07/1994

31/03/1993
Causality possibleNot yet recovered
28/07/1926DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrographics Migraine and myeloproliferative disorder. slowly pregressive 
peripheral neuropathy motor and sensory. nerve conduction 
studies reveal moderate slowing. may relate to 
myeloproliferative disorder.

Laboratory Investigations:

66Age:

Additional Information:

Medicine Details:
Migraine

Stopped:Started:Batch:

Milligram Monthly OralTablet 400.0

IMIGRAN (Suspected)

01/01/1992

Reason:

Stopped:Started:Batch:

Milligram Daily10.0

STELAZINE (Suspected)

01/01/1991

Reason:

Stopped:Started:Batch:

Milligram Daily5.0

FOLIC ACID (Suspected)

01/01/1992

Reason:

Stopped:Started:Batch:

Milligram Daily10.0

EUHYPNOS (Suspected)

01/01/1992

Reason:

Hospitalisation:

Report Details:
Seq: 194667

Preferred Term Severity Report Description Treatment
Neuropathy peripheral



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 68 of 197

Case Number: Gender:
56.00Weight:

- 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. 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.

28/07/1994

31/03/1993
Causality possibleNot yet recovered
28/07/1926DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

66Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily50.0

TRYPTANOL (Suspected)

01/01/1992

Reason:

Stopped:Started:Batch:

Milligram Daily5.0

SANDOMIGRAN (Suspected)

01/01/1991

Reason:

Hospitalisation:

Report Details:
Seq: 194667



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 69 of 197

Case Number: Gender:
Weight:01/08/1994

08/07/1994
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT < 40 07/07/1994 98
ALT = SGPT < 40 08/07/1994 98
ALT = SGPT < 40 28/07/1994 16
Bilirubin (3-20) 07/07/1994 32
Bilirubin (3-20) 08/07/1994 32
Bilirubin (3-20) 28/07/1994 26
SAP = ALP (35-135) 07/07/1994 126

Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily20.0

STELAZINE (Suspected)

29/06/1994 14/07/1994

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily800.0

LARGACTIL (Suspected)

29/06/1994 14/07/1994

Reason:

Hered dystonia musculor deform

Stopped:Started:Batch:

Milligram Daily4.0

BENZTROPINE MESYLATE (Suspected)

29/06/1994 14/07/1994

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 194744

Preferred Term Severity Report Description Treatment
Hepatitis cholestatic



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 70 of 197

Case Number: Gender:
Weight:01/08/1994

08/07/1994
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

SAP = ALP (35-135) 08/07/1994 126
SAP = ALP (35-135) 28/07/1994 101

Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily20.0

STELAZINE (Suspected)

29/06/1994 14/07/1994

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily800.0

LARGACTIL (Suspected)

29/06/1994 14/07/1994

Reason:

Hered dystonia musculor deform

Stopped:Started:Batch:

Milligram Daily4.0

BENZTROPINE MESYLATE (Suspected)

29/06/1994 14/07/1994

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 194744



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 71 of 197

Case Number: Gender:
60.00Weight:

Sequelae - intermittent hypotension.

03/08/1994

28/06/1994
Causality probableRecovered with sequelae

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

82YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SINEQUAN (Other drug) Reason:

Stopped:Started:Batch:

0.0

NITRADISC (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily20.0

ADALAT (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily400.0

BRUFEN (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 194817

Preferred Term Severity Report Description Treatment
Hypothermia



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 72 of 197

Case Number: Gender:
60.00Weight:

Sequelae - intermittent hypotension.

03/08/1994

28/06/1994
Causality probableRecovered with sequelae

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

82YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily3.0

PARLODEL (Other drug) Reason:

Paranoia

Stopped:Started:Batch:

Milligram Daily4.0

STELAZINE (Suspected)

30/06/1994L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 194817



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 73 of 197

Case Number: Gender:
70.00Weight:03/08/1994

27/07/1994
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

76YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

BENZHEXOL HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily2.0

SLOW-K (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily3.0

DIAMOX (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily50.0

ALDACTONE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 194819

Preferred Term Severity Report Description Treatment
Hypothermia



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 74 of 197

Case Number: Gender:
70.00Weight:03/08/1994

27/07/1994
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

76YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 30.0

STELAZINE (Suspected)

27/07/1994L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 194819



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 75 of 197

Case Number: Gender:
65.00Weight:18/08/1994

13/07/1994
Causality probableNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

65YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily10.0

STELAZINE (Suspected)

26/06/1994 15/07/1994

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 195134

Preferred Term Severity Report Description Treatment
Coordination abnormal
Dysphagia
Extrapyramidal disorder Severe
Thinking abnormal



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 76 of 197

Case Number: Gender:
Weight:11/10/1994

15/08/1994
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

79YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily4.0

STELAZINE (Suspected)

04/08/1994 15/08/1994

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 196464

Preferred Term Severity Report Description Treatment
Syncope
Tinnitus



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 77 of 197

Case Number: Gender:
Weight:27/10/1994

18/03/1994
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:
Contraception

Stopped:Started:Batch:

Dose Unspecified Daily OralPill 1.0

TRIPHASIL (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily10.0

STELAZINE (Suspected)

17/03/1994 18/03/1994

Reason:

Hospitalisation:

Report Details:
Seq: 196673

Preferred Term Severity Report Description Treatment
Dystonia Cogentin



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 78 of 197

Case Number: Gender:
85.00Weight:26/10/1994

09/08/1994
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralOral application 3.0

STELAZINE (Suspected)

15/09/1994L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 196705

Preferred Term Severity Report Description Treatment
Dystonia
Hyperkinesia



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 79 of 197

Case Number: Gender:
75.00Weight:

Previous hesitancy of severe nature with retention with tricyclic antidepressants. unipolar depression 40 years. physically well but 
for arthritis.  - 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.

14/12/1994

31/08/1994
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

67YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

AROPAX (Suspected)

01/06/1994 28/12/1994

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

STELAZINE (Suspected)

01/06/1994 28/12/1994

Reason:

Hospitalisation:

Report Details:
Seq: 197831

Preferred Term Severity Report Description Treatment
Micturition disorder



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:45AM Database: pusime02 ADRS004 Page 80 of 197

Case Number: Gender:
85.00Weight:

Abnormalities in liver function tests have reverted to normal despite continuing treatment.

10/03/1995

07/12/1994
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily4.0

STELAZINE (Suspected)

23/11/1994

Reason:

Hospitalisation:

Report Details:
Seq: 199543

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Abnormality in liver function tests



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 81 of 197

Case Number: Gender:
62.00Weight:16/03/1995

Causality possibleNot yet recovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

82YAge:

Additional Information:

Medicine Details:
Gi dis presum psychogenic orig

Stopped:Started:Batch:

Milligram Daily OralTablet 1.0

STELAZINE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 199612

Preferred Term Severity Report Description Treatment
Choreoathetosis Brisk reflexes in legs
Hepatic function abnormal Choriform movements of feet and toes
Tardive dyskinesia Licks his lips, smacks them and swallows 

a lot
Tremor Tremulousness of the arms at rest
Speech disorder Voice is rather tremulous
Dystonia
Hyperreflexia



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 82 of 197

Case Number: Gender:
0.00Weight:04/04/1995

Causality possibleNot yet recovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

17/12/2002 Haemoglobin (115-165) 12/07/2006 112
17/12/2002 White blood cells (4.0-11.0)10^9/L 12/07/2006 3.7

Laboratory Investigations:

44YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily Oral10.0

STELAZINE (Suspected)

02/03/1978

Reason:

Stopped:Started:Batch:

Milligram Daily Oral50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1100057

Preferred Term Severity Report Description Treatment
Anaemia
Leukopenia
Red blood cell sedimentation rate increased



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 83 of 197

Case Number: Gender:
Weight:01/05/1995

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Platelets  X 10 ^ 9 Platelet count 6 weeks ago was 119, previously was 
approx.130.

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

STELAZINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1100495

Preferred Term Severity Report Description Treatment
Thrombocytopenia



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 84 of 197

Case Number: Gender:
74.00Weight:

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.

12/05/1995

20/03/1995
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Potassium 3.4 - 4.5 20/03/1995 2.9
Sodium 134 - 143 20/03/1995 132

Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

NATRILIX (Suspected)

01/01/1990

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

STELAZINE (Suspected)

01/01/1990

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1100791

Preferred Term Severity Report Description Treatment
Headache
Hypokalaemia
Hyponatraemia
Photophobia
Pyrexia



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 85 of 197

Case Number: Gender:
Weight:19/05/1995

22/03/1994
Causality possibleRecovered
19/02/1958DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

21/03/1994 1480
Creatine 
phosphokinase

22/03/1994 6100
Creatine 
phosphokinase

24/03/1994 1480
Creatine 
phosphokinase

26/03/1994 250
Creatine 
phosphokinase

23/03/1994 3530
Creatine 
phosphokinase

30/03/1994 140
Potassium 21/03/1994 3.4

Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

COLOXYL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily200.0

IMIPRAMINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Monthly IntravenousInjection 1.0

MODECATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily10.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected)

14/03/1994 18/03/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1100982

Preferred Term Severity Report Description Treatment
Hypertension Bp 180/110
Blood creatine phosphokinase increased
Hypertonia
Hypokalaemia
Hyponatraemia Diazepam, bromocriptine and 

propranolol.
Leukocytosis
Neuroleptic malignant syndrome



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 86 of 197

Case Number: Gender:
Weight:19/05/1995

22/03/1994
Causality possibleRecovered
19/02/1958DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Potassium 22/03/1994 3.0
Potassium 23/03/1994 4.0
Potassium 30/03/1994 4.3
Potassium 26/03/1994 4.7
Potassium 24/03/1994 3.5
Sodium 21/03/1994 121
Sodium 22/03/1994 125

Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

THIORIDAZINE HYDROCHLORIDE (Suspected)

18/03/1994

Reason:

Stopped:Started:Batch:

Milligram Daily400.0

ORPHENADRINE NOS (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1100982



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 87 of 197

Case Number: Gender:
Weight:19/05/1995

22/03/1994
Causality possibleRecovered
19/02/1958DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 23/03/1994 130
Sodium 24/03/1994 131
Sodium 26/03/1994 135
Sodium 30/03/1994 135

Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

COLOXYL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily200.0

IMIPRAMINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Monthly IntravenousInjection 1.0

MODECATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily10.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected)

14/03/1994 18/03/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1100982



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 88 of 197

Case Number: Gender:
Weight:19/05/1995

22/03/1994
Causality possibleRecovered
19/02/1958DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

THIORIDAZINE HYDROCHLORIDE (Suspected)

18/03/1994

Reason:

Stopped:Started:Batch:

Milligram Daily400.0

ORPHENADRINE NOS (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1100982



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 89 of 197

Case Number: Gender:
53.00Weight:

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.

21/07/1995

Causality possibleNot yet recovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

STELAZINE (Suspected)

01/01/1995 28/04/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1102318

Preferred Term Severity Report Description Treatment
Mouth ulceration Severe Oropharyngeal ulceration
Dermatitis exfoliative
Oesophagitis ulcerative Severe



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 90 of 197

Case Number: Gender:
Weight:28/07/1995

Causality possibleRecovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

RENITEC (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily10.0

PARNATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily1.0

STELAZINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1102460

Preferred Term Severity Report Description Treatment
Anxiety



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 91 of 197

Case Number: Gender:
Weight:01/08/1995

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

BENZTROPINE MESYLATE (Suspected) Reason:

Stopped:Started:Batch:

0.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1102565

Preferred Term Severity Report Description Treatment
Amnesia



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 92 of 197

Case Number: Gender:
Weight:01/08/1995

Causality probableRecovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

31YAge:

Additional Information:

Medicine Details:
Other&unspecified epilepsy

Stopped:Started:Batch:

Dose Unspecified Daily4.5

TEGRETOL (Other drug) Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily150.0

OSPOLOT (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily600.0

AURORIX (Other drug) Reason:

Paranoia

Stopped:Started:Batch:

Milligram Daily2.0

STELAZINE (Suspected)

05/06/1995 06/06/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1102654

Preferred Term Severity Report Description Treatment
Convulsion



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 93 of 197

Case Number: Gender:
Weight:

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

09/08/1995

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

STELAZINE (Suspected)

01/01/1991

Reason:

Hospitalisation:

Report Details:
Seq: 1102754

Preferred Term Severity Report Description Treatment
Libido decreased



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 94 of 197

Case Number: Gender:
Weight:

Patient had reaction to morphine= difficulty breathing.

09/08/1995

28/07/1995
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily5.0

ENALAPRIL MALEATE (Suspected)

L TERM CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily2.0

STELAZINE (Suspected)

27/07/1995 28/07/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily20.0

AROPAX (Suspected)

27/07/1995 28/07/1995

Reason:

Menopausal symptoms

Stopped:Started:Batch:

Milligram Daily1.2

PREMARIN (Suspected)

L TERM CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1102778

Preferred Term Severity Report Description Treatment
Angioedema Icu, hydrocortisone, 

adrenaline.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 95 of 197

Case Number: Gender:
68.00Weight:15/12/1995

Causality possibleNot yet recovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram As necessary OralCapsule 0.5

COGENTIN (Other drug) Reason:

Stopped:Started:Batch:

Milligram As necessary10.0

NORMISON (Other drug) Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralOral application 4.0

STELAZINE (Suspected)

28/08/1995 16/11/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1105355

Preferred Term Severity Report Description Treatment
Photosensitivity reaction
Rash maculo-papular
Tooth discolouration



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 96 of 197

Case Number: Gender:
Weight:

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

02/01/1996

14/11/1995
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Calcium 2.13 - 2.63 
MMOL/L

14/11/1995 2.09
Calcium 2.13 - 2.63 

MMOL/L
15/11/1995 2.14

Creatine 
phosphokinase

0 - 250 U/L 14/11/1995 2878
Creatine 
phosphokinase

0 - 250 U/L 21/11/1995 2169
Creatine 
phosphokinase

0 - 250 U/L 18/11/1995 29600
Creatine 
phosphokinase

0 - 250 U/L 15/11/1995 61400

Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 30.0

LARGACTIL (Suspected)

01/07/1995 15/11/1995

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 15.0

STELAZINE (Suspected)

15/11/1995L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1105644

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increased
Consciousness fluctuating
Convulsion
Hypocalcaemia
Hyponatraemia
Leukocytosis
Neuroleptic malignant syndrome Phenytoin; clonazepam, iv 

fluids.
Pyrexia



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 97 of 197

Case Number: Gender:
Weight:

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

02/01/1996

14/11/1995
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electroencephalog
raphy

Eeg - background q 6-7 h3, epileptiform dic l temporal and 
central

Neutrophils 2.00 - 7.50 14/11/1995 14.46
Neutrophils 2.00 - 7.50 17/11/1995 6.55
Sodium 136 - 145 

MMOL/L
14/11/1995 118

Sodium 136 - 145 
MMOL/L

15/11/1995 134
White blood cells 4.0 - 11.0 14/11/1995 18.3

Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 30.0

LARGACTIL (Suspected)

01/07/1995 15/11/1995

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 15.0

STELAZINE (Suspected)

15/11/1995L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1105644



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 98 of 197

Case Number: Gender:
Weight:

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

02/01/1996

14/11/1995
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells 4.0 - 11.0 17/11/1995 8.8

Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 30.0

LARGACTIL (Suspected)

01/07/1995 15/11/1995

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 15.0

STELAZINE (Suspected)

15/11/1995L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1105644



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 99 of 197

Case Number: Gender:
Weight:

Overdose with 50mg trifluoperazine

03/01/1996

Causality possibleRecovered with sequelae
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

25-125 
UNITS/LITER

Ck level in plasma- 1180 on 2nd day of admission; peaked at 
2574 on 3rd day

Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

IntravenousInjection 0.0

DIAZEPAM (Suspected) Reason:

Stopped:Started:Batch:

0.0

DROPERIDOL (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Total50.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1105768

Preferred Term Severity Report Description Treatment
Hypertonia
Pyrexia Treated with 8 unilateral ect 

sessions
Tachycardia



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 100 of 197

Case Number: Gender:
Weight:03/01/1996

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

25-125 
UNITS/LITER

Ck level rose to 804

Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily50.0

THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1105769

Preferred Term Severity Report Description Treatment
Speech disorder Mutism
Catatonia Bromocriptine and further 

unilateral ect treatments
Leukocytosis



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 101 of 197

Case Number: Gender:
Weight:07/02/1996

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

18YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralOral application 2.0

STELAZINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1106333

Preferred Term Severity Report Description Treatment
Acne
Weight increased



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 102 of 197

Case Number: Gender:
Weight:07/03/1996

Causality probableUnknown
24/05/1975DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily15.0

STELAZINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1106972

Preferred Term Severity Report Description Treatment
Agitation
Drug ineffective
Tremor



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 103 of 197

Case Number: Gender:
50.00Weight:

Patient allegic to disprin.  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.

03/04/1996

20/03/1996
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily40.0

PAROXETINE HYDROCHLORIDE (Suspected)

01/01/1996

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily30.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected)

01/12/1995

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily2.0

RISPERIDONE (Suspected)

10/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1107695

Preferred Term Severity Report Description Treatment
Face oedema Required 

Specialist 
Consultation

Gravitational oedema



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 104 of 197

Case Number: Gender:
94.00Weight:

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

18/06/1996

31/12/1989
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

STELAZINE (Suspected)

01/01/1989 18/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109186

Preferred Term Severity Report Description Treatment
Amenorrhoea



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 105 of 197

Case Number: Gender:
65.00Weight:

Patient was rechallenged on stelazine with same reaction occurring. see original report for other drugs.

18/11/1996

29/09/1996
Causality certainRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily1.0

STELAZINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113206

Preferred Term Severity Report Description Treatment
Pruritus



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 106 of 197

Case Number: Gender:
67.00Weight:

Patient has previous history of galactorrhoea with melleril.

18/11/1996

07/11/1996
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily10.0

STELAZINE (Suspected)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily20.0

AROPAX (Suspected)

    8W

Reason:

Contraception

Stopped:Started:Batch:

Dose Unspecified Daily1.0

TRIQUILAR ED (Suspected)

12/09/1996L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1113207

Preferred Term Severity Report Description Treatment
Galactorrhoea Required 

Specialist 
Consultation



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 107 of 197

Case Number: Gender:
70.00Weight:

Patient was on stelazine for 30 years with no problems. patient is now back on stelazine and well.

19/11/1996

Causality possibleRecovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

STELAZINE (Suspected)

L TERM

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily1.0

RISPERIDONE (Suspected)

23/07/1996 07/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113240

Preferred Term Severity Report Description Treatment
Dyskinesia Oro-buccal-lingual/severe trunkal 

dyskinesia
Stop risperidone, re-instate 
stelazine



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 108 of 197

Case Number: Gender:
Weight:

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

23/01/1997

04/01/1997
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

04/01/1997 5136
Creatine 
phosphokinase

04/01/1997 8947
Creatine 
phosphokinase

05/01/1997 10356
Creatine 
phosphokinase

06/01/1997 7074
Creatine 
phosphokinase

07/01/1997 3663
Creatine 
phosphokinase

08/01/1997 1198

Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CARTIA (Suspected)

L TERM

Reason:

Menopausal symptoms

Stopped:Started:Batch:

Microgram Daily OralTablet 625.0

PREMARIN (Suspected)

L TERM

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 4.0

COVERSYL (Suspected)

01/01/1996

Reason:

Stopped:Started:Batch:

Milligram Daily8.0

STELAZINE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1114703

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increased
Catatonia Dantrolene, bromocriptine
Drug ineffective
Hyperglycaemia
Pyrexia



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 109 of 197

Case Number: Gender:
Weight:

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

23/01/1997

04/01/1997
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily IntramuscularInjection 150.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected)

03/01/1997 04/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1114703



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 110 of 197

Case Number: Gender:
Weight:

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

29/01/1997

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

STELAZINE (Suspected) Reason:

Paralysis agitans

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

COGENTIN (Suspected)

01/10/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1114828

Preferred Term Severity Report Description Treatment
Dry mouth Severe



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 111 of 197

Case Number: Gender:
Weight:30/01/1997

Causality possibleRecovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

92YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 90.0

CARDIZEM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily TransdermalCream 50.0

TRANSIDERM-NITRO (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 1.0

STELAZINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1114874

Preferred Term Severity Report Description Treatment
Hypertonia Muscular rigidity
Confusional state
Hyperhidrosis
Neuroleptic malignant syndrome
Tachycardia



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 112 of 197

Case Number: Gender:
Weight:23/05/1997

Causality possibleRecovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

   02M

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

STELAZINE (Suspected) Reason:

Stopped:Started:Batch:

Daily OralTablet 0.0

MOGADON (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117776

Preferred Term Severity Report Description Treatment
Hyperaesthesia Heightening of senses and perception
Paraesthesia Tingling sensation



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 113 of 197

Case Number: Gender:
Weight:

Symptoms abated after withdrawal of drug.  - the date of onset is not accurate but indicates that onset occurred sometime during 
the year. the dosage start date is not accurate but indicates that start occurred sometime during the year.

07/07/1997

31/12/1987
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily2.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected)

01/01/1987

Reason:

Hospitalisation:

Report Details:
Seq: 1118870

Preferred Term Severity Report Description Treatment
Dyskinesia Bucco-lingual dyskinesia Drug withdrawn



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 114 of 197

Case Number: Gender:
Weight:28/07/1997

17/07/1997
Causality probableRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

16YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 3.0

STELAZINE (Suspected)

16/07/1997 17/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119484

Preferred Term Severity Report Description Treatment
Dystonia Dystonic reaction of neck muscles



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 115 of 197

Case Number: Gender:
Weight:

Long term exposure. patient died 12/06/1997 committee comment: include in annual fatality analysis

15/08/1997

Causality possibleDeath, maybe drug
19/03/1906DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

91Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LORAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

0.0

DIAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily5.0

AMLODIPINE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily2.0

PRAZOSIN HYDROCHLORIDE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1119935

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 116 of 197

Case Number: Gender:
Weight:

Long term exposure. patient died 12/06/1997 committee comment: include in annual fatality analysis

15/08/1997

Causality possibleDeath, maybe drug
19/03/1906DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

91Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily40.0

FAMOTIDINE (Other drug)

21/05/1997

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily6.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected)

05/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1119935



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 117 of 197

Case Number: Gender:
63.00Weight:

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.

28/10/1997

26/10/1997
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 4.0

STELAZINE (Suspected)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ANDROCUR (Suspected)

01/01/1992 13/10/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

TOFRANIL (Suspected)

CONTIN

Reason:

Pain

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

PANADEINE FORTE (Suspected)

01/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121901

Preferred Term Severity Report Description Treatment
Pathological fracture Neck of femur (r) & microfractures (r) 

cordyle.
Osteoporosis Needs rehabilitation and 

orthopedic intervention.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 118 of 197

Case Number: Gender:
60.00Weight:

Patient suffered symptoms after increasing dose of stelazine to 7mg. decreased back to 2 mg bd.

17/12/1997

16/10/1997
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

15YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily7.0

STELAZINE (Suspected)

CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1123464

Preferred Term Severity Report Description Treatment
Dystonia Benztropine 0.8mg iv stat.  

stelazine decreased to 2mg 
bd.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 119 of 197

Case Number: Gender:
Weight:

Patient had two to three drinks of alcohol daily. died on 13/11/97 during liver transplant. committee comment: include in annual 
fatality analysis  the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the 
month. the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.

24/12/1997

05/09/1997
Causality possibleDeath, maybe drug

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT (<40 ) 05/09/1997 703
ALT = SGPT (<40 ) 11/09/1997 236
ALT = SGPT (<40 ) 22/09/1997 94
ALT = SGPT (<40 ) 12/11/1997 47
ALT = SGPT (<40 ) 24/09/1997 68
AST = SGOT 05/09/1997 1026
AST = SGOT 11/09/1997 322

Laboratory Investigations:

57YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

STELAZINE (Suspected)

05/09/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

SERZONE (Suspected)

28/09/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 30.0

SEREPAX (Suspected)

28/09/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1123699

Preferred Term Severity Report Description Treatment
Hepatic failure Cryptogenic cirrhosis, subfulminant liver 

failure
Anorexia
Ascites
Encephalopathy Lactulose vitamin k, thiamine, 

omeprazole iv 5% nsa, iv 
antibiotics- cefotaxime and 
ampicillin (initially), iv fluids, 
sliding scale insulin-full liver 
transplant work-up.

Haematemesis
Hepatic cirrhosis



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 120 of 197

Case Number: Gender:
Weight:

Patient had two to three drinks of alcohol daily. died on 13/11/97 during liver transplant. committee comment: include in annual 
fatality analysis  the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the 
month. the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.

24/12/1997

05/09/1997
Causality possibleDeath, maybe drug

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Albumin ( 36-48 ) 05/09/1997 29
Albumin ( 36-48 ) 11/09/1997 25
Albumin ( 36-48 ) 24/09/1997 26
Albumin ( 36-48 ) 12/11/1997 26
Bilirubin (<18 ) 05/09/1997 372
Bilirubin (<18 ) 11/09/1997 483
Bilirubin (<18 ) 22/09/1997 548

Laboratory Investigations:

57YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

STELAZINE (Suspected)

05/09/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

SERZONE (Suspected)

28/09/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 30.0

SEREPAX (Suspected)

28/09/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1123699

Preferred Term Severity Report Description Treatment
Jaundice



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 121 of 197

Case Number: Gender:
Weight:

Patient had two to three drinks of alcohol daily. died on 13/11/97 during liver transplant. committee comment: include in annual 
fatality analysis  the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the 
month. the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.

24/12/1997

05/09/1997
Causality possibleDeath, maybe drug

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Bilirubin (<18 ) 24/09/1997 550
Bilirubin (<18 ) 12/11/1997 395
GGT = SGGT = 
GGTP

(<60) 05/09/1997 229
GGT = SGGT = 
GGTP

(<60) 11/09/1997 128
GGT = SGGT = 
GGTP

(<60) 22/09/1997 68
GGT = SGGT = 
GGTP

(<60) 24/09/1997 57
GGT = SGGT = 
GGTP

(<60) 12/11/1997 60

Laboratory Investigations:

57YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

STELAZINE (Suspected)

05/09/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

SERZONE (Suspected)

28/09/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 30.0

SEREPAX (Suspected)

28/09/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1123699



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 122 of 197

Case Number: Gender:
Weight:

Patient had two to three drinks of alcohol daily. died on 13/11/97 during liver transplant. committee comment: include in annual 
fatality analysis  the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the 
month. the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.

24/12/1997

05/09/1997
Causality possibleDeath, maybe drug

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Immunology 24/9/97- auto-antibodies-negative.
Liver biopsy 26/9/97 - liver biopsy- cirrhosis in evolution with marked bile 

ductular proliferation and cholestasis.  specific features 
indicationg aetiology are not seen. 18/11/97- established 
cirrhosis without specific features to indicate etiology. focal 
inflammatory activity is seen.

Laboratory Investigations:

57YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

STELAZINE (Suspected)

05/09/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

SERZONE (Suspected)

28/09/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 30.0

SEREPAX (Suspected)

28/09/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1123699



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 123 of 197

Case Number: Gender:
Weight:

Patient had two to three drinks of alcohol daily. died on 13/11/97 during liver transplant. committee comment: include in annual 
fatality analysis  the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the 
month. the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.

24/12/1997

05/09/1997
Causality possibleDeath, maybe drug

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data 29/9/97 abdomen ultrasound - evidence of cirrhosis and ascites. 
22/9/97 hepatitis serology negative, cmv, ebv negative.

SAP = ALP (35-125) 05/09/1997 278
SAP = ALP (35-125) 11/09/1997 219
SAP = ALP (35-125) 22/09/1997 250
SAP = ALP (35-125) 24/09/1997 196
SAP = ALP (35-125) 12/11/1997 204

Laboratory Investigations:

57YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

STELAZINE (Suspected)

05/09/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

SERZONE (Suspected)

28/09/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 30.0

SEREPAX (Suspected)

28/09/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1123699



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 124 of 197

Case Number: Gender:
Weight:03/02/1998

19/01/1998
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram 1 time IntramuscularInjection 100.0

ZUCLOPENTHIXOL ACETATE (Suspected)

19/01/1998 19/01/1998

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected)

19/01/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1124652

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder Extrapyramidal dystonia
Hypotension
Somnolence



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 125 of 197

Case Number: Gender:
Weight:

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

26/02/1998

10/02/1998
Causality probableRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Platelets Platelet levels dropped from 194-> 113.

Laboratory Investigations:

61YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 40.0

FLUOXETINE HYDROCHLORIDE (Other drug)

01/01/1998

Reason:

Acute myocard infarc,no hypert

Stopped:Started:Batch:

Milligram Daily OralTablet 3.5

WARFARIN SODIUM (Other drug)

01/01/1993

Reason:

Acute myocard infarc,no hypert

Stopped:Started:Batch:

Milligram Daily OralTablet 8.0

PERINDOPRIL (Other drug)

01/01/1993

Reason:

Acute myocard infarc,no hypert

Stopped:Started:Batch:

Microgram Daily OralTablet 250.0

DIGOXIN (Other drug)

01/01/1993

Reason:

Hospitalisation:

Report Details:
Seq: 1125321

Preferred Term Severity Report Description Treatment
Thrombocytopenia Ceased stelazine



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 126 of 197

Case Number: Gender:
Weight:

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

26/02/1998

10/02/1998
Causality probableRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

61YAge:

Additional Information:

Medicine Details:
Acute myocard infarc,no hypert

Stopped:Started:Batch:

Milligram Daily OralTablet 120.0

ISOSORBIDE MONONITRATE (Other drug)

01/01/1993

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Gram Daily OralTablet 2.0

STELAZINE (Suspected)

15/01/1998 13/02/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1125321



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 127 of 197

Case Number: Gender:
Weight:

Baby born with partial adactyly of split hand on l side. his 2nd, 3rd & 4th digits on the l hand were only stumps with nail beds.

23/04/1998

20/04/1998
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

STELAZINE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1126882

Preferred Term Severity Report Description Treatment
Congenital hand malformation



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 128 of 197

Case Number: Gender:
58.00Weight:05/06/1998

01/05/1998
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:
Paralysis agitans

Stopped:Started:Batch:

Dose Unspecified Daily3.0

SINEMET (Other drug)

L TERM

Reason:

Ulcer of duodenum w/o ment perf

Stopped:Started:Batch:

Milligram Daily300.0

ZANTAC (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily100.0

ASTRIX 100 (Other drug)

L TERM

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily50.0

NOTEN (Other drug)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1128100

Preferred Term Severity Report Description Treatment
Confusional state
Hallucination



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 129 of 197

Case Number: Gender:
58.00Weight:05/06/1998

01/05/1998
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily20.0

LUMIN (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

COGENTIN (Suspected)

30/04/1998 04/05/1998

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily1.0

STELAZINE (Suspected)

04/05/1998L TERM

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily100.0

LARGACTIL (Suspected)

04/05/1998L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1128100



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 130 of 197

Case Number: Gender:
Weight:21/08/1998

Causality possibleRecovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

AROPAX (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 5.0

STELAZINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1130398

Preferred Term Severity Report Description Treatment
Coordination abnormal Required 

Specialist 
Consultation

Inability to stand up

Visual disturbance Required 
Specialist 
Consultation

Aropax and stelazine ceased.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 131 of 197

Case Number: Gender:
Weight:

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

05/11/1998

26/10/1998
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21YAge:

Additional Information:

Medicine Details:
Asthma

Stopped:Started:Batch:

Dose Unspecified As necessary InhalationInhalation 2.0

VENTOLIN (Other drug) Reason:

Asthma

Stopped:Started:Batch:

Microgram As necessary InhalationInhalation 200.0

BECOTIDE (Other drug)

01/09/1998

Reason:

Depression

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

LUVOX (Other drug)

25/09/1998 CONTIN

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily2.0

STELAZINE (Suspected)

25/10/1998 27/10/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1132873

Preferred Term Severity Report Description Treatment
Angioedema Swollen tongue and lips
Dyspnoea



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 132 of 197

Case Number: Gender:
Weight:

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

05/11/1998

26/10/1998
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

21YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

25/07/1998 25/09/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1132873



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 133 of 197

Case Number: Gender:
Weight:06/11/1998

21/10/1998
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

OralTablet 0.0

MONOPRIL (Suspected)

CONTIN

Reason:

Unspecified psychosis

Stopped:Started:Batch:

OralTablet 0.0

STELAZINE (Suspected)

CONTIN

Reason:

Smoker

Stopped:Started:Batch:

Milligram As necessary OralOral application 4.0

NICORETTE GUM (Suspected)

21/10/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1132964

Preferred Term Severity Report Description Treatment
Asthenia



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 134 of 197

Case Number: Gender:
Weight:

Sequelae:  patient represented with reoccurance of symptoms - iv cogentin repeated.  back injury 1995 - chronic back pain.  
changes medication often. ? medication history.

17/02/1999

19/07/1998
Causality possibleRecovered
04/03/1955DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 15.0

STELAZINE (Suspected)

18/07/1998 19/07/1998

Reason:

Hospitalisation: Treated in outpatient department only.

Report Details:
Seq: 1136279

Preferred Term Severity Report Description Treatment
Torticollis Contraction of (r) sterno-mastoid muscle.
Tongue oedema Swollen tongue.
Tetany Tetany of right hand.
Dyspnoea Prednisone 50mg iv & 

cogentin 2mg/2ml.
Headache
Hypertension
Tachycardia



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 135 of 197

Case Number: Gender:
Weight:19/04/1999

01/04/1999
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 01/04/1999 72
AST = SGOT 01/04/1999 58
Bilirubin 01/04/1999 30
GGT = SGGT = 
GGTP

01/04/1999 182
SAP = ALP 01/04/1999 118

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ALCOHOL (Suspected) Reason:

Stopped:Started:Batch:

0.0

FLUPENTHIXOL DECANOATE (Suspected) Reason:

Stopped:Started:Batch:

0.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Daily OralTablet 0.0

CLOZARIL (Suspected)

17/03/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1138579

Preferred Term Severity Report Description Treatment
Hepatomegaly Enlarged liver
Hepatic function abnormal Liver enzyme raised
Leukocytosis Raised white cell count
Cough
Hepatic steatosis
Splenomegaly



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 136 of 197

Case Number: Gender:
Weight:

See original report for details of other drug therapy: serepax.

06/05/1999

03/05/1999
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 900.0

AURORIX (Interaction) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily5.0

ZOLOFT (Interaction)

03/05/1999 04/05/1999

Reason:

Stopped:Started:Batch:

Milligram Daily5.0

STELAZINE (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1139252

Preferred Term Severity Report Description Treatment
Agitation Ceased zoloft
Chills
Confusional state
Dizziness
Migraine
Nausea
Vomiting



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 137 of 197

Case Number: Gender:
Weight:03/06/1999

Causality possibleNot yet recovered
17/07/1924DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

74Age:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

STELAZINE (Suspected)

20/01/1999 26/02/1999     1M

Reason:

Hospitalisation:

Report Details:
Seq: 1140218

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder Required 

Specialist 
Consultation

In particulary mild neck stiffness. Stelazine ceased.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 138 of 197

Case Number: Gender:
Weight:

See original report for details of other drugs. - inderal, aurorix, valium and mysaline. symptoms occurred after patient stopped 
taking stelazine for 28 years. patient has suffered from anxiety since he was a teenager.  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.

16/08/1999

Causality possibleUnknown
23/03/1947DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 2.0

STELAZINE (Suspected)

01/01/1971 28/01/1999L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1142654

Preferred Term Severity Report Description Treatment
Paresis Calf muscles became weak and has 

problems standing
Insomnia Difficulty in falling asleep.
Paraesthesia Feels like"worms and ants"crawling in his 

muscles.
Arthralgia Joint pains in arms and legs.
Agitation Pain diminishes when he moves around.
Myalgia Pain in the muscle.
Drug withdrawal syndrome When he falls asleep pain and tension 

alleviated.
Hyperkinesia



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 139 of 197

Case Number: Gender:
Weight:

P/h of allergies to penicillin, bactrim, serzone.

28/09/1999

16/09/1999
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified 1 time0.0

MENOPREM (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily200.0

THYROXINE SODIUM (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily800.0

SODIUM VALPROATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily5.0

STELAZINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1144134

Preferred Term Severity Report Description Treatment
Micturition disorder Urinary retention



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 140 of 197

Case Number: Gender:
Weight:

P/h of allergies to penicillin, bactrim, serzone.

28/09/1999

16/09/1999
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

KEMADRIN (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily10.0

NORVASC (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily30.0

SEREPAX (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily300.0

TAZAC (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1144134



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 141 of 197

Case Number: Gender:
Weight:

P/h of allergies to penicillin, bactrim, serzone.

28/09/1999

16/09/1999
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily20.0

AROPAX (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1144134



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 142 of 197

Case Number: Gender:
Weight:30/09/1999

Causality possibleRecovered
24/12/1927DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

71Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Monthly IntramuscularInjection 50.0

MODECATE (Suspected)

17/08/1999L TERM

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

STELAZINE (Suspected)

L TERM

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

MELLERIL (Suspected)

17/08/1999L TERM

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

OLANZAPINE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1144225

Preferred Term Severity Report Description Treatment
Renal failure acute Acute on chronic renal failure.
Constipation Faecal impaction. Hydration, laxatives.  melleril & 

modecate ceased.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 143 of 197

Case Number: Gender:
Weight:30/09/1999

Causality possibleRecovered
24/12/1927DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

71Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

COGENTIN (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1144225



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 144 of 197

Case Number: Gender:
Weight:

Patient was previously taking stelazine before commencing clozaril and there was a period of overlap of use of the two drugs.  - 
the date of onset is not accurate but indicates that onset occurred sometime during the year. the dosage start date is not accurate 
but indicates that start occurred sometime during the year.

23/11/1999

31/12/1994
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

STELAZINE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

01/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1146097

Preferred Term Severity Report Description Treatment
Tardive dyskinesia Mouth movement some lip smacking 

movements.
Patient is now receiving 
concomitant valium and 
cogentin.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 145 of 197

Case Number: Gender:
Weight:

Pt also taking efexor xr.

28/02/2000

16/02/2000
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily2.0

STELAZINE (Suspected)

15/02/2000 21/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1149695

Preferred Term Severity Report Description Treatment
Constipation
Headache Severe Supportvive, aspalgin.
Hyperhidrosis
Myalgia
Nightmare
Visual disturbance



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 146 of 197

Case Number: Gender:
Weight:02/03/2000

26/02/2000
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

MELLERIL (Interaction)

17/02/2000 25/02/2000

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily30.0

PARNATE (Interaction)

18/02/2000 28/02/2000

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily3.0

STELAZINE (Interaction)

25/02/2000 28/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1149906

Preferred Term Severity Report Description Treatment
Hypertension Bp 200/100.
Headache Severe Severe headache in morning 26,27,28 

february.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 147 of 197

Case Number: Gender:
98.00Weight:

Patient also taking prothiaden, valium, zantac, doryx, klacid.

03/03/2000

17/02/2000
Causality probableRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:
Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

STELAZINE (Suspected)

17/02/2000 19/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1149951

Preferred Term Severity Report Description Treatment
Depersonalisation Spaced out.
Nausea
Stupor
Vertigo
Vomiting



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 148 of 197

Case Number: Gender:
85.00Weight:03/03/2000

02/02/2000
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

69YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected)

02/11/1999 16/02/2000

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily2.0

STELAZINE (Suspected)

26/11/1999 09/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1149952

Preferred Term Severity Report Description Treatment
Diarrhoea Imodium
Rash erythematous



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 149 of 197

Case Number: Gender:
Weight:

Patient became pregnant whilst on clozaril. patient had a miscarriage and has a haemoglobin of 9.5g/dl

13/03/2000

14/02/2000
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralOral application 25.0

STELAZINE (Suspected)

05/01/2000

Reason:

Stopped:Started:Batch:

Milligram Daily1.0

BENZTROPINE MESYLATE (Suspected) Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1150326

Preferred Term Severity Report Description Treatment
Intra-uterine death Patient has a haemoglobin of 9.5g/d1.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 150 of 197

Case Number: Gender:
Weight:

Patient also taking atenolol, warfarin, rastinon, lanoxin.

27/03/2000

30/11/1999
Causality probableRecovered
26/01/1919DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

80Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily1.0

STELAZINE (Suspected)

02/12/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1150766

Preferred Term Severity Report Description Treatment
Hypertonia Stelazine ceased.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 151 of 197

Case Number: Gender:
Weight:

Stelazine batch number: 83520. patient has taken other batches with no effects until batch 84810.

28/03/2000

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:83520 Started:Batch:

Milligram Daily15.0

STELAZINE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1150900

Preferred Term Severity Report Description Treatment
Hyperacusis Heightened hearing.
Sexual dysfunction Sexual arrousal.
Insomnia



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 152 of 197

Case Number: Gender:
Weight:

Stelazine batch number: 84810. patient has taken other batches with no effects since batch 83520.

28/03/2000

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:84810 Started:Batch:

Milligram Daily15.0

STELAZINE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1150903

Preferred Term Severity Report Description Treatment
Hallucination Flashing picture images.
Hallucination Heard voices and felt spaced out after 1 

dose.
Hyperacusis Heightened hearing.
Tinnitus



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 153 of 197

Case Number: Gender:
Weight:

Patient experienced symptoms after the discontinuation of stelazine.

02/05/2000

Causality possibleRecovered
05/09/1952DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:
Nervousness

Stopped:Started:Batch:

Milligram Daily2.0

STELAZINE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1152274

Preferred Term Severity Report Description Treatment
Hypertonia Neck spasms Benztropine, anxiety reduction 

techniques and massage.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 154 of 197

Case Number: Gender:
92.00Weight:

Patient also taking renitec, zoloft, lipitor, estraderm, rani-2. reaction occurred with new formulation of product.

25/08/2000

03/07/2000
Causality possibleNot yet recovered
07/07/1943DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

56Age:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralOral application 2.0

STELAZINE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1157203

Preferred Term Severity Report Description Treatment
Headache Required Visit 

to Doctor
Moderate headaches



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 155 of 197

Case Number: Gender:
47.00Weight:

The reporting doctor is certain the reaction was due to her underlying disease re emerging after the cessation of her stelazine.  
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

12/10/2000

15/06/2000
Causality possibleRecovered
25/10/1953DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralOral application 12.0

STELAZINE (Suspected)

01/10/1996 15/06/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1158460

Preferred Term Severity Report Description Treatment
Fatigue Required Visit 

to Doctor
Feeling tired. Stelazine ceased. patient 

admitted for new medication.

Nausea Required Visit 
to Doctor

Slight nausea.

Apathy Required Visit 
to Doctor

Withdrawn.

Anorexia Required Visit 
to Doctor

Drug withdrawal syndrome Required Visit 
to Doctor

Ear pain Required Visit 
to Doctor



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 156 of 197

Case Number: Gender:
47.00Weight:

The reporting doctor is certain the reaction was due to her underlying disease re emerging after the cessation of her stelazine.  
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

12/10/2000

15/06/2000
Causality possibleRecovered
25/10/1953DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

46Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralOral application 12.0

STELAZINE (Suspected)

01/10/1996 15/06/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1158460

Preferred Term Severity Report Description Treatment
Psychotic disorder Required Visit 

to Doctor



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 157 of 197

Case Number: Gender:
Weight:

The patient has a history of bipolar disorder/psychosis since 4.6.99, ankle injury since 1998, depression since 1999 and social 
phobia since 1999.

01/06/2001

Causality possibleUnknown
16/05/1977DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:
Obesity othr than endoc origin

Stopped:Started:Batch:

Milligram Daily OralTablet 360.0

XENICAL (Suspected)

10/02/2001 20/02/2001

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralOral application 3.0

STELAZINE (Suspected)

24/02/2001 01/03/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1165082

Preferred Term Severity Report Description Treatment
Hyperkinesia 24.2.01 patient started 

stelazine po 1mg tid. 1.3.01 
stelazine was stopped. 3.3.01 
she started diazepam 15mg 
qd. 6.3.01 she started cogentin 
1mg qd.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 158 of 197

Case Number: Gender:
111.00Weight:

The dose start dates for zyprexia and stelazine are not necessarily accurate but indicates the drug was started sometime in the 
month.

10/12/2001

12/07/2001
Causality possibleNot yet recovered
20/10/1983DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

17Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

EPILIM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Other drug) Reason:

Migraine

Stopped:Started:Batch:

Milligram Daily20.0

INDERAL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

ZYPREXA (Suspected)

01/05/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1170968

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder Cogwheel rigidity, dribbling, slow shuffling 

gait.
Stelazine ceased. date of 
recovery 18.7.01.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 159 of 197

Case Number: Gender:
111.00Weight:

The dose start dates for zyprexia and stelazine are not necessarily accurate but indicates the drug was started sometime in the 
month.

10/12/2001

12/07/2001
Causality possibleNot yet recovered
20/10/1983DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

17Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily20.0

STELAZINE (Suspected)

28/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1170968



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 160 of 197

Case Number: Gender:
Weight:13/02/2002

27/01/2001
Causality possibleRecovered
07/07/1929DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 27/02/2001 120
Sodium 28/02/2001 140

Laboratory Investigations:

71Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram As necessary2.0

BENZTROPINE MESYLATE (Other drug) Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily10.0

OLANZAPINE (Other drug)

S TERM

Reason:

Regional enteritis

Stopped:Started:Batch:

Gram Daily1.5

SALAZOPYRIN (Other drug) Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily5.0

STELAZINE (Suspected)

L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1172751

Preferred Term Severity Report Description Treatment
Hyponatraemia
Polydipsia Stelazine ceased.  fluid 

restricted.  patient was 
admitted to hospital.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 161 of 197

Case Number: Gender:
Weight:

Patient had stanage movements lip-smacking, constant swallowing, neck extension, ocular movements.

13/02/2002

14/03/2001
Causality possibleNot yet recovered
07/07/1929DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

16/03/2001 10,780
Creatine 
phosphokinase

17/03/2001 6840

Laboratory Investigations:

71Age:

Additional Information:

Medicine Details:
Disturbance of coordination

Stopped:Started:Batch:

Milligram As necessary2.0

BENZTROPINE MESYLATE (Other drug)

L TERM

Reason:

Regional enteritis

Stopped:Started:Batch:

Gram Daily1.5

SULFASALAZINE (Other drug)

L TERM

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily5.0

STELAZINE (Suspected)

L TERM

Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Daily10.0

OLANZAPINE (Suspected)

S TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1172752

Preferred Term Severity Report Description Treatment
Convulsion Tonic/clonic seizure
Blood creatine phosphokinase increased
Confusional state
Dyskinesia
Hypertonia
Hyponatraemia
Neuroleptic malignant syndrome Patient was admitted to icu, 

given benztropine 2mg but no 
effect, olanzapine ceased, 
saline given and fluid 
restriction.

Pyrexia



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 162 of 197

Case Number: Gender:
Weight:

Patient had stanage movements lip-smacking, constant swallowing, neck extension, ocular movements.

13/02/2002

14/03/2001
Causality possibleNot yet recovered
07/07/1929DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

71Age:

Additional Information:

Medicine Details:
Disturbance of coordination

Stopped:Started:Batch:

Milligram As necessary2.0

BENZTROPINE MESYLATE (Other drug)

L TERM

Reason:

Regional enteritis

Stopped:Started:Batch:

Gram Daily1.5

SULFASALAZINE (Other drug)

L TERM

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily5.0

STELAZINE (Suspected)

L TERM

Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Daily10.0

OLANZAPINE (Suspected)

S TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1172752

Preferred Term Severity Report Description Treatment
Tardive dyskinesia



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 163 of 197

Case Number: Gender:
Weight:19/03/2002

09/12/2001
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

85YAge:

Additional Information:

Medicine Details:
Unspecified glaucoma

Stopped:Started:Batch:

Dose Unspecified Daily OphthalmicEye Drops 2.0

TIMOLOL MALEATE EYE DROPS (Other drug)

CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

STELAZINE (Suspected)

09/12/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1173851

Preferred Term Severity Report Description Treatment
Hypertonia Rigidity both arms and neck.
Tremor Tremor left side.
Hyperkinesia
Tardive dyskinesia Stelazine ceased, benzhexol 

commenced.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 164 of 197

Case Number: Gender:
Weight:

Allergic to penicillin, sulphur, iodine, arthritis medications(unspecifield) patient has dementia-stelazine to calm her.

14/06/2002

12/04/2002
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

PREDNISONE (Other drug) Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram As necessary OralTablet 5.0

ISOSORBIDE DINITRATE (Other drug) Reason:

Emphysema

Stopped:Started:Batch:

As necessary0.0

SALBUTAMOL (Other drug) Reason:

Congestive heart failure

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

FRUSEMIDE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1176279

Preferred Term Severity Report Description Treatment
Coordination abnormal
Gait disturbance
Palpitations
Tachycardia Ceased stelazine and colofac.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 165 of 197

Case Number: Gender:
Weight:

Allergic to penicillin, sulphur, iodine, arthritis medications(unspecifield) patient has dementia-stelazine to calm her.

14/06/2002

12/04/2002
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

SODIUM VALPROATE (Other drug) Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 2.5

RAMIPRIL (Other drug) Reason:

Irritable colon

Stopped:Started:Batch:

Milligram Daily OralTablet 405.0

COLOFAC (Suspected)

16/04/2002

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

STELAZINE (Suspected)

16/04/2002

Reason:

Hospitalisation:

Report Details:
Seq: 1176279



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 166 of 197

Case Number: Gender:
Weight:

Patient has suffered from restless legs for 2 years.

26/06/2002

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

84YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralOral application 1.2

TRITACE (Other drug) Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily OralOral application 60.0

IMDUR (Other drug)

CONTIN

Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily OralOral application 150.0

SOLPRIN (Other drug)

CONTIN

Reason:

Osteoarthritis

Stopped:Started:Batch:

Milligram Daily400.0

CELEBREX (Other drug)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1176673

Preferred Term Severity Report Description Treatment
Tremor Required 

Specialist 
Consultation

Mild tremor right arm and jaw. Stelazine ceased. required 
medical attention.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 167 of 197

Case Number: Gender:
Weight:

Patient has suffered from restless legs for 2 years.

26/06/2002

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

84YAge:

Additional Information:

Medicine Details:
Osteoarthritis

Stopped:Started:Batch:

Dose Unspecified Daily OralOral application 1.0

CALTRATE (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

STELAZINE (Suspected)

08/11/2000

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

SINEMET-M (Suspected)

L TERM CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1176673



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 168 of 197

Case Number: Gender:
53.00Weight:05/08/2002

28/08/2001
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium Na 119

Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily10.0

STELAZINE (Suspected)

14/08/2001

Reason:

Stopped:Started:Batch:

Milligram Daily40.0

LASIX (Suspected)

09/08/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1177701

Preferred Term Severity Report Description Treatment
Fall Multiple falls in recent months. Ceased stelazine, fluid 

restriction. required medical 
attention.

Orthostatic hypotension



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 169 of 197

Case Number: Gender:
85.00Weight:18/12/2002

16/10/2002
Causality possibleUnknown
02/02/1929DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet

THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1180797

Preferred Term Severity Report Description Treatment
Tremor Severe was previously on thioridazine and 

trifluoperazine until Nov 2001, ceased due   
to tremor

Thioridazine and 
Trifluoperazine ceased. 
Admitted to hospital.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 170 of 197

Case Number: Gender:
80.00Weight:

Other drugs: Zantac, Noten, Astrix, Vioxx, Caltrate, Paracetamol, Quinate, Lasix, Slow-K and Stemzine.

09/10/2003

Causality possibleNot yet recovered
11/11/1929DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 1.0

STELAZINE (Suspected)

01/10/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1191184

Preferred Term Severity Report Description Treatment
Movement disorder Parkinson-like symptoms



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 171 of 197

Case Number: Gender:
90.00Weight:

Ceased taking Grisovin and now back to normal.  Patient also taking Zoton, Daonil, Diamicron MR, Atacand, Lipitor and Norvasc.

13/05/2004

28/04/2004
Causality possibleRecovered
07/07/1944DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

59Age:

Additional Information:

Medicine Details:
Unspecified systemic mycosis

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

GRISOVIN (Interaction)

28/04/2004 06/05/2004

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

STELAZINE (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1197315

Preferred Term Severity Report Description Treatment
Mood swings Aggressive mood swings. Grisovin ceased.
Flushing Flushes in face.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 172 of 197

Case Number: Gender:
0.00Weight:30/09/2004

12/07/2004
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

30/09/2004 Potassium K+= 2.5

Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

COLOXYL (Other drug) Reason:

Stopped:Started:Batch:

RectalSuppository

DUROLAX (Other drug) Reason:

Stopped:Started:Batch:

NULAX FRUIT LAXATIVE (Other drug) Reason:

Stopped:Started:Batch:

SENOKOT (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1201389

Preferred Term Severity Report Description Treatment
Hypokalaemia Hyponatraemia, hypokalaemia. Taper down Stelazine and add 

Risperidone gradually.
Hyponatraemia



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 173 of 197

Case Number: Gender:
0.00Weight:30/09/2004

12/07/2004
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

PANADOL (Other drug) Reason:

Stopped:Started:Batch:

TopicalCream

CANESTEN (Other drug) Reason:

Stopped:Started:Batch:

BETADINE (Other drug) Reason:

Stopped:Started:Batch:

POLY-TEARS (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1201389



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 174 of 197

Case Number: Gender:
0.00Weight:30/09/2004

12/07/2004
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

SALINE (Other drug) Reason:

Stopped:Started:Batch:

SLOW-K (Other drug) Reason:

Stopped:Started:Batch:

GENTAMICIN SULPHATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

STELAZINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1201389



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 175 of 197

Case Number: Gender:
0.00Weight:30/09/2004

12/07/2004
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily IntravenousInjection 5.0

PENICILLIN NOS (Suspected)

05/07/2004

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

RULIDE (Suspected)

05/07/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1201389



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 176 of 197

Case Number: Gender:
0.00Weight:11/10/2004

15/08/2004
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

CLOPIXOL (Interaction) Reason:

Stopped:Started:Batch:

Oral

STELAZINE (Interaction) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

SOLIAN (Interaction)

25/09/2004 0

Reason:

Stopped:Started:Batch:

Oral

PARACETAMOL (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1201638

Preferred Term Severity Report Description Treatment
Convulsion Patient developed involuntary leg 

movements for the past few months which 
gradually worsened. Patient also 
experienced convulsion and episode of 
sweating in the chest area.

Amisulpride ceased.

Dyskinesia
Hyperhidrosis



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 177 of 197

Case Number: Gender:
0.00Weight:

Patient has a history of previous suicide attempts, sleeping disorder

11/11/2004

Causality possibleUnknown
13/10/1951DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

DIAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

LARGACTIL (Other drug) Reason:

Stopped:Started:Batch:

OralTablet

STELAZINE (Suspected)

09/02/2005 0

Reason:

Stopped:Started:Batch:

ALCOHOL (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1202473

Preferred Term Severity Report Description Treatment
Suicide attempt Caused or 

prolonged 
inpatient 
hospitalisation

Suicide attempt by overdose. Ingested 28 
x 150mg Efexor XR and Alcohol plus 4-6 
tablets of Stelazine and was unconscious.

Loss of consciousness Caused or 
prolonged 
inpatient 
hospitalisation

Overdose Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 178 of 197

Case Number: Gender:
0.00Weight:

Patient has a history of previous suicide attempts, sleeping disorder

11/11/2004

Causality possibleUnknown
13/10/1951DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

53Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule, modified release 150.0

EFEXOR-XR (Suspected)

15/07/2004

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1202473



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 179 of 197

Case Number: Gender:
0.00Weight:

Prior to Efexor-XR, patient was on paroxetine, which did not help with depression.  Patient advised she finds Efexor-XR helped, 
but life stresses "just get too much sometimes".

19/04/2005

14/01/2005
Causality possibleRecovered
13/10/1951DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

PANADOL (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 150.0

EFEXOR-XR (Suspected)

15/07/2004

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

STELAZINE (Suspected)

09/02/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1207224

Preferred Term Severity Report Description Treatment
Overdose Caused or 

prolonged 
inpatient 
hospitalisation

The patient overdosed with Efexor XR and 
Panadol. When Efexor XR was stopped 
she experienced withdrawal effects - really 
bad headaches, shaking and she 'couldn't 
function', so it was restarted. She had tried 
to taper Efexor XR in the past, but 
experienced bad headaches. She also had 
headaches when she forgot to take a 
dose.

Efexor XR ceased whilst in 
hospital.

Drug withdrawal syndrome Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 180 of 197

Case Number: Gender:
0.00Weight:

Prior to Efexor-XR, patient was on paroxetine, which did not help with depression.  Patient advised she finds Efexor-XR helped, 
but life stresses "just get too much sometimes".

19/04/2005

14/01/2005
Causality possibleRecovered
13/10/1951DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

53Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

PANADOL (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 150.0

EFEXOR-XR (Suspected)

15/07/2004

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

STELAZINE (Suspected)

09/02/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1207224

Preferred Term Severity Report Description Treatment
Headache Caused or 

prolonged 
inpatient 
hospitalisation

Tremor Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:46AM Database: pusime02 ADRS004 Page 181 of 197

Case Number: Gender:
62.00Weight:

Clinical trial RODOS WAVE I: RODOS. The patient experienced sedation and extrapyramydal symptoms on 13/1/1999, rigidity on 
18/1/1999, slow movements on 16/2/1999, slurred speech on 18/2/1999, parkinsonism on 1/3/1999, constipation on 2/3/1999 and 
difficulty falling asleep on 3/5/1999.

16/05/2005

15/04/1999
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

LITHIUM CARBONATE (Other drug) Reason:

Stopped:Started:Batch:

CLONAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

DIAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

ZOPICLONE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1207850

Preferred Term Severity Report Description Treatment
Muscle rigidity The patient experienced muscle rigidity 

and tremor.
Benztropine given.

Therapy regimen changed
Tremor



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:47AM Database: pusime02 ADRS004 Page 182 of 197

Case Number: Gender:
62.00Weight:

Clinical trial RODOS WAVE I: RODOS. The patient experienced sedation and extrapyramydal symptoms on 13/1/1999, rigidity on 
18/1/1999, slow movements on 16/2/1999, slurred speech on 18/2/1999, parkinsonism on 1/3/1999, constipation on 2/3/1999 and 
difficulty falling asleep on 3/5/1999.

16/05/2005

15/04/1999
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

METAMUCIL (Other drug) Reason:

Stopped:Started:Batch:

PARACETAMOL (Other drug) Reason:

Stopped:Started:Batch:

SODIUM VALPROATE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1207850



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:47AM Database: pusime02 ADRS004 Page 183 of 197

Case Number: Gender:
62.00Weight:

Clinical trial RODOS WAVE I: RODOS. The patient experienced sedation and extrapyramydal symptoms on 13/1/1999, rigidity on 
18/1/1999, slow movements on 16/2/1999, slurred speech on 18/2/1999, parkinsonism on 1/3/1999, constipation on 2/3/1999 and 
difficulty falling asleep on 3/5/1999.

16/05/2005

15/04/1999
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily Oral5.0

RISPERDAL (Suspected)

04/02/1999

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 1.0

LORAZEPAM (Suspected)

19/01/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1207850



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:47AM Database: pusime02 ADRS004 Page 184 of 197

Case Number: Gender:
0.00Weight:16/06/2005

Causality possibleUnknown
09/05/1935DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

ZOLOFT (Other drug) Reason:

Stopped:Started:Batch:

SOMAC (Other drug) Reason:

Stopped:Started:Batch:

ZYLOPRIM (Other drug) Reason:

Stopped:Started:Batch:

STELAZINE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1208732

Preferred Term Severity Report Description Treatment
Splenomegaly Incapacity/dis

ability
presented with splenomegaly, ill defined 
granulomas thrombocytopenia

Granuloma Incapacity/dis
ability

Thrombocytopenia Incapacity/dis
ability



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:47AM Database: pusime02 ADRS004 Page 185 of 197

Case Number: Gender:
0.00Weight:

Report 210231 is the first sequence to this report.

29/06/2005

31/05/2005
Causality possibleUnknown
18/04/1988DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

29/06/2005 Creatine 
phosphokinase

31/05/2005 1400 pretreatment -100
29/06/2005 Creatine 

phosphokinase
08/06/2005 500 pretreatment -100

29/06/2005 Creatine 
phosphokinase

15/06/2005 10,700 pretreatment -100
29/06/2005 Creatine 

phosphokinase
24/06/2005 90 pretreatment -100

Laboratory Investigations:

17Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Oral

STELAZINE (Suspected) Reason:

Stopped:Started:Batch:

OralTablet

LITHIUM CARBONATE (Suspected) Reason:

Stopped:Started:Batch:

BIPERIDEN HYDROCHLORIDE (Suspected)

0

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

CLOZAPINE (Suspected)

22/04/2005 01/06/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1209226

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome Caused or 

prolonged 
inpatient 
hospitalisation

The patient also experienced possible 
neuroleptic malignant syndrome.

Transaminases increased The patient experienced elevated 
creatinine kinase after commencing 
Clozaril and mild elevation of liver function 
tests.

Clozaril ceased.

Blood creatine phosphokinase increased



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:47AM Database: pusime02 ADRS004 Page 186 of 197

Case Number: Gender:
0.00Weight:

Report 209226 is the second sequence to this report.

28/07/2005

22/04/2005
Causality possibleUnknown
18/04/1988DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

17Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram10.0

STELAZINE (Suspected)

01/06/2005 0

Reason:

Stopped:Started:Batch:

Milligram8.0

BIPERIDEN HYDROCHLORIDE (Suspected)

01/06/2005 0

Reason:

Stopped:Started:Batch:

Milligram2500.0

LITHIUM CARBONATE (Suspected)

01/06/2005 0

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZAPINE (Suspected)

22/04/2005 01/06/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1210231

Preferred Term Severity Report Description Treatment
Hypertension The patient experienced hypertension and 

tachycardia whilst on Clozapine treatment.

Blood creatine phosphokinase increased
Tachycardia



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:47AM Database: pusime02 ADRS004 Page 187 of 197

Case Number: Gender:
0.00Weight:

History:  Previous NMS 2002 with Quetiapine.

05/08/2005

03/03/2005
Causality probableRecovered 08/03/2005
28/06/2005DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/08/2005 Creatine 
phosphokinase

21/02/2005 189 CK value for 03/03/05 - after a total 3 x 1mg doses 
Trifluoperazine.

05/08/2005 Creatine 
phosphokinase

03/03/2005 864 CK value for 03/03/05 - after a total 3 x 1mg doses 
Trifluoperazine.

05/08/2005 Creatine 
phosphokinase

04/03/2005 724 CK value for 03/03/05 - after a total 3 x 1mg doses 
Trifluoperazine.

Laboratory Investigations:

-1Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram2.0

DICLOXACILLIN SODIUM (Other drug)

28/02/2005 04/03/2005

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected)

01/03/2005 03/03/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210449

Preferred Term Severity Report Description Treatment
Body temperature increased Death Patient experienced creatine kinase 

increased and also temp increased to 
37.5.

Trifluoperazine ceased.

Blood creatine phosphokinase increasedDeath



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:47AM Database: pusime02 ADRS004 Page 188 of 197

Case Number: Gender:
0.00Weight:

History:  Previous NMS 2002 with Quetiapine.

05/08/2005

03/03/2005
Causality probableRecovered 08/03/2005
28/06/2005DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/08/2005 Creatine 
phosphokinase

08/03/2005 127 CK value for 03/03/05 - after a total 3 x 1mg doses 
Trifluoperazine.

05/08/2005 Creatine 
phosphokinase

15/03/2005 43 CK value for 03/03/05 - after a total 3 x 1mg doses 
Trifluoperazine.

Laboratory Investigations:

-1Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram2.0

DICLOXACILLIN SODIUM (Other drug)

28/02/2005 04/03/2005

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected)

01/03/2005 03/03/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210449



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:47AM Database: pusime02 ADRS004 Page 189 of 197

Case Number: Gender:
0.00Weight:29/08/2005

01/03/2005
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

61YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram OralTablet 10.0

TEMAZEPAM (Other drug)

15/09/2004

Reason:

Stopped:Started:Batch:

Milligram OralTablet 60.0

ISOSORBIDE DINITRATE (Other drug)

15/09/2004

Reason:

Stopped:Started:Batch:

Milligram OralCapsule 180.0

DILTIAZEM HYDROCHLORIDE (Other drug)

15/09/2004

Reason:

Stopped:Started:Batch:

Milligram OralTablet 50.0

METOPROLOL TARTRATE (Other drug)

15/09/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1211157

Preferred Term Severity Report Description Treatment
Tardive dyskinesia Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced rolling of the 
tongue, tremor of the hands and chest 
pain.

Chest pain Caused or 
prolonged 
inpatient 
hospitalisation

Tremor Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:47AM Database: pusime02 ADRS004 Page 190 of 197

Case Number: Gender:
0.00Weight:29/08/2005

01/03/2005
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

61YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram WeeklyInjection 50.0

FLUPENTHIXOL DECANOATE (Suspected)

15/09/2004

Reason:

Stopped:Started:Batch:

Milligram As necessary OralTablet 5.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected)

15/09/2004

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 15.0

OLANZAPINE (Suspected)

15/09/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1211157



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:47AM Database: pusime02 ADRS004 Page 191 of 197

Case Number: Gender:
0.00Weight:24/04/2006

16/02/2006
Causality possibleRecovered 17/02/2006
13/12/1939DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

66Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet

PARNATE (Interaction)

15/06/1965 01/03/2006

Reason:

Stopped:Started:Batch:

Oral

STELAZINE (Interaction)

15/06/1965

Reason:

Obesity othr than endoc origin

Stopped:Started:Batch:

Milligram 1 time OralCapsule 120.0

XENICAL (Interaction)

16/02/2006 17/02/2006

Reason:

Stopped:Started:Batch:

DILTIAZEM HYDROCHLORIDE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1217652

Preferred Term Severity Report Description Treatment
Hallucination, visual Patient experienced visual hallucinations. 

Symptoms included seeing moving objects 
and spinning surroundings.

Xenical ceased.



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:47AM Database: pusime02 ADRS004 Page 192 of 197

Case Number: Gender:
0.00Weight:24/04/2006

16/02/2006
Causality possibleRecovered 17/02/2006
13/12/1939DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

66Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

PRAVACHOL (Other drug) Reason:

Stopped:Started:Batch:

DIAFORMIN (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1217652



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:47AM Database: pusime02 ADRS004 Page 193 of 197

Case Number: Gender:
74.00Weight:

History:  Alcohol and cannabis abuse since 12 years of age.

31/07/2006

08/07/2006
Causality possibleRecovered 17/07/2006
03/01/1989DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

31/07/2006 Serum drug level Clozapine levels (normal range 350-900):  07/07/06 - 947 and 
07/07/06 - 620.  
Lithium levels (normal range 0.6-1.2):  07/07/06 - 0.77.

Laboratory Investigations:

17Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram OralTablet 150.0

SODIUM VALPROATE (Other drug)

05/10/2005

Reason:

Stopped:Started:Batch:

Milligram OralTablet 100.0

DOXYCYCLINE HYDROCHLORIDE (Other drug)

29/06/2006 17/07/2006

Reason:

Stopped:Started:Batch:

FISH OIL NOS (Other drug) Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

CLOPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1220473

Preferred Term Severity Report Description Treatment
Encephalopathy Toxic encephalopathy, hypotonia, 

myoclonic jerks, hypotension, delirium and 
extrapyramidal symptoms, seizures and 
severly constipated.

Ceased Clopine

Constipation
Convulsion
Delirium
Extrapyramidal disorder
Hypotension
Myoclonus



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:47AM Database: pusime02 ADRS004 Page 194 of 197

Case Number: Gender:
74.00Weight:

History:  Alcohol and cannabis abuse since 12 years of age.

31/07/2006

08/07/2006
Causality possibleRecovered 17/07/2006
03/01/1989DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

17Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily Oral20.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected)

0

Reason:

Hospitalisation:

Report Details:
Seq: 1220473



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:47AM Database: pusime02 ADRS004 Page 195 of 197

Case Number: Gender:
80.00Weight:04/02/2007

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

STELAZINE (Suspected)

01/01/1983 01/01/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1225356

Preferred Term Severity Report Description Treatment
Depression Also very dry mouth & thirst & some 

depression. The drug became more of a 
toxin than a therapeutic thing. It also 
dulled the mind too much.

Weight increased Caused weight gain - about 20 kg or more, 
breasts became much larger,

Dyspnoea The main problem was sleepless nights 
due to difficulty breathing - blocked up 
nose & sinus was a constant problem,

Dry mouth
Insomnia
Rhinitis



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:47AM Database: pusime02 ADRS004 Page 196 of 197

Case Number: Gender:
80.00Weight:04/02/2007

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

STELAZINE (Suspected)

01/01/1983 01/01/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1225356

Preferred Term Severity Report Description Treatment
Sinusitis



  Date Range: 11 Jul 1988 To 31 Dec 2059  Case Range: 000000 To 999999  Unclear causality excluded  GM medicines Only  
Tradenames: CALMAZINE,STELAZINE,TERFLUZIN,TRIFLUOPERAZINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 06/06/2007 08:47AM Database: pusime02 ADRS004 Page 197 of 197

Case Number: Gender:
0.00Weight:

Patient history: Epilepsy.

23/04/2007

03/12/2006
Causality probableRecovered 03/12/2006

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

TEGRETOL (Other drug) Reason:

Stopped:Started:Batch:

STELAZINE (Suspected)

28/11/2006

Reason:

Hospitalisation:

Report Details:
Seq: 1227847

Preferred Term Severity Report Description Treatment
Oculogyration Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced an oculogyric crisis, 
dystonic reaction, unable to open jaw.

1mg cogentin I/M, 2mg 
cogentin IV.

Dystonia Caused or 
prolonged 
inpatient 
hospitalisation
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