
  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 1 of 607

Case Number: Gender:
67.00Weight:

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.  Case Sequenced to: 57481/2

11/11/1988

Causality possibleRecovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

SERENACE (Suspected)

01/09/1988 20/10/1988

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.5

LITHICARB (Suspected)

20/10/1988

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 8.0

COGENTIN (Suspected)

01/09/1988 20/10/1988

Reason:

Hospitalisation:

Report Details:
Seq: 11766

Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome
Orthostatic hypotension
Vomiting



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 2 of 607

Case Number: Gender:
Weight:

Case Sequenced to: 57564/2

22/11/1988

27/10/1988
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Haematology 1           blood lithium levels between 0.24-0.45 mmol/l

Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:
Explosive personality disorder

Stopped:Started:Batch:

Milligram Daily500.0

LITHIUM CARBONATE (Suspected)

12/10/1988 27/10/1988

Reason:

Hospitalisation:

Report Details:
Seq: 11770

Preferred Term Severity Report Description Treatment
Convulsion
Drug withdrawal syndrome
Muscle twitching



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 3 of 607

Case Number: Gender:
73.00Weight:

Case Sequenced to: 63131/2

30/10/1989

Causality possibleNot yet recovered
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:

0.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected) Reason:

Manic-depression psycho,manic

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHIUM CARBONATE (Suspected)

12/09/1989 26/09/1989

Reason:

Hospitalisation:

Report Details:
Seq: 12213

Preferred Term Severity Report Description Treatment
Dystonia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 4 of 607

Case Number: Gender:
Weight:

Mother used drug up to week 8 of pregnancy

11/08/1988

30/06/1988
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Severe cerebral malformation: hemimegalencephaly with             
lissencephaly and periventricular calcification. also small             
muscular vsd.

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 155491

Preferred Term Severity Report Description Treatment
Multiple congenital abnormalities Expect severe neurological 

impairment.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 5 of 607

Case Number: Gender:
65.00Weight:20/08/1988

13/08/1988
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Neurophysiological investigation at st.vincents hospital             
(sydney by dr garrett showed median nerve (r) also median             
and ulnar nn. (left) subclinical.

Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:
Manic-depression psycho,manic

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHICARB (Suspected)

20/07/1988 20/08/1988

Reason:

Hospitalisation:

Report Details:
Seq: 155623

Preferred Term Severity Report Description Treatment
Neuritis Multi b forte tablets



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 6 of 607

Case Number: Gender:
Weight:18/08/1988

04/09/1987
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

ENALAPRIL MALEATE (Interaction)

08/09/1987

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

INDAPAMIDE HEMIHYDRATE (Interaction)

04/09/1987

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

LITHIUM CARBONATE (Interaction)

04/09/1987

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ASPIRIN (Other drug)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 156124

Preferred Term Severity Report Description Treatment
Convulsion
Coordination abnormal
Diarrhoea
Fatigue Lithium and indapamide 

ceased,enalapril dosage 
halved.

Nausea



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 7 of 607

Case Number: Gender:
Weight:18/08/1988

04/09/1987
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

SENOKOT (Other drug)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 156124



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 8 of 607

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 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.

18/10/1988

31/03/1988
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Haematology 1          myeloproliferative disorder - diagnosed on peripheral 
blood             and marrow biopsy.

Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

INDERAL (Suspected)

01/01/1987

Reason:

Stopped:Started:Batch:

Milligram Daily400.0

PRIADEL (Suspected)

01/01/1977

Reason:

Stopped:Started:Batch:

Milligram Daily5.0

NEULACTIL (Suspected)

01/01/1977

Reason:

Hospitalisation:

Report Details:
Seq: 156827

Preferred Term Severity Report Description Treatment
Myeloproliferative disorder
Splenomegaly



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 9 of 607

Case Number: Gender:
67.00Weight:

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.

11/11/1988

19/10/1988
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

SERENACE (Suspected)

01/09/1988 20/10/1988

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.5

LITHICARB (Suspected)

20/10/1988

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 8.0

COGENTIN (Suspected)

01/09/1988 20/10/1988

Reason:

Hospitalisation:

Report Details:
Seq: 157481

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 10 of 607

Case Number: Gender:
Weight:22/11/1988

15/10/1988
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Haematology 1           blood lithium levels between 0.24-0.45 mmol/l.

Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Millilitre Daily20.0

LACTULOSE (Other drug)

18/02/1988 CONTIN

Reason:

Explosive personality disorder

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

LITHIUM CARBONATE (Suspected)

04/10/1988 12/10/1988

Reason:

Disturbance of sleep

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

PROMETHAZINE HYDROCHLORIDE (Suspected)

12/10/1988 27/10/1988

Reason:

Hospitalisation:

Report Details:
Seq: 157564

Preferred Term Severity Report Description Treatment
Coordination abnormal
Fatigue
Somnolence



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 11 of 607

Case Number: Gender:
66.00Weight:21/12/1988

01/05/1988
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Pharmacokinetics Serum lithium levels observed: 1.3mm/l 4 hours after              
last dose; 0.8 mmol/l 24 hrs after 1st dose

Laboratory Investigations:

82YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

PARNATE (Suspected)

24/04/1988 02/05/1988

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

LITHIUM CARBONATE (Suspected)

24/04/1988 02/05/1988

Reason:

Hospitalisation:

Report Details:
Seq: 157940

Preferred Term Severity Report Description Treatment
Confusional state
Nausea Medication ceased, fluids 

given
Vomiting



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 12 of 607

Case Number: Gender:
48.00Weight:21/12/1988

22/09/1988
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Microgram Daily OralTablet 20.0

PARNATE (Suspected)

19/09/1988 22/09/1988

Reason:

Stopped:Started:Batch:

Microgram Daily OralTablet 250.0

LITHIUM CARBONATE (Suspected)

19/09/1988 22/09/1988

Reason:

Hospitalisation:

Report Details:
Seq: 157943

Preferred Term Severity Report Description Treatment
Convulsion Medication ceased.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 13 of 607

Case Number: Gender:
Weight:24/01/1989

17/01/1989
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Pharmacokinetics Lithium toxic on admission  1.98  (0.7 - 1.5)

Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:
Other paranoid states

Stopped:Started:Batch:

Milligram Daily3.0

SERENACE (Suspected)

12/01/1989 20/01/1989

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily750.0

LITHIUM CARBONATE (Suspected)

29/12/1988

Reason:

Hospitalisation:

Report Details:
Seq: 158197

Preferred Term Severity Report Description Treatment
Dystonia Benztropine, haloperidol 

ceased, commenced 
chlorpromazine, lithium was 
recommenced 250mg daily



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 14 of 607

Case Number: Gender:
Weight:22/06/1989

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

03YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 161315

Preferred Term Severity Report Description Treatment
Thinking abnormal



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 15 of 607

Case Number: Gender:
Weight:06/07/1989

Causality possibleRecovered
DOB:

Causality:

U
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 OralOral application 500.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 161384

Preferred Term Severity Report Description Treatment
Jaundice neonatal Phototherapy



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 16 of 607

Case Number: Gender:
Weight:06/07/1989

Causality possibleRecovered
DOB:

Causality:

U
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 OralOral application 500.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 161385

Preferred Term Severity Report Description Treatment
Jaundice neonatal Exchange transfusion and 

phototherapy



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 17 of 607

Case Number: Gender:
Weight:03/08/1989

08/06/1989
Causality certainRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Pharmacokinetics 8/6/89  13/6/89  16/6/89 se lithium levels (0.6-1.2 mmol/l):    
1.87     1.73    0.99 se phenytoin level (40-80 umol/l) :     2.0

Laboratory Investigations:

56YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

0.0

TRANSIDERM-NITRO (Suspected)

13/06/1989

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Suspected)

08/06/1989

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralOral application 40.0

NIFEDIPINE (Suspected)

13/06/1989

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily150.0

DOXEPIN HYDROCHLORIDE (Suspected)

08/06/1989

Reason:

Hospitalisation:

Report Details:
Seq: 161878

Preferred Term Severity Report Description Treatment
Choreoathetosis
Confusional state Ceased lithium. recommenced 

on 1/4 dose (250mg mane)

Coordination abnormal
Hepatic function abnormal
Speech disorder



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 18 of 607

Case Number: Gender:
Weight:08/08/1989

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data 1developmental assessments of this child at age 4 years 
(psych, speech pathology,occupational therapy) identified 
atypical pervasive developmental disorder global intellectual 
delay with autistic features

Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 161937

Preferred Term Severity Report Description Treatment
Autism
Thinking abnormal



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 19 of 607

Case Number: Gender:
Weight:14/08/1989

11/07/1989
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Suspected)

17/07/1989

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily125.0

DOXEPIN HYDROCHLORIDE (Suspected)

17/07/1989

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily0.5

HALOPERIDOL (Suspected)

17/07/1989

Reason:

Otr respiratory systm diseases

Stopped:Started:Batch:

Milligram Daily600.0

THEO-DUR (Suspected)

17/07/1989

Reason:

Hospitalisation:

Report Details:
Seq: 162669

Preferred Term Severity Report Description Treatment
Consciousness fluctuating Rehydration
Dehydration
Hypernatraemia
Renal impairment



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 20 of 607

Case Number: Gender:
Weight:14/08/1989

11/07/1989
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Alternate weeks IntramuscularInjection 6.2

MODECATE (Suspected)

17/07/1989

Reason:

Hospitalisation:

Report Details:
Seq: 162669



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 21 of 607

Case Number: Gender:
Weight:29/09/1989

29/09/1989
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:

Stopped:Started:Batch:

Dose Unspecified Daily OralOral application 2.0

BACTRIM DS (Suspected)

28/09/1989 29/09/1989

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

LARGACTIL (Suspected)

27/09/1989

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

COGENTIN (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 20.0

VALIUM (Suspected)

28/09/1989

Reason:

Hospitalisation:

Report Details:
Seq: 162694

Preferred Term Severity Report Description Treatment
Rash



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 22 of 607

Case Number: Gender:
Weight:29/09/1989

29/09/1989
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

18YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

LITHICARB (Suspected) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralGranules 3.0

URAL (Suspected)

27/09/1989

Reason:

Hospitalisation:

Report Details:
Seq: 162694



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 23 of 607

Case Number: Gender:
73.00Weight:30/10/1989

Causality certainNot yet recovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

86YAge:

Additional Information:

Medicine Details:
Manic-depression psycho,manic

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHIUM CARBONATE (Suspected)

12/09/1989 26/09/1989

Reason:

Hospitalisation:

Report Details:
Seq: 163131

Preferred Term Severity Report Description Treatment
Rash Hydrocortisone cream
Rash
Urticaria



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 24 of 607

Case Number: Gender:
Weight:14/12/1989

14/11/1989
Causality possibleUnrelated death

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:

Milligram 2 times IntravenousInjection 70.0

METHOTREXATE (Suspected)

02/11/1989 09/11/1989

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CYCLOPHOSPHAMIDE (Suspected)

02/11/1989 16/11/1989

Reason:

Stopped:Started:Batch:

Gram Daily IntravenousInjection 1.0

FLUOROURACIL (Suspected)

02/11/1989 09/11/1989

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHICARB (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 163832

Preferred Term Severity Report Description Treatment
Azotaemia
Diarrhoea Iv fluids, iv antibiotics, 

cessation of li.
Pancytopenia
Pyrexia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 25 of 607

Case Number: Gender:
Weight:14/12/1989

14/11/1989
Causality possibleUnrelated death

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 15.0

PRAZOSIN HYDROCHLORIDE (Suspected)

06/11/1989

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

DYAZIDE (Suspected)

06/11/1989

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 4.0

SLOW-K (Suspected)

06/11/1989

Reason:

Hospitalisation:

Report Details:
Seq: 163832



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 26 of 607

Case Number: Gender:
Weight:

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

07/03/1990

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 100.0

BETALOC (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 20.0

TAMOXIFEN CITRATE (Suspected)

23/02/1990

Reason:

Stopped:Started:Batch:

Gram Daily OralOral application 1.0

LITHICARB (Suspected)

01/01/1985

Reason:

Hospitalisation:

Report Details:
Seq: 164693

Preferred Term Severity Report Description Treatment
Pollakiuria



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 27 of 607

Case Number: Gender:
73.00Weight:

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

12/04/1990

Causality possibleRecovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrolytes 1/9/88 12/10/88 1/2/89 3/5/89 2/8/89 6/12/89 2/4/90 3/4/90 
creat:       87      94      92    104    153    129     162    138  
(70-120) lithium:    0.8      --      --     --     --   1.10    2.94   2.77  
(0.50-1.50)

Misclassified at 
ADRAC 
SIMELOAD

4/4/90 5/4/90 6/4/90 9/4/90 creat:      125    106     97     81  
(70-120) lithium:   1.64   0.97     --   0.09  (0.50-1.50)

Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralOral application 20.0

ENALAPRIL MALEATE (Interaction)

01/01/1989 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 500.0

LITHIUM CARBONATE (Interaction)

02/04/1990

Reason:

Paralysis agitans

Stopped:Started:Batch:

Milligram Daily2.0

BENZHEXOL HYDROCHLORIDE (Interaction)

26/02/1990 02/03/1990

Reason:

Hospitalisation:

Report Details:
Seq: 165156

Preferred Term Severity Report Description Treatment
Convulsion
Dyskinesia
Dystonia Lithium ceased. extra 

pyramedial signs - axial 
rigidity, coarse tremor, 
cogwheel rigidity. orofacial 
dyskenesia, blephoroclonus.

Hypertonia
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 28 of 607

Case Number: Gender:
Weight:07/06/1990

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:

Gram Daily1.0

LITHIUM CARBONATE (Suspected)

08/06/1989 09/02/1990

Reason:

Hospitalisation:

Report Details:
Seq: 165939

Preferred Term Severity Report Description Treatment
Bradycardia
Dizziness



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 29 of 607

Case Number: Gender:
Weight:

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

31/08/1990

31/12/1990
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily OralOral application 1.5

LITHICARB (Suspected)

   05D

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 167225

Preferred Term Severity Report Description Treatment
Coma One month later,patient died of 

a heart attack



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 30 of 607

Case Number: Gender:
85.00Weight:20/11/1990

Causality possibleRecovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Othr&unspec metabolic diseases

Stopped:Started:Batch:

0.0

TRI B3 (Interaction)

14/11/1990

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.5

LITHIUM CARBONATE (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 5.0

HALOPERIDOL (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 168342

Preferred Term Severity Report Description Treatment
Mania Ceased nicotinic acid



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 31 of 607

Case Number: Gender:
84.00Weight:

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

10/01/1991

20/08/1990
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:
Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily40.0

OMEPRAZOLE (Suspected)

14/03/1988 26/04/1988

Reason:

Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily20.0

OMEPRAZOLE (Suspected)

27/04/1988 28/10/1990

Reason:

Stopped:Started:Batch:

Milligram Daily500.0

LITHIUM CARBONATE (Suspected) Reason:

Othr diseases of thyroid gland

Stopped:Started:Batch:

Milligram Daily50.0

THYROXINE SODIUM (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 169070

Preferred Term Severity Report Description Treatment
Cerebrovascular disorder Sequlelae: expressive 

dysphagia, r facial paresis, 
tongue divides to r.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 32 of 607

Case Number: Gender:
84.00Weight:

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

10/01/1991

20/08/1990
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily100.0

CLOMIPRAMINE HYDROCHLORIDE (Suspected) Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily200.0

METOPROLOL TARTRATE (Suspected)

20/08/1990

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 169070



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 33 of 607

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 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 34 of 607

Case Number: Gender:
50.00Weight:05/03/1991

01/09/1990
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

61YAge:

Additional Information:

Medicine Details:
Manic depressive psycho, depre

Stopped:Started:Batch:

Milligram Daily OralOral application 20.0

HALOPERIDOL (Suspected)

01/08/1990 19/09/1990

Reason:

Manic depressive psycho, depre

Stopped:Started:Batch:

Milligram Daily500.0

LITHIUM CARBONATE (Suspected)

01/06/1989 19/09/1990

Reason:

Manic depressive psycho, depre

Stopped:Started:Batch:

Milligram Daily2.0

CLONAZEPAM (Suspected)

01/08/1990 19/09/1990

Reason:

Hospitalisation:

Report Details:
Seq: 169817

Preferred Term Severity Report Description Treatment
Convulsion
Dyskinesia
Gait disturbance
Psychotic disorder
Pupillary reflex impaired



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 35 of 607

Case Number: Gender:
83.00Weight:01/05/1991

19/03/1991
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

ALDAZINE (Suspected)

18/03/1991 19/03/1991

Reason:

Stopped:Started:Batch:

Milligram Daily500.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 170577

Preferred Term Severity Report Description Treatment
Priapism



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 36 of 607

Case Number: Gender:
80.00Weight:

- 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.

02/05/1991

31/12/1990
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:
Manic depressive psycho, depre

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

LITHICARB (Suspected)

01/01/1980

Reason:

Hospitalisation:

Report Details:
Seq: 170608

Preferred Term Severity Report Description Treatment
Stomatitis Development of oral 

membrane.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 37 of 607

Case Number: Gender:
89.00Weight:14/05/1991

13/05/1991
Causality possibleNot yet recovered

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 Daily500.0

LITHIUM CARBONATE (Suspected)

17/04/1991 13/05/1991

Reason:

Hospitalisation:

Report Details:
Seq: 170799

Preferred Term Severity Report Description Treatment
Psoriasis



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 38 of 607

Case Number: Gender:
64.00Weight:

- 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.

22/05/1991

31/12/1990
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Gram Daily1.6

PRIADEL (Suspected)

01/01/1980 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 170940

Preferred Term Severity Report Description Treatment
Diabetes insipidus
Hypothyroidism
Menorrhagia
Weight increased



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 39 of 607

Case Number: Gender:
Weight:23/05/1991

23/05/1991
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Child born with dysplastic tricuspid valve

Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 170968

Preferred Term Severity Report Description Treatment
Heart disease congenital Infant died.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 40 of 607

Case Number: Gender:
Weight:

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

29/05/1991

31/12/1990
Causality possibleUnknown

DOB:
Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

OralTablet 0.0

LITHICARB (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 171099

Preferred Term Severity Report Description Treatment
Leukocytosis



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 41 of 607

Case Number: Gender:
59.00Weight:21/06/1991

05/05/1991
Causality certainRecovered

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:

Gram Daily OralTablet 1.0

LITHICARB (Suspected)

05/05/1991

Reason:

Hospitalisation:

Report Details:
Seq: 171454

Preferred Term Severity Report Description Treatment
Accommodation disorder



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 42 of 607

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 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 43 of 607

Case Number: Gender:
85.00Weight:

Symptoms fully resolved when patient was changed to lithicarb.  the dosage start date is not accurate but indicates that start 
occurred sometime during the year.

23/07/1991

05/03/1991
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily OralTablet 1.6

PRIADEL (Suspected)

01/01/1978 05/03/1991

Reason:

Hospitalisation:

Report Details:
Seq: 171796

Preferred Term Severity Report Description Treatment
Dizziness
Hyperhidrosis
Nausea
Palpitations
Tachycardia Diazepam imi, tenormin and 

doxepin.
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 44 of 607

Case Number: Gender:
Weight:

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

02/07/1991

Causality possibleNot yet recovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

MELLERIL (Suspected)

01/08/1990 28/02/1991

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily12.5

MODECATE (Suspected)

01/09/1990    02W

Reason:

Stopped:Started:Batch:

Milligram Daily12.5

LITHIUM CARBONATE (Suspected)

01/09/1990    02W

Reason:

Hospitalisation:

Report Details:
Seq: 171950

Preferred Term Severity Report Description Treatment
Dystonia Dystonic reaction acute
Erectile dysfunction Erection failure
Libido decreased Loss of libido
Tardive dyskinesia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 45 of 607

Case Number: Gender:
Weight:09/08/1991

07/03/1991
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

U/L 07/03/1991 658
Creatine 
phosphokinase

U/L 08/03/1991 5600
Creatine 
phosphokinase

U/L 09/03/1991 5400
Creatine 
phosphokinase

U/L 11/03/1991 1150

Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily20.0

PARLODEL (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily3.0

MADOPAR (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily50.0

TOFRANIL (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

0.0

DOLOBID (Suspected)

07/03/1991

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 172340

Preferred Term Severity Report Description Treatment
Dyskinesia Dyskinesia of both upper and lower limbs
Rhabdomyolysis



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 46 of 607

Case Number: Gender:
Weight:09/08/1991

07/03/1991
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:
Paralysis agitans

Stopped:Started:Batch:

Milligram Daily250.0

LITHICARB (Suspected)

28/02/1991 07/03/1991

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 172340



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 47 of 607

Case Number: Gender:
Weight:

See original report for other medication.

09/08/1991

22/04/1991
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

International 
normalised ratio

12/04/1991 3.0
International 
normalised ratio

22/04/1991 19.2
International 
normalised ratio

26/04/1991 1.8

Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Microgram Daily500.0

NAVIDREX (Suspected)

22/04/1991

Reason:

Stopped:Started:Batch:

Milligram Daily400.0

PRIADEL (Suspected)

22/04/1991

Reason:

Phleb&thrombophleb lowr extrem

Stopped:Started:Batch:

Milligram Alternate days1.0

WARFARIN SODIUM (Suspected)

03/04/1991 22/04/1991

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 172343

Preferred Term Severity Report Description Treatment
Prothrombin level decreased He was given 3 mg ivi of 

vitamin k.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 48 of 607

Case Number: Gender:
Weight:12/08/1991

27/02/1991
Causality certainUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Pharmacokinetics Li - 2.8 mmol/l

Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily15.0

OXAZEPAM (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 875.0

LITHIUM CARBONATE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 172442

Preferred Term Severity Report Description Treatment
Tremor Increased tremor
Dyskinesia Jerky limb movements
Aphasia Slurring of speech
Hypertonia Stiffness Treatedin icu for li intoxication.

Anorexia
Confusional state
Diarrhoea



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 49 of 607

Case Number: Gender:
Weight:

See original report for other drugs.

18/09/1991

19/03/1991
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram800.0

LITHIUM CARBONATE (Suspected)

13/03/1991 19/03/1991

Reason:

Stopped:Started:Batch:

Milligram Daily300.0

PHENYTOIN SODIUM (Suspected)

11/03/1991 16/03/1991

Reason:

Othr diseases of urinary tract

Stopped:Started:Batch:

Dose Unspecified Daily3.0

AUGMENTIN FORTE (Suspected)

12/03/1991 19/03/1991

Reason:

Hospitalisation:

Report Details:
Seq: 173439

Preferred Term Severity Report Description Treatment
Pruritus No response from oral 

promethazine or calamine 
lotion. was then treated with 
parenteral promethazine and 
hydrocortisone.

Rash maculo-papular



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 50 of 607

Case Number: Gender:
63.00Weight:

Patient on stable lithium therapy for several years with serum levels of 0.6. developed tremors and visual problems and confusion 
some time after being placed on lopid. admitted to local hospital and after 3 days serum lithium taken with levels of 1.6 recorded 
and lithium ceased. patient gradually recovered over a period of days. patient had been on lopid for 4 weeks before confusion 
started. treatment with lithium was resumed.  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.

13/11/1991

12/06/1991
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Pharmacokinetics Toxic confusion state due to elevated lithium level 1.6 in a 
patient stabilised on lithium for many years at 0.7-0.8.

Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHICARB (Suspected)

01/01/1985 16/06/1991

Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

LOPID (Suspected)

01/05/1991 16/06/1991

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 174114

Preferred Term Severity Report Description Treatment
Drug level increased Elevated li levels
Confusional state Toxic confusional state
Visual disturbance Vision problems
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:32AM Database: pusime02 ADRS004 Page 51 of 607

Case Number: Gender:
66.00Weight:

Clinical notes:- bilateral augmenation.  silicone mammoplasty.

10/10/1991

23/04/1991
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

17/12/2002 Radiololgy 28/2/1991 mammogram - there is a small cluster of 
microcalcifications in the lateral aspect of the left breast just 
inferior to the nipple line with a cross sectional diameter of 
about 4mm.

17/12/2002 Tissue biopsy Microscopic - much of the breast tissue is sclerotic with 
scattered areas of sclerosing adenosis and microcalcification.

Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Daily Oral0.0

PROVERA (Suspected)

07/02/1991

Reason:

Stopped:Started:Batch:

Milligram Daily Oral1.2

OGEN (Suspected)

07/02/1991

Reason:

Stopped:Started:Batch:

Milligram Daily Oral750.0

LITHIUM CARBONATE (Suspected)

01/07/1988

Reason:

Hospitalisation:

Report Details:
Seq: 174391

Preferred Term Severity Report Description Treatment
Breast mass Breast lump



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 52 of 607

Case Number: Gender:
62.00Weight:

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

02/12/1991

Causality possibleRecovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine 0.04-0.12MMOL/
L.

20/12/1991 0.30 S-creatinine
Creatinine 1.2-2.2 ML/S 20/12/1991 0.3 Creatinine clearance.
Other data Serum lithium of 2.7
Renal biopsy = 
kidney biopsy

Renal biopsy shows chronic interstitial fibrosis. no other cause 
found. biopsy shows a combination of glomerular and 
tubulo-interstitial scarring and patchy chronic interstitial 
nephritis.

Laboratory Investigations:

62YAge:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily800.0

PRIADEL (Suspected)

22/08/1991 15/11/1991

Reason:

Stopped:Started:Batch:

Milligram Daily500.0

LITHICARB (Suspected)

01/01/1970 31/01/1991

Reason:

Hospitalisation:

Report Details:
Seq: 174467

Preferred Term Severity Report Description Treatment
Diarrhoea
Renal failure acute
Tremor
Vomiting



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 53 of 607

Case Number: Gender:
77.00Weight:15/11/1991

10/11/1991
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level Lithium 10/11/91 1.18  (upper limit 1.10)

Laboratory Investigations:

65YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily40.0

PROZAC (Suspected)

11/11/1991S TERM

Reason:

Depression

Stopped:Started:Batch:

Gram Daily1.6

LITHIUM CARBONATE (Suspected)

04/11/1991 11/11/1991

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 174718

Preferred Term Severity Report Description Treatment
Speech disorder Mute.
Confusional state
Hyperhidrosis
Hypertonia
Pyrexia
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 54 of 607

Case Number: Gender:
85.00Weight:

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

31/01/1992

Causality possibleRecovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

17/12/2002 Histology Four basal cell carcinomas - confirmed by histology.

Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Gram Daily Oral1.5

LITHICARB (Suspected)

01/01/1976

Reason:

Hospitalisation:

Report Details:
Seq: 175328

Preferred Term Severity Report Description Treatment
Basal cell carcinoma 4 basal cell carcinomas



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 55 of 607

Case Number: Gender:
60.00Weight:

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

18/03/1992

13/02/1992
Causality probableRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine MMOL 13/02/1992 0.210
Creatinine MMOL 15/03/1992 0.140
Urea MMOL 13/02/1992 15.7
Urea MMOL 15/03/1992 17.2

Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily10.0

HALOPERIDOL (Other drug)

01/01/1985 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily40.0

UREX (Other drug)

01/01/1989 CONTIN

Reason:

Diseases of adrenal glands

Stopped:Started:Batch:

International Unit Daily14.0

MIXTARD (NORDISK) (Other drug)

01/01/1991 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily20.0

PROZAC (Suspected)

31/01/1992 13/02/1992

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 176001

Preferred Term Severity Report Description Treatment
Drug level increased Lithium toxicity
Renal impairment Renal impairment
Vomiting Severe



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 56 of 607

Case Number: Gender:
60.00Weight:

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

18/03/1992

13/02/1992
Causality probableRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily250.0

LITHIUM CARBONATE (Suspected)

01/01/1989 CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 176001



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 57 of 607

Case Number: Gender:
76.00Weight:

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

18/03/1992

Causality possibleRecovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrographics Holter monitor - sinus arrest.

Laboratory Investigations:

67YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily40.0

PROZAC (Suspected)

01/04/1991 28/06/1991

Reason:

Hospitalisation:

Report Details:
Seq: 176041

Preferred Term Severity Report Description Treatment
Bradycardia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 58 of 607

Case Number: Gender:
50.00Weight:

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

25/03/1992

07/01/1992
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level Lithium 375mg daily - serum level 0.97, serum levels range 0.6 
to 0.96 on lithium carbonate 250mg per day.

Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 40.0

PROZAC (Interaction)

01/10/1991

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 375.0

LITHIUM CARBONATE (Interaction)

25/12/1991 21/02/1992

Reason:

Depression

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

MULTIVITE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 176123

Preferred Term Severity Report Description Treatment
Drug level increased
Nausea
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 59 of 607

Case Number: Gender:
Weight:30/03/1992

12/12/1991
Causality possibleNot yet recovered
11/03/1912DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine 12/12/1991 243
Creatinine 19/12/1991 142
Creatinine 26/12/1991 446
Creatinine 06/01/1992 126
Sodium 12/12/1991 151
Sodium 19/12/1991 143
Sodium 26/12/1991 139

Laboratory Investigations:

79Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily400.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 176337

Preferred Term Severity Report Description Treatment
Diabetes insipidus Antibiotics and rehydrated with 

saline and dextrose.
Hypernatraemia
Renal impairment



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 60 of 607

Case Number: Gender:
Weight:30/03/1992

12/12/1991
Causality possibleNot yet recovered
11/03/1912DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 06/01/1992 141
Urea 12/11/1991 34.3
Urea 19/12/1991 10.2
Urea 26/12/1991 24.5
Urea 06/01/1992 10.8

Laboratory Investigations:

79Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily400.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 176337



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 61 of 607

Case Number: Gender:
55.00Weight:08/04/1992

26/03/1992
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:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 20.0

PROZAC (Suspected)

18/03/1992 21/03/1992

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily500.0

LITHIUM CARBONATE (Suspected)

15/03/1992 24/03/1992

Reason:

Stopped:Started:Batch:

Milligram Daily25.0

MELLERIL (Suspected)

13/03/1992 24/03/1992

Reason:

Hospitalisation:

Report Details:
Seq: 176506

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



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 62 of 607

Case Number: Gender:
60.00Weight:

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

27/05/1992

19/03/1992
Causality possibleRecovered

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:

Gram Daily OralTablet 1.0

LITHICARB (Interaction)

01/01/1991 01/04/1992

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

PROZAC (Interaction)

07/03/1992 28/03/1992

Reason:

Hospitalisation:

Report Details:
Seq: 177249

Preferred Term Severity Report Description Treatment
Drug level decreased Falling serum lithium levels



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 63 of 607

Case Number: Gender:
Weight:02/06/1992

Causality possibleDeath, maybe drug
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Histology Widespread intimal  fibroplasia, with thrombosis of superior 
mesenteric artery causing small bowel infarction.

Laboratory Investigations:

69YAge:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram OralTablet 5.0

FOLIC ACID (Suspected)

L TERM

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

LITHIUM CARBONATE (Suspected)

L TERM

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily OralOral application 400.0

CARBAMAZEPINE (Suspected)

L TERM

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Gram Daily OralOral application 50.0

IMIPRAMINE HYDROCHLORIDE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 177574

Preferred Term Severity Report Description Treatment
Adrenal insufficiency Hypoaldosteronism
Hyperkalaemia
Thrombosis



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 64 of 607

Case Number: Gender:
73.00Weight:

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

10/07/1992

12/06/1992
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Chloride 02/06/1992 -
Chloride 05/06/1992 -
Chloride 12/06/1992 127
Chloride 15/06/1992 122
Creatinine 02/06/1992 .100
Creatinine 05/06/1992 .108
Creatinine 15/06/1992 .094

Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily80.0

TOLVON (Other drug)

01/02/1991

Reason:

Alkalosis

Stopped:Started:Batch:

Milligram Daily6.0

SPAN-K (Other drug)

03/06/1992

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

TEGRETOL (Suspected)

01/01/1990 15/06/1992

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHIUM CARBONATE (Suspected)

01/02/1991 16/06/1992

Reason:

Hospitalisation:

Report Details:
Seq: 178281

Preferred Term Severity Report Description Treatment
Renal failure acute Iv and oral fluids



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 65 of 607

Case Number: Gender:
73.00Weight:

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

10/07/1992

12/06/1992
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine 12/06/1992 .364
Potassium 02/06/1992 2.9
Potassium 05/06/1992 -
Potassium 15/06/1992 3.1
Potassium 12/06/1992 5.2
Sodium 02/06/1992 145
Sodium 05/06/1992 -

Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

NITRAZEPAM (Suspected)

01/01/1990 15/06/1992

Reason:

Pain in joint

Stopped:Started:Batch:

Gram Daily1.0

DOLOBID (Suspected)

12/06/1992L TERM

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily10.0

ENALAPRIL MALEATE (Suspected)

03/06/1992 12/06/1992

Reason:

Hospitalisation:

Report Details:
Seq: 178281



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 66 of 607

Case Number: Gender:
73.00Weight:

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

10/07/1992

12/06/1992
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 12/06/1992 157
Sodium 15/06/1992 144
Urea 02/06/1992 7.5
Urea 05/06/1992 10.3
Urea 12/06/1992 39.8
Urea 15/06/1992 11.5

Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily80.0

TOLVON (Other drug)

01/02/1991

Reason:

Alkalosis

Stopped:Started:Batch:

Milligram Daily6.0

SPAN-K (Other drug)

03/06/1992

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

TEGRETOL (Suspected)

01/01/1990 15/06/1992

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHIUM CARBONATE (Suspected)

01/02/1991 16/06/1992

Reason:

Hospitalisation:

Report Details:
Seq: 178281



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 67 of 607

Case Number: Gender:
73.00Weight:

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

10/07/1992

12/06/1992
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

NITRAZEPAM (Suspected)

01/01/1990 15/06/1992

Reason:

Pain in joint

Stopped:Started:Batch:

Gram Daily1.0

DOLOBID (Suspected)

12/06/1992L TERM

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily10.0

ENALAPRIL MALEATE (Suspected)

03/06/1992 12/06/1992

Reason:

Hospitalisation:

Report Details:
Seq: 178281



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 68 of 607

Case Number: Gender:
60.00Weight:28/07/1992

25/07/1992
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level Lithium level - 0.55 mmol/l

Laboratory Investigations:

33YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 20.0

PROZAC (Other drug)

02/06/1992 28/06/1992

Reason:

Depression

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

PRIADEL (Suspected)

26/06/1992

Reason:

Hospitalisation:

Report Details:
Seq: 178551

Preferred Term Severity Report Description Treatment
Grand mal convulsion



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 69 of 607

Case Number: Gender:
55.00Weight:01/09/1992

03/08/1992
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 40.0

FLUOXETINE HYDROCHLORIDE (Interaction)

02/07/1992 28/07/1992

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

LITHIUM CARBONATE (Interaction)

02/07/1992

Reason:

Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

GLICLAZIDE (Other drug)

22/07/1992 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 179092

Preferred Term Severity Report Description Treatment
Agitation
Dyskinesia Clonazepam 1-2mg imi, 

oxazepam 15mg
Dysphagia Clonazepam 1-2mg imi 

oxazepam 15mg ceased 
fluoxetine



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 70 of 607

Case Number: Gender:
Weight:

Cystic lesions on face.

08/07/1992

03/03/1992
Causality possibleRecovered
13/01/1967DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Gram Daily1.0

LITHIUM CARBONATE (Suspected)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily150.0

DOXEPIN HYDROCHLORIDE (Suspected)

20/02/1992 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily100.0

THIAMINE (Suspected)

15/02/1992 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 179340

Preferred Term Severity Report Description Treatment
Acne Cystic lesions on face Tetracycline 500 mg bd.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 71 of 607

Case Number: Gender:
65.00Weight:14/09/1992

Causality possibleRecovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level  0.6-1.2 MMOL/L 17/07/1992 0.8 Fluoxetine produced substantial decrease in serum lithium level.

Serum drug level  0.6-1.2 MMOL/L 07/08/1992 0.3 Fluoxetine produced substantial decrease in serum lithium level.

Serum drug level  0.6-1.2 MMOL/L 10/08/1992 0.7 Fluoxetine produced substantial decrease in serum lithium level.

Laboratory Investigations:

29YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

FLUOXETINE HYDROCHLORIDE (Interaction)

23/07/1992 31/07/1992

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

FLUOXETINE HYDROCHLORIDE (Interaction)

31/07/1992 08/08/1992

Reason:

Stopped:Started:Batch:

Milligram Daily500.0

LITHIUM CARBONATE (Interaction)

05/08/1992

Reason:

Hospitalisation:

Report Details:
Seq: 179423

Preferred Term Severity Report Description Treatment
Drug level decreased



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 72 of 607

Case Number: Gender:
65.00Weight:14/09/1992

Causality possibleRecovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level  0.6-1.2 MMOL/L 13/08/1992 1.0 Fluoxetine produced substantial decrease in serum lithium level.

Laboratory Investigations:

29YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

FLUOXETINE HYDROCHLORIDE (Interaction)

23/07/1992 31/07/1992

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

FLUOXETINE HYDROCHLORIDE (Interaction)

31/07/1992 08/08/1992

Reason:

Stopped:Started:Batch:

Milligram Daily500.0

LITHIUM CARBONATE (Interaction)

05/08/1992

Reason:

Hospitalisation:

Report Details:
Seq: 179423



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 73 of 607

Case Number: Gender:
Weight:21/09/1992

24/06/1992
Causality probableNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine 0.04-0.12 
MMOL/L

08/07/1992 0.13
Creatinine 0.04-0.12 

MMOL/L
12/07/1992 0.08

Serum drug level 0.4- 1.0MM0L/L 08/07/1992 1.8
Serum drug level 0.4- 1.0MM0L/L 12/07/1992 0.3

Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily OralOral application 1.0

LITHIUM CARBONATE (Suspected)

08/07/1992L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 179572

Preferred Term Severity Report Description Treatment
Amnesia
Confusional state
Muscle twitching
Renal impairment
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 74 of 607

Case Number: Gender:
65.00Weight:

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

06/10/1992

31/08/1992
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:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 20.0

PROZAC (Suspected)

01/11/1991 28/08/1992

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

PRIADEL (Suspected)

01/05/1992 28/07/1992

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

NEULACTIL (Suspected)

01/05/1992 28/07/1992

Reason:

Hospitalisation:

Report Details:
Seq: 180224

Preferred Term Severity Report Description Treatment
Tardive dyskinesia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 75 of 607

Case Number: Gender:
70.00Weight:09/10/1992

27/09/1992
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Pharmacokinetics Serum lithium level (was: 0.9-1.0 - now: 1.2 )

Laboratory Investigations:

67YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Gram Daily OralTablet 1.4

PRIADEL (Suspected)

01/08/1992 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 20.0

PROZAC (Suspected)

25/09/1992 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 180353

Preferred Term Severity Report Description Treatment
Drug level increased
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 76 of 607

Case Number: Gender:
Weight:

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

20/10/1992

15/09/1992
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

PROZAC (Suspected)

23/06/1992

Reason:

Stopped:Started:Batch:

Milligram Daily500.0

LITHICARB (Suspected)

01/01/1985

Reason:

Hospitalisation:

Report Details:
Seq: 180641

Preferred Term Severity Report Description Treatment
Galactorrhoea Clinical exam/ mammagram/ 

cytology of fluid.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 77 of 607

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.

26/11/1992

03/09/1992
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected)

01/08/1992

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

TRYPTANOL (Suspected)

01/11/1988 07/09/1992

Reason:

Hospitalisation:

Report Details:
Seq: 181211

Preferred Term Severity Report Description Treatment
Arthralgia Polyarthralgia Piroxicam, prednisolone.
Malaise



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 78 of 607

Case Number: Gender:
Weight:24/11/1992

Causality possibleDeath, maybe drug
04/10/1923DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

69Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

BROMOCRIPTINE MESYLATE (Suspected)

    3M

Reason:

Stopped:Started:Batch:

0.0

SINEMET (Suspected) Reason:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected) Reason:

Stopped:Started:Batch:

0.0

TRYPTANOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 181687

Preferred Term Severity Report Description Treatment
Hepatic failure Icu
Hepatitis



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 79 of 607

Case Number: Gender:
Weight:24/11/1992

Causality possibleDeath, maybe drug
04/10/1923DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

69Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

PANADOL (Suspected) Reason:

Stopped:Started:Batch:

0.0

CODEINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 181687



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 80 of 607

Case Number: Gender:
65.00Weight:

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.

31/12/1992

Causality possibleRecovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Gram Daily1.0

LITHIUM CARBONATE (Interaction)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily20.0

PROZAC (Interaction)

01/06/1992 28/10/1992

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Dose Unspecified As necessary1.0

MOGADON (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily200.0

BETALOC (Other drug)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 181809

Preferred Term Severity Report Description Treatment
Drug level increased Toxic levels of lithium.
Weight decreased



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 81 of 607

Case Number: Gender:
50.00Weight:09/03/1993

28/02/1993
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:

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

PRIADEL (Suspected)

15/02/1993

Reason:

Stopped:Started:Batch:

Microgram Daily OralTablet 500.0

CLONAZEPAM (Suspected)

08/02/1993 26/02/1993

Reason:

Hospitalisation:

Report Details:
Seq: 183001

Preferred Term Severity Report Description Treatment
Lymphadenopathy
Nausea
Pruritus
Rash erythematous
Vomiting



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 82 of 607

Case Number: Gender:
73.00Weight:

- 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.

15/03/1993

31/08/1992
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:
Otr&unsp forms neuralg&neurit

Stopped:Started:Batch:

Milligram Daily OralTablet 60.0

NARDIL (Suspected)

01/02/1992

Reason:

Otr&unsp forms neuralg&neurit

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

LITHIUM CARBONATE (Suspected)

01/06/1992

Reason:

Hospitalisation:

Report Details:
Seq: 183190

Preferred Term Severity Report Description Treatment
Weight increased



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 83 of 607

Case Number: Gender:
54.00Weight:

The history suggests that patient's sister also suffered the toxic effects of lithium ingested by mother during an earlier pregnancy. 
older sister is well but no lithium taken by mother during that pregnancy. the patient's defective hearing probably present since 
birth. first noticed at school at age six or seven.

18/03/1993

Causality possibleNot yet recovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Moderate bilateral sensori - neural hearing loss - audiogram.

Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 183248

Preferred Term Severity Report Description Treatment
Deafness congenital



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 84 of 607

Case Number: Gender:
58.00Weight:

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

15/03/1993

01/09/1991
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Nephrogenic diabetes insipidus confirmed by 18hr fluid fast. 
urine osm = 312/kg, se osm = 293 mmol/kg.

Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

LITHIUM CARBONATE (Suspected)

01/01/1987 18/12/1992

Reason:

Hospitalisation:

Report Details:
Seq: 183369

Preferred Term Severity Report Description Treatment
Vaginal infection Vaginal dryness
Arthralgia
Constipation
Diabetes insipidus
Dry mouth
Fatigue
Myalgia
Nausea
Peripheral ischaemia Withdrawal of drug.
Thinking abnormal



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 85 of 607

Case Number: Gender:
64.00Weight:

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

31/03/1993

31/01/1993
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Albumin (35-45) 27/01/1993 28
Creatinine (50-120) 27/01/1993 68
Creatinine 
clearance

(90-150) 29/01/1993 100
Liver biopsy Renal biospy(18/2/93): changes are consistant with minimal 

change disease, which is the usual glomerular lesion associated 
with lithium.

Protein (0.01.-0.1) 27/01/1993 -

Laboratory Investigations:

26YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily OralTablet 2.4

EPILIM (Other drug)

19/11/1992

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 6.0

CLONAZEPAM (Other drug)

02/11/1992

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 120.0

VERAPAMIL HYDROCHLORIDE (Other drug)

28/01/1993

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

ELEVIT RDI (Other drug)

26/01/1993

Reason:

Hospitalisation:

Report Details:
Seq: 183965

Preferred Term Severity Report Description Treatment
Nephrotic syndrome



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 86 of 607

Case Number: Gender:
64.00Weight:

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

31/03/1993

31/01/1993
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Protein (0.01.-0.1) 29/01/1993 3.86
Serum drug level Serum lithium maintained in range of 0.9-1.0 mmo1/l 

(tri=0.6-1.2)

Laboratory Investigations:

26YAge:

Additional Information:

Medicine Details:
Contraception

Stopped:Started:Batch:

Dose Unspecified Daily OralPill 1.0

TRIPHASIL (Other drug) Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

LITHIUM CARBONATE (Suspected)

17/01/1992 27/01/1993

Reason:

Hospitalisation:

Report Details:
Seq: 183965



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 87 of 607

Case Number: Gender:
64.00Weight:31/03/1993

23/10/1992
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level ( 0.6-1.2 ) 23/10/1992 1.21 Serun lithium level usually steady at 1.0.
Serum drug level (20-50 ) 23/10/1992 28 Serum carbamazepine

Laboratory Investigations:

26YAge:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

0.0

CHLORPROMAZINE HYDROCHLORIDE (Other drug)

16/10/1992

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

0.0

CARBAMAZEPINE (Suspected)

16/10/1992

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Suspected)

17/01/1992

Reason:

Hospitalisation:

Report Details:
Seq: 183973

Preferred Term Severity Report Description Treatment
Convulsion Jerking movements.
Confusional state
Coordination abnormal
Speech disorder
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 88 of 607

Case Number: Gender:
100.00Weight:21/06/1993

07/06/1993
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

MOCLOBEMIDE (Other drug)

26/02/1993 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Gram Daily OralTablet 2.0

LITHIUM CARBONATE (Suspected)

03/06/1993 09/06/1993

Reason:

Hospitalisation:

Report Details:
Seq: 185388

Preferred Term Severity Report Description Treatment
Amnesia Poor short term memory.
Aphasia
Depersonalisation
Headache Severe
Nausea
Thinking abnormal
Vertigo



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 89 of 607

Case Number: Gender:
Weight:12/07/1993

Causality possibleNot yet recovered
09/10/1947DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:
Abnormal involuntary movement

Stopped:Started:Batch:

Milligram Daily OralTablet 1.0

BENZTROPINE MESYLATE (Other drug)

CONTIN

Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily OralTablet 1.0

CLONAZEPAM (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CARBAMAZEPINE (Other drug)

25/02/1993

Reason:

Stopped:Started:Batch:

Milligram 1 time IntramuscularInjection 37.0

MODECATE (Suspected)

25/01/1993

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 185977

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder Clonidine 100rg po.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 90 of 607

Case Number: Gender:
Weight:12/07/1993

Causality possibleNot yet recovered
09/10/1947DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Suspected)

CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 185977



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 91 of 607

Case Number: Gender:
90.00Weight:

Patient was rechallenged on lithium carbonate after 1 week with reaction reoccurring.

13/09/1993

Causality certainRecovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

64YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

TRYPTANOL (Other drug) Reason:

Otr respiratory systm diseases

Stopped:Started:Batch:

Milligram Daily OralTablet 180.0

CARDIZEM (Other drug) Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

ISORDIL (Other drug) Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

TENORMIN (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 187619

Preferred Term Severity Report Description Treatment
Cough



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 92 of 607

Case Number: Gender:
90.00Weight:

Patient was rechallenged on lithium carbonate after 1 week with reaction reoccurring.

13/09/1993

Causality certainRecovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

64YAge:

Additional Information:

Medicine Details:
Diabetes mellitus

Stopped:Started:Batch:

Dose Unspecified Daily2.0

DIABEX (Other drug) Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Dose Unspecified Daily1.0

ASPIRIN (Other drug) Reason:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 187619



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 93 of 607

Case Number: Gender:
89.00Weight:

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.

17/09/1993

01/09/1993
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

65YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily160.0

ISOPTIN (Other drug)

01/06/1992

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily500.0

LITHICARB (Suspected)

24/08/1993 15/09/1993

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily150.0

SURMONTIL (Suspected)

06/09/1993

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily100.0

VOLTAREN (Suspected)

01/01/1992 06/09/1993

Reason:

Hospitalisation:

Report Details:
Seq: 187773

Preferred Term Severity Report Description Treatment
Affect lability
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 94 of 607

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

06/07/1993
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32YAge:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHICARB (Suspected)

03/07/1993

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

SERENACE (Suspected)

03/07/1993 08/07/1993

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

RIVOTRIL (Suspected)

03/07/1993 08/07/1993

Reason:

Hospitalisation:

Report Details:
Seq: 187916

Preferred Term Severity Report Description Treatment
Psoriasis



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 95 of 607

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 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 96 of 607

Case Number: Gender:
Weight:13/10/1993

26/11/1992
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

(25-200)U/L 27/11/1992 9482
Creatine 
phosphokinase

(25-200)U/L 28/11/1992 6937
Creatine 
phosphokinase

(25-200)U/L 30/11/1992 1989
Creatine 
phosphokinase

(25-200)U/L 01/12/1992 706

Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:
Cereb spastic infantile paraly

Stopped:Started:Batch:

Milligram As necessary OralOral application 10.0

HALOPERIDOL (Suspected)

22/11/1992 26/11/1992

Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

As necessary IntramuscularInjection 0.0

MIDAZOLAM (Suspected) Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.6

LITHIUM CARBONATE (Suspected)

24/11/1992 27/11/1992

Reason:

Hospitalisation:

Report Details:
Seq: 188475

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 97 of 607

Case Number: Gender:
Weight:21/10/1993

10/06/1993
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralOral application 375.0

REMOXIPRIDE (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 188598

Preferred Term Severity Report Description Treatment
Hyperkinesia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 98 of 607

Case Number: Gender:
70.00Weight:27/10/1993

18/08/1993
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Lymphocytes 24/06/1993 1.2
Lymphocytes 13/07/1993 0.84
Lymphocytes 29/07/1993 1.13
Lymphocytes 18/08/1993 0.84
Lymphocytes 02/09/1993 0.98
Lymphocytes 31/08/1993 1.14
Lymphocytes 25/08/1993 1.31

Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralCapsule 300.0

REMOXIPRIDE (Suspected)

13/07/1993 22/08/1993

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CARBAMAZEPINE (Suspected)

17/08/1993 19/08/1993

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHIUM CARBONATE (Suspected)

17/08/1993 22/08/1993

Reason:

Hospitalisation:

Report Details:
Seq: 188727

Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 99 of 607

Case Number: Gender:
70.00Weight:27/10/1993

18/08/1993
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Lymphocytes 23/08/1993 0.79
Monocytes 24/06/1993 0.6
Monocytes 18/08/1993 0.23
Monocytes 23/08/1993 0.30
Monocytes 25/08/1993 0.33
Monocytes 02/09/1993 0.25
Monocytes 31/08/1993 0.24

Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralCapsule 300.0

REMOXIPRIDE (Suspected)

13/07/1993 22/08/1993

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CARBAMAZEPINE (Suspected)

17/08/1993 19/08/1993

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHIUM CARBONATE (Suspected)

17/08/1993 22/08/1993

Reason:

Hospitalisation:

Report Details:
Seq: 188727



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 100 of 607

Case Number: Gender:
70.00Weight:27/10/1993

18/08/1993
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Monocytes 29/07/1993 0.37
Monocytes 13/07/1993 0.28
Neutrophils 24/06/1993 3.64
Neutrophils 13/07/1993 3.01
Neutrophils 29/07/1993 2.71
Neutrophils 18/08/1993 2.04
Neutrophils 02/09/1993 2.21

Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralCapsule 300.0

REMOXIPRIDE (Suspected)

13/07/1993 22/08/1993

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CARBAMAZEPINE (Suspected)

17/08/1993 19/08/1993

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHIUM CARBONATE (Suspected)

17/08/1993 22/08/1993

Reason:

Hospitalisation:

Report Details:
Seq: 188727



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 101 of 607

Case Number: Gender:
70.00Weight:27/10/1993

18/08/1993
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 31/08/1993 2.91
Neutrophils 25/08/1993 2.15
Neutrophils 23/08/1993 1.95
White blood cells 24/06/1993 5.7
White blood cells 13/07/1993 4.4
White blood cells 29/07/1993 4.5
White blood cells 18/08/1993 3.3

Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralCapsule 300.0

REMOXIPRIDE (Suspected)

13/07/1993 22/08/1993

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CARBAMAZEPINE (Suspected)

17/08/1993 19/08/1993

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHIUM CARBONATE (Suspected)

17/08/1993 22/08/1993

Reason:

Hospitalisation:

Report Details:
Seq: 188727



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 102 of 607

Case Number: Gender:
70.00Weight:27/10/1993

18/08/1993
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells 23/08/1993 3.2
White blood cells 25/08/1993 4.1
White blood cells 31/08/1993 4.5
White blood cells 02/09/1993 3.6

Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralCapsule 300.0

REMOXIPRIDE (Suspected)

13/07/1993 22/08/1993

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CARBAMAZEPINE (Suspected)

17/08/1993 19/08/1993

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHIUM CARBONATE (Suspected)

17/08/1993 22/08/1993

Reason:

Hospitalisation:

Report Details:
Seq: 188727



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 103 of 607

Case Number: Gender:
70.00Weight:04/11/1993

19/07/1993
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily450.0

AURORIX (Suspected)

08/07/1993 27/07/1993

Reason:

Abnormal involuntary movement

Stopped:Started:Batch:

Milligram Daily40.0

INDERAL (Suspected)

15/07/1993 19/07/1993

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily800.0

PRIADEL (Suspected)

22/06/1993 22/07/1993

Reason:

Hospitalisation:

Report Details:
Seq: 189058

Preferred Term Severity Report Description Treatment
Hypotension 100/50 lying, 70/50 standing.
Bradycardia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 104 of 607

Case Number: Gender:
80.00Weight:

Patient died 02.08.93 of thyroid storm from difficult to control amiodarone induced thyrotoxicosis and failure of other methods to 
control thyrotoxicosis.

22/11/1993

26/07/1993
Causality possibleDeath, maybe drug

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

56YAge:

Additional Information:

Medicine Details:
Thyrotoxicosis w/o ment goiter

Stopped:Started:Batch:

Milligram Daily200.0

LITHIUM CARBONATE (Suspected)

20/07/1993 26/07/1993

Reason:

Hospitalisation:

Report Details:
Seq: 189346

Preferred Term Severity Report Description Treatment
Hyponatraemia Saline load, icu monitoring.
Renal impairment
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 105 of 607

Case Number: Gender:
Weight:16/12/1993

24/09/1993
Causality possibleNot yet recovered

DOB:
Causality:

U
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:

Gram Daily OralTablet 1.6

PRIADEL (Suspected)

24/09/1993

Reason:

Hospitalisation:

Report Details:
Seq: 189896

Preferred Term Severity Report Description Treatment
Generalised oedema



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 106 of 607

Case Number: Gender:
60.00Weight:

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.

02/02/1994

27/01/1994
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Long qt

Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Weekly OralTablet 800.0

PRIADEL (Suspected) Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

MELLERIL (Suspected)

01/01/1993

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

RIVOTRIL (Suspected) Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

INDERAL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 190864

Preferred Term Severity Report Description Treatment
Electrocardiogram abnormal
Syncope
Ventricular tachycardia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 107 of 607

Case Number: Gender:
60.00Weight:

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.

02/02/1994

27/01/1994
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralPill 1.0

MICROGYNON 30 ED (Suspected)

L TERM

Reason:

Stopped:Started:Batch:

Millilitre Daily OralOral Liquid 40.0

DUPHALAC (Suspected)

01/10/1993

Reason:

Hospitalisation:

Report Details:
Seq: 190864



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 108 of 607

Case Number: Gender:
70.00Weight:09/02/1994

01/02/1994
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 1.1-7.8 01/02/1994 1600
Neutrophils 1.1-7.8 04/02/1994 2100
Neutrophils 1.1-7.8 07/02/1994 1400
Neutrophils 1.1-7.8 11/02/1994 2700
Neutrophils 1.1-7.8 14/02/1994 3900
Neutrophils 1.1-7.8 09/02/1994 1700

Laboratory Investigations:

56YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily20.0

DIAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily360.0

OXAZEPAM (Suspected)

31/01/1994

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily500.0

LITHIUM CARBONATE (Suspected)

01/02/1994

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily600.0

MOCLOBEMIDE (Suspected)

09/02/1994

Reason:

Hospitalisation:

Report Details:
Seq: 190984

Preferred Term Severity Report Description Treatment
Neutropenia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 109 of 607

Case Number: Gender:
70.00Weight:09/02/1994

01/02/1994
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells 4000 - 11000 Wcc 4,4000/ul,on cessation serepax(detox with diazepam) wcc 
6,200.

Laboratory Investigations:

56YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily20.0

DIAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily360.0

OXAZEPAM (Suspected)

31/01/1994

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily500.0

LITHIUM CARBONATE (Suspected)

01/02/1994

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily600.0

MOCLOBEMIDE (Suspected)

09/02/1994

Reason:

Hospitalisation:

Report Details:
Seq: 190984



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 110 of 607

Case Number: Gender:
Weight:07/03/1994

11/02/1994
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

AST = SGOT 11/02/1994 902
Albumin 11/02/1994 26
Bilirubin 11/02/1994 201
GGT = SGGT = 
GGTP

11/02/1994 524
SAP = ALP 11/02/1994 355

Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

COGENTIN (Other drug) Reason:

Stopped:Started:Batch:

As necessary0.0

MOGADON (Other drug) Reason:

Stopped:Started:Batch:

0.0

HALOPERIDOL (Suspected)

10/02/1994

Reason:

Depression

Stopped:Started:Batch:

Gram Daily1.2

SODIUM VALPROATE (Suspected)

11/01/1994 11/02/1994

Reason:

Hospitalisation:

Report Details:
Seq: 191430

Preferred Term Severity Report Description Treatment
Jaundice
Weight decreased



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 111 of 607

Case Number: Gender:
Weight:07/03/1994

11/02/1994
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily700.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 191430



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 112 of 607

Case Number: Gender:
58.00Weight:08/03/1994

02/02/1994
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 116

Laboratory Investigations:

90YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 20.0

FLUOXETINE HYDROCHLORIDE (Suspected)

17/12/1993 02/02/1994

Reason:

Convulsions

Stopped:Started:Batch:

Milligram Daily OralCapsule 200.0

DILANTIN (Suspected)

07/12/1993

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

MOCLOBEMIDE (Suspected)

07/12/1993

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHIUM CARBONATE (Suspected)

01/12/1993 07/12/1993

Reason:

Hospitalisation:

Report Details:
Seq: 191436

Preferred Term Severity Report Description Treatment
Hyponatraemia Severe



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 113 of 607

Case Number: Gender:
90.00Weight:09/03/1994

08/03/1994
Causality possibleDeath
09/07/1964DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Histology The morphologic features within the heart are typical of 
hypersensitivity myocarditis.

Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

BENZTROPINE MESYLATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 275.0

CLOZARIL (Suspected)

21/02/1994 08/03/1994

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Gram Daily1.2

LITHIUM CARBONATE (Suspected)

17/02/1994 08/03/1994

Reason:

Stopped:Started:Batch:

Milligram Daily25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

28/02/1994 08/03/1994

Reason:

Hospitalisation:

Report Details:
Seq: 191465

Preferred Term Severity Report Description Treatment
Myocarditis
Sudden death



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 114 of 607

Case Number: Gender:
Weight:15/04/1994

Causality possibleRecovered
DOB:

Causality:

U
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

ENALAPRIL MALEATE (Suspected)

CONTIN

Reason:

Stopped:Started:Batch:

OralOral application 0.0

LITHIUM CARBONATE (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 192344

Preferred Term Severity Report Description Treatment
Renal impairment



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 115 of 607

Case Number: Gender:
68.00Weight:27/04/1994

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

58YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

0.0

DALMANE (Other drug) Reason:

Anxiety neurosis

Stopped:Started:Batch:

0.0

ATIVAN (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

0.0

NARDIL (Other drug)

L TERM

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily20.0

RENITEC (Other drug)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 192441

Preferred Term Severity Report Description Treatment
Dry mouth
Dysgeusia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 116 of 607

Case Number: Gender:
68.00Weight:27/04/1994

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

58YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LITHICARB (Suspected)

16/02/1994

Reason:

Hospitalisation:

Report Details:
Seq: 192441



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 117 of 607

Case Number: Gender:
Weight:

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

16/05/1994

13/04/1994
Causality possibleNot yet recovered
20/09/1944DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Eosinophils 13/4/94 eosinophilia 6.3 x 10 9/l. 3/5/94 eosinophils 1.0 x 10 9/l 
a week after resuming clozapine.

Laboratory Investigations:

49Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 200.0

CLOZAPINE (Suspected)

16/03/1994 13/04/1994

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Gram Daily1.5

LITHIUM CARBONATE (Suspected)

01/01/1993 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 192980

Preferred Term Severity Report Description Treatment
Eosinophilia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 118 of 607

Case Number: Gender:
70.00Weight:

Patient experienced previous dystonic reaction to haloperidol.

16/05/1994

10/05/1994
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time1.0

COGENTIN (Other drug)

08/05/1994

Reason:

Stopped:Started:Batch:

Milligram Daily25.0

PHENERGAN (Other drug)

10/05/1994 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily4.0

RIVOTRIL (Suspected)

02/05/1994 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily150.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected)

02/05/1994 10/05/1994

Reason:

Hospitalisation:

Report Details:
Seq: 193020

Preferred Term Severity Report Description Treatment
Rash



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 119 of 607

Case Number: Gender:
70.00Weight:

Patient experienced previous dystonic reaction to haloperidol.

16/05/1994

10/05/1994
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily750.0

LITHIUM CARBONATE (Suspected)

04/05/1994 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily10.0

TEMAZEPAM (Suspected)

10/05/1994 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 193020



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 120 of 607

Case Number: Gender:
Weight:02/06/1994

01/05/1994
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Pharmacokinetics Phk- toxic elevation of serum lithium levels(0.9-2.4 mmol/) after 
4-5 weeks therapy with sertraline.

Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 50.0

ZOLOFT (Interaction)

25/03/1994 01/05/1994

Reason:

Stopped:Started:Batch:

Gram Daily1.0

LITHIUM CARBONATE (Interaction)

L TERM

Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily850.0

TEGRETOL (Other drug)

L TERM

Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily8.0

RIVOTRIL (Other drug)

L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 193441

Preferred Term Severity Report Description Treatment
Drug level increased



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 121 of 607

Case Number: Gender:
Weight:02/06/1994

01/05/1994
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily40.0

MELLERIL (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

CALTRATE (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily10.0

MIDAMOR (Other drug)

L TERM

Reason:

Meniere's disease

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 3.0

SERC (Other drug)

L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 193441



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 122 of 607

Case Number: Gender:
Weight:24/06/1994

23/03/1994
Causality probableRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

57YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

PARNATE (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily3.0

CLONAZEPAM (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

LOSEC (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily750.0

LITHIUM CARBONATE (Suspected)

13/03/1994 23/03/1994

Reason:

Hospitalisation:

Report Details:
Seq: 193914

Preferred Term Severity Report Description Treatment
Oedema peripheral



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 123 of 607

Case Number: Gender:
Weight:

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

08/07/1994

31/12/1994
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

LITHICARB (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 194254

Preferred Term Severity Report Description Treatment
Constipation
Generalised oedema
Purpura



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 124 of 607

Case Number: Gender:
Weight:

Patient died on the 10/8/94.

12/08/1994

09/08/1994
Causality possibleDeath, maybe drug
15/04/1948DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrocardiograph
y

Ecg demonstrated acute mycardial infarction.

Laboratory Investigations:

46Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Fortnightly12.5

FLUPHENAZINE DECANOATE (Suspected)

07/06/1993    02W

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralOral application 750.0

CLOZARIL (Suspected)

16/02/1994 10/08/1994

Reason:

Stopped:Started:Batch:

Milligram Daily800.0

PRIADEL (Suspected)

07/06/1993

Reason:

Stopped:Started:Batch:

Milligram Daily4.0

BENZTROPINE MESYLATE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 194973

Preferred Term Severity Report Description Treatment
Cardiac arrest
Myocardial infarction
Sudden death



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 125 of 607

Case Number: Gender:
Weight:

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

19/08/1994

02/05/1994
Causality possibleNot yet recovered

DOB:
Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Interaction)

01/03/1994 02/05/1994

Reason:

Depression

Stopped:Started:Batch:

Gram Daily1.0

LITHIUM CARBONATE (Interaction)

01/01/1993 02/05/1994

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily30.0

MELLERIL (Interaction)

01/01/1990 02/05/1994

Reason:

Meniere's disease

Stopped:Started:Batch:

Dose Unspecified Daily3.0

SERC (Interaction)

01/01/1993 02/05/1994

Reason:

Hospitalisation:

Report Details:
Seq: 195194

Preferred Term Severity Report Description Treatment
Drug level increased



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 126 of 607

Case Number: Gender:
Weight:

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

19/08/1994

02/05/1994
Causality possibleNot yet recovered

DOB:
Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily400.0

TEGRETOL (Other drug)

L TERM CONTIN

Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily4.0

RIVOTRIL (Other drug)

L TERM CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 195194



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 127 of 607

Case Number: Gender:
Weight:23/09/1994

Causality possibleNot yet recovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 75.0

SINEQUAN (Other drug)

CONTIN

Reason:

Depression

Stopped:Started:Batch:

Gram Daily OralTablet 1.5

LITHICARB (Suspected)

20/06/1994 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 195998

Preferred Term Severity Report Description Treatment
Saliva altered



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 128 of 607

Case Number: Gender:
Weight:22/09/1994

15/08/1994
Causality probableRecovered
01/08/1947DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:
Thyrotoxicosis w/o ment goiter

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

NEO-MERCAZOLE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 175.0

DOXEPIN HYDROCHLORIDE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHICARB (Suspected)

12/08/1994

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 196006

Preferred Term Severity Report Description Treatment
Coordination abnormal Unsteadiness on her feet
Asthenia
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 129 of 607

Case Number: Gender:
59.00Weight:13/10/1994

21/09/1994
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

AST = SGOT 0 - 40 U/L 30/09/1994 53
AST = SGOT 0 - 40 U/L 03/10/1994 35
AST = SGOT 0 - 40 U/L 05/10/1994 37
AST = SGOT 0 - 40 U/L 13/10/1994 28
Bilirubin 0 - 20 UMOL/L 30/09/1994 11
Bilirubin 0 - 20 UMOL/L 03/10/1994 13
Bilirubin 0 - 20 UMOL/L 05/10/1994 14

Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

PROZAC (Suspected)

05/09/1994 30/09/1994

Reason:

Stopped:Started:Batch:

Milligram Daily100.0

LARGACTIL (Suspected)

09/09/1994 03/10/1994

Reason:

Stopped:Started:Batch:

Gram Daily1.0

LITHIUM CARBONATE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 196444

Preferred Term Severity Report Description Treatment
Hepatitis



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 130 of 607

Case Number: Gender:
59.00Weight:13/10/1994

21/09/1994
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Bilirubin 0 - 20 UMOL/L 13/10/1994 8
GGT = SGGT = 
GGTP

0 - 50 U/L 30/09/1994 228
GGT = SGGT = 
GGTP

0 - 50 U/L 03/10/1994 178
GGT = SGGT = 
GGTP

0 - 50 U/L 05/10/1994 148
GGT = SGGT = 
GGTP

0 - 50 U/L 13/10/1994 80
SAP = ALP 30 - 120 U/L 30/09/1994 345
SAP = ALP 30 - 120 U/L 03/10/1994 270

Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

PROZAC (Suspected)

05/09/1994 30/09/1994

Reason:

Stopped:Started:Batch:

Milligram Daily100.0

LARGACTIL (Suspected)

09/09/1994 03/10/1994

Reason:

Stopped:Started:Batch:

Gram Daily1.0

LITHIUM CARBONATE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 196444



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 131 of 607

Case Number: Gender:
59.00Weight:13/10/1994

21/09/1994
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

SAP = ALP 30 - 120 U/L 05/10/1994 194
SAP = ALP 30 - 120 U/L 13/10/1994 99

Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

PROZAC (Suspected)

05/09/1994 30/09/1994

Reason:

Stopped:Started:Batch:

Milligram Daily100.0

LARGACTIL (Suspected)

09/09/1994 03/10/1994

Reason:

Stopped:Started:Batch:

Gram Daily1.0

LITHIUM CARBONATE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 196444



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 132 of 607

Case Number: Gender:
Weight:21/11/1994

12/08/1994
Causality possibleUnknown
11/09/1952DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry N: 11-25; LOW < 
8

15.08.1994 free t4  8 pmol/l.

Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily10.0

TRIFLUOPERAZINE HYDROCHLORIDE (Other drug)

12/08/1994 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily5.0

DIAZEPAM (Other drug)

12/08/1994 CONTIN

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralOral application 200.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected)

21/06/1994 12/08/1994

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHIUM CARBONATE (Suspected)

L TERM CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 197234

Preferred Term Severity Report Description Treatment
Dry mouth
Hypothyroidism



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 133 of 607

Case Number: Gender:
55.00Weight:

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

01/12/1994

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:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

LITHIUM CARBONATE (Suspected)

01/01/1990 31/01/1993

Reason:

Hospitalisation:

Report Details:
Seq: 197466

Preferred Term Severity Report Description Treatment
Pollakiuria Can't control toilet at night.
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 134 of 607

Case Number: Gender:
Weight:

Diagnosis was revised to serotonin syndrome.

01/12/1994

24/08/1994
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:
Migraine

Stopped:Started:Batch:

Milligram 1 time OralTablet 200.0

IMIGRAN (Suspected)

22/08/1994 22/08/1994

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Millilitre 1 time100.0

CHLORAL HYDRATE (Suspected)

22/08/1994 22/08/1994

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Total OralTablet 100.0

PARNATE (Suspected)

22/08/1994

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

AROPAX (Suspected)

10/08/1994 22/08/1994

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 197490

Preferred Term Severity Report Description Treatment
Nystagmus Lateral gaze/scanning eye movements
Convulsion Tonic clonic seizures
Hypotonia Unresponsive
Agitation
Chills
Coma
Hyperreflexia
Hypotension
Mydriasis Admitted to icu, ventilation, 

charcoal, benzodiazepines, iv 
fluids



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 135 of 607

Case Number: Gender:
Weight:

Diagnosis was revised to serotonin syndrome.

01/12/1994

24/08/1994
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

LITHICARB (Suspected)

22/08/1994L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 197490

Preferred Term Severity Report Description Treatment
Serotonin syndrome
Tachycardia
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 136 of 607

Case Number: Gender:
51.00Weight:

Previous reaction to penicillin and anafranil  the dosage start date is not accurate but indicates that start occurred sometime 
during the year. the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the 
month. the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

22/02/1995

Causality probableRecovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 40.0

PROZAC (Other drug)

L TERM CONTIN

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 4.0

XANAX (Other drug)

L TERM CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 25.0

PROTHIADEN (Other drug)

L TERM CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 75.0

PROTHIADEN (Other drug)

01/08/1994 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 199088

Preferred Term Severity Report Description Treatment
Aphasia Couldn't talk properly
Somnolence Keep going to sleep
Coordination abnormal Loss of coordination.
Muscle twitching Muscle twitching
Dry skin Unexplained skin reaction
Coordination abnormal
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 137 of 607

Case Number: Gender:
51.00Weight:

Previous reaction to penicillin and anafranil  the dosage start date is not accurate but indicates that start occurred sometime 
during the year. the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the 
month. the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

22/02/1995

Causality probableRecovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

LITHICARB (Suspected)

01/01/1994 28/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 199088



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 138 of 607

Case Number: Gender:
82.00Weight:

Reaction occurres each time the patient puts lithicarb in mouth.

16/03/1995

Causality certainNot yet recovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 60.0

NARDIL (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

LITHICARB (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 199626

Preferred Term Severity Report Description Treatment
Nausea Severe



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 139 of 607

Case Number: Gender:
Weight:20/03/1995

01/03/1995
Causality possibleRecovered

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 As necessary OralOral application 1.0

BENZTROPINE MESYLATE (Other drug)

09/02/1995 CONTIN

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

As necessary0.0

CLONAZEPAM (Other drug)

09/02/1995 CONTIN

Reason:

Anxiety neurosis

Stopped:Started:Batch:

As necessary0.0

TEMAZEPAM (Other drug)

09/02/1995 CONTIN

Reason:

Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

RANITIDINE (Other drug)

30/01/1995 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 199680

Preferred Term Severity Report Description Treatment
Confusional state
Dyskinesia
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 140 of 607

Case Number: Gender:
Weight:20/03/1995

01/03/1995
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

61YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily750.0

LITHIUM CARBONATE (Suspected)

21/02/1995 02/03/1995

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily300.0

THIORIDAZINE HYDROCHLORIDE (Suspected)

28/02/1995 02/03/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

SERTRALINE HYDROCHLORIDE (Suspected)

10/02/1995 02/03/1995

Reason:

Hospitalisation:

Report Details:
Seq: 199680



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 141 of 607

Case Number: Gender:
120.00Weight:

Stablilised on above medication for months (lithium level on 18/1/95 =0.7)_. episode of gastoroenteritis for about one week 
preceded this admission. lithium was recommenced at a dose of 500 mg bd on 13 april 1995.  the dosage start date is not 
accurate but indicates that start occurred sometime during the year.

11/04/1995

02/04/1995
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine Creatinine peaked at 291umol/l.
Creatinine ( 65-110 ) 02/04/1995 -
Creatinine ( 65-110 ) 03/04/1995 167
Creatinine ( 65-110 ) 05/04/1995 285
Creatinine ( 65-110 ) 07/04/1995 132
Creatinine ( 65-110 ) 06/04/1995 222
Creatinine ( 65-110 ) 06/04/1995 230

Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily1.5

LITHICARB (Suspected)

01/01/1994 02/04/1995

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 20.0

FELDENE (Suspected)

L TERM

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily10.0

ZESTRIL (Suspected)

L TERM

Reason:

Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily240.0

DIAMICRON (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1100194

Preferred Term Severity Report Description Treatment
Hyponatraemia
Renal failure acute Rehydration



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 142 of 607

Case Number: Gender:
120.00Weight:

Stablilised on above medication for months (lithium level on 18/1/95 =0.7)_. episode of gastoroenteritis for about one week 
preceded this admission. lithium was recommenced at a dose of 500 mg bd on 13 april 1995.  the dosage start date is not 
accurate but indicates that start occurred sometime during the year.

11/04/1995

02/04/1995
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine ( 65-110 ) 05/04/1995 291
Creatinine ( 65-110 ) 07/04/1995 116
Creatinine ( 65-110 ) 15/04/1995 66
Creatinine ( 65-110 ) 13/04/1995 60
Creatinine ( 65-110 ) 11/04/1995 71
Creatinine ( 65-110 ) 09/04/1995 86
Creatinine ( 65-110 ) 08/04/1995 99

Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:
Diabetes mellitus

Stopped:Started:Batch:

Gram Daily3.0

DIABEX (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1100194



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 143 of 607

Case Number: Gender:
120.00Weight:

Stablilised on above medication for months (lithium level on 18/1/95 =0.7)_. episode of gastoroenteritis for about one week 
preceded this admission. lithium was recommenced at a dose of 500 mg bd on 13 april 1995.  the dosage start date is not 
accurate but indicates that start occurred sometime during the year.

11/04/1995

02/04/1995
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level Lithium level 3.9 mmol/l.
Serum drug level ( 0.6-1.2 ) 02/04/1995 3.9 Lithium
Serum drug level ( 0.6-1.2 ) 04/04/1995 3.5 Lithium
Serum drug level ( 0.6-1.2 ) 13/04/1995 <0.2 Lithium
Serum drug level ( 0.6-1.2 ) 11/04/1995 0.4 Lithium
Serum drug level ( 0.6-1.2 ) 09/04/1995 1.2 Lithium
Serum drug level ( 0.6-1.2 ) 08/04/1995 1.8 Lithium

Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily1.5

LITHICARB (Suspected)

01/01/1994 02/04/1995

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 20.0

FELDENE (Suspected)

L TERM

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily10.0

ZESTRIL (Suspected)

L TERM

Reason:

Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily240.0

DIAMICRON (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1100194



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 144 of 607

Case Number: Gender:
120.00Weight:

Stablilised on above medication for months (lithium level on 18/1/95 =0.7)_. episode of gastoroenteritis for about one week 
preceded this admission. lithium was recommenced at a dose of 500 mg bd on 13 april 1995.  the dosage start date is not 
accurate but indicates that start occurred sometime during the year.

11/04/1995

02/04/1995
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level ( 0.6-1.2 ) 07/04/1995 2.5 Lithium
Serum drug level ( 0.6-1.2 ) 06/04/1995 - Lithium
Serum drug level ( 0.6-1.2 ) 06/04/1995 2.9 Lithium
Serum drug level ( 0.6-1.2 ) 05/04/1995 - Lithium
Serum drug level ( 0.6-1.2 ) 05/04/1995 3.3 Lithium
Serum drug level ( 0.6-1.2 ) 15/04/1995 0.5 Lithium
Serum drug level ( 0.6-1.2 ) 03/04/1995 3.8 Lithium

Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:
Diabetes mellitus

Stopped:Started:Batch:

Gram Daily3.0

DIABEX (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1100194



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 145 of 607

Case Number: Gender:
120.00Weight:

Stablilised on above medication for months (lithium level on 18/1/95 =0.7)_. episode of gastoroenteritis for about one week 
preceded this admission. lithium was recommenced at a dose of 500 mg bd on 13 april 1995.  the dosage start date is not 
accurate but indicates that start occurred sometime during the year.

11/04/1995

02/04/1995
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium ( 137-145 ) 02/04/1995 136
Sodium ( 137-145 ) 03/04/1995 137
Sodium ( 137-145 ) 05/04/1995 133
Sodium ( 137-145 ) 05/04/1995 133
Sodium ( 137-145 ) 06/04/1995 137
Sodium ( 137-145 ) 06/04/1995 140
Urea ( 2.5-7.0 ) 02/04/1995 9.8

Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily1.5

LITHICARB (Suspected)

01/01/1994 02/04/1995

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 20.0

FELDENE (Suspected)

L TERM

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily10.0

ZESTRIL (Suspected)

L TERM

Reason:

Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily240.0

DIAMICRON (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1100194



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 146 of 607

Case Number: Gender:
120.00Weight:

Stablilised on above medication for months (lithium level on 18/1/95 =0.7)_. episode of gastoroenteritis for about one week 
preceded this admission. lithium was recommenced at a dose of 500 mg bd on 13 april 1995.  the dosage start date is not 
accurate but indicates that start occurred sometime during the year.

11/04/1995

02/04/1995
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Urea ( 2.5-7.0 ) 03/04/1995 11.1
Urea ( 2.5-7.0 ) 05/04/1995 12.1
Urea ( 2.5-7.0 ) 05/04/1995 13.1
Urea ( 2.5-7.0 ) 06/04/1995 11.8
Urea ( 2.5-7.0 ) 06/04/1995 11.2
Urea ( 2.5-7.0 ) 07/04/1995 7.7
Urea ( 2.5-7.0 ) 07/04/1995 6.3

Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:
Diabetes mellitus

Stopped:Started:Batch:

Gram Daily3.0

DIABEX (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1100194



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 147 of 607

Case Number: Gender:
120.00Weight:

Stablilised on above medication for months (lithium level on 18/1/95 =0.7)_. episode of gastoroenteritis for about one week 
preceded this admission. lithium was recommenced at a dose of 500 mg bd on 13 april 1995.  the dosage start date is not 
accurate but indicates that start occurred sometime during the year.

11/04/1995

02/04/1995
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Urea ( 2.5-7.0 ) 08/04/1995 5.2
Urea ( 2.5-7.0 ) 09/04/1995 5.4
Urea ( 2.5-7.0 ) 11/04/1995 3.3
Urea ( 2.5-7.0 ) 13/04/1995 2.7
Urea ( 2.5-7.0 ) 15/04/1995 2.4

Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily1.5

LITHICARB (Suspected)

01/01/1994 02/04/1995

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 20.0

FELDENE (Suspected)

L TERM

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily10.0

ZESTRIL (Suspected)

L TERM

Reason:

Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily240.0

DIAMICRON (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1100194



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 148 of 607

Case Number: Gender:
120.00Weight:

Stablilised on above medication for months (lithium level on 18/1/95 =0.7)_. episode of gastoroenteritis for about one week 
preceded this admission. lithium was recommenced at a dose of 500 mg bd on 13 april 1995.  the dosage start date is not 
accurate but indicates that start occurred sometime during the year.

11/04/1995

02/04/1995
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:
Diabetes mellitus

Stopped:Started:Batch:

Gram Daily3.0

DIABEX (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1100194



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 149 of 607

Case Number: Gender:
Weight:18/04/1995

23/03/1995
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Platelets 13/03/1995 336
Platelets 27/03/1995 14
Platelets 05/04/1995 580

Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily20.0

AROPAX (Suspected)

17/03/1995 26/03/1995

Reason:

Depression

Stopped:Started:Batch:

Gram Daily1.0

LITHICARB (Suspected)

17/03/1995 26/03/1995

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1100261

Preferred Term Severity Report Description Treatment
Purpura
Thrombocytopenia Prednisone



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 150 of 607

Case Number: Gender:
68.00Weight:

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

27/04/1995

13/04/1995
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Platelets 17/02/1995 230000
Platelets 17/03/1995 125000
Platelets 13/04/1995 57000
Platelets 19/04/1995 50000

Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:
Other rheumatoid arthritis

Stopped:Started:Batch:

Milligram Daily500.0

PENICILLAMINE (Suspected)

23/09/1994 18/04/1995

Reason:

Unspecified arthritis

Stopped:Started:Batch:

Milligram Daily400.0

CLINORIL (Suspected)

01/07/1994

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily250.0

LITHICARB (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1100375

Preferred Term Severity Report Description Treatment
Thrombocytopenia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 151 of 607

Case Number: Gender:
Weight:03/05/1995

09/01/1995
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram As necessary OralTablet 25.0

CHLORPROMAZINE HYDROCHLORIDE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Fortnightly IntramuscularInjection 150.0

FLUPHENAZINE DECANOATE (Other drug)

L TERM

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

TRIFLUOPERAZINE HYDROCHLORIDE (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

TEMAZEPAM (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1100595

Preferred Term Severity Report Description Treatment
Diabetes insipidus Iv fluids.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 152 of 607

Case Number: Gender:
Weight:03/05/1995

09/01/1995
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Suspected)

04/01/1995 09/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1100595



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 153 of 607

Case Number: Gender:
56.00Weight:08/05/1995

01/03/1995
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

AROPAX (Suspected)

13/01/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

AROPAX (Suspected)

01/03/1995 05/04/1995

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

COGENTIN (Suspected)

16/08/1994

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Suspected)

20/09/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1100714

Preferred Term Severity Report Description Treatment
Alopecia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 154 of 607

Case Number: Gender:
56.00Weight:08/05/1995

01/03/1995
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

21YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 4.0

PIMOZIDE (Suspected)

20/10/1994

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

THIORIDAZINE HYDROCHLORIDE (Suspected)

07/12/1992

Reason:

Hospitalisation:

Report Details:
Seq: 1100714



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 155 of 607

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

25/02/1994
Causality possibleUnknown
15/04/1943DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Albumin 17/02/1994 53
Calcium 17/02/1994 3.01

Laboratory Investigations:

50Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected)

L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1100932

Preferred Term Severity Report Description Treatment
Hypercalcaemia
Hyperthyroidism



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 156 of 607

Case Number: Gender:
Weight:

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

22/05/1995

07/08/1991
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

62YAge:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily750.0

LITHICARB (Suspected)

01/01/1977 07/08/1991

Reason:

Hospitalisation:

Report Details:
Seq: 1100977

Preferred Term Severity Report Description Treatment
Dementia Progressive dementia:hand clapping & 

face slapping
Intravenous glucose/saline 
washout



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 157 of 607

Case Number: Gender:
Weight:22/05/1995

28/02/1995
Causality possibleNot yet recovered
17/07/1921DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

AROPAX (Suspected)

13/02/1995 23/02/1995

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

NEULACTIL (Suspected)

28/02/1995

Reason:

Stopped:Started:Batch:

Milligram Daily750.0

LITHIUM CARBONATE (Suspected)

28/02/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1101039

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 158 of 607

Case Number: Gender:
57.00Weight:22/05/1995

21/04/1995
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

AROPAX (Suspected)

10/03/1995 28/04/1995

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Suspected)

07/11/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1101101

Preferred Term Severity Report Description Treatment
Alopecia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 159 of 607

Case Number: Gender:
56.00Weight:22/05/1995

20/03/1995
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level Paroxetine serum level on 40mg was 169 mcg/l.

Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

AROPAX (Suspected)

21/02/1995 02/04/1995

Reason:

Depression

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1101108

Preferred Term Severity Report Description Treatment
Hyperkinesia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 160 of 607

Case Number: Gender:
79.00Weight:

Patient is recovering.  - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. 
the dosage start date is not accurate but indicates that start occurred sometime during the year. the dosage start date is not 
accurate but indicates that start occurred sometime during the year. the dosage stop date is not necessarily accurate but indicates 
that stoppage occurred sometime during the month.

26/05/1995

31/03/1995
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Very high thyroid autoantibodies - tsh 100, t4 2.4.

Laboratory Investigations:

63YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily500.0

LITHICARB (Suspected)

02/09/1994 26/04/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

AROPAX (Suspected)

06/01/1995 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily20.0

TOLVON (Suspected)

01/01/1993 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily25.0

MELLERIL (Suspected)

01/01/1993 28/04/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1101218

Preferred Term Severity Report Description Treatment
Hypothyroidism Severe Thyroxine



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:33AM Database: pusime02 ADRS004 Page 161 of 607

Case Number: Gender:
91.00Weight:28/06/1995

01/06/1995
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:

Milligram Daily100.0

ZOLOFT (Suspected)

01/06/1995

Reason:

Stopped:Started:Batch:

Gram Daily1.2

LITHIUM CARBONATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily1.5

XANAX (Suspected) Reason:

Stopped:Started:Batch:

Microgram Daily150.0

THYROXINE SODIUM (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1101809

Preferred Term Severity Report Description Treatment
Oedema



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 162 of 607

Case Number: Gender:
110.00Weight:

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 accurate 
but indicates that start occurred sometime during the year.

06/07/1995

16/06/1995
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily2.0

COVERSYL (Interaction)

01/01/1995

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily240.0

CARDIZEM (Interaction)

01/01/1995

Reason:

Stopped:Started:Batch:

Gram Daily2.0

LITHIUM CARBONATE (Interaction)

01/01/1992

Reason:

Hospitalisation:

Report Details:
Seq: 1101992

Preferred Term Severity Report Description Treatment
Photophobia Light sensitive
Drug level increased Lithium toxicity
Asthenia
Confusional state
Dizziness
Headache
Nausea
Tremor
Visual disturbance



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 163 of 607

Case Number: Gender:
Weight:25/08/1995

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Published in the annals of pharmacotherapy  1996 december 
vol 30 1411

Laboratory Investigations:

79YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

FOSINOPRIL (Interaction) Reason:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Interaction) Reason:

Pain

Stopped:Started:Batch:

Milligram Daily600.0

TIAPROFENIC ACID (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1103049

Preferred Term Severity Report Description Treatment
Drug level increased



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 164 of 607

Case Number: Gender:
Weight:

Mother was also taking illegal/illicit drugs during pregnancy.

18/09/1995

28/06/1995
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:
Unspecified schizophrenia

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

0.0

HALOPERIDOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1103594

Preferred Term Severity Report Description Treatment
Congenital hand malformation Baby born with six fingers on hand.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 165 of 607

Case Number: Gender:
Weight:05/10/1995

29/09/1995
Causality possibleDeath
06/03/1941DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

As necessary0.0

UREX (Suspected) Reason:

Stopped:Started:Batch:

As necessary0.0

VOLTAREN (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 550.0

CLOZARIL (Suspected)

14/09/1995 29/09/1995

Reason:

Stopped:Started:Batch:

Milligram Daily750.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1103861

Preferred Term Severity Report Description Treatment
Sudden death



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 166 of 607

Case Number: Gender:
Weight:05/10/1995

29/09/1995
Causality possibleDeath
06/03/1941DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

54Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

SODIUM VALPROATE (Suspected)

23/10/1993 29/09/1995

Reason:

Stopped:Started:Batch:

Milligram Daily40.0

PROPRANOLOL HYDROCHLORIDE (Suspected)

14/04/1995 29/09/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103861



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 167 of 607

Case Number: Gender:
Weight:

Oro-buccal dyskinesia similar in appearance to tardive dyskinesia when zoloft dose increased to 100mg/d.  - 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.

07/11/1995

31/07/1995
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

01/01/1995 28/07/1995

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1104509

Preferred Term Severity Report Description Treatment
Dyskinesia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 168 of 607

Case Number: Gender:
Weight:15/11/1995

11/08/1995
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily300.0

CHLORPROMAZINE HYDROCHLORIDE (Other drug)

CONTIN

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Gram Daily OralOral application 1.0

LITHIUM CARBONATE (Suspected)

10/08/1995 11/08/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1104627

Preferred Term Severity Report Description Treatment
Pruritus Widespread
Rash erythematous Widespread Phenergan 25mg tds



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 169 of 607

Case Number: Gender:
Weight:

Sequelae: slurred speech still apparent.

16/11/1995

30/10/1995
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33YAge:

Additional Information:

Medicine Details:
Ac upr resp inf,mult,unsp stes

Stopped:Started:Batch:

Milligram 1 time200.0

VIBRAMYCIN (Suspected)

30/10/1995

Reason:

Stopped:Started:Batch:

Gram Daily2.0

LITHIUM CARBONATE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1104651

Preferred Term Severity Report Description Treatment
Dysarthria Slurred speech
Dysphonia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 170 of 607

Case Number: Gender:
Weight:18/01/1996

27/10/1994
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 2.0 - 8.0 27/10/1995 0.00
Neutrophils 2.0 - 8.0 29/10/1995 0.00
Neutrophils 2.0 - 8.0 30/10/1995 0.24
Neutrophils 2.0 - 8.0 01/11/1995 7.2

Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:
Myxedema

Stopped:Started:Batch:

Milligram Daily30.0

CARBIMAZOLE (Suspected)

27/10/1994

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily1.0

HALOPERIDOL (Suspected)

27/10/1994

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

LITHIUM CARBONATE (Suspected)

27/10/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1105941

Preferred Term Severity Report Description Treatment
Agranulocytosis G-csf.
Fatigue
Neutropenia
Somnolence



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 171 of 607

Case Number: Gender:
59.00Weight:

Was on lithium for several years in the past - it was ceased because of renal toxicity and polydipsia. patient was retried on this 
admission with recurrence of symptoms.

26/02/1996

06/12/1995
Causality certainUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:
Manic-depression psycho,manic

Stopped:Started:Batch:

Milligram Daily OralOral Liquid 100.0

MELLERIL (Other drug)

22/11/1995 30/01/1996

Reason:

Stopped:Started:Batch:

Milligram Daily525.0

LITHIUM CARBONATE (Suspected)

16/11/1995 12/12/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1106670

Preferred Term Severity Report Description Treatment
Dehydration
Diabetes insipidus
Polydipsia
Polyuria



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 172 of 607

Case Number: Gender:
70.00Weight:

- 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.

26/02/1996

31/08/1995
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

AROPAX (Suspected)

01/08/1994

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHIUM CARBONATE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1106691

Preferred Term Severity Report Description Treatment
Pruritus



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 173 of 607

Case Number: Gender:
Weight:

See original report for other drugs. li ++ levels normally kept at 1.4 apparently.

01/04/1996

20/03/1996
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

58YAge:

Additional Information:

Medicine Details:
Edema and dropsy

Stopped:Started:Batch:

Milligram Daily80.0

FRUSEMIDE (Other drug) Reason:

Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily160.0

DIAMICRON (Other drug) Reason:

Cellulitis of finger and toe

Stopped:Started:Batch:

Milligram Daily250.0

LAMISIL (Other drug) Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily20.0

ENALAPRIL MALEATE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1107656

Preferred Term Severity Report Description Treatment
Speech disorder Slurred speech
Anuria
Electrocardiogram abnormal
Hyperreflexia
Hypertonia
Hypotension
Muscle twitching
Nystagmus
Renal failure acute



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 174 of 607

Case Number: Gender:
Weight:

See original report for other drugs. li ++ levels normally kept at 1.4 apparently.

01/04/1996

20/03/1996
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

58YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily100.0

AMITRIPTYLINE HYDROCHLORIDE (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 17.5

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1107656



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 175 of 607

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 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.

12/04/1996

31/12/1995
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:
Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily OralOral application 50.0

LARGACTIL (Suspected)

01/01/1976 CONTIN

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

LITHICARB (Suspected)

01/01/1976 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1107836

Preferred Term Severity Report Description Treatment
Dizziness



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 176 of 607

Case Number: Gender:
82.00Weight:

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

09/05/1996

22/04/1996
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:
Osteoarthritis

Stopped:Started:Batch:

Milligram Daily100.0

DICLOFENAC SODIUM (Other drug)

01/01/1991 CONTIN

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily20.0

TEMAZEPAM (Other drug)

01/01/1994 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily20.0

MIANSERIN HYDROCHLORIDE (Other drug)

01/01/1995 03/04/1996

Reason:

Stopped:Started:Batch:

Gram Daily1.0

LITHIUM CARBONATE (Suspected)

01/01/1990 22/04/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1108358

Preferred Term Severity Report Description Treatment
Drug level increased
Hyperhidrosis
Nausea
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 177 of 607

Case Number: Gender:
82.00Weight:

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

09/05/1996

22/04/1996
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

15/04/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1108358



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 178 of 607

Case Number: Gender:
Weight:

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.

06/06/1996

17/05/1996
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:
Unspecifid affective psychosis

Stopped:Started:Batch:

Dose Unspecified Daily4.0

LITHIUM CARBONATE (Suspected)

01/12/1995 18/05/1996

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Dose Unspecified Daily1.0

AROPAX (Suspected)

01/12/1995 18/05/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109016

Preferred Term Severity Report Description Treatment
Abdominal pain
Agitation Severe
Insomnia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 179 of 607

Case Number: Gender:
81.00Weight:

See original report for other drugs

17/06/1996

24/02/1996
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Chloride 100-110 20/02/1996 115
Chloride 100-110 24/02/1996 125
Chloride 100-110 15/03/1996 125
Chloride 100-110 31/03/1996 103
Electrolytes Ddavp (1-desamino-8-d-arginine vasopressin): pre - urine 

osmolality 114, plasma osmolality 308 post- urine osmolality 
118, plasma osmolality 305

Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Fortnightly IntramuscularInjection 50.0

MODECATE (Suspected)

20/02/1996L TERM

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

LITHICARB (Suspected)

20/02/1996L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

BRUFEN (Suspected)

20/02/1996

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralCapsule 180.0

CARDIZEM (Suspected)

01/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109156

Preferred Term Severity Report Description Treatment
Diabetes insipidus Nephrogenic diabetes insipidus
Hyperchloraemia
Hypernatraemia
Hypokalaemia
Polydipsia
Polyuria



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 180 of 607

Case Number: Gender:
81.00Weight:

See original report for other drugs

17/06/1996

24/02/1996
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Potassium 3.5-4.5 20/02/1996 3.4
Potassium 3.5-4.5 24/02/1996 4.6
Potassium 3.5-4.5 31/03/1996 3.8
Potassium 3.5-4.5 15/03/1996 2.9
Serum osmolality 275-295 20/02/1996 303
Serum osmolality 275-295 24/02/1996 330
Serum osmolality 275-295 31/03/1996 282

Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:
Convulsions

Stopped:Started:Batch:

Milligram Daily OralOral application 350.0

DILANTIN (Suspected)

23/02/1996 01/04/1996

Reason:

Convulsions

Stopped:Started:Batch:

Gram Daily OralTablet 2.0

VALPRO (Suspected)

23/02/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109156



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 181 of 607

Case Number: Gender:
81.00Weight:

See original report for other drugs

17/06/1996

24/02/1996
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum osmolality 275-295 15/03/1996 325
Sodium 135-145 20/02/1996 148
Sodium 135-145 24/02/1996 161
Sodium 135-145 15/03/1996 159
Sodium 135-145 31/03/1996 131

Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Fortnightly IntramuscularInjection 50.0

MODECATE (Suspected)

20/02/1996L TERM

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

LITHICARB (Suspected)

20/02/1996L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

BRUFEN (Suspected)

20/02/1996

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralCapsule 180.0

CARDIZEM (Suspected)

01/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109156



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 182 of 607

Case Number: Gender:
81.00Weight:

See original report for other drugs

17/06/1996

24/02/1996
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:
Convulsions

Stopped:Started:Batch:

Milligram Daily OralOral application 350.0

DILANTIN (Suspected)

23/02/1996 01/04/1996

Reason:

Convulsions

Stopped:Started:Batch:

Gram Daily OralTablet 2.0

VALPRO (Suspected)

23/02/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109156



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 183 of 607

Case Number: Gender:
Weight:

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

17/06/1996

31/05/1996
Causality possibleNot yet recovered
11/04/1920DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

76Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 30.0

PRAMIN (Other drug)

09/05/1996 14/05/1996

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 30.0

MOTILIUM (Other drug)

14/05/1996

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

COLOXYL WITH SENNA (Other drug) Reason:

Stopped:Started:Batch:

Microgram Daily OralOral application 500.0

RIVOTRIL (Other drug)

07/05/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109267

Preferred Term Severity Report Description Treatment
Cerebellar syndrome
Extrapyramidal disorder
Gait disturbance
Hypercalcaemia
Orthostatic hypotension



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 184 of 607

Case Number: Gender:
Weight:

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

17/06/1996

31/05/1996
Causality possibleNot yet recovered
11/04/1920DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

76Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

ASPIRIN (Other drug)

07/05/1996

Reason:

Stopped:Started:Batch:

Milligram Daily500.0

MYSOLINE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily500.0

LITHIUM CARBONATE (Suspected) Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CHLOTRIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1109267



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 185 of 607

Case Number: Gender:
Weight:

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

17/06/1996

31/05/1996
Causality possibleNot yet recovered
11/04/1920DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

76Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 75.0

PROTHIADEN (Suspected)

06/05/1996

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

RENITEC (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1109267



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 186 of 607

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 accurate but indicates that start occurred sometime during the year.

18/06/1996

31/05/1996
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Other malig n no spec of site

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected) Reason:

Stopped:Started:Batch:

0.0

FLUPENTHIXOL DECANOATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

COGENTIN (Suspected)

01/01/1991

Reason:

Hospitalisation:

Report Details:
Seq: 1109334

Preferred Term Severity Report Description Treatment
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 187 of 607

Case Number: Gender:
Weight:

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

26/07/1996

12/03/1996
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A5Age:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Gram Daily1.0

LITHICARB (Suspected)

01/01/1986

Reason:

Hospitalisation:

Report Details:
Seq: 1110222

Preferred Term Severity Report Description Treatment
Alopecia Patient to be weaned off 

lithicarb.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 188 of 607

Case Number: Gender:
Weight:26/07/1996

16/07/1996
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:
Angina pectoris w/o hyperten

Stopped:Started:Batch:

Microgram As necessary SublingualTablet 600.0

ANGININE (Suspected)

11/07/1996 CONTIN

Reason:

Manic-depression psycho,manic

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

LITHICARB (Suspected)

CONTIN

Reason:

Angina pectoris w/o hyperten

Stopped:Started:Batch:

Milligram Daily OralTablet 180.0

CARDIZEM (Suspected)

CONTIN

Reason:

Angina pectoris w/o hyperten

Stopped:Started:Batch:

Milligram Daily TransdermalCream 50.0

TRANSIDERM-NITRO (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1110299

Preferred Term Severity Report Description Treatment
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 189 of 607

Case Number: Gender:
Weight:26/07/1996

16/07/1996
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:
Osteoarthritis

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

VOLTAREN (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1110299



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 190 of 607

Case Number: Gender:
70.00Weight:

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

31/07/1996

Causality probableRecovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level Serum lithium level 1mmol/litre.

Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time5.0

PHYSEPTONE (Other drug) Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

LITHICARB (Suspected)

01/02/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110363

Preferred Term Severity Report Description Treatment
Abdominal pain
Diarrhoea



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 191 of 607

Case Number: Gender:
Weight:

Patient has history of nausea and gastro-oesophageal reflux.

07/08/1996

24/07/1996
Causality possibleUnknown

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

XANAX (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 80.0

INDERAL (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily150.0

VENLAFAXINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 800.0

TIMONIL (Suspected)

18/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110561

Preferred Term Severity Report Description Treatment
Nausea



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 192 of 607

Case Number: Gender:
61.00Weight:

Risperidone reduced form 4 mg to 2mg.  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.

15/08/1996

22/07/1996
Causality possibleNot yet recovered
23/04/1969DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Tfts low in late july 1996.

Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:
Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily OralTablet 4.0

RISPERIDONE (Suspected)

01/11/1995 CONTIN

Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

Gram Daily1.0

LITHIUM CARBONATE (Suspected)

01/03/1995 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1110878

Preferred Term Severity Report Description Treatment
Hypertonia Flexed upper limbs.
Tardive dyskinesia Lips twitching with biting of tongue. Oroxine.
Tremor Pill rolling tremor.
Goitre
Hypothyroidism Required 

Specialist 
Consultation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 193 of 607

Case Number: Gender:
Weight:16/08/1996

23/07/1996
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 400.0

TIMONIL (Suspected)

22/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110920

Preferred Term Severity Report Description Treatment
Abdominal pain
Dyspepsia Required 

Specialist 
Consultation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 194 of 607

Case Number: Gender:
Weight:

Patient ceased taking medication when pregnancy was confirmed at 9 weeks gestation. all reactions occurred in foetus. 
intrauterine foetal death at about 3 weeks gestation.  - the date of onset is not accurate but indicates that onset occurred 
sometime during the year. 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.

20/08/1996

31/12/1996
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Ebstein's anomaly of tricuspid valve, double outlet right ventricle 
with mild ventricular hypoplasia, large ventricular septal defect, 
pulmonary outflow obstruction and right ventricular dysfunction 
in male fetus. ultimately --> intrauterine fetal death at about 31 
weeks gestation.

Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Gram Daily1.2

LITHIUM CARBONATE (Suspected)

28/01/1996L TERM

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Gram Daily1.2

CARBAMAZEPINE (Suspected)

28/01/1996L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1111006

Preferred Term Severity Report Description Treatment
Heart disease congenital Ebstein's anomaly of tricuspid valve
Ventricular septal defect Large ventricular septal defect
Pulmonary artery stenosis congenital Pulmonary outflow obstruction
Right ventricular failure Right ventricular dysfunction
Intra-uterine death



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 195 of 607

Case Number: Gender:
Weight:13/09/1996

19/08/1996
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Potassium 11/08/1996 NORMAL
Potassium 19/08/1996 6.2

Laboratory Investigations:

26YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 400.0

LARGACTIL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 5.0

DIAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

LITHICARB (Suspected)

13/08/1996 20/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111623

Preferred Term Severity Report Description Treatment
Hyperkalaemia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 196 of 607

Case Number: Gender:
Weight:18/10/1996

Causality possibleNot yet recovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralOral application 5.0

SERENACE (Suspected)

07/09/1996 15/10/1996

Reason:

Manic-depression psycho,manic

Stopped:Started:Batch:

Gram Daily2.5

LITHIUM CARBONATE (Suspected)

01/09/1996

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily10.0

VALIUM (Suspected)

07/09/1996 CONTIN

Reason:

Paralysis agitans

Stopped:Started:Batch:

Milligram Daily2.0

COGENTIN (Suspected)

07/09/1996 14/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112354

Preferred Term Severity Report Description Treatment
Aphasia Incoherent speech.
Paresis Loss of ability to mobilize.
Somnolence



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 197 of 607

Case Number: Gender:
Weight:18/10/1996

Causality possibleNot yet recovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Dose Unspecified Daily8.0

PANADEINE (Suspected)

07/09/1996 14/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112354



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 198 of 607

Case Number: Gender:
Weight:

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

01/11/1996

23/10/1996
Causality possibleUnknown
19/12/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily300.0

CHLORPROMAZINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Gram Daily3.0

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily8.0

PANADOL (Other drug) Reason:

Unspecified psychosis

Stopped:Started:Batch:

Gram Daily OralTablet 2.2

LITHICARB (Suspected)

01/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112734

Preferred Term Severity Report Description Treatment
Glossitis



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 199 of 607

Case Number: Gender:
70.00Weight:04/11/1996

27/10/1996
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Microgram Daily OralTablet 500.0

BENZTROPINE MESYLATE (Suspected)

25/10/1996

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

PAROXETINE HYDROCHLORIDE (Suspected)

25/10/1996

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

LITHIUM CARBONATE (Suspected)

25/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112769

Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome
Nausea
Vomiting Maxolon



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 200 of 607

Case Number: Gender:
0.00Weight:

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

06/11/1996

25/10/1996
Causality possibleNot yet recovered
21/08/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

17/12/2002 Chest X-ray Chest xray revealed cardiomegaly
17/12/2002 Muscle biopsy Endomyocardial biopsy revealed no inflammatory changes.
17/12/2002 Other data Echocardiography revealed abnormalities: severe global dilated 

cardiomyopathy.

Laboratory Investigations:

22Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily Oral300.0

CLOZARIL (Suspected)

01/06/1996

Reason:

Stopped:Started:Batch:

Milligram Daily750.0

LITHIUM CARBONATE (Suspected) Reason:

Stopped:Started:Batch:

Microgram Daily1.4

SODIUM VALPROATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily1.0

BENZTROPINE MESYLATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1112929

Preferred Term Severity Report Description Treatment
Cardiomyopathy Severe global dilated cardiomyopathy
Dyspnoea



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 201 of 607

Case Number: Gender:
75.00Weight:

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

12/11/1996

01/11/1996
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily750.0

LITHICARB (Suspected)

01/09/1995

Reason:

Stopped:Started:Batch:

Gram Daily1.5

ALPHAMOX (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily250.0

KEFLEX (Suspected)

08/11/1996

Reason:

Stopped:Started:Batch:

Milligram Daily150.0

RULIDE (Suspected)

11/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113028

Preferred Term Severity Report Description Treatment
Rash erythematous Rash on forearms, thighs, abdomen, back.

Glossitis
Stomatitis Mouth wash, prednisolone.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 202 of 607

Case Number: Gender:
70.00Weight:15/11/1996

31/10/1996
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHICARB (Suspected)

25/10/1996 31/10/1996

Reason:

Manic-depression psycho,manic

Stopped:Started:Batch:

Milligram Daily OralTablet 6.0

RISPERDAL (Suspected)

11/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113181

Preferred Term Severity Report Description Treatment
Psoriasis Psoriasis on elbows and face



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 203 of 607

Case Number: Gender:
Weight:

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

18/11/1996

07/08/1996
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

08/08/1996 3004
Creatine 
phosphokinase

12/08/1996 1746
White blood cells 08/08/1996 15.1

Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram As necessary OralOral application 100.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

LITHIUM CARBONATE (Suspected)

07/08/1996

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 6.0

RISPERIDONE (Suspected)

01/06/1995 07/08/1996

Reason:

Stopped:Started:Batch:

Milligram Daily200.0

THIOPENTONE SODIUM (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113205

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increased
Confusional state Fluids iv.
Confusional state
Delirium
Leukocytosis



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 204 of 607

Case Number: Gender:
Weight:

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

18/11/1996

07/08/1996
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily70.0

SUXAMETHONIUM CHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113205



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 205 of 607

Case Number: Gender:
98.00Weight:19/11/1996

Causality possibleRecovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily250.0

LITHICARB (Suspected)

22/10/1996 29/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113235

Preferred Term Severity Report Description Treatment
Muscle twitching Muscle twitching
Confusional state
Dizziness Severe
Malaise
Nausea
Vomiting



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 206 of 607

Case Number: Gender:
Weight:20/11/1996

08/08/1996
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

56YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily300.0

DOTHIEPIN HYDROCHLORIDE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 800.0

TIMONIL (Suspected)

08/08/1996 15/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113257

Preferred Term Severity Report Description Treatment
Nausea Severe



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 207 of 607

Case Number: Gender:
Weight:21/11/1996

28/10/1996
Causality possibleNot yet recovered
24/08/1928DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

68Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

10/10/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily500.0

LITHIUM CARBONATE (Suspected)

17/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113265

Preferred Term Severity Report Description Treatment
Tremor Inderal



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 208 of 607

Case Number: Gender:
Weight:

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

02/12/1996

Causality probableRecovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

58YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily750.0

LITHIUM CARBONATE (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily375.0

VENLAFAXINE HYDROCHLORIDE (Interaction)

01/07/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1113587

Preferred Term Severity Report Description Treatment
Glossitis Raw red tongue and mouth.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 209 of 607

Case Number: Gender:
Weight:

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

02/12/1996

28/08/1996
Causality possibleUnknown
21/02/1941DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Microgram Daily OralTablet 100.0

THYROXINE SODIUM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 1.2

OGEN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

PROVERA (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

TAZAC (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1113632

Preferred Term Severity Report Description Treatment
Dry mouth
Thirst



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 210 of 607

Case Number: Gender:
Weight:

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

02/12/1996

28/08/1996
Causality possibleUnknown
21/02/1941DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

55Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

MIDAMOR (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 800.0

TIMONIL (Suspected)

01/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113632



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 211 of 607

Case Number: Gender:
Weight:

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

05/12/1996

31/12/1996
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113710

Preferred Term Severity Report Description Treatment
Hypothyroidism Hypoparathyroidism.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 212 of 607

Case Number: Gender:
Weight:

Prior to timonil therapy was treated with lithium carbonate and complained of nausea.

10/12/1996

07/11/1996
Causality certainRecovered
18/01/1978DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Pharmacokinetics Lithium assay 0.94.

Laboratory Investigations:

18Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

PAROXETINE HYDROCHLORIDE (Other drug)

14/08/1996

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

SODIUM VALPROATE (Other drug)

16/09/1996

Reason:

Stopped:Started:Batch:

Milligram Daily400.0

TIMONIL (Suspected)

09/10/1996 22/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113801

Preferred Term Severity Report Description Treatment
Nausea



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 213 of 607

Case Number: Gender:
Weight:12/12/1996

01/11/1996
Causality possibleUnknown
30/03/1924DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Pharmacokinetics 01/10/1996 2.0 Lithium levels initially 0.9,
Pharmacokinetics 21/10/1996 0.9 Lithium levels initially 0.9,
Pharmacokinetics 24/10/1996 0.9 Lithium levels initially 0.9,
Pharmacokinetics 01/11/1996 2.0 Lithium levels initially 0.9,

Laboratory Investigations:

72Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Dose Unspecified As necessary1.0

PANADEINE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily40.0

FRUSEMIDE (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily4.0

SLOW-K (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily2.0

COVERSYL (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1113885

Preferred Term Severity Report Description Treatment
Somnolence Staying in bed and sleeping.
Nausea Hydrated
Vomiting



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 214 of 607

Case Number: Gender:
Weight:12/12/1996

01/11/1996
Causality possibleUnknown
30/03/1924DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

72Age:

Additional Information:

Medicine Details:
Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily300.0

ZANTAC (Other drug)

17/10/1996

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily3.0

MULTI-B FORTE (Other drug)

29/10/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily750.0

LITHIUM CARBONATE (Suspected)

01/11/1996

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1113885



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 215 of 607

Case Number: Gender:
Weight:18/12/1996

07/12/1996
Causality probableRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily37.5

EFEXOR (Interaction)

06/12/1996

Reason:

Stopped:Started:Batch:

Gram Daily1.2

LITHIUM CARBONATE (Interaction)

CONTIN

Reason:

Stopped:Started:Batch:

Microgram Daily100.0

THYROXINE SODIUM (Other drug)

24/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113987

Preferred Term Severity Report Description Treatment
Anorexia Couldnt eat
Fatigue Lack of energy
Anxiety
Coordination abnormal
Depression
Nausea
Weight decreased



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 216 of 607

Case Number: Gender:
155.00Weight:

Brother also had a dramatic onset of greying after starting treatment with lithium

19/12/1996

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily OralOral application 1.0

PRIADEL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1114037

Preferred Term Severity Report Description Treatment
Hair colour changes Progressive greying of hair



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 217 of 607

Case Number: Gender:
Weight:

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

20/12/1996

Causality possibleUnknown
31/05/1961DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily OralOral application 800.0

TIMONIL (Suspected)

04/11/1996 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 800.0

CARBAMAZEPINE (Suspected)

01/04/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1114078

Preferred Term Severity Report Description Treatment
Tremor Occasional tremor lasts 20-120 minutes



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 218 of 607

Case Number: Gender:
65.00Weight:

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

16/01/1997

Causality possibleNot yet recovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily2.0

SODIUM VALPROATE (Suspected)

01/03/1995 13/01/1997

Reason:

Stopped:Started:Batch:

Gram Daily1.0

LITHIUM CARBONATE (Suspected)

01/01/1985 CONTIN

Reason:

Myxedema

Stopped:Started:Batch:

Microgram Daily OralTablet 150.0

THYROXINE SODIUM (Suspected)

01/07/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1114561

Preferred Term Severity Report Description Treatment
Alopecia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 219 of 607

Case Number: Gender:
Weight:24/01/1997

29/09/1996
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level 01/10/1996 1.57 Lithium level
Serum drug level 02/10/1996 0.8 Lithium level

Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:
Lumbalgia

Stopped:Started:Batch:

Milligram Daily OralCapsule 20.0

FELDENE (Suspected)

25/09/1996 29/09/1996

Reason:

Ac upr resp inf,mult,unsp stes

Stopped:Started:Batch:

Milligram Daily OralOral application 750.0

AMOXIL (Suspected)

25/09/1996 30/09/1996

Reason:

Depression

Stopped:Started:Batch:

Gram Daily OralTablet 1.5

LITHICARB (Suspected)

17/09/1996 01/10/1996

Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ALDAZINE (Suspected)

18/09/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1114729

Preferred Term Severity Report Description Treatment
Dysgeusia Bad taste om mouth
Coordination abnormal
Polyuria
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 220 of 607

Case Number: Gender:
Weight:24/01/1997

29/09/1996
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:
Otr disorders stomach function

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZANTAC (Suspected)

20/09/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1114729



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 221 of 607

Case Number: Gender:
Weight:28/01/1997

03/10/1996
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Pharmacokinetics Carbamazepine level=32umol/l, lithium level=1.23umol/l both 
therapeutic levels

Laboratory Investigations:

32YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram As necessary OralTablet 2.0

COGENTIN (Suspected)

23/09/1996 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 600.0

TERIL (Suspected)

23/09/1996 CONTIN

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 1.0

RISPERDAL (Suspected)

23/09/1996 CONTIN

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.7

LITHICARB (Suspected)

23/09/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1114776

Preferred Term Severity Report Description Treatment
Tremor Coarse hand tremor
Coordination abnormal



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 222 of 607

Case Number: Gender:
Weight:28/01/1997

03/10/1996
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

32YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

AROPAX (Suspected)

26/09/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1114776



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 223 of 607

Case Number: Gender:
91.00Weight:03/02/1997

31/01/1997
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

02/01/1997

Reason:

Stopped:Started:Batch:

Milligram Daily750.0

LITHICARB (Suspected)

01/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1114923

Preferred Term Severity Report Description Treatment
Photosensitivity reaction Rash on exposed skin of arms and neck.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 224 of 607

Case Number: Gender:
95.00Weight:

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

13/02/1997

29/12/1996
Causality possibleRecovered
06/03/1959DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

Cpk up to 800

Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Gram Daily OralTablet 1.7

LITHIUM CARBONATE (Suspected)

01/06/1996 31/12/1996

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily8.0

RISPERIDONE (Suspected)

17/12/1996 31/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1115192

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increased
Confusional state Severe Icu, drug stopped.
Pyrexia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 225 of 607

Case Number: Gender:
Weight:12/03/1997

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

ZOLOFT (Interaction) Reason:

Stopped:Started:Batch:

OralTablet 0.0

LITHIUM CARBONATE (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1115948

Preferred Term Severity Report Description Treatment
Drug level increased High lithium plasma levels.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 226 of 607

Case Number: Gender:
Weight:

See original report for other drugs.

21/03/1997

21/11/1996
Causality certainNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine 08/11/1996 -
Creatinine 21/11/1996 122
Creatinine 22/11/1996 140
Creatinine 24/11/1996 104
Creatinine 26/11/1996 106
Creatinine 25/11/1996 107
Creatinine 23/11/1996 138

Laboratory Investigations:

81YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily250.0

LITHIUM CARBONATE (Suspected)

21/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1116241

Preferred Term Severity Report Description Treatment
Atrioventricular block Complete heart block
Drug level increased Isoprenaline and normal 

saline.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 227 of 607

Case Number: Gender:
Weight:

See original report for other drugs.

21/03/1997

21/11/1996
Causality certainNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrographics 08/11/1996 -
Electrographics 21/11/1996 20
Electrographics 26/11/1996 58
Electrographics 25/11/1996 56
Electrographics 24/11/1996 52
Electrographics 23/11/1996 40
Electrographics 22/11/1996 40

Laboratory Investigations:

81YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily250.0

LITHIUM CARBONATE (Suspected)

21/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1116241



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 228 of 607

Case Number: Gender:
Weight:

See original report for other drugs.

21/03/1997

21/11/1996
Causality certainNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level (0.6>1) 08/11/1996 0.32 Lithium level was 0.32 on 8/11/96.
Serum drug level (0.6>1) 21/11/1996 2.63 Lithium level was 0.32 on 8/11/96.
Serum drug level (0.6>1) 22/11/1996 2.23 Lithium level was 0.32 on 8/11/96.
Serum drug level (0.6>1) 23/11/1996 1.47 Lithium level was 0.32 on 8/11/96.
Serum drug level (0.6>1) 24/11/1996 0.9 Lithium level was 0.32 on 8/11/96.
Serum drug level (0.6>1) 25/11/1996 0.79 Lithium level was 0.32 on 8/11/96.
Serum drug level (0.6>1) 26/11/1996 0.62 Lithium level was 0.32 on 8/11/96.

Laboratory Investigations:

81YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily250.0

LITHIUM CARBONATE (Suspected)

21/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1116241



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 229 of 607

Case Number: Gender:
Weight:26/03/1997

18/03/1997
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

31YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 500.0

CARBAMAZEPINE (Other drug) Reason:

Otr&nos infec&parasit diseases

Stopped:Started:Batch:

Milligram Daily800.0

METRONIDAZOLE (Other drug) Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

TIMONIL (Suspected)

17/03/1997 18/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116328

Preferred Term Severity Report Description Treatment
Abdominal pain
Diarrhoea
Nausea



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 230 of 607

Case Number: Gender:
Weight:10/04/1997

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

LITHIUM CARBONATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116654

Preferred Term Severity Report Description Treatment
Muscle twitching Body jerking while asleep



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 231 of 607

Case Number: Gender:
73.00Weight:12/05/1997

23/03/1997
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily IntramuscularInjection 25.0

FLUPHENAZINE DECANOATE (Suspected)

19/03/1997

Reason:

Stopped:Started:Batch:

Milligram Daily400.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Gram Daily1.0

LITHICARB (Suspected)

22/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117517

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome Hydration



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 232 of 607

Case Number: Gender:
Weight:

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

23/05/1997

Causality possibleRecovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level Serum lithium increased from 0.6 to 1.2 mmol/l.

Laboratory Investigations:

56YAge:

Additional Information:

Medicine Details:
Unspecified arthritis

Stopped:Started:Batch:

Gram Daily1.0

NAPROSYN SR (Interaction)

01/02/1997 28/04/1997

Reason:

Depression

Stopped:Started:Batch:

Gram Daily1.0

LITHIUM CARBONATE (Interaction)

01/01/1992

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

NARDIL (Other drug)

01/01/1992

Reason:

Hospitalisation:

Report Details:
Seq: 1117795

Preferred Term Severity Report Description Treatment
Drug level increased Increased in serum lithium



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 233 of 607

Case Number: Gender:
65.00Weight:

Patient recommenced lithicarb at a increased dose of 500mg bd resulting in violent headache and nausea on 10/5/97 -- ceased. 
patient also had reaction to aropax.

30/05/1997

24/03/1997
Causality certainRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Other drug)

17/09/1996 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily500.0

LITHICARB (Suspected)

22/03/1997 29/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117986

Preferred Term Severity Report Description Treatment
Headache
Nausea



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 234 of 607

Case Number: Gender:
65.00Weight:30/05/1997

24/05/1997
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Other drug)

17/09/1996 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily800.0

TIMONIL (Suspected)

20/05/1997 27/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117987

Preferred Term Severity Report Description Treatment
Headache Severe
Nausea Severe



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 235 of 607

Case Number: Gender:
82.00Weight:

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

03/06/1997

31/01/1997
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 800.0

TIMONIL (Suspected)

02/11/1996 09/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118025

Preferred Term Severity Report Description Treatment
Myalgia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 236 of 607

Case Number: Gender:
82.00Weight:03/06/1997

Causality possibleNot yet recovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily250.0

LITHICARB (Suspected)

09/05/1997 19/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118026

Preferred Term Severity Report Description Treatment
Myalgia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 237 of 607

Case Number: Gender:
Weight:

Mouth ulcers better when lithium decreased.

13/06/1997

Causality possibleRecovered
DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Manic-depression psycho,manic

Stopped:Started:Batch:

OralTablet 0.0

LITHIUM CARBONATE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1118239

Preferred Term Severity Report Description Treatment
Mouth ulceration



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 238 of 607

Case Number: Gender:
95.00Weight:23/06/1997

01/04/1997
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily750.0

LITHIUM CARBONATE (Suspected)

27/03/1997

Reason:

Stopped:Started:Batch:

Milligram Daily75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

27/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118445

Preferred Term Severity Report Description Treatment
Photosensitivity reaction Increased sensitivity of skin exposed to 

sunlight
Paraesthesia Skin feels like it is burning Helped by sunblock



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 239 of 607

Case Number: Gender:
Weight:

Previous hepatotoxicity with other neuroleptic agents.

30/06/1997

17/06/1997
Causality possibleUnknown
04/04/1972DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Ck = 390, wbc = 7.1 x 10'9/l, neutrophils = 4.3 x 10'9/l

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOZAPINE (Suspected)

20/05/1997 18/06/1997

Reason:

Stopped:Started:Batch:

Gram Daily1.2

LITHIUM CARBONATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily100.0

DISIPAL (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily40.0

PREPULSID FORTE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118592

Preferred Term Severity Report Description Treatment
Somnolence Drowsiness
Hepatic function abnormal Liver function tests slightly elevated
Tachycardia Mild tachycardia
Pyrexia Slight fever (37 - 37.5c)
Neuroleptic malignant syndrome Clozapine ceased.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 240 of 607

Case Number: Gender:
Weight:

Patient allergic to penicillin.

07/07/1997

13/06/1997
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

16YAge:

Additional Information:

Medicine Details:
Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram 1 time IntramuscularInjection 5.0

DROLEPTAN (Other drug)

13/06/1997

Reason:

Asthma

Stopped:Started:Batch:

Dose Unspecified Daily InhalationInhalation 4.0

RESPOLIN (Other drug)

CONTIN

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHICARB (Suspected)

05/06/1997 13/06/1997

Reason:

Asthma

Stopped:Started:Batch:

Milligram Daily InhalationInhalation 1.0

BECLOFORTE (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1118860

Preferred Term Severity Report Description Treatment
Pruritus Itchy rash
Rash Rash over arms and trunk
Rash erythematous



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 241 of 607

Case Number: Gender:
Weight:

Patient allergic to penicillin.

07/07/1997

13/06/1997
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

16YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily325.0

LARGACTIL (Suspected)

05/06/1997 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

COGENTIN (Suspected)

11/06/1997 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1118860



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 242 of 607

Case Number: Gender:
Weight:

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

11/07/1997

31/01/1997
Causality probableRecovered
30/08/1949DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

TEGRETOL (Other drug)

06/09/1996 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 800.0

TIMONIL (Suspected)

02/11/1996 09/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119017

Preferred Term Severity Report Description Treatment
Muscle spasms Muscular cramps mianly in 

legs,occasionally in arm



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 243 of 607

Case Number: Gender:
Weight:

Patient has been treated with lithicarb for 14 years.  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.

11/07/1997

Causality possibleUnknown
02/12/1947DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49Age:

Additional Information:

Medicine Details:
Headache

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

LITHICARB (Suspected)

01/01/1993 CONTIN

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

MONOPRIL (Suspected)

01/01/1995 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1119019

Preferred Term Severity Report Description Treatment
Erectile dysfunction



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 244 of 607

Case Number: Gender:
Weight:

Patient had similar reaction to standard lithicarb (lithium carbonate) 500 mg bd 5/5/97-12/5/97.

11/07/1997

25/05/1997
Causality certainRecovered
18/05/1951DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

SERTRALINE HYDROCHLORIDE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 800.0

TIMONIL (Suspected)

21/05/1997 27/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119026

Preferred Term Severity Report Description Treatment
Headache Severe
Nausea



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 245 of 607

Case Number: Gender:
Weight:18/08/1997

18/07/1997
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level 0.6 - 1.2 
MMOL/L

17/07/1996 1.2 Lithium dose
Serum drug level 0.6 - 1.2 

MMOL/L
18/07/1996 1.4 Lithium dose

Serum drug level 0.6 - 1.2 
MMOL/L

19/07/1996 0.6 Lithium dose
Serum drug level 0.6 - 1.2 

MMOL/L
23/07/1996 0.6 Lithium dose

Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily1.2

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1120038

Preferred Term Severity Report Description Treatment
Sleep disorder Agitated poor sleep
Confusional state Detoriation of mental state. Lithium dose decreased to 

500mg bd.
Agitation
Diarrhoea
Vomiting



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 246 of 607

Case Number: Gender:
68.00Weight:

No previous history of epilepsy. nil allergies

27/08/1997

06/08/1997
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

01/09/1996

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

EPILIM (Suspected)

02/10/1996

Reason:

Myxedema

Stopped:Started:Batch:

Microgram Daily OralTablet 100.0

OROXINE (Suspected)

22/02/1996

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 625.0

LITHICARB (Suspected)

22/02/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1120323

Preferred Term Severity Report Description Treatment
Grand mal convulsion Generalised grand ma seizure x1 Clozaril decreased to 450mg



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 247 of 607

Case Number: Gender:
Weight:04/09/1997

17/07/1997
Causality possibleUnknown

DOB:
Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Gram Daily1.6

TIMONIL (Suspected)

02/06/1997 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1120521

Preferred Term Severity Report Description Treatment
Influenza



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 248 of 607

Case Number: Gender:
Weight:

Patient also drinks 10 x 375ml cans of coke a day.  the dosage start date is not necessarily accurate but indicates that start 
occurred sometime during the month.

03/12/1997

20/06/1997
Causality possibleUnknown

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 Daily300.0

CLOZARIL (Suspected)

01/01/1997

Reason:

Stopped:Started:Batch:

Milligram Daily750.0

LITHIUM CARBONATE (Suspected)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily40.0

PAROXETINE HYDROCHLORIDE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1123016

Preferred Term Severity Report Description Treatment
Urinary incontinence Desmopressin



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 249 of 607

Case Number: Gender:
Weight:

Dose of lithium was increased 3/96 no change in dose since then. see original report for other drugs.  the dosage start date is not 
accurate but indicates that start occurred sometime during the year.

03/12/1997

29/09/1997
Causality certainRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine 29/09/1997 401
Creatinine 30/09/1997 378
Creatinine 30/09/1997 318
Creatinine 01/10/1997 218
Creatinine 02/10/1997 204
Potassium 29/09/1997 5.7
Potassium 30/09/1997 4.9

Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Microgram Daily875.0

LITHIUM CARBONATE (Suspected)

01/01/1977 29/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1123029

Preferred Term Severity Report Description Treatment
Drug level increased Lithium toxicity



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 250 of 607

Case Number: Gender:
Weight:

Dose of lithium was increased 3/96 no change in dose since then. see original report for other drugs.  the dosage start date is not 
accurate but indicates that start occurred sometime during the year.

03/12/1997

29/09/1997
Causality certainRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Potassium 01/10/1997 3.8
Potassium 30/09/1997 4.8
Potassium 02/10/1997 4.0
Serum drug level 29/09/1997 3.65 Lithium
Serum drug level 30/09/1997 2.61 Lithium
Serum drug level 30/09/1997 2.35 Lithium
Serum drug level 01/10/1997 - Lithium

Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Microgram Daily875.0

LITHIUM CARBONATE (Suspected)

01/01/1977 29/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1123029



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 251 of 607

Case Number: Gender:
Weight:

Dose of lithium was increased 3/96 no change in dose since then. see original report for other drugs.  the dosage start date is not 
accurate but indicates that start occurred sometime during the year.

03/12/1997

29/09/1997
Causality certainRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level 02/10/1997 0.80 Lithium
Serum drug level 03/10/1997 0.13 Lithium
Sodium 29/09/1997 141
Sodium 30/09/1997 146
Sodium 30/09/1997 147
Sodium 01/10/1997 144
Sodium 02/10/1997 144

Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Microgram Daily875.0

LITHIUM CARBONATE (Suspected)

01/01/1977 29/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1123029



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 252 of 607

Case Number: Gender:
Weight:15/12/1997

Causality possibleUnknown
DOB:

Causality:

U
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

LITHICARB (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123400

Preferred Term Severity Report Description Treatment
Arthritis Developed inflammatory arthritis



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 253 of 607

Case Number: Gender:
Weight:

Recent manic episode & poor self-care  - the date of onset is not necessarily accurate but indicates that onset occurred sometime 
during the month.

15/12/1997

31/07/1997
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

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

0.0

SERTRALINE HYDROCHLORIDE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily800.0

TIMONIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123440

Preferred Term Severity Report Description Treatment
Viral infection Severe Viral illness
Upper respiratory tract infection



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 254 of 607

Case Number: Gender:
Weight:14/01/1998

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

OralTablet 0.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1123957

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Increase in liver enzymes (ast, alt and ggt) Zoloft and lithium ceased.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:34AM Database: pusime02 ADRS004 Page 255 of 607

Case Number: Gender:
Weight:

Reaction- acute onset of febrile illness associated with morbiliform rash starting on anterior chest wall, but spreading to the entire 
body. resolved after 4 days with residual  elevated plaque-like rash on bilateral anterior tibial surfaces.

29/01/1998

18/12/1997
Causality possibleRecovered
21/12/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

22Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram As necessary OralTablet 1.0

CLONAZEPAM (Suspected) Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

LITHICARB (Suspected)

06/12/1997

Reason:

Stopped:Started:Batch:

Milligram Daily150.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1124527

Preferred Term Severity Report Description Treatment
Rash morbilliform Rash spreading to entire body.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 256 of 607

Case Number: Gender:
Weight:04/02/1998

18/12/1997
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram As necessary1.0

CLONAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily150.0

CHLORPROMAZINE HYDROCHLORIDE (Other drug) Reason:

Manic-depression psycho,manic

Stopped:Started:Batch:

Gram Daily1.2

LITHICARB (Suspected)

06/12/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1124664

Preferred Term Severity Report Description Treatment
Pyrexia Acute febrile illness
Rash morbilliform Started on anterior chest & spread to 

entire body



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 257 of 607

Case Number: Gender:
65.00Weight:

On 12/1/98 - 24 hours following concurrent increase of serzone to 300mg (from 200mg) and lithium carbonate to 1g (from 500mg), 
patient experienced the reactions.  worsening of previous stm disturbance, secondary to ect.  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.

13/02/1998

Causality possibleRecovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHIUM CARBONATE (Suspected)

01/12/1997 21/01/1998

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily200.0

SERZONE (Suspected)

01/12/1997 21/01/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1124937

Preferred Term Severity Report Description Treatment
Somnolence Sedation
Amnesia Worsening of prev. short term memory 

loss from ect
Coordination abnormal
Dysarthria Cessation of li co3 and 

serzone.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 258 of 607

Case Number: Gender:
Weight:16/02/1998

17/11/1997
Causality possibleNot yet recovered
22/11/1942DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54Age:

Additional Information:

Medicine Details:
Other coagulation defects

Stopped:Started:Batch:

Milligram Daily OralTablet 3.0

WARFARIN SODIUM (Other drug)

CONTIN

Reason:

Congestive heart failure

Stopped:Started:Batch:

Milligram Daily OralTablet 160.0

FRUSEMIDE (Other drug)

CONTIN

Reason:

Congestive heart failure

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

SPIRONOLACTONE (Other drug)

CONTIN

Reason:

Congestive heart failure

Stopped:Started:Batch:

Microgram Daily OralTablet 312.5

DIGOXIN (Other drug)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1125037

Preferred Term Severity Report Description Treatment
Diabetes insipidus Lithium-induced, nephrogenic Lithium carbonate ceased.  

carbamazepine substituted.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 259 of 607

Case Number: Gender:
Weight:16/02/1998

17/11/1997
Causality possibleNot yet recovered
22/11/1942DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

54Age:

Additional Information:

Medicine Details:
Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily OralTablet 15.0

GLIBENCLAMIDE (Other drug)

CONTIN

Reason:

Diabetes mellitus

Stopped:Started:Batch:

Gram Daily OralTablet 3.0

METFORMIN HYDROCHLORIDE (Other drug)

CONTIN

Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

GEMFIBROZIL (Other drug)

CONTIN

Reason:

Other paranoid states

Stopped:Started:Batch:

Milligram Daily OralOral application 3.0

RISPERIDONE (Other drug)

   11D

Reason:

Hospitalisation:

Report Details:
Seq: 1125037



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 260 of 607

Case Number: Gender:
Weight:16/02/1998

17/11/1997
Causality possibleNot yet recovered
22/11/1942DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

54Age:

Additional Information:

Medicine Details:
Other paranoid states

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

CHLORPROMAZINE HYDROCHLORIDE (Other drug)

CONTIN

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

CARBAMAZEPINE (Other drug)

CONTIN

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

LITHIUM CARBONATE (Suspected)

   18Y

Reason:

Hospitalisation:

Report Details:
Seq: 1125037



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 261 of 607

Case Number: Gender:
Weight:

Lithium ceased and myoclonic jerks ceased. lithium recommenced 13/2/97 at 1000mg daily.  reaction reccurred on 13/3/97 - 
lithium ceased again and myoclonic jerks ceased.  the dosage start date is not accurate but indicates that start occurred sometime 
during the year.

27/03/1998

04/11/1996
Causality certainRecovered

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 375.0

CLOZAPINE (Other drug)

01/01/1994 CONTIN

Reason:

Stopped:Started:Batch:

Gram Daily1.2

LITHIUM CARBONATE (Suspected)

24/10/1996 06/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1126221

Preferred Term Severity Report Description Treatment
Convulsion Myoclonic jerks Lithium ceased



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 262 of 607

Case Number: Gender:
109.00Weight:06/04/1998

25/02/1998
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

14/03/1998 2100

Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Manic-depression psycho,manic

Stopped:Started:Batch:

Milligram Daily15.0

DIAZEPAM (Other drug)

25/02/1998 31/03/1998

Reason:

Manic-depression psycho,manic

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Suspected)

19/02/1998 26/02/1998

Reason:

Manic-depression psycho,manic

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

HALOPERIDOL (Suspected)

14/02/1998 24/02/1998

Reason:

Manic-depression psycho,manic

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

THIORIDAZINE HYDROCHLORIDE (Suspected)

24/02/1998 25/02/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1126428

Preferred Term Severity Report Description Treatment
Blood pressure fluctuation Autonomic instability with bp 130/80, 

140/90.
Blood creatine phosphokinase increased
Confusional state
Hyperhidrosis
Leukocytosis
Neuroleptic malignant syndrome
Pyrexia
Urinary tract infection



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 263 of 607

Case Number: Gender:
Weight:21/04/1998

06/03/1998
Causality possibleUnknown

DOB:
Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily1.2

TIMONIL (Suspected)

16/12/1997 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily60.0

FLUOXETINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1126809

Preferred Term Severity Report Description Treatment
Fatigue



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 264 of 607

Case Number: Gender:
Weight:21/04/1998

29/01/1998
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level Serum lithium level too high at 1.01

Laboratory Investigations:

31YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily1.0

TIMONIL (Suspected)

01/12/1997 19/01/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1126822

Preferred Term Severity Report Description Treatment
Diarrhoea Looseness of motions Symptoms resolved by 

lowering timonil to 800 mg/d
Drug level increased
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 265 of 607

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

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

GGT = SGGT = 
GGTP

699.

Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

CARBAMAZEPINE (Suspected) Reason:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected) Reason:

Stopped:Started:Batch:

0.0

CLONAZEPAM (Suspected) Reason:

Manic-depression psycho,manic

Stopped:Started:Batch:

Milligram Daily OralTablet 7.5

ZYPREXA (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1127248

Preferred Term Severity Report Description Treatment
Blood alkaline phosphatase increased Increase in alp levels.
Alanine aminotransferase increased Increase in alt levels
Hepatic function abnormal Increase in liver enzymes



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 266 of 607

Case Number: Gender:
Weight:22/05/1998

27/02/1998
Causality possibleRecovered
14/08/1960DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected) Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

05/05/1994 28/02/1998

Reason:

Hospitalisation: Treated in outpatient department only.

Report Details:
Seq: 1127713

Preferred Term Severity Report Description Treatment
Abdominal distension Abdominal distension
Cardiac failure Ceased clozaril
Cough
Dyspnoea
Fatigue
Oedema peripheral



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 267 of 607

Case Number: Gender:
Weight:29/05/1998

18/05/1998
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29YAge:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

TIMONIL (Suspected)

24/04/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1127953

Preferred Term Severity Report Description Treatment
Confusional state



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 268 of 607

Case Number: Gender:
Weight:01/06/1998

01/05/1998
Causality probableRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily OralOral application 1.2

TIMONIL (Suspected)

30/04/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1128027

Preferred Term Severity Report Description Treatment
Hot flush Feeling of inner heat



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 269 of 607

Case Number: Gender:
Weight:

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

05/06/1998

28/05/1998
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

31YAge:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

TIMONIL (Suspected)

01/10/1997 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1128108

Preferred Term Severity Report Description Treatment
Gait disturbance Unsteadiness Dose reduced



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 270 of 607

Case Number: Gender:
Weight:10/06/1998

27/05/1998
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Gram Daily OralOral application 1.2

TIMONIL (Suspected)

30/04/1998 02/06/1998

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1128255

Preferred Term Severity Report Description Treatment
Dizziness Sudden light-headedness
Syncope



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 271 of 607

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

21/02/1998
Causality possibleRecovered

DOB:
Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

TIMONIL (Suspected)

03/12/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1128286

Preferred Term Severity Report Description Treatment
Nausea Dose reduced



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 272 of 607

Case Number: Gender:
Weight:

Pt has mild intellectual disability  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.

11/06/1998

28/03/1998
Causality possibleNot yet recovered
14/12/1970DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

28/03/1998 94000
Creatine 
phosphokinase

29/03/1998 41000
Creatinine 29/03/1998 0.17
Neutrophils 29/03/1998 13.3
White blood cells 29/03/1998 16.9

Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 1.2

COGENTIN (Other drug)

01/01/1996

Reason:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily2.0

RISPERIDONE (Suspected)

01/01/1996

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1128350

Preferred Term Severity Report Description Treatment
Opisthotonus Arched back
Hypertonia Muscle rigidity, arched back and jaw 

clenched
Urinary retention No voiding
Purpura Spontaneous bruising
Pyrexia Up to 37.5 degrees
Blood creatine phosphokinase increased
Encephalopathy
Leukocytosis
Neuroleptic malignant syndrome Dantrolene, amantadine and 

benztropine.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 273 of 607

Case Number: Gender:
Weight:

Pt has mild intellectual disability  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.

11/06/1998

28/03/1998
Causality possibleNot yet recovered
14/12/1970DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 1.2

COGENTIN (Other drug)

01/01/1996

Reason:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily2.0

RISPERIDONE (Suspected)

01/01/1996

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1128350

Preferred Term Severity Report Description Treatment
Renal impairment



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 274 of 607

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

15/06/1998

31/01/1998
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

64YAge:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily OralOral application 800.0

TIMONIL (Suspected)

01/01/1998 28/01/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1128380

Preferred Term Severity Report Description Treatment
Diarrhoea Exacerbation of pre-existing diarrhoea Timonil ceased



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 275 of 607

Case Number: Gender:
Weight:

No symptoms or clinical signs  the dosage start date is not necessarily accurate but indicates that start occurred sometime during 
the month.

24/06/1998

14/05/1998
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

69YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram As necessary10.0

TEMAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily5.0

TRIFLUOPERAZINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

TIMONIL (Suspected)

01/02/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1128634

Preferred Term Severity Report Description Treatment
Hypothyroidism Mildly raised tsh_- 8.0 on 14/5/98



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 276 of 607

Case Number: Gender:
Weight:

Pt has skin reaction to penicillin.  the dosage start date is not necessarily accurate but indicates that start occurred sometime 
during the month.

23/06/1998

03/04/1998
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:

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

MOCLOBEMIDE (Other drug)

01/01/1998 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHICARB (Suspected)

03/04/1998 07/04/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1128658

Preferred Term Severity Report Description Treatment
Rash maculo-papular Lithicarb ceased



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 277 of 607

Case Number: Gender:
Weight:

Within five days after beginning zyprexa patient experienced symptoms medications were continued and patient is still 
experiencing symptoms. patient is also on an antihypertensive (unspecified) drug.

29/06/1998

Causality possibleNot yet recovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected) Reason:

Stopped:Started:Batch:

0.0

LARGACTIL (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

ZYPREXA (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1128790

Preferred Term Severity Report Description Treatment
Fatigue
Orthostatic hypotension



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 278 of 607

Case Number: Gender:
Weight:20/07/1998

27/04/1998
Causality possibleUnknown

DOB:
Causality:

U
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 Daily800.0

TIMONIL (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1129354

Preferred Term Severity Report Description Treatment
Somnolence Sedation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 279 of 607

Case Number: Gender:
Weight:30/07/1998

16/07/1998
Causality possibleUnknown

DOB:
Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

0.0

TIMONIL (Suspected)

12/05/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1129681

Preferred Term Severity Report Description Treatment
Diarrhoea



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 280 of 607

Case Number: Gender:
Weight:31/07/1998

06/07/1998
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Eosinophils ( 0.0-0.5 ) 06/07/1998 0.7
Eosinophils ( 0.0-0.5 ) 15/07/1998 1.1
Eosinophils ( 0.0-0.5 ) 17/07/1998 1.8
Eosinophils ( 0.0-0.5 ) 23/07/1998 1.3
Haemoglobin ( 11.5-16.5 ) 06/07/1998 10.1
Haemoglobin ( 11.5-16.5 ) 15/07/1998 9.8
Haemoglobin ( 11.5-16.5 ) 17/07/1998 10.0

Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily10.0

ZYPREXA (Suspected)

25/06/1998

Reason:

Stopped:Started:Batch:

Gram Daily1.0

LITHICARB (Suspected)

01/07/1998

Reason:

Stopped:Started:Batch:

Gram Daily1.0

EPILIM (Suspected)

23/06/1998 06/07/1998

Reason:

Stopped:Started:Batch:

Microgram Daily500.0

CLONAZEPAM (Suspected)

23/06/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1129807

Preferred Term Severity Report Description Treatment
Anaemia Required 

Specialist 
Consultation

Eosinophilia Required 
Specialist 
Consultation

Leukocytosis
Thrombocythaemia Required Visit 

to Doctor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 281 of 607

Case Number: Gender:
Weight:31/07/1998

06/07/1998
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Haemoglobin ( 11.5-16.5 ) 23/07/1998 9.7
Other data Poikilocytosis, anisocytosis.
Platelets (150-16.5 ) 06/07/1998 397
Platelets (150-16.5 ) 15/07/1998 866
Platelets (150-16.5 ) 17/07/1998 866
Platelets (150-16.5 ) 23/07/1998 594

Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily10.0

ZYPREXA (Suspected)

25/06/1998

Reason:

Stopped:Started:Batch:

Gram Daily1.0

LITHICARB (Suspected)

01/07/1998

Reason:

Stopped:Started:Batch:

Gram Daily1.0

EPILIM (Suspected)

23/06/1998 06/07/1998

Reason:

Stopped:Started:Batch:

Microgram Daily500.0

CLONAZEPAM (Suspected)

23/06/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1129807



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 282 of 607

Case Number: Gender:
Weight:05/08/1998

17/07/1998
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level 17/07/1998 1.18 Lithium level

Laboratory Investigations:

83YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily300.0

ZYLOPRIM (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

LITHIUM CARBONATE (Suspected)

18/07/1998

Reason:

Stopped:Started:Batch:

Milligram Daily40.0

LASIX (Suspected)

18/07/1998

Reason:

Stopped:Started:Batch:

Milligram Daily100.0

DICLOFENAC SODIUM (Suspected)

18/07/1998

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1129935

Preferred Term Severity Report Description Treatment
Gait disturbance Falls
Agitation
Confusional state Ceased lithium carb, lasix, 

diclofenac, solprin, cimetidine.
Drug level increased



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 283 of 607

Case Number: Gender:
Weight:05/08/1998

17/07/1998
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

83YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily0.5

SOLPRIN (Suspected)

18/07/1998

Reason:

Stopped:Started:Batch:

Milligram Daily800.0

CIMETIDINE (Suspected)

18/07/1998

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1129935



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 284 of 607

Case Number: Gender:
60.00Weight:

- 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.

20/08/1998

31/07/1998
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:

Gram Daily3.0

SODIUM VALPROATE (Suspected)

01/10/1997

Reason:

Stopped:Started:Batch:

Gram Daily1.2

LITHIUM CARBONATE (Suspected)

01/05/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1130351

Preferred Term Severity Report Description Treatment
Hypoaesthesia Numbness in finger tips bilaterally



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 285 of 607

Case Number: Gender:
Weight:

Pt developed mild neutropenia early 1998 and concomitant therapy with valproat valproate was suspended.  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.

31/08/1998

24/08/1998
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:

Stopped:Started:Batch:

As necessary OralCapsule 0.0

TEMAZEPAM (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Suspected)

01/08/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

LITHIUM CARBONATE (Suspected)

01/02/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1130697

Preferred Term Severity Report Description Treatment
Neutropenia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 286 of 607

Case Number: Gender:
Weight:02/09/1998

22/07/1998
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

56YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

ASPIRIN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily150.0

TAZAC (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 800.0

TIMONIL (Suspected)

22/07/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1130730

Preferred Term Severity Report Description Treatment
Headache
Nausea



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 287 of 607

Case Number: Gender:
Weight:02/09/1998

14/08/1998
Causality possibleNot yet recovered
21/12/1955DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ENDEP (Suspected) Reason:

Stopped:Started:Batch:

0.0

ALDACTONE (Suspected) Reason:

Stopped:Started:Batch:

0.0

MICROGYNON (Suspected) Reason:

Stopped:Started:Batch:

0.0

ZYRTEC (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1130773

Preferred Term Severity Report Description Treatment
Pain Dull pain left side of body
Headache
Thirst



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 288 of 607

Case Number: Gender:
Weight:02/09/1998

14/08/1998
Causality possibleNot yet recovered
21/12/1955DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHICARB (Suspected)

14/08/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1130773



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 289 of 607

Case Number: Gender:
Weight:

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

11/09/1998

02/06/1998
Causality probableRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 01/06/1998 151
Sodium 02/06/1998 155
Sodium 02/06/1998 158
Sodium 02/06/1998 149
Sodium 03/06/1998 155
Sodium 04/06/1998 151
Sodium 07/06/1998 138

Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Unspecified septicemia

Stopped:Started:Batch:

Milligram As necessary IntravenousInjection 400.0

GENTAMICIN SULPHATE (Other drug)

02/06/1998 14/06/1998

Reason:

Unspecified septicemia

Stopped:Started:Batch:

Gram Daily IntravenousInjection 12.4

TIMENTIN (Other drug)

01/06/1998 15/06/1998

Reason:

Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily IntravenousInjection 150.0

RANITIDINE (Other drug)

02/06/1998

Reason:

Unspecified septicemia

Stopped:Started:Batch:

Milligram Daily IntravenousInjection 400.0

FLUCONAZOLE (Other drug)

02/06/1998 14/06/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1131137

Preferred Term Severity Report Description Treatment
Diabetes insipidus Nephogenic diabetes insipidus Lithicarb ceased and 

commenced carbamazepine, 
benztropine and 
chlorpromazine



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 290 of 607

Case Number: Gender:
Weight:

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

11/09/1998

02/06/1998
Causality probableRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 10/06/1998 138
Sodium 24/06/1998 136
Sodium 29/06/1998 139

Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Other&unspecified epilepsy

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHICARB (Suspected)

01/01/1991 02/06/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1131137



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 291 of 607

Case Number: Gender:
70.00Weight:

Pt has been on lithicarb for 3.5 years. took tablets from a new bottle and felt excessively drowsy. has had past drowsy reaction to 
generic dothiepin  the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

16/09/1998

21/08/1998
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

56YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily1.0

LITHICARB (Suspected)

01/06/1995 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1131223

Preferred Term Severity Report Description Treatment
Somnolence



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 292 of 607

Case Number: Gender:
80.00Weight:

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.

20/10/1998

12/10/1998
Causality possibleRecovered

DOB:
Causality:

M
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 Daily OralTablet 100.0

LUVOX (Suspected)

01/10/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

LITHICARB (Suspected)

01/12/1997

Reason:

Pain in joint

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

NUROFEN (Suspected)

11/10/1998 12/10/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1132274

Preferred Term Severity Report Description Treatment
Chills
Dizziness



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 293 of 607

Case Number: Gender:
Weight:05/11/1998

Causality possibleNot yet recovered
DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily OralOral application 1.2

TIMONIL (Suspected)

15/07/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1132891

Preferred Term Severity Report Description Treatment
Weight increased Weight gain 2kg in 3.5 months of 

treatment.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 294 of 607

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.

19/11/1998

31/10/1998
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

EFEXOR (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

LITHICARB (Suspected)

01/10/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1133346

Preferred Term Severity Report Description Treatment
Insomnia Distrupted sleep patterns
Pruritus Itchy skin
Agitation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 295 of 607

Case Number: Gender:
Weight:

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

19/11/1998

31/10/1998
Causality possibleRecovered

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

LITHIUM CARBONATE (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1133420

Preferred Term Severity Report Description Treatment
Mania Zoloft was ceased and 

moclobemide was started.  
mania remained so patient 
was switched to amitripyline 
and event resolved.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 296 of 607

Case Number: Gender:
67.00Weight:

Schizo affective disorder.  date of recovery 271098 approx. 1 week after ceasing charcoal.  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.

27/11/1998

20/10/1998
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

CHARCOAL (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily750.0

LITHIUM CARBONATE (Interaction)

15/10/1998

Reason:

Stopped:Started:Batch:

Gram Daily2.0

SODIUM VALPROATE (Other drug)

01/09/1998

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily20.0

FLUOXETINE HYDROCHLORIDE (Other drug)

01/09/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1133688

Preferred Term Severity Report Description Treatment
Thinking abnormal Complaining of deteriorating mental health. Ceased activated charcoal.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 297 of 607

Case Number: Gender:
67.00Weight:

Schizo affective disorder.  date of recovery 271098 approx. 1 week after ceasing charcoal.  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.

27/11/1998

20/10/1998
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily20.0

OLANZAPINE (Other drug)

01/09/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1133688



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 298 of 607

Case Number: Gender:
Weight:

In early november the patient became suddenly ill overnight.  she was transferred from the psychiatric unit to the intensive care 
unit.  the doctor could not be certain that the pancreatitis was caused by olanzapine as there has been some association between 
valproate and pancreatitis in the literature, however, the patient had been maintained on valporate for greater than six months.  the 
dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage stop date is 
not necessarily accurate but indicates that stoppage occurred sometime during the month. the dosage stop date is not necessarily 
accurate but indicates that stoppage occurred sometime during the month.

11/12/1998

Causality possibleNot yet recovered
02/10/1942DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

56Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

ZYPREXA (Suspected)

01/10/1998 28/11/1998

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Daily OralTablet 0.0

SODIUM VALPROATE (Suspected)

28/11/1998

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Daily OralTablet 0.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1134224

Preferred Term Severity Report Description Treatment
Pancreatitis All medications ceased.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 299 of 607

Case Number: Gender:
0.00Weight:

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

18/12/1998

Causality possibleRecovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

PARNATE (Other drug) Reason:

Stopped:Started:Batch:

0.0

RISPERDAL (Other drug) Reason:

Stopped:Started:Batch:

0.0

IMOVANE (Other drug) Reason:

Stopped:Started:Batch:

Gram Daily Oral1.0

TIMONIL (Suspected)

01/04/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1134358

Preferred Term Severity Report Description Treatment
Thyroid function test abnormal



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 300 of 607

Case Number: Gender:
Weight:

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

08/01/1999

24/12/1998
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

SERZONE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily750.0

LITHICARB (Suspected)

01/05/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1134963

Preferred Term Severity Report Description Treatment
Arthralgia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 301 of 607

Case Number: Gender:
Weight:18/01/1999

28/11/1998
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:

0.0

TRIQUILAR (Other drug) Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

LITHICARB (Suspected)

16/11/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1135228

Preferred Term Severity Report Description Treatment
Alopecia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 302 of 607

Case Number: Gender:
94.00Weight:

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

12/02/1999

31/01/1999
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily300.0

EFEXOR (Suspected)

13/08/1998

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily750.0

LITHICARB (Suspected)

02/09/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1136118

Preferred Term Severity Report Description Treatment
Tremor Patient experienced a fine tremor.
Purpura



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 303 of 607

Case Number: Gender:
Weight:

Previous episode of li2+ toxicity when was also taking diuretic that required dialysis.  the dosage start date is not accurate but 
indicates that start occurred sometime during the year.

17/02/1999

31/01/1999
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine Serum cr increased to 0.20mmol/l.  previously 0.09.
Serum drug level Lithium toxicity serum level increased to 3.4.
Urea Urea 20.7.

Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

AMLODIPINE (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Gram Daily1.2

LITHICARB (Suspected)

01/01/1992 01/02/1999

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

02/02/1999

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

ENALAPRIL MALEATE (Suspected)

01/02/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1136228

Preferred Term Severity Report Description Treatment
Drug level increased
Renal failure acute Patient on dialysis.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 304 of 607

Case Number: Gender:
Weight:

Previous episode of li2+ toxicity when was also taking diuretic that required dialysis.  the dosage start date is not accurate but 
indicates that start occurred sometime during the year.

17/02/1999

31/01/1999
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:
Diabetes mellitus

Stopped:Started:Batch:

Gram Daily OralTablet 1.5

METFORMIN HYDROCHLORIDE (Suspected)

20/01/1999 01/02/1999

Reason:

Stopped:Started:Batch:

Milligram Daily OralCapsule 300.0

NIZATIDINE (Suspected)

01/02/1999

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 100.0

THIAMINE (Suspected)

01/02/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1136228



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 305 of 607

Case Number: Gender:
Weight:17/02/1999

02/11/1998
Causality possibleRecovered
04/10/1945DOB:

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:

Milligram As necessary10.0

DIAZEPAM (Other drug)

20/10/1998 CONTIN

Reason:

Stopped:Started:Batch:

Milligram As necessary20.0

TEMAZEPAM (Suspected)

01/11/1998 CONTIN

Reason:

Stopped:Started:Batch:

Gram Daily1.0

LITHIUM CARBONATE (Suspected)

20/10/1998 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily15.0

HALOPERIDOL (Suspected)

20/10/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1136292

Preferred Term Severity Report Description Treatment
Dystonia Dystonic reaction Benztropine given.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 306 of 607

Case Number: Gender:
Weight:

Patient history of diabetes & depression.

18/02/1999

06/01/1999
Causality possibleNot yet recovered
04/05/1939DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum osmolality Levels 339 & 327.
Sodium 03/01/1999 138
Sodium 04/01/1999 153
Sodium 07/01/1999 155
Urine Sodium Level 50.
Urine osmolality Level 173.

Laboratory Investigations:

59Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily1.5

EPILIM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 160.0

DIAMICRON (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily40.0

FLUVASTATIN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 30.0

AROPAX (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1136365

Preferred Term Severity Report Description Treatment
Diabetes insipidus Water supplementation.
Hypernatraemia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 307 of 607

Case Number: Gender:
Weight:

Patient history of diabetes & depression.

18/02/1999

06/01/1999
Causality possibleNot yet recovered
04/05/1939DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

59Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHIUM CARBONATE (Suspected)

07/01/1999L TERM    10Y

Reason:

Hospitalisation:

Report Details:
Seq: 1136365



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 308 of 607

Case Number: Gender:
Weight:

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

03/03/1999

15/02/1999
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

INDERAL (Other drug) Reason:

Stopped:Started:Batch:

0.0

OROXINE (Other drug) Reason:

Stopped:Started:Batch:

0.0

VITAMIN B COMPLEX (Other drug) Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

LITHICARB (Suspected)

01/01/1989 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1136903

Preferred Term Severity Report Description Treatment
Myalgia Lithicarb dose reduced to 2 x 

250mg/d.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 309 of 607

Case Number: Gender:
60.00Weight:23/03/1999

Causality possibleRecovered
09/04/1955DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 60.0

PARNATE (Suspected)

15/09/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

LITHIUM CARBONATE (Suspected)

09/12/1997

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

NORVASC (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1137690

Preferred Term Severity Report Description Treatment
Rash Heat rash over face & body.
Rash erythematous Red rash over neck and left shoulder.
Hyperhidrosis



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 310 of 607

Case Number: Gender:
Weight:01/04/1999

Causality possibleNot yet recovered
31/08/1956DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

Creatinine phosphokinase level are normal. leukocytes are quite 
high.

Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected) Reason:

Stopped:Started:Batch:

0.0

VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

0.0

FLUPHENAZINE NOS (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 650.0

CLOZARIL (Suspected)

27/01/1999    10W

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1138284

Preferred Term Severity Report Description Treatment
Tachycardia Persistent tachycardia (100bpm) Lithium discontinued and 

clozaril therapy continued.
Pyrexia Temperature increased
Leukocytosis



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 311 of 607

Case Number: Gender:
Weight:

Lithicarb given for bipolar disorder. see original report for details of other drugs - tegretol, dapatabs, minipress.

13/04/1999

03/03/1999
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A6Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily1.2

LITHICARB (Suspected) Reason:

Unspecified arthritis

Stopped:Started:Batch:

Dose Unspecified Daily2.0

VOLTAREN (Suspected)

15/02/1999

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1138381

Preferred Term Severity Report Description Treatment
Headache Occipital headache
Tremor Shakes
Speech disorder Slurred speech
Visual disturbance Visual blurring
Coordination abnormal Withhold lithium
Dizziness
Vomiting



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 312 of 607

Case Number: Gender:
62.00Weight:

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

19/04/1999

01/03/1999
Causality possibleRecovered with sequelae

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:
Manic-depression psycho,manic

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

LITHIUM CARBONATE (Suspected)

01/07/1989 01/03/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1138493

Preferred Term Severity Report Description Treatment
Renal impairment Renal insufficiency
Coordination abnormal
Dehydration
Dysaesthesia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 313 of 607

Case Number: Gender:
Weight: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:

A3Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

ZYPREXA (Suspected)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1139148

Preferred Term Severity Report Description Treatment
Somnolence Ceased lithium and decreased 

zyprexa to 5mg daily.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 314 of 607

Case Number: Gender:
Weight:

See original report for other drug details: antenex, zyprexia, largactil, rani-2, diamicron, aldecin inhaler, & modecate.

13/05/1999

20/04/1999
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:
Manic-depression psycho,manic

Stopped:Started:Batch:

Milligram Daily OralOral application 450.0

QUILONUM SR (Suspected)

20/04/1999 21/04/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1139464

Preferred Term Severity Report Description Treatment
Tremor Increased tremor.
Rash erythematous Rash gener. redness on hands extending 

up arms
Pyrexia Temp 38c-flushed Phenergan  25mg oral stat.
Urticaria



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 315 of 607

Case Number: Gender:
Weight:

Acute severe itchy rash on upper chest, throat, scalp on oral mucosa & pharynx. no previous history of drug reaction.  no allergies.

04/06/1999

18/05/1999
Causality probableRecovered

DOB:
Causality:

U
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 OralOral application 900.0

QUILONUM SR (Suspected)

15/05/1999 19/05/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1140254

Preferred Term Severity Report Description Treatment
Pruritus Severe Acute severe itching.
Rash Severe Acute severe rash.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 316 of 607

Case Number: Gender:
85.00Weight:

See original report for details on other drug- modecate.

08/06/1999

19/05/1999
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:

Gram Daily12.0

LITHICARB (Suspected)

04/06/1999

Reason:

Stopped:Started:Batch:

Milligram Daily10.0

AROPAX (Suspected)

04/06/1999

Reason:

Menopausal symptoms

Stopped:Started:Batch:

Milligram Daily OralTablet 1.2

OGEN (Suspected)

10/03/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1140322

Preferred Term Severity Report Description Treatment
Renal impairment Liver induced renal fibrosis.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 317 of 607

Case Number: Gender:
Weight:08/06/1999

17/05/1999
Causality possibleRecovered
26/07/1956DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily OralOral application 900.0

QUILONUM SR (Suspected)

15/05/1999 19/05/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1140355

Preferred Term Severity Report Description Treatment
Polydipsia Drinking lots of water
Alopecia Hair is fragile
Pruritus Itchy scalp and throat.
Paraesthesia Sunburnt feeling on lips, burning on face & 

scalp.
Local skin preparation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 318 of 607

Case Number: Gender:
75.00Weight:

Quilonum sr therapy was increased from 450mg/d to 900mg/d. see original report for details of other drug. - clonazepam.

10/06/1999

Causality possibleNot yet recovered
24/09/1946DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 900.0

QUILONUM SR (Suspected)

26/04/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1140415

Preferred Term Severity Report Description Treatment
Rash Mild rash.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 319 of 607

Case Number: Gender:
Weight:

See original report for other drug details - warfarin & venlafaxine.

16/06/1999

Causality possibleRecovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry 09/12/1998 29 24
Calcium Ca 3.08, ca-adjusted alb 3.00.
Creatinine 09/12/1998 131 273
Pharmacokinetics Increased li (level 2.0).
Potassium 09/12/1998 4.7 4.6
Sodium 09/12/1998 146 156
Urea 09/12/1998 6.1 21.3

Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Interaction)

01/10/1998

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

LOSARTAN POTASSIUM (Interaction)

18/09/1998 30/09/1998

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1140627

Preferred Term Severity Report Description Treatment
Asthenia Lithium & losartan stopped, 

rehydration.
Dehydration
Drug level increased
Hypercalcaemia
Orthostatic hypotension
Renal failure acute



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 320 of 607

Case Number: Gender:
Weight:

See original report for details of other drug therapy: ogen, aspirin and serzone.

18/06/1999

Causality possibleRecovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Pharmacokinetics Lithium therapeutic level on admission was 3.1 and creatinine 
0.13 umol/l.

Laboratory Investigations:

76YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

MODURETIC (Suspected)

11/05/1999

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily750.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1140815

Preferred Term Severity Report Description Treatment
Consciousness fluctuating Incoherent and loss of consciousness Brought to hospital by 

ambulance.  withheld lithium, 
moduretic and given 
supportive therapy in icu2

Speech disorder



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 321 of 607

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.

16/07/1999

31/12/1998
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LOVAN (Suspected) Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHICARB (Suspected)

01/09/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1141660

Preferred Term Severity Report Description Treatment
Acne Roughness to skin - very small pimples all 

over
Alopecia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 322 of 607

Case Number: Gender:
45.00Weight:

Previous response to lithium also lead to same symptoms occurring 1997-19998. see original report for other drugs.  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.

20/07/1999

01/02/1999
Causality certainNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily750.0

LITHIUM CARBONATE (Suspected)

01/02/1999 28/06/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1141740

Preferred Term Severity Report Description Treatment
Urinary incontinence Urge incontience 5-6/day every day for 

months.
Ceased lithium carb.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 323 of 607

Case Number: Gender:
Weight:20/07/1999

01/06/1999
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

OralTablet 0.0

LITHIUM CARBONATE (Suspected)

28/05/1999 03/06/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1141746

Preferred Term Severity Report Description Treatment
Urticaria Generalised papular urticaria Lithium ceased, given 

phenergan, prednsolone.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 324 of 607

Case Number: Gender:
Weight:

Please see original report for details of other drugs - clonazepam, risperolol, aspirin, oroxine, digoxin, sotalol.

21/07/1999

17/09/1998
Causality certainRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level Lithicarb level 1.11 17/09/1998
Sodium 21/09/1998 151
Sodium 23/09/1998 143

Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHICARB (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1141822

Preferred Term Severity Report Description Treatment
Diabetes insipidus
Hypernatraemia Withheld lithicarb fo 24/24 

restarted at same dose.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 325 of 607

Case Number: Gender:
Weight:

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

09/08/1999

31/12/1999
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected)

02/08/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1142500

Preferred Term Severity Report Description Treatment
Rash Raised skin rash over trunk Zoloft discontinued



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 326 of 607

Case Number: Gender:
Weight:

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

11/08/1999

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily250.0

LITHIUM CARBONATE (Suspected)

01/10/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1142593

Preferred Term Severity Report Description Treatment
Polydipsia Worsening of polydipsia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 327 of 607

Case Number: Gender:
85.00Weight:24/08/1999

Causality possibleNot yet recovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT (0-45) 18/08/1999 117 U/L
AST = SGOT (0-41) 18/08/1999 50 U/L
Bilirubin (2-20) 18/08/1999 11 UMOI/L
GGT = SGGT = 
GGTP

(0-70) 18/08/1999 196 U/L
LDH (80-250) 18/08/1999 176-U/L
SAP = ALP (30-115) 18/08/1999 77 U/L

Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram As necessary20.0

LOSEC (Suspected) Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

Gram Daily1.2

LITHIUM CARBONATE (Suspected)

L TERM

Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily400.0

LAMICTAL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1142956

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Abnormal lfts.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 328 of 607

Case Number: Gender:
125.00Weight:

Progressive exertional dyspnoea. no other respiratory symptoms. initial progression over 6 - 9 minutes, appears to have stabilised 
march - aug 1999. seen first by gp march 99 - resp function: normal volumes, mildly restrictive fev/uc, dlco decreased 57% 
predicted. to date: persisting lung function and ct abnormalities.  - 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 necessarily accurate but indicates that start occurred sometime during the month. the dosage start date is not accurate but 
indicates that start occurred sometime during the year. the dosage start date is not accurate but indicates that start occurred 
sometime during the year.

25/08/1999

31/05/1998
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Lung biopsy Transbronchial lung bx:july 99- c/w pulm. fibrosis mild interstitial 
fibrosis many multimoderate giant cells c/w drug induced lung 
disease no granulomas.

Other data Ct scan - diffuse interstitial fibrosis, esp lower zones both lungs.

Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily OralTablet 1.5

LITHIUM CARBONATE (Suspected)

01/01/1989 L TERM CONTIN

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

SODIUM VALPROATE (Suspected)

01/01/1994 L TERM CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 15.0

OLANZAPINE (Suspected)

01/09/1997 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ATENOLOL (Suspected)

01/01/1984 L TERM CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1142959

Preferred Term Severity Report Description Treatment
Dyspnoea
Pulmonary fibrosis



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 329 of 607

Case Number: Gender:
125.00Weight:

Progressive exertional dyspnoea. no other respiratory symptoms. initial progression over 6 - 9 minutes, appears to have stabilised 
march - aug 1999. seen first by gp march 99 - resp function: normal volumes, mildly restrictive fev/uc, dlco decreased 57% 
predicted. to date: persisting lung function and ct abnormalities.  - 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 necessarily accurate but indicates that start occurred sometime during the month. the dosage start date is not accurate but 
indicates that start occurred sometime during the year. the dosage start date is not accurate but indicates that start occurred 
sometime during the year.

25/08/1999

31/05/1998
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

FELODIPINE (Suspected)

01/01/1994 L TERM CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1142959



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 330 of 607

Case Number: Gender:
Weight:25/08/1999

Causality possibleRecovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZARIL (Suspected)

   18W

Reason:

Stopped:Started:Batch:

Gram Daily1.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1142978

Preferred Term Severity Report Description Treatment
Convulsion Myoclonic jerks Clozaril and lithium have been 

ceased
Delirium
Electroencephalogram abnormal



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 331 of 607

Case Number: Gender:
Weight:

Patient has history of thyrotoxicosis and arterial disease.

16/09/1999

23/08/1999
Causality possibleNot yet recovered

DOB:
Causality:

M
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

ASTRIX 100 (Other drug) Reason:

Stopped:Started:Batch:

0.0

PROPRANOLOL HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

0.0

PROPYLTHIOURACIL (Other drug) Reason:

Stopped:Started:Batch:

0.0

LANOXIN (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1143788

Preferred Term Severity Report Description Treatment
Speech disorder Slow speech
Ageusia
Fatigue
Vomiting



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 332 of 607

Case Number: Gender:
Weight:

Patient has history of thyrotoxicosis and arterial disease.

16/09/1999

23/08/1999
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOTON (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily750.0

LITHICARB (Suspected)

20/08/1999 23/08/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1143788



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 333 of 607

Case Number: Gender:
Weight:

Zoloft dose was gradually increased up to 300mg/day and 10mg alprazolam was also added.  the patient was still unresponsive to 
therapy so the doctor added lithium 2-3 weeks ago.  since then, the patient ahs experienced reactions.  - the date of onset is not 
accurate but indicates that onset occurred sometime during the year. the dosage start date is not necessarily accurate but 
indicates that start occurred sometime during the month.

20/09/1999

31/12/1999
Causality possibleUnknown

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:

0.0

ALPRAZOLAM (Other drug) Reason:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

ZOLOFT (Suspected)

01/12/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1143876

Preferred Term Severity Report Description Treatment
Headache Pt has experienced a massive headache. Antiemetic injections for 

vomiting with no response.
Vomiting Severe Severe vomiting which laster for 24 hours.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 334 of 607

Case Number: Gender:
Weight:

Patient experienced leucopenia 5 1/2 years after initially starting clozaril. the patient had interrupted treatment with clozaril from 
25.7.95 until 2.7.99.

20/09/1999

07/09/1999
Causality possibleNot yet recovered
25/06/1964DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 11/04/1994 4.7
Neutrophils 30/08/1999 2.2
Neutrophils 07/09/1999 1.6
Neutrophils 10/09/1999 2.5
Neutrophils 09/09/1999 2.35
White blood cells 11/04/1994 7.7
White blood cells 30/08/1999 3.3

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

21/04/1994

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Suspected)

08/07/1999 07/09/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1143902

Preferred Term Severity Report Description Treatment
Leukopenia Clozaril ceased.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 335 of 607

Case Number: Gender:
Weight:

Patient experienced leucopenia 5 1/2 years after initially starting clozaril. the patient had interrupted treatment with clozaril from 
25.7.95 until 2.7.99.

20/09/1999

07/09/1999
Causality possibleNot yet recovered
25/06/1964DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells 07/09/1999 2.7
White blood cells 09/09/1999 4.4
White blood cells 10/09/1999 4.2

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

21/04/1994

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Suspected)

08/07/1999 07/09/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1143902



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 336 of 607

Case Number: Gender:
80.00Weight:

See original report for other drug details - cipramil.

12/10/1999

Causality possibleNot yet recovered
08/03/1967DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily1.3

QUILONUM SR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1144605

Preferred Term Severity Report Description Treatment
Diarrhoea Required Visit 

to Doctor
Patient experienced moderated diarrhoea.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 337 of 607

Case Number: Gender:
100.00Weight:

See original report for other drug details: zantac, atrovent, heparin, coloxyl , anaprox, & panadeine. flucloxacillin dose was 
changed to 8gm daily at some stage.

10/11/1999

05/11/1999
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine 05/11/1999 319
Urea 05/11/1999 21

Laboratory Investigations:

76YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily4.8

PENICILLIN NOS (Suspected)

01/11/1999

Reason:

Stopped:Started:Batch:

Gram Daily1.0

FLUCLOXACILLIN SODIUM (Suspected)

03/11/1999

Reason:

Stopped:Started:Batch:

Milligram Daily500.0

LITHICARB (Suspected)

04/11/1999

Reason:

Stopped:Started:Batch:

Milligram Daily200.0

ZYLOPRIM (Suspected)

03/11/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1145595

Preferred Term Severity Report Description Treatment
Renal failure acute



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 338 of 607

Case Number: Gender:
100.00Weight:

See original report for other drug details: zantac, atrovent, heparin, coloxyl , anaprox, & panadeine. flucloxacillin dose was 
changed to 8gm daily at some stage.

10/11/1999

05/11/1999
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

76YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily150.0

INDOCID (Suspected)

30/10/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1145595



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 339 of 607

Case Number: Gender:
Weight:

See original report for details of other drug therapy: melleril, serenace, epilim and navane.

10/11/1999

Causality possibleNot yet recovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily750.0

LITHIUM CARBONATE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1145678

Preferred Term Severity Report Description Treatment
Electrolyte imbalance Electrolyte disturbances
Diabetes insipidus Nephrogenic diabetes
Delirium Lithium ceased



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 340 of 607

Case Number: Gender:
Weight:

Lithium was reintroduced with dramatic improvement and resolution of her manic  symptomatology.  however she continued to 
have nocturnal confusion/delirium with persistent nocturnal incontinence. she was discharged home on lithium, epilim and zyprex.  
her improvement was such that after about two weeks, the zyprexa was reduced from 10mg to 5 mg and then ceased.  as soon as 
zyprexa was ceased, the nocturnal confusion, delirium and incontinence disappeared. see original report for details of other drugs: 
melleril, serenace, navane and epilim  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.

10/11/1999

Causality probableRecovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily750.0

LITHIUM CARBONATE (Suspected)

L TERM

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

ZYPREXA (Suspected)

01/06/1999 28/07/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1145679

Preferred Term Severity Report Description Treatment
Confusional state Nocturnal confusion
Delirium Nocturnal delirium
Urinary incontinence Urinary incontinence at night.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 341 of 607

Case Number: Gender:
100.00Weight:

Patient is a known asthamtic.

10/11/1999

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:

0.0

ATROVENT (Other drug) Reason:

Stopped:Started:Batch:

0.0

VENTOLIN (Other drug) Reason:

Stopped:Started:Batch:

0.0

PANADEINE FORTE (Other drug) Reason:

Stopped:Started:Batch:

0.0

COLOXYL WITH SENNA (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1145727

Preferred Term Severity Report Description Treatment
Rash maculo-papular Rash macular-papular upper trunk. Ceased lithium.
Urticaria



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 342 of 607

Case Number: Gender:
100.00Weight:

Patient is a known asthamtic.

10/11/1999

Causality possibleNot yet recovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

76YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily500.0

LITHIUM CARBONATE (Suspected)

04/11/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1145727



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 343 of 607

Case Number: Gender:
69.00Weight:

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

18/11/1999

04/10/1999
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:
Pain

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 6.0

TRI-PROFEN (Interaction)

03/10/1999 06/10/1999

Reason:

Stopped:Started:Batch:

Milligram Daily750.0

LITHIUM CARBONATE (Interaction)

01/01/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1145969

Preferred Term Severity Report Description Treatment
Somnolence Feint and sleepy
Tremor Felt shaky Tri-profen stopped
Dizziness Unsteady on feet and dizzy



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:35AM Database: pusime02 ADRS004 Page 344 of 607

Case Number: Gender:
85.00Weight:25/11/1999

20/09/1999
Causality possibleRecovered

DOB:
Causality:

M
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

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1146176

Preferred Term Severity Report Description Treatment
Renal impairment Changed treatment to zyprexa



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 345 of 607

Case Number: Gender:
Weight:

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

06/12/1999

Causality possibleRecovered
20/11/1979DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry On 1 dec 1999: potassium - 3.2mmol/l (normal 3.5-5.0), 
bicarbonate - 24mmol/l (normal 25-33), urea - 1.3mmol/l 
(normal 2.0-7.0), uric acid - 0.64mmol/l (normal 0.14-0.35), alk 
phos - 128 u/i (normal 30-115), gamma gt - 49u/i (normal 0-45) 
and iron - 6umol/l (normal 10-33).

Laboratory Investigations:

20Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

26/06/1996 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily500.0

LITHIUM CARBONATE (Suspected)

01/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1146494

Preferred Term Severity Report Description Treatment
Varicella



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 346 of 607

Case Number: Gender:
Weight:

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

13/12/1999

10/12/1999
Causality possibleUnknown
27/08/1978DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 3.0

LITHICARB (Suspected)

01/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1146746

Preferred Term Severity Report Description Treatment
Headache



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 347 of 607

Case Number: Gender:
Weight:

Patient was also taking riperidone, oxazeapm, simvastatin, becotide.

13/12/1999

09/11/1999
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Pharmacokinetics Lithium level 1.2mmo/l (0.4-1.2)

Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily500.0

LITHIUM CARBONATE (Suspected)

09/11/1999

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1146811

Preferred Term Severity Report Description Treatment
Hypothermia Decreased temp 35c
Diarrhoea Loose bowel actions
Coma Unresponsive
Diabetes insipidus
Nausea Deomopressin.
Polydipsia
Polyuria
Vomiting



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 348 of 607

Case Number: Gender:
0.00Weight:

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

20/12/1999

31/12/1999
Causality possibleNot yet recovered
07/11/1958DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

17/12/2002 Serum drug level

Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

LITHIUM CARBONATE (Interaction) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily Oral800.0

CLOZARIL (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1147298

Preferred Term Severity Report Description Treatment
Drug level decreased



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 349 of 607

Case Number: Gender:
51.00Weight:

Patient also taking dexamphetamine.  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.

23/12/1999

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

14YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily1.0

LITHIUM CARBONATE (Suspected)

01/04/1999 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily1.0

RISPERIDONE (Suspected)

01/05/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1147308

Preferred Term Severity Report Description Treatment
Hypertrichosis Fine hair on face and neck



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 350 of 607

Case Number: Gender:
Weight:

Pt also taking clonazepam, modecate.

30/12/1999

09/12/1999
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level 0.6 - 1.0 Lithium level 0.94

Laboratory Investigations:

65YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHICARB (Suspected)

09/12/1999L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1147464

Preferred Term Severity Report Description Treatment
Delirium



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 351 of 607

Case Number: Gender:
Weight:

Pt also taking verapamil, becotide, prothiaden, nitrazepam, ketoprofen, moclobemide.  - the date of onset is not necessarily 
accurate but indicates that onset occurred sometime during the month.

24/12/1999

31/10/1999
Causality possibleUnknown
06/12/1941DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

57Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 750.0

LITHIUM CARBONATE (Suspected)

21/08/1991

Reason:

Hospitalisation:

Report Details:
Seq: 1147532

Preferred Term Severity Report Description Treatment
Hyperhidrosis



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 352 of 607

Case Number: Gender:
0.00Weight:04/01/2000

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

17/12/2002 Biochemistry NORMAL < 6 Cea levels:  june = 11, july = 6, sept = 10, dec = 12.2.

Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Daily Oral0.0

LITHICARB (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1147702

Preferred Term Severity Report Description Treatment
Carcinoembryonic antigen increased Increase in carcinoembryonic antigen 

levels



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 353 of 607

Case Number: Gender:
54.00Weight:18/01/2000

23/11/1999
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:

Stopped:Started:Batch:

Milligram Fortnightly25.0

HALDOL DECANOATE (Suspected)

30/10/1999

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

SERTRALINE HYDROCHLORIDE (Suspected)

23/11/1999 26/11/1999

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily530.0

LITHIUM CARBONATE (Suspected)

12/11/1999 25/11/1999

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

BENZTROPINE MESYLATE (Suspected)

13/11/1999 26/11/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1148028

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder Severe drug induced parkinsonism
Tremor Upper and lower limb tremor
Headache
Hyperacusis
Visual disturbance



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 354 of 607

Case Number: Gender:
54.00Weight:18/01/2000

23/11/1999
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily TransdermalCream 10.0

NICOTINE TRANSDERMAL PATCH (Suspected)

03/11/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1148028



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 355 of 607

Case Number: Gender:
Weight:

Pt also taking melleril and nordiol.

14/01/2000

Causality possibleUnknown
15/12/1978DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily OralTablet 1.5

LITHICARB (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1148173

Preferred Term Severity Report Description Treatment
Nausea



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 356 of 607

Case Number: Gender:
120.00Weight:

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

24/01/2000

31/08/1999
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine 21/08/1999 0.15
Serum drug level 21/08/1999 1.8 Serum lithium
Urea 21/08/1999 16

Laboratory Investigations:

62YAge:

Additional Information:

Medicine Details:
Asthma

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

MONTELUKAST (Suspected)

05/07/1999 28/08/1999

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

LITHIUM CARBONATE (Suspected)

16/06/1999 21/08/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1148304

Preferred Term Severity Report Description Treatment
Drug level increased Lithium toxicity Montelukast was interupted 

and lithium was discontiued.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 357 of 607

Case Number: Gender:
65.00Weight:

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

03/02/2000

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:

Stopped:Started:Batch:

Dose Unspecified Daily3.0

LITHICARB (Suspected)

01/05/1999 09/09/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1148550

Preferred Term Severity Report Description Treatment
Coordination abnormal Frequent falls.
Gait disturbance Weak legs, stumbling gait.
Thirst



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 358 of 607

Case Number: Gender:
Weight:

Patient also taking aurorix. numerous allergies - aspiring, antibiotics, pre-meds, salicylates, benzene based compounds and 
nsaids.

07/02/2000

Causality probableRecovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Pharmacokinetics Lithium level 3mmol/l (1 day after ceasing).

Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Daily OralTablet 0.0

QUILONUM SR (Suspected)

06/01/2000 11/01/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1148773

Preferred Term Severity Report Description Treatment
Disturbance in attention Patient developed poor concentration.
Speech disorder Patient developed slurred speech.
Abdominal pain
Coordination abnormal
Diarrhoea Ceased quilonum sr.  treated 

with buscopan.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 359 of 607

Case Number: Gender:
Weight:

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

11/02/2000

31/12/1997
Causality probableRecovered
09/12/1935DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electroencephalog
raphy

Eeg abnormal record with episodic generalised slow wave 
activity consistent with metabolic or drug induced 
encephalopathy.

Laboratory Investigations:

62Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 550.0

CLOZARIL (Suspected)

23/04/1997 CONTIN

Reason:

Stopped:Started:Batch:

Gram Daily1.1

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1149030

Preferred Term Severity Report Description Treatment
Hypertension Blood pressure problems
Convulsion Seizures



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 360 of 607

Case Number: Gender:
60.00Weight:

Patient also taking serepax and dothiepin.

14/02/2000

11/12/1999
Causality possibleRecovered
18/02/1949DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily500.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1149056

Preferred Term Severity Report Description Treatment
Arthralgia Severe Pt developed severe generalised 

arthralgia.
Myalgia Severe Pt developed severe generalised myalgia.

Osteoarthritis Pt experienced some joint swelling on 2 
occasions.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 361 of 607

Case Number: Gender:
Weight:17/02/2000

Causality possibleNot yet recovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Cerebellar signs.
Serum drug level Lithium level of 2.9 mmol/l.
Thyroid 
Stimulating 
Hormone

Increased tsh levels.

Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

LITHICARB (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1149255

Preferred Term Severity Report Description Treatment
Bradycardia Bradycardia of 20. Lithicarb ceased.
Dyskinesia Significant dyskinesia.
Coma
Hypothyroidism



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 362 of 607

Case Number: Gender:
Weight:08/03/2000

Causality possibleNot yet recovered
DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Abnormal routine echocardograms.  these show mild, early 
stage cardiomyopathy in long term lex patients.

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 950.0

CLOZARIL (Suspected)

20/09/1995 24/02/2000

Reason:

Stopped:Started:Batch:

Milligram Daily400.0

SODIUM VALPROATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily2.0

CLONAZEPAM (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily2.0

BENZTROPINE MESYLATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1150113

Preferred Term Severity Report Description Treatment
Cardiomyopathy



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 363 of 607

Case Number: Gender:
Weight:08/03/2000

Causality possibleNot yet recovered
DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily750.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1150113



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 364 of 607

Case Number: Gender:
Weight:

History of enuresis in childhood.  frequent nocturnal micturation up to 3 to 4 times at night.  aetiology unclear despite extensive 
urological investigation, except? interstital cystitis.

27/03/2000

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

EFEXOR (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1150792

Preferred Term Severity Report Description Treatment
Urinary incontinence Nocturnal incontinence & occasional 

daytime.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 365 of 607

Case Number: Gender:
Weight:

Serotonin syndrone most probable neuroleptic malignant syndrome.

28/03/2000

29/11/1999
Causality possibleRecovered
15/07/1961DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

26/11/1999 73
Creatine 
phosphokinase

03/12/1999 2515

Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected)

26/11/1999 29/11/1999

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.5

LITHIUM CARBONATE (Suspected)

02/12/1999

Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily100.0

THIORIDAZINE HYDROCHLORIDE (Suspected)

27/11/1999 29/11/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1151064

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increased
Convulsion Dilartin tds ivi, acylovir ivi (hsv 

possible) 500mg tds x 4 
doses. zoloft (sertraline 
ceased ).

Hyperpyrexia
Hyperreflexia
Hypertonia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 366 of 607

Case Number: Gender:
Weight:14/04/2000

10/04/1999
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Pharmacokinetics (0.6-1.0) Lithium level 1.17
Pharmacokinetics (20-50) Carbamazepine 181

Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

0.0

TEGRETOL (Suspected) Reason:

Schizophrenia

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1151653

Preferred Term Severity Report Description Treatment
Coordination abnormal
Dizziness
Dyspnoea
Nausea
Nystagmus Tegretol, lithium, withheld, 

then stared at lower dose.  iv 
hydration , maxolon.

Vomiting



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 367 of 607

Case Number: Gender:
Weight:

Patient was also taking risperidone, flupenthixol.

14/04/2000

15/06/1999
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Thyroid 
Stimulating 
Hormone

15/06/1999 11
Thyroxine 15/06/1999 10.4

Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Gram Daily1.7

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1151680

Preferred Term Severity Report Description Treatment
Hypothyroidism Thyroxine.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 368 of 607

Case Number: Gender:
Weight:

Patient also taking zyprexa, efexor.

10/04/2000

10/08/1999
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level 09/08/1999 0.5 Quilonum level
Serum drug level 11/08/1999 0.7 Quilonum level
Serum drug level 14/08/1999 1.7 Quilonum level

Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

QUILONUM SR (Suspected)

27/07/1999 12/09/1999

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

MIANSERIN HYDROCHLORIDE (Suspected)

03/08/1999 12/09/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1151780

Preferred Term Severity Report Description Treatment
Speech disorder Slurred speech
Coordination abnormal
Polydipsia
Polyuria



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 369 of 607

Case Number: Gender:
Weight:

Patient also taking efexor, melleril, diazepam.

10/04/2000

13/10/1999
Causality probableRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

61YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

OralOral application 0.0

QUILONUM SR (Suspected)

28/06/1999 22/10/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1151781

Preferred Term Severity Report Description Treatment
Speech disorder Slurred speech
Confusional state
Constipation
Coordination abnormal
Gravitational oedema
Polydipsia
Polyuria



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 370 of 607

Case Number: Gender:
Weight:19/04/2000

Causality possibleUnknown
14/12/1970DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 4.0

LITHICARB (Suspected)

   10M

Reason:

Hospitalisation:

Report Details:
Seq: 1151892

Preferred Term Severity Report Description Treatment
Abdominal pain
Diarrhoea
Headache



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 371 of 607

Case Number: Gender:
Weight:

Date of recovery: 26/10/1999. lithium given for b.a.d.

25/05/2000

15/10/1999
Causality certainRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Blood culture Grew strep pneumoniae in blood cultures - routine septic 
workup.

Serum drug level Lithium level 3.1 on admissiion, lithium level 0.8 on 20/10/99.

Laboratory Investigations:

69YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily750.0

LITHIUM CARBONATE (Suspected)

15/10/1999L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1153053

Preferred Term Severity Report Description Treatment
Syncope 1 x l.o.c. for 1-2 minutes.
Bradycardia Sinus bradycardia. Managed on ccu, lithium 

ceased, commenced on epilim 
for mood stabilisation, keflex, 
holter monitor.

Drug level increased
Renal impairment



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 372 of 607

Case Number: Gender:
0.00Weight:

Patient also taking  Staphylex.

25/05/2000

Causality possibleRecovered
29/05/1976DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Gram Daily1.3

QUILONUM SR (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily300.0

EFEXOR-XR (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1153074

Preferred Term Severity Report Description Treatment
Suicide attempt Life 

threatening
Failed suicide attempt

Alcoholism Increased alcohol intake



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 373 of 607

Case Number: Gender:
0.00Weight:

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.

01/06/2000

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

17/12/2002 Other data Prolactin level of 50,000 miu/l. ct scan showed an enlarged 
pituitary.

Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily Oral3.0

RISPERDAL (Suspected)

01/01/1996 28/05/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1153333

Preferred Term Severity Report Description Treatment
Pituitary tumour Pituitary neoplasm
Diplopia Severe
Headache Severe
Hyperprolactinaemia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 374 of 607

Case Number: Gender:
Weight:

No known drug allergies. patients bp very low at time of taking combination. stress level high.  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.

14/07/2000

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:
Unspecifid affective psychosis

Stopped:Started:Batch:

OralTablet 0.0

LITHIUM CARBONATE (Interaction)

01/04/2000     5D

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Interaction)

01/01/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1154798

Preferred Term Severity Report Description Treatment
Tremor Severe Severe shaking.
Malaise Severe Very severe malaise.
Asthenia
Dizziness
Hypotension
Serotonin syndrome



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 375 of 607

Case Number: Gender:
Weight:26/07/2000

21/01/1997
Causality possibleRecovered
28/11/1957DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Interaction) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Interaction)

30/12/1996 16/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1155436

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome Clozaril ceased.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 376 of 607

Case Number: Gender:
Weight:26/07/2000

11/11/1996
Causality possibleRecovered
18/01/1951DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

07/06/1993 26/11/1996

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1155444

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome
Pyelonephritis Dose reduction & 

discontinuation of clozaril & 
lithium. patient hospitalised.

Sepsis



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 377 of 607

Case Number: Gender:
Weight:

Sequelae: on 6/4/00 second epistaxis, visited emergency department.  warfarin to continue as pt as had avr. patient hypertensive 
in emergency dept-210/110. patient recovered 2/4/00.

04/08/2000

02/04/2000
Causality possibleRecovered
12/01/1920DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

80Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily2.0

MAREVAN (Suspected)

CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 37.5

VENLAFAXINE HYDROCHLORIDE (Suspected)

CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

LITHICARB (Suspected)

CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1155829

Preferred Term Severity Report Description Treatment
Epistaxis 1-2 cups blood lost. Pressure applied locally, gtn 

patch applied.  patient was 
hospitalised,



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 378 of 607

Case Number: Gender:
85.00Weight:

- 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 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.

07/08/2000

31/08/1999
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LITHICARB (Suspected)

01/09/1998 28/11/1999

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily45.0

NARDIL (Suspected)

01/05/1999 28/10/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1155947

Preferred Term Severity Report Description Treatment
Galactorrhoea Required 

Specialist 
Consultation

Mild galatorrhoea.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 379 of 607

Case Number: Gender:
Weight:

Patient has a history of deep vein thrombosis approximately 6 months ago. patient experienced symptoms when dose of 
olanzapine was increased to 5mg bd daily.  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.

18/09/2000

Causality possibleNot yet recovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Interaction)

01/08/2000 28/09/2000

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

ZYPREXA (Interaction)

26/08/2000 27/08/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1157858

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome Patient was admitted to 

hospital, treated with iv fluids, 
pressure area care and 
supportive care.  zyprexa and 
lithium were ceased.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 380 of 607

Case Number: Gender:
80.00Weight:

Patient recovered 12/11/00.

20/11/2000

09/11/2000
Causality certainRecovered
23/12/1945DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine 09/11/2000 180
Serum drug level LITHIUMCARB 09/11/2000 2.33
Sodium 09/11/2000 133
Sodium 12/11/2000 132

Laboratory Investigations:

54Age:

Additional Information:

Medicine Details:
Manic depressive psycho, depre

Stopped:Started:Batch:

Gram Daily1.0

EPILIM (Other drug)

CONTIN

Reason:

Manic depressive psycho, depre

Stopped:Started:Batch:

Gram Daily2.0

LITHICARB (Suspected)

09/11/2000L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1159384

Preferred Term Severity Report Description Treatment
Anorexia
Confusional state
Dehydration
Drug level increased
Hyponatraemia
Polyuria
Renal impairment
Tremor Lithium ceased, hydration 1 

l/day.  patient was 
hospitalised.

Weight decreased



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 381 of 607

Case Number: Gender:
Weight:22/12/2000

20/04/2000
Causality possibleRecovered
21/11/1950DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49Age:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily20.0

OLANZAPINE (Suspected) Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Gram Daily1.2

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1160276

Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome Carbamazepine, olanzapine, 

clonazepam, droperidol.
Mania



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 382 of 607

Case Number: Gender:
Weight:

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

29/12/2000

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:
Unspecified psychosis

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected)

01/01/1976

Reason:

Hospitalisation:

Report Details:
Seq: 1160325

Preferred Term Severity Report Description Treatment
Renal impairment



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 383 of 607

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.

29/12/2000

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:
Unspecified psychosis

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected)

01/01/1976

Reason:

Stopped:Started:Batch:

0.0

EPILIM (Suspected)

01/01/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1160326

Preferred Term Severity Report Description Treatment
Hypoaesthesia
Nail disorder
Nightmare



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 384 of 607

Case Number: Gender:
Weight:

Patient taking zoloft overdosed on a combination of drugs (unsure of quantity)

15/01/2001

Causality possibleRecovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

LITHIUM CARBONATE (Suspected) Reason:

Stopped:Started:Batch:

OralTablet 0.0

PANADEINE FORTE (Suspected) Reason:

Stopped:Started:Batch:

OralCapsule 0.0

TEMAZEPAM (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1160651

Preferred Term Severity Report Description Treatment
Suicide attempt



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 385 of 607

Case Number: Gender:
Weight:22/01/2001

04/01/2001
Causality possibleNot yet recovered
25/05/1965DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 04/01/2000 689
ALT = SGPT 05/01/2001 540
ALT = SGPT 10/01/2001 555
ALT = SGPT 08/01/2001 562
ALT = SGPT 11/01/2001 595
AST = SGOT 04/01/2000 211
AST = SGOT 05/01/2001 181

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily4.0

RISPERDAL (Suspected)

27/12/2000 03/01/2001

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Gram Daily1.2

LITHICARB (Suspected)

CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1160797

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Patient hospitalised. patient 

diagnosed with hep c.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 386 of 607

Case Number: Gender:
Weight:22/01/2001

04/01/2001
Causality possibleNot yet recovered
25/05/1965DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

AST = SGOT 08/01/2001 173
AST = SGOT 11/01/2001 177
AST = SGOT 10/01/2001 174
GGT = SGGT = 
GGTP

04/01/2000 84
GGT = SGGT = 
GGTP

10/01/2001 68
GGT = SGGT = 
GGTP

08/01/2001 61
GGT = SGGT = 
GGTP

05/01/2001 76

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily4.0

RISPERDAL (Suspected)

27/12/2000 03/01/2001

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Gram Daily1.2

LITHICARB (Suspected)

CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1160797



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 387 of 607

Case Number: Gender:
Weight:22/01/2001

04/01/2001
Causality possibleNot yet recovered
25/05/1965DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

GGT = SGGT = 
GGTP

11/01/2001 72
SAP = ALP 04/01/2000 146
SAP = ALP 05/01/2001 128
SAP = ALP 08/01/2001 117
SAP = ALP 10/01/2001 112
SAP = ALP 11/01/2001 117

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily4.0

RISPERDAL (Suspected)

27/12/2000 03/01/2001

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Gram Daily1.2

LITHICARB (Suspected)

CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1160797



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 388 of 607

Case Number: Gender:
Weight:

Patient was taking parnate, epilim and lithicarb for bipolar disorder.  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.

01/02/2001

21/01/2001
Causality possibleRecovered
09/05/1949DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily40.0

PARNATE (Suspected)

01/01/2000 22/01/2001

Reason:

Stopped:Started:Batch:

Gram Daily1.0

EPILIM (Suspected)

01/01/2000 22/01/2001

Reason:

Stopped:Started:Batch:

Milligram Daily750.0

LITHICARB (Suspected)

01/01/2000 22/01/2001

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1161117

Preferred Term Severity Report Description Treatment
Pyrexia Increased temperature
Tremor Tremor of hands
Confusional state Cyproheptadine and 

supportive measures.  patient 
was hospitalised.

Hyperhidrosis
Hypertonia
Hypotension
Serotonin syndrome



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 389 of 607

Case Number: Gender:
Weight:07/02/2001

26/11/2000
Causality possibleNot yet recovered

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 OralOral application 750.0

LITHIUM CARBONATE (Suspected)

20/11/2000 26/11/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1161260

Preferred Term Severity Report Description Treatment
Consciousness fluctuating Lithium stopped.
Convulsion
Delirium
Encephalopathy
Hypernatraemia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 390 of 607

Case Number: Gender:
Weight:

Patient also taking flupenthixol, sodium valproate, clonazepam.

15/03/2001

06/01/2001
Causality possibleNot yet recovered
17/02/1966DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram As necessary OralTablet 100.0

LARGACTIL (Suspected)

27/10/2000 03/01/2001

Reason:

Stopped:Started:Batch:

Gram Daily1.3

QUILONUM SR (Suspected)

05/01/2001 12/01/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1162735

Preferred Term Severity Report Description Treatment
Photosensitivity reaction Rash over face and exposed parts of the 

limbs
Phenergan, rikoderm lotion, 
strict sun protection, hamilton 
wash, signacort cream, elocon 
oin.

Face oedema
Rash erythematous
Seborrhoea



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 391 of 607

Case Number: Gender:
Weight:

Patient also taking - chlorpromazine.

15/03/2001

01/01/2001
Causality possibleRecovered
19/08/1955DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:
Cellul&absc otr,mult&nos sites

Stopped:Started:Batch:

Gram Daily OralCapsule 2.0

FLUCLOXACILLIN SODIUM (Suspected)

31/12/2000 02/01/2001

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

LITHIUM CARBONATE (Suspected)

31/12/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1162846

Preferred Term Severity Report Description Treatment
Purpura (4cm diameter),raised pale red,itchy rash.

Urticaria Maculopapular rash on arm. Flucloxacillin therapy ceased. 
given telfast and periactin.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 392 of 607

Case Number: Gender:
Weight:

The dose start date is not necessarily accurate but indicates the drug was started sometime in the month. sequelae: evidence of 
brain damage.

27/03/2001

27/01/2001
Causality possibleNot yet recovered
25/05/1967DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily475.0

CLOZAPINE (Suspected)

10/11/1998 27/01/2001

Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Daily5.0

HALOPERIDOL (Suspected)

01/09/2000 27/01/2001

Reason:

Schizophrenia

Stopped:Started:Batch:

Gram Daily1.0

LITHIUM CARBONATE (Suspected)

01/09/2000 27/01/2001

Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Daily2.0

BENZTROPINE MESYLATE (Suspected)

01/09/2000 28/01/2001

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1163047

Preferred Term Severity Report Description Treatment
Coma Multi organ failure.
Neuroleptic malignant syndrome
Syncope Life 

threatening
Life support, icu admission, 
intubation-> tracheo, iv 
fluids,/electrolyte balance.  
patient in icu 42 days now in 
medical ward.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 393 of 607

Case Number: Gender:
Weight:

Lithium levels were stable in november 2000 prior to commencement of celecoxib.

06/04/2001

13/03/2001
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine Increased creatinine to 106.
Serum drug level Lithium toxicity level 1.39.

Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily750.0

LITHIUM CARBONATE (Interaction)

13/03/2001

Reason:

Osteoarthritis

Stopped:Started:Batch:

Milligram Daily400.0

CELECOXIB (Interaction)

29/12/2000 13/03/2001

Reason:

Stopped:Started:Batch:

Milligram Daily0.5

RISPERIDONE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily112.5

VENLAFAXINE HYDROCHLORIDE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1163478

Preferred Term Severity Report Description Treatment
Drug level increased Lithium toxicity. Cessation of lithium and 

celecoxib. date of recovery: 
20/3/2001.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 394 of 607

Case Number: Gender:
61.00Weight:

Sequelae: recovered but ataxia started again.

12/04/2001

17/03/2001
Causality possibleRecovered with sequelae
29/06/1948DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram As necessary0.5

HALOPERIDOL (Other drug) Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram As necessary2.0

DIAZEPAM (Other drug) Reason:

Thyroiditis

Stopped:Started:Batch:

Microgram Daily100.0

THYROXINE SODIUM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily20.0

LIPEX (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1163650

Preferred Term Severity Report Description Treatment
Thinking abnormal Perseveration, amnesic periods.
Confusional state
Coordination abnormal
Dysarthria
Somnolence Required a visit to neurologist, 

had mri, stop fluvoxamine.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 395 of 607

Case Number: Gender:
61.00Weight:

Sequelae: recovered but ataxia started again.

12/04/2001

17/03/2001
Causality possibleRecovered with sequelae
29/06/1948DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily100.0

FLUVOXAMINE MALEATE (Suspected)

21/02/2001 03/04/2001

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily900.0

LITHIUM CARBONATE (Suspected)

24/08/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1163650



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 396 of 607

Case Number: Gender:
81.00Weight:07/05/2001

06/11/2000
Causality possibleRecovered
20/03/1948DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Otr disord amino-acid transprt

Stopped:Started:Batch:

Milligram Daily150.0

VENLAFAXINE HYDROCHLORIDE (Other drug)

05/03/2001L TERM

Reason:

Stopped:Started:Batch:

0.0

RISPERDAL (Suspected) Reason:

Schizophrenia

Stopped:Started:Batch:

Gram Daily1.2

LITHIUM CARBONATE (Suspected)

05/03/2001L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1164332

Preferred Term Severity Report Description Treatment
Hallucination Hallucinations of spiders on my back. Symptoms settled by 

decreasing risperidal to 2mg 
daily, patient was hospitalised.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 397 of 607

Case Number: Gender:
81.00Weight:07/05/2001

04/01/2001
Causality possibleRecovered
20/03/1948DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 24/10/2000 74
ALT = SGPT 05/03/2001 94
AST = SGOT 24/10/2000 40
AST = SGOT 05/03/2001 34
Creatinine 05/03/2001 0.321
Creatinine 19/03/2001 0.134
Creatinine 27/03/2001 0.147

Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily150.0

VENLAFAXINE HYDROCHLORIDE (Other drug)

05/03/2001L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

RISPERIDONE (Suspected) Reason:

Schizophrenia

Stopped:Started:Batch:

Gram Daily1.2

LITHIUM CARBONATE (Suspected)

05/03/2001L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1164333

Preferred Term Severity Report Description Treatment
Somnolence Extremely sleepy. Required a visit to doctor, was 

hospitalised. dose of 
riperidone was increased to 
3mg.

Catatonia
Hyponatraemia
Red blood cell sedimentation rate increased



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 398 of 607

Case Number: Gender:
81.00Weight:07/05/2001

04/01/2001
Causality possibleRecovered
20/03/1948DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine 03/04/2001 0.159
Creatinine 01/05/2001 0.146
Creatinine 19/04/2001 0.122
Creatinine 10/04/2001 0.143
Erythrocyte 
sedimentation rate

05/03/2001 96
Erythrocyte 
sedimentation rate

19/03/2001 91
Erythrocyte 
sedimentation rate

27/03/2001 84

Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily150.0

VENLAFAXINE HYDROCHLORIDE (Other drug)

05/03/2001L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

RISPERIDONE (Suspected) Reason:

Schizophrenia

Stopped:Started:Batch:

Gram Daily1.2

LITHIUM CARBONATE (Suspected)

05/03/2001L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1164333



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 399 of 607

Case Number: Gender:
81.00Weight:07/05/2001

04/01/2001
Causality possibleRecovered
20/03/1948DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Erythrocyte 
sedimentation rate

03/04/2001 81
Erythrocyte 
sedimentation rate

10/04/2001 74
Erythrocyte 
sedimentation rate

19/04/2001 60
Erythrocyte 
sedimentation rate

01/05/2001 45
GGT = SGGT = 
GGTP

24/10/2000 50
GGT = SGGT = 
GGTP

05/03/2001 131
Haemoglobin 19/03/2001 10.2

Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily150.0

VENLAFAXINE HYDROCHLORIDE (Other drug)

05/03/2001L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

RISPERIDONE (Suspected) Reason:

Schizophrenia

Stopped:Started:Batch:

Gram Daily1.2

LITHIUM CARBONATE (Suspected)

05/03/2001L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1164333



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 400 of 607

Case Number: Gender:
81.00Weight:07/05/2001

04/01/2001
Causality possibleRecovered
20/03/1948DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Haemoglobin 27/03/2001 10.1
Haemoglobin 03/04/2001 10.0
Prolactin 03/04/2001 5467
Prolactin 10/04/2001 1058
Prolactin 01/05/2001 488
Prolactin 19/04/2001 627
SAP = ALP 24/10/2000 104

Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily150.0

VENLAFAXINE HYDROCHLORIDE (Other drug)

05/03/2001L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

RISPERIDONE (Suspected) Reason:

Schizophrenia

Stopped:Started:Batch:

Gram Daily1.2

LITHIUM CARBONATE (Suspected)

05/03/2001L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1164333



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 401 of 607

Case Number: Gender:
81.00Weight:07/05/2001

04/01/2001
Causality possibleRecovered
20/03/1948DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

SAP = ALP 05/03/2001 113
Serum drug level LITHIUM 05/03/2001 1.40
Serum glucose 05/03/2001 10.0
Serum glucose 19/03/2001 8.0
Serum glucose 03/04/2001 4.9
Serum glucose 27/03/2001 5.7
Sodium 05/03/2001 124

Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily150.0

VENLAFAXINE HYDROCHLORIDE (Other drug)

05/03/2001L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

RISPERIDONE (Suspected) Reason:

Schizophrenia

Stopped:Started:Batch:

Gram Daily1.2

LITHIUM CARBONATE (Suspected)

05/03/2001L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1164333



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 402 of 607

Case Number: Gender:
81.00Weight:07/05/2001

04/01/2001
Causality possibleRecovered
20/03/1948DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Urate 05/03/2001 0.85
Urate 03/04/2001 0.34
Urate 27/03/2001 0.33
Urate 19/03/2001 0.37
Urea 05/03/2001 2.7
Urea 19/03/2001 10.2
Urea 27/03/2001 7.9

Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily150.0

VENLAFAXINE HYDROCHLORIDE (Other drug)

05/03/2001L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

RISPERIDONE (Suspected) Reason:

Schizophrenia

Stopped:Started:Batch:

Gram Daily1.2

LITHIUM CARBONATE (Suspected)

05/03/2001L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1164333



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 403 of 607

Case Number: Gender:
81.00Weight:07/05/2001

04/01/2001
Causality possibleRecovered
20/03/1948DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Urea 03/04/2001 6.2
Urea 10/04/2001 5.2
Urea 19/04/2001 3.5
Urea 01/05/2001 6.6

Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily150.0

VENLAFAXINE HYDROCHLORIDE (Other drug)

05/03/2001L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

RISPERIDONE (Suspected) Reason:

Schizophrenia

Stopped:Started:Batch:

Gram Daily1.2

LITHIUM CARBONATE (Suspected)

05/03/2001L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1164333



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 404 of 607

Case Number: Gender:
81.00Weight:07/05/2001

19/03/2001
Causality possibleRecovered
20/03/1948DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily1.2

LITHIUM CARBONATE (Interaction)

05/03/2001L TERM

Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Daily3.0

RISPERIDONE (Interaction)

06/11/2000 05/03/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1164334

Preferred Term Severity Report Description Treatment
Insomnia Can not sleep.
Thirst Drinking litres of water, dry mouth, very 

thirsty.
Hyperprolactinaemia Prolactin extremely high.
Thinking abnormal Weird thoughts etc.
Anaemia Ceased risperidone.
Diabetes mellitus
Drug level increased
Polydipsia
Renal failure acute



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 405 of 607

Case Number: Gender:
77.00Weight:10/05/2001

Causality possibleUnknown
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 As necessary IntramuscularInjection 150.0

DEPO-RALOVERA (Interaction)

14/01/2000

Reason:

Stopped:Started:Batch:

Milligram Daily750.0

LITHIUM CARBONATE (Interaction) Reason:

Stopped:Started:Batch:

Gram Daily1.4

TEGRETOL CR (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1164706

Preferred Term Severity Report Description Treatment
Unintended pregnancy



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 406 of 607

Case Number: Gender:
57.00Weight:

The date of onset is not necessarily accurate but indicates onset sometime in the month.

28/06/2001

28/03/2001
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

VENLAFAXINE HYDROCHLORIDE (Other drug)

09/02/2001

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 900.0

LITHIUM CARBONATE (Suspected)

09/02/2001 09/04/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1165934

Preferred Term Severity Report Description Treatment
Alopecia Severe Severe hair loss. Date of recovery 04/06/2001.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 407 of 607

Case Number: Gender:
Weight:

Patient was also taking voltaren. the dose start date is not necessarily accurate but indicates that lithicarb was started sometime 
in the month.

30/07/2001

09/01/2001
Causality possibleUnknown
05/09/1948DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily OralOral application 1.0

LITHICARB (Suspected)

01/04/2000 01/04/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1167050

Preferred Term Severity Report Description Treatment
Oedema peripheral Feet swelling
Gravitational oedema
Tremor
Visual disturbance
Vomiting



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 408 of 607

Case Number: Gender:
Weight:01/08/2001

20/06/2001
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily150.0

MELLERIL (Interaction)

20/06/2001

Reason:

Stopped:Started:Batch:

Milligram Daily200.0

SEROQUEL (Interaction)

09/05/2001 20/06/2001

Reason:

Stopped:Started:Batch:

Milligram Daily400.0

EPILIM (Interaction)

13/06/2001 20/06/2001

Reason:

Stopped:Started:Batch:

Milligram Daily150.0

LITHIUM CARBONATE (Interaction)

20/06/2001

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1167083

Preferred Term Severity Report Description Treatment
Confusional state All psychotropic medications 

ceased.  rehydration and 
admitted to hospital.

Drug level increased
Tremor
Vomiting



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 409 of 607

Case Number: Gender:
Weight:01/08/2001

20/06/2001
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:
Othr&unspec metabolic diseases

Stopped:Started:Batch:

Gram Daily1.2

GEMFIBROZIL (Other drug)

17/04/2001

Reason:

Stopped:Started:Batch:

Milligram Daily300.0

RANITIDINE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily800.0

ACICLOVIR (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1167083



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 410 of 607

Case Number: Gender:
Weight:

Relevant medical history - bipolar disorder.

23/08/2001

06/08/2001
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

06/08/2001 362U/L
Creatine 
phosphokinase

08/08/2001 417
Creatine 
phosphokinase

09/08/2001 348
Creatine 
phosphokinase

10/08/2001 292
Creatine 
phosphokinase

11/08/2001 191
Serum drug level 06/08/2001 1.0
Serum drug level 08/08/2001 -

Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 4.0

RISPERIDONE (Suspected)

17/07/2001 06/08/2001

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1167821

Preferred Term Severity Report Description Treatment
Hyperreflexia
Hypertonia
Neuroleptic malignant syndrome Admitted to hospital 

17/07/2001.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 411 of 607

Case Number: Gender:
Weight:

Relevant medical history - bipolar disorder.

23/08/2001

06/08/2001
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level 09/08/2001 -
Serum drug level 10/08/2001 -
Serum drug level 11/08/2001 -

Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 4.0

RISPERIDONE (Suspected)

17/07/2001 06/08/2001

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1167821



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 412 of 607

Case Number: Gender:
75.00Weight:

Mild improvement on aggressive treatment for ccf but still has severe left ventricular dysfunction. the dose start date for the drug 
olanzapine is not necessarily accurate but indicates the drug was started sometime in the month. the date of onset is not 
necessarily accurate but indicates onset sometime in the month. there is a strong family history of coronary artery disease and 
cardiomyopathy

17/09/2001

28/02/2001
Causality possibleNot yet recovered
08/02/1969DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Coronary 
angiogram

Normal coronary arteries on angiography. echocardiogram 
showed marked dilatation of all chambers with severely 
impaired systolic function.

Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

OLANZAPINE (Suspected)

01/08/2000 05/04/2001

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

FLUOXETINE HYDROCHLORIDE (Suspected)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

BENZTROPINE MESYLATE (Suspected)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily900.0

LITHIUM CARBONATE (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1168455

Preferred Term Severity Report Description Treatment
Cardiomyopathy Life 

threatening
Dilated cardiomyopathy with severe 
l.v.dysfunction

Cardiac failure Life 
threatening

Life threatening.

Mitral valve incompetence
Pericardial effusion
Pulmonary hypertension



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 413 of 607

Case Number: Gender:
75.00Weight:

Mild improvement on aggressive treatment for ccf but still has severe left ventricular dysfunction. the dose start date for the drug 
olanzapine is not necessarily accurate but indicates the drug was started sometime in the month. the date of onset is not 
necessarily accurate but indicates onset sometime in the month. there is a strong family history of coronary artery disease and 
cardiomyopathy

17/09/2001

28/02/2001
Causality possibleNot yet recovered
08/02/1969DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Echocardiography report 13/2/02: all chambers are markedly 
dilated. there is moderate to severe impairment of lv systolic 
function. the right ventricle is also hypokinetic. pulmonary artery 
systolic pressure is estimated to be 51mmhg there is a small 
pericardial effusion. conclusion: 1.dilatation of all heart 
chambers with moderate to sever impairment of left ventricular 
systolic

Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

OLANZAPINE (Suspected)

01/08/2000 05/04/2001

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

FLUOXETINE HYDROCHLORIDE (Suspected)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

BENZTROPINE MESYLATE (Suspected)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily900.0

LITHIUM CARBONATE (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1168455



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 414 of 607

Case Number: Gender:
75.00Weight:

Mild improvement on aggressive treatment for ccf but still has severe left ventricular dysfunction. the dose start date for the drug 
olanzapine is not necessarily accurate but indicates the drug was started sometime in the month. the date of onset is not 
necessarily accurate but indicates onset sometime in the month. there is a strong family history of coronary artery disease and 
cardiomyopathy

17/09/2001

28/02/2001
Causality possibleNot yet recovered
08/02/1969DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Function. 2. moderate mitral regurgitation. 3. moderate 
pulmonary hypertension 4. tiny pericardial effusion.

Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

OLANZAPINE (Suspected)

01/08/2000 05/04/2001

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

FLUOXETINE HYDROCHLORIDE (Suspected)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

BENZTROPINE MESYLATE (Suspected)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily900.0

LITHIUM CARBONATE (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1168455



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 415 of 607

Case Number: Gender:
95.00Weight:10/10/2001

27/08/2001
Causality possibleRecovered
13/04/1952DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 27/08/2001 646
AST = SGOT 27/08/2001 249
Albumin 27/08/2001 35
Bilirubin 27/08/2001 12
GGT = SGGT = 
GGTP

27/08/2001 277
GGT = SGGT = 
GGTP

27/08/2001 277
Protein 27/08/2001 73

Laboratory Investigations:

49Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily10.0

OLANZAPINE (Suspected)

21/08/2001 27/08/2001

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily30.0

DIAZEPAM (Suspected)

21/08/2001 27/08/2001

Reason:

Depression

Stopped:Started:Batch:

Dose Unspecified Daily3.0

QUILONUM SR (Suspected)

10/05/2001

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

25/08/2001 27/08/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1169095

Preferred Term Severity Report Description Treatment
Hepatic function abnormal



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 416 of 607

Case Number: Gender:
95.00Weight:10/10/2001

27/08/2001
Causality possibleRecovered
13/04/1952DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

SAP = ALP 27/08/2001 198

Laboratory Investigations:

49Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily10.0

OLANZAPINE (Suspected)

21/08/2001 27/08/2001

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily30.0

DIAZEPAM (Suspected)

21/08/2001 27/08/2001

Reason:

Depression

Stopped:Started:Batch:

Dose Unspecified Daily3.0

QUILONUM SR (Suspected)

10/05/2001

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

25/08/2001 27/08/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1169095



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 417 of 607

Case Number: Gender:
51.00Weight:02/11/2001

Causality possibleNot yet recovered
05/08/1971DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily500.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1169701

Preferred Term Severity Report Description Treatment
Asthenia Absolute exhaustion.
Fatigue Extreme lethargy.
Libido decreased Required a visit to doctor for 

review.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 418 of 607

Case Number: Gender:
Weight:02/01/2002

Causality possibleNot yet recovered
21/08/1932DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

69Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily375.0

EFEXOR (Suspected)

28/08/1998 01/12/2001

Reason:

Depression

Stopped:Started:Batch:

Gram Daily1.0

LITHIUM CARBONATE (Suspected)

16/12/2001L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1171507

Preferred Term Severity Report Description Treatment
Dyskinesia Marked ero - facial. Patient hospitalised. required a 

visit to doctor. venlafaxine and 
lithium ceased.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 419 of 607

Case Number: Gender:
Weight:25/01/2002

28/12/2001
Causality possibleRecovered
19/01/1952DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum glucose The blood glucose level=9. the result of the last clozaril level 
taken in july 2001 was 593ng/ml. the patient's blood lipids were 
also slightly elevated.

Laboratory Investigations:

49Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralOral application 0.0

LITHIUM CARBONATE (Interaction)

01/12/2001 CONTIN

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 700.0

CLOZARIL (Interaction)

26/10/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1172249

Preferred Term Severity Report Description Treatment
Coma Lithium ceased, clozaril 

reduced.
Confusional state
Hyperglycaemia
Hyperlipidaemia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 420 of 607

Case Number: Gender:
60.00Weight:04/02/2002

13/12/2001
Causality possibleRecovered
05/03/1973DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

LOGYNON ED (Other drug) Reason:

Stopped:Started:Batch:

Gram Daily1.0

EPILIM (Suspected)

01/07/2001

Reason:

Stopped:Started:Batch:

Gram Daily1.5

LITHIUM CARBONATE (Suspected)

22/11/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1172370

Preferred Term Severity Report Description Treatment
Skin exfoliation Soles of feet, hands, and dorsum of feet. Gp assessment, fungal 

scrapings. date of recovery 
09/01/02.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 421 of 607

Case Number: Gender:
70.00Weight:06/02/2002

18/01/2001
Causality possibleRecovered
01/02/1942DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

58Age:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily40.0

LASIX (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

LOSEC (Other drug)

L TERM

Reason:

Myxedema

Stopped:Started:Batch:

Microgram Daily250.0

OROXINE (Suspected)

L TERM

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily750.0

LITHICARB (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1172426

Preferred Term Severity Report Description Treatment
Arrhythmia Life 

threatening
Life threatening sick sinus syndrome. Pacemaker required.

Bradycardia Life 
threatening

Life threatening sino-atrial arrest.

Bradycardia Life 
threatening

Life threatening sinus bradycardia (approx 
40/min)



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 422 of 607

Case Number: Gender:
Weight:06/02/2002

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:

0.0

OLANZAPINE (Suspected) Reason:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1172439

Preferred Term Severity Report Description Treatment
Syncope



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 423 of 607

Case Number: Gender:
60.00Weight:07/02/2002

22/11/2001
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Tsh - 2.65.
Serum drug level Lithium level 0.6mmol/l.

Laboratory Investigations:

84YAge:

Additional Information:

Medicine Details:
Paralysis agitans

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 3.0

SINEMET (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

VENLAFAXINE HYDROCHLORIDE (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.5

LITHIUM CARBONATE (Suspected)

S TERM     3M

Reason:

Hospitalisation:

Report Details:
Seq: 1172509

Preferred Term Severity Report Description Treatment
Ventricular tachycardia Date of recvoery 27.11.01. 

treated with amiodarone po.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 424 of 607

Case Number: Gender:
Weight:

Other reaction - rhabdomyolisis.

13/02/2002

18/03/2001
Causality possibleRecovered
02/06/1941DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Ck - 8403, ldh - 350
Electrolytes Sodium - 116, potassium - 2.6

Laboratory Investigations:

59Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

TEMAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

0.0

NITRAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

0.0

ASPIRIN (Other drug) Reason:

Stopped:Started:Batch:

0.0

FOLIC ACID (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1172737

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increased
Confusional state
Dyspnoea
Hyperhidrosis
Hyperreflexia
Hypertonia
Hypokalaemia
Hyponatraemia
Muscle twitching
Neuroleptic malignant syndrome Hold lithium, olanzapine, 

paroxetine. strict fluid 
restriction/balance



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 425 of 607

Case Number: Gender:
Weight:

Other reaction - rhabdomyolisis.

13/02/2002

18/03/2001
Causality possibleRecovered
02/06/1941DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

59Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ATORVASTATIN (Other drug) Reason:

Stopped:Started:Batch:

0.0

METOPROLOL TARTRATE (Other drug) Reason:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected)

   15M

Reason:

Stopped:Started:Batch:

Milligram Daily10.0

OLANZAPINE (Suspected)

   15M

Reason:

Hospitalisation:

Report Details:
Seq: 1172737



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 426 of 607

Case Number: Gender:
Weight:

Other reaction - rhabdomyolisis.

13/02/2002

18/03/2001
Causality possibleRecovered
02/06/1941DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

59Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily20.0

PAROXETINE HYDROCHLORIDE (Suspected)

    6M

Reason:

Hospitalisation:

Report Details:
Seq: 1172737



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 427 of 607

Case Number: Gender:
60.00Weight:15/02/2002

01/02/2002
Causality possibleRecovered
03/05/1922DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

01/02/2002 835
White blood cells 01/02/2002 26.6

Laboratory Investigations:

79Age:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily500.0

LITHIUM CARBONATE (Suspected)

CONTIN

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily15.0

OLANZAPINE (Suspected)

02/02/2002

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1172793

Preferred Term Severity Report Description Treatment
Pyrexia Spiking temps.
Blood creatine phosphokinase increased
Bradykinesia Patient was hospitalised given 

3 doses of ceftriaxone 1gm 
daily.  ceased olanzapine.

Hypertonia
Leukocytosis
Neuroleptic malignant syndrome



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 428 of 607

Case Number: Gender:
Weight:

The date of onset is not necessarily accurate but indicates onset sometime in the month. the dose star and stop dates for lamisil 
are not necessarily accurate but indicates the drug was started and stopped sometime in the month. patient currently on high 
protein diet (modifast). after the patient received 2 doses of lamisil, the patient's lithium level had increased to 1.16, sodim level 
decreased to 131.  lithium dose was decreased from 1350mg to 900mg and then stopped for 48 hours.  lithium was then 
reintroduced at 1125mg due to the reoccurrence of psychiatric symptoms.

21/02/2002

28/01/2002
Causality possibleRecovered
08/07/1969DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level Prior to lamisil:  lithium level 0.96.  17 hours post lamisil"  
limitum 1.16.

Sodium Sodium 131.

Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Interaction) Reason:

Dermatophytosis

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

LAMISIL (Interaction)

01/01/2002 28/01/2002

Reason:

Hospitalisation:

Report Details:
Seq: 1173005

Preferred Term Severity Report Description Treatment
Drug level increased Lithium toxicity. Lamisil ceased.
Oedema peripheral Pitting oedema.
Confusional state
Delusion
Hyponatraemia
Suicide attempt



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 429 of 607

Case Number: Gender:
Weight:

Oakley p et al. lithium toxicity: an iatrogenic problem in susceptible indiciduals. australian and new zealand journal of psychiatry 
2001; 35:833-840

04/03/2002

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1173302

Preferred Term Severity Report Description Treatment
Neuropathy Severe Severe neutopathy.
Drug level increased Therapeutic agent poisoning. Patient hospitalised.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 430 of 607

Case Number: Gender:
Weight:

Oakley pw et al. lithium toxicity: an iatrogenic problem in susceptible indivi duals. australian and new zealand journal of psychiatry; 
35: 833-840.

06/03/2002

Causality possibleUnknown
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:

0.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1173477

Preferred Term Severity Report Description Treatment
Neuropathy Neurotoxicity Patient hospitalised.
Renal impairment



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 431 of 607

Case Number: Gender:
102.00Weight:27/03/2002

15/03/2002
Causality possibleNot yet recovered
01/01/1949DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

16/03/2002 6851
Creatine 
phosphokinase

18/03/2002 2834
Creatine 
phosphokinase

21/03/2002 371
Creatinine 50 - 90 27/02/2002 290
Sodium 134 - 145 27/02/2002 160

Laboratory Investigations:

53Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LITHICARB (Interaction) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily50.0

SERENACE (Interaction)

18/03/2002

Reason:

Stopped:Started:Batch:

Milligram Daily5.0

MIDAMOR (Other drug)

13/03/2002

Reason:

Stopped:Started:Batch:

Milligram Daily800.0

EPILIM (Other drug)

CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1173995

Preferred Term Severity Report Description Treatment
Pyrexia Temp 37.7 degrees c Haloperidol ceased and 

dantrolene on standby.
Blood creatine phosphokinase increased
Delirium
Diabetes insipidus
Hypernatraemia
Neuroleptic malignant syndrome



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 432 of 607

Case Number: Gender:
102.00Weight:27/03/2002

15/03/2002
Causality possibleNot yet recovered
01/01/1949DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

53Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

BETAMIN (Other drug)

CONTIN

Reason:

Constipation

Stopped:Started:Batch:

Dose Unspecified Daily4.0

COLOXYL WITH SENNA (Other drug)

CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1173995



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 433 of 607

Case Number: Gender:
Weight:22/04/2002

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level Lithium levels that were reduced from 5 to 5 (units not provided).

Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily1.0

AMARYL (Interaction) Reason:

Stopped:Started:Batch:

Gram Daily1.2

LITHIUM CARBONATE (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily225.0

PROTHIADEN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily4.0

XANAX (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1174739

Preferred Term Severity Report Description Treatment
Drug level decreased Amaryl ceased. patient's 

lithium levels rose to 10.1.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 434 of 607

Case Number: Gender:
Weight:26/04/2002

Causality possibleUnknown
30/07/1917DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

84Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

QUILONUM SR (Suspected)

17/04/2002

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

ROFECOXIB (Suspected)

17/04/2002

Reason:

Hospitalisation:

Report Details:
Seq: 1174855

Preferred Term Severity Report Description Treatment
Cerebrovascular disorder Life 

threatening
Reaction was life threatening.

Renal impairment



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 435 of 607

Case Number: Gender:
88.00Weight:

Relapse of manic symptoms in a patient with long standing bipolar disorder well controlled and in remission for at least 12 months 
prior to commencement of reductil.

17/05/2002

Causality possibleNot yet recovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Myxedema

Stopped:Started:Batch:

0.0

OROXINE (Other drug)

L TERM CONTIN

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected)

L TERM CONTIN

Reason:

Obesity othr than endoc origin

Stopped:Started:Batch:

Milligram Daily10.0

REDUCTIL (Suspected)

08/04/2002 12/04/2002

Reason:

Hospitalisation:

Report Details:
Seq: 1175547

Preferred Term Severity Report Description Treatment
Dementia Rapid deterioration of mental state. Redcutil ceased. required a 

visit to doctor.
Mania



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 436 of 607

Case Number: Gender:
87.00Weight:

The dose start dates for all suspected drugs are not accurate but indicates suspected drugs were started sometime in the year.

20/05/2002

05/05/2002
Causality possibleRecovered
04/09/1951DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level < 40 Carbamazepine level 44.

Laboratory Investigations:

50Age:

Additional Information:

Medicine Details:
Manic-depression psycho,manic

Stopped:Started:Batch:

Gram Daily OralOral application 2.0

CARBAMAZEPINE (Suspected)

01/01/2002 06/05/2002

Reason:

Manic-depression psycho,manic

Stopped:Started:Batch:

Gram Daily1.0

LITHIUM CARBONATE (Suspected)

01/01/2000 06/05/2002

Reason:

Manic-depression psycho,manic

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

QUETIAPINE (Suspected)

01/01/2000 06/05/2002

Reason:

Hospitalisation:

Report Details:
Seq: 1175593

Preferred Term Severity Report Description Treatment
Confusional state Disorientated to time and place. Required a visit to doctor. date 

of recovery: 10/05/2002.
Blepharospasm Frequent and prolonged blinking.
Dyskinesia Peri-oral dyskinesia.
Tremor Tremor in hands, stammer when speaking.

Dizziness
Drug level increased



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:36AM Database: pusime02 ADRS004 Page 437 of 607

Case Number: Gender:
Weight:

The dose start date for lithium is not necessarily accurate but indicates the drug was started sometime in the month.

30/05/2002

Causality possibleRecovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level Serum lithium was 1.0.

Laboratory Investigations:

21YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected)

01/05/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1175844

Preferred Term Severity Report Description Treatment
Coordination abnormal



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 438 of 607

Case Number: Gender:
Weight:30/05/2002

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:

Stopped:Started:Batch:

0.0

TRIMIPRAMINE MALEATE (Other drug) Reason:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1176034

Preferred Term Severity Report Description Treatment
Coordination abnormal Not able to serve properly when playing 

tennis.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 439 of 607

Case Number: Gender:
Weight:

Patient recovered with slight swallowing problems. lithium not re-started

27/05/2002

Causality possibleRecovered with sequelae
30/07/1917DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

84Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

QUILONUM SR (Suspected)

17/04/2002

Reason:

Hospitalisation:

Report Details:
Seq: 1176266

Preferred Term Severity Report Description Treatment
Drug level increased Lithium toxicity



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 440 of 607

Case Number: Gender:
Weight:12/07/2002

16/05/2002
Causality possibleRecovered
21/04/1929DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Sodium - 128
Electrolytes Lithium levels 2.2

Laboratory Investigations:

73Age:

Additional Information:

Medicine Details:
Otr respiratory systm diseases

Stopped:Started:Batch:

As necessary0.0

IPRATROPIUM BROMIDE (Other drug)

L TERM CONTIN

Reason:

Stopped:Started:Batch:

Milligram Monthly IntravenousInjection 25.0

HALDOL DECANOATE (Other drug)

L TERM CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily10.0

OXYBUTYNIN HYDROCHLORIDE (Other drug)

CONTIN

Reason:

Otr respiratory systm diseases

Stopped:Started:Batch:

Dose Unspecified Daily4.0

SALMETEROL XINAFOATE (Other drug)

L TERM CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1177048

Preferred Term Severity Report Description Treatment
Anorexia
Coordination abnormal Patient was hospitalised. date 

of recovery: 20/05/02. patient 
treated with fluid. decreased 
dosage of lithium.

Urinary incontinence
Weight decreased



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 441 of 607

Case Number: Gender:
Weight:12/07/2002

16/05/2002
Causality possibleRecovered
21/04/1929DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

73Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily625.0

LITHIUM CARBONATE (Suspected)

16/05/2002L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

COGENTIN (Suspected)

16/05/2002L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1177048



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 442 of 607

Case Number: Gender:
Weight:

Significant diffuse cortical injury with extremely improbable prospects of functional recovery. sustained severe hypoxic brain injury.

02/09/2002

28/07/2002
Causality possibleNot yet recovered
26/02/1960DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Laparotomy demonstrated no acute pathology.

Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

OralTablet 0.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1178682

Preferred Term Severity Report Description Treatment
Abdominal pain
Diarrhoea Patient was hospitalised. 

patient was treated with 
haemodialysis and huge doses 
of inotropes.

Hypotension Severe



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 443 of 607

Case Number: Gender:
Weight:

178830 is a seq of 178829.

10/09/2002

Causality possibleNot yet recovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

84YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 750.0

LITHIUM CARBONATE (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

OLANZAPINE (Interaction)

08/08/2002

Reason:

Hospitalisation:

Report Details:
Seq: 1178830

Preferred Term Severity Report Description Treatment
Drug level increased Lithium toxicity Ceased olanzapine.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 444 of 607

Case Number: Gender:
Weight:

24d. report source literature journal: internal medicine journal author:  gunja n. et al. title:   lithium toxicity: a potential interaction 
with celecoxib volume:  32(9-10) year:    2002 pages:   494-495a

10/10/2002

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level 0.6-1.2 On admission to hospital: serum lithium concentration = 
1.39mmol/l

Laboratory Investigations:

64YAge:

Additional Information:

Medicine Details:
Osteoarthritis

Stopped:Started:Batch:

Milligram Daily OralCapsule 400.0

CELEBREX (Interaction) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

LITHIUM CARBONATE (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily1.5

RISPERIDONE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily112.5

VENLAFAXINE HYDROCHLORIDE (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1179789

Preferred Term Severity Report Description Treatment
Nystagmus Nystagmus on lateral gaze.
Confusional state Treatment included 

intravenous rehydration and 
cessation of lithium and 
celebrex. sodium valproate 
commenced in place of lithium. 
patient was hospitalised.

Dehydration Required 
Specialist 
Consultation

Drug level increased



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 445 of 607

Case Number: Gender:
Weight:

24d. report source literature journal: internal medicine journal author:  gunja n. et al. title:   lithium toxicity: a potential interaction 
with celecoxib volume:  32(9-10) year:    2002 pages:   494-495a

10/10/2002

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

64YAge:

Additional Information:

Medicine Details:
Osteoarthritis

Stopped:Started:Batch:

Milligram Daily OralCapsule 400.0

CELEBREX (Interaction) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

LITHIUM CARBONATE (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily1.5

RISPERIDONE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily112.5

VENLAFAXINE HYDROCHLORIDE (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1179789

Preferred Term Severity Report Description Treatment
Gait disturbance
Thirst
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 446 of 607

Case Number: Gender:
Weight:14/10/2002

03/09/2002
Causality possibleRecovered
14/10/1949DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily240.0

DIAMICRON (Other drug) Reason:

Diabetes mellitus

Stopped:Started:Batch:

Gram Daily1.5

METFORMIN HYDROCHLORIDE (Other drug) Reason:

Unspecified psychosis

Stopped:Started:Batch:

Gram Daily OralTablet 13.5

QUILONUM SR (Suspected)

09/08/2002 04/09/2002

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

SOLIAN (Suspected)

30/08/2002 04/09/2002

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1179823

Preferred Term Severity Report Description Treatment
Pyrexia 39.1 - 40.5 degrees celsius.
Hemiparesis Left sided weakness.
Convulsion
Dehydration
Leukocytosis
Respiratory disorder
Tachycardia
Urinary incontinence Patient was hospitalised. date 

of recovery: 7/9/02. 
bromocriptine 5mg tds.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 447 of 607

Case Number: Gender:
60.00Weight:14/10/2002

24/08/2002
Causality possibleRecovered
22/04/1939DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine Cratinine increased from 0.11 to 0.17.

Laboratory Investigations:

63Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

VIOXX (Interaction) Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHIUM CARBONATE (Interaction)

L TERM

Reason:

Stopped:Started:Batch:

Milligram As necessary10.0

TEMAZE (Other drug) Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 2.5

DAPA-TABS (Other drug)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1179824

Preferred Term Severity Report Description Treatment
Drug level increased Life 

threatening
Renal impairment Life 

threatening
Stopped vioxx and lithium. 
date of recovery: 4/10/02.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 448 of 607

Case Number: Gender:
60.00Weight:14/10/2002

24/08/2002
Causality possibleRecovered
22/04/1939DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

63Age:

Additional Information:

Medicine Details:
Migraine

Stopped:Started:Batch:

Milligram Daily6.0

DESERIL (Other drug)

L TERM

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily10.0

NORVASC (Other drug)

L TERM

Reason:

Menopausal symptoms

Stopped:Started:Batch:

Microgram Daily625.0

PREMARIN (Other drug)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1179824



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 449 of 607

Case Number: Gender:
Weight:18/10/2002

24/01/2002
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

69YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

NORMISON (Other drug) Reason:

Diarrhea

Stopped:Started:Batch:

Dose Unspecified As necessary2.0

LOMOTIL (Other drug) Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 3.0

LITHIUM CARBONATE (Suspected)

L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1179967

Preferred Term Severity Report Description Treatment
Bradycardia
Dizziness Patient hospitalised. lithium 

ceased.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 450 of 607

Case Number: Gender:
98.00Weight:

Lithium taken over a number of years. the date of onset is not accurate but indicates onset sometime in the year.

06/11/2002

31/12/2001
Causality possibleNot yet recovered
15/06/1960DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

0.0

EPILIM EC 500 (Other drug) Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Gram Daily OralTablet 1.5

LITHIUM CARBONATE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1180372

Preferred Term Severity Report Description Treatment
Renal impairment Kidney damage;approaching kidney 

failure.
Patient required a visit to 
doctor. stopped lithium.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 451 of 607

Case Number: Gender:
0.00Weight:

Patient also taking oxazepam, aspirin, caltrate, metformin, ditropan, ostelin. Phenytoin started in April 2002.

03/01/2003

20/05/2002
Causality possibleRecovered
09/07/1926DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

75Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 375.0

LITHIUM CARBONATE (Suspected)

20/05/2002S TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralCapsule 300.0

PHENYTOIN SODIUM (Suspected)

20/05/2002

Reason:

Stopped:Started:Batch:

Milligram Daily OralCapsule 30.0

PHENYTOIN SODIUM (Suspected)

20/05/2002

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1181073

Preferred Term Severity Report Description Treatment
Balance disorder Unsteadiness on feet, unable to stand, 

shakiness of hands.
Lithium ceased

Coordination abnormal
Nystagmus
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 452 of 607

Case Number: Gender:
0.00Weight:23/01/2003

01/11/2002
Causality possibleRecovered 31/12/2002
24/06/1990DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

12Age:

Additional Information:

Medicine Details:
Explosive personality disorder

Stopped:Started:Batch:

Milligram Daily OralTablet 3.0

RISPERIDONE (Other drug)

01/01/2001

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Suspected)

01/05/2001 08/11/2002

Reason:

Hospitalisation:

Report Details:
Seq: 1182027

Preferred Term Severity Report Description Treatment
Hyperthyroidism Required Visit 

to Doctor
Hyperthyroidism - clincially evident by 
increased anxiety on lithium.

Anxiety Required Visit 
to Doctor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 453 of 607

Case Number: Gender:
55.00Weight:

Date of onset - 12/2002

10/02/2003

Causality possibleRecovered 21/01/2003
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

10/02/2003 Pharmacokinetics

Laboratory Investigations:

85YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram OralTablet 2.0

NATRILIX SR (Interaction)

03/12/2002

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

LITHIUM CARBONATE (Interaction)

14/01/2003L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1182595

Preferred Term Severity Report Description Treatment
Drug level increased Rapid increase in serum Li+ from 0.48 to 

0.99 mmol/L.
Fatigue Symptoms of tiredness, tremor and 

lethargy.
Lethargy
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 454 of 607

Case Number: Gender:
80.00Weight:18/12/2002

13/11/2002
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily100.0

CELEBREX (Interaction)

11/11/2002 13/11/2002

Reason:

Stopped:Started:Batch:

Milligram Daily900.0

LITHIUM CARBONATE (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1183917

Preferred Term Severity Report Description Treatment
Drug level increased Lithium level of 1.2



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 455 of 607

Case Number: Gender:
0.00Weight:

Patient also taking ranitidine, sodium valproate, olanzapine, diazepam, ceclor.

11/03/2003

20/02/2003
Causality possibleUnknown
26/05/1960DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

LITHIUM CARBONATE (Interaction) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Interaction)

13/02/2003 02/03/2003

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1183937

Preferred Term Severity Report Description Treatment
Renal failure Caused or 

prolonged 
inpatient 
hospitalisation

Kidney failure, lithium toxicity IV fluids, dialyses. Clozaril 
ceased. ICU admision

Blood alkaline phosphatase increasedCaused or 
prolonged 
inpatient 
hospitalisation

Blood urea increased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 456 of 607

Case Number: Gender:
0.00Weight:

Patient also taking ranitidine, sodium valproate, olanzapine, diazepam, ceclor.

11/03/2003

20/02/2003
Causality possibleUnknown
26/05/1960DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

LITHIUM CARBONATE (Interaction) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Interaction)

13/02/2003 02/03/2003

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1183937

Preferred Term Severity Report Description Treatment
Creatinine urine increased Caused or 

prolonged 
inpatient 
hospitalisation

Platelet count increased Caused or 
prolonged 
inpatient 
hospitalisation

Therapeutic agent toxicity Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 457 of 607

Case Number: Gender:
0.00Weight:

Clozaril therapy was ceased and then restarted (date not provided) and the patient was currently on 250mg/day.

07/04/2003

06/03/2003
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99UAge:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

OralTablet

CLOZARIL (Suspected) Reason:

Schizophrenia

Stopped:Started:Batch:

OralTablet

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1184700

Preferred Term Severity Report Description Treatment
Drug level increased Lithium intoxication, high white blood cell 

count.
White blood cell count increased



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 458 of 607

Case Number: Gender:
89.00Weight:28/04/2003

01/02/2003
Causality possibleRecovered
18/01/1969DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

28/04/2003 Pharmacokinetics

Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ZOLOFT (Interaction)

08/06/2002 08/02/2002

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 1350.0

LITHIUM CARBONATE (Interaction)

30/01/2003 08/02/2003

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

GINSENG (Interaction)

08/02/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1185347

Preferred Term Severity Report Description Treatment
Serotonin syndrome Required Visit 

to Doctor
Acute serotonin syndrome with nausea, 
dizzyness, fever, sweating, photophobia,   
sever weakness

Ceased Zoloft, Litlium, 
Ginseng.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 459 of 607

Case Number: Gender:
0.00Weight:05/05/2003

17/04/2003
Causality possibleNot yet recovered
31/12/1932DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70Age:

Additional Information:

Medicine Details:
Manic-depression psycho,manic

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHIUM CARBONATE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1185497

Preferred Term Severity Report Description Treatment
Dizziness Required Visit 

to Doctor
Nausea and dizzy - requiring 
discontinuation of therapy.

Ceased Lithium

Nausea Required Visit 
to Doctor

Nausea and dizzy - requiring 
discontinuation of therapy.

Ceased Lithium



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 460 of 607

Case Number: Gender:
0.00Weight:

09 May 2003: Electroencephalogram (EEG) showed: The findings are much more prominent then those of usually attributed to a 
postal state and suggest an underlying generalised or partial (right) seizure disorder.

23/05/2003

09/05/2003
Causality possibleRecovered
01/07/1983DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

19Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

NEFAZODONE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 700.0

CLOZARIL (Suspected)

28/10/2002 09/05/2003

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1186172

Preferred Term Severity Report Description Treatment
Convulsion Seizure Ceased Clozaril



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 461 of 607

Case Number: Gender:
0.00Weight:03/07/2003

29/04/2003
Causality possibleRecovered with sequelae
24/01/1951DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

03/07/2003 Serum drug level

Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 4 times OralTablet 250.0

LITHIUM CARBONATE (Interaction)

01/01/2000 29/04/2003

Reason:

Stopped:Started:Batch:

Milligram 3 times OralCapsule 50.0

TRAMAL (Interaction)

13/03/2003 03/05/2003

Reason:

Stopped:Started:Batch:

Milligram 1 time OralTablet 12.5

VIOXX (Interaction)

01/04/2003

Reason:

Stopped:Started:Batch:

Milligram 1 time OralTablet 100.0

ZOLOFT (Interaction)

01/01/2001 29/04/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1187832

Preferred Term Severity Report Description Treatment
Therapeutic agent toxicity Caused or 

prolonged 
inpatient 
hospitalisation

Lithium toxicity (level 2.9mmol/L)requiring 
hospitalisation. Patient presented with a 
one week history of increasing confusion, 
wandering, inappropriate speech, loss of 
appetite. Past history of alcoholism, 
peripheral neuropathy, NIDDM, bipolar 
disorder

Lithium was withheld. Level fell 
to normal within 3 days but 
psychotic symptoms persisted 
for over a week, even in the 
presence of low lithium levels. 
Possible interaction with Vioxx 
considered

Confusional state Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 462 of 607

Case Number: Gender:
0.00Weight:03/07/2003

29/04/2003
Causality possibleRecovered with sequelae
24/01/1951DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 4 times OralTablet 250.0

LITHIUM CARBONATE (Interaction)

01/01/2000 29/04/2003

Reason:

Stopped:Started:Batch:

Milligram 3 times OralCapsule 50.0

TRAMAL (Interaction)

13/03/2003 03/05/2003

Reason:

Stopped:Started:Batch:

Milligram 1 time OralTablet 12.5

VIOXX (Interaction)

01/04/2003

Reason:

Stopped:Started:Batch:

Milligram 1 time OralTablet 100.0

ZOLOFT (Interaction)

01/01/2001 29/04/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1187832

Preferred Term Severity Report Description Treatment
Decreased appetite Caused or 

prolonged 
inpatient 
hospitalisation

Restlessness Caused or 
prolonged 
inpatient 
hospitalisation

Speech disorder Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 463 of 607

Case Number: Gender:
0.00Weight:27/06/2003

09/06/2003
Causality possibleNot yet recovered
09/01/1968DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

27/06/2003 Carbon dioxide 
content, blood

06/10/2003 26
27/06/2003 Chloride 09/06/2003 111
27/06/2003 Chloride 06/10/2003 97
27/06/2003 Creatinine 09/06/2003 178
27/06/2003 Creatinine 09/06/2003 178
27/06/2003 Creatinine 06/10/2003 140
27/06/2003 Other data

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily1500.0

LITHIUM CARBONATE (Suspected)

09/06/2003

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

RISPERIDONE (Suspected)

09/06/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1188176

Preferred Term Severity Report Description Treatment
Metabolic acidosis Caused or 

prolonged 
inpatient 
hospitalisation

Metabolic acidosis, lithium toxicity, 
diabetes.

Haloperidol, Chlorvescent, 
Magmin, Sosium Bicorbonate,

Diabetes insipidus Caused or 
prolonged 
inpatient 
hospitalisation

Therapeutic agent toxicity Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 464 of 607

Case Number: Gender:
0.00Weight:27/06/2003

09/06/2003
Causality possibleNot yet recovered
09/01/1968DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

27/06/2003 Other data
27/06/2003 Pharmacokinetics
27/06/2003 Potassium 09/06/2003 4.2
27/06/2003 Potassium 06/10/2003 4.0
27/06/2003 Serum glucose 10/06/2003 37.0
27/06/2003 Serum glucose 06/10/2003 13.0
27/06/2003 Sodium 09/06/2003 142

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily1500.0

LITHIUM CARBONATE (Suspected)

09/06/2003

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

RISPERIDONE (Suspected)

09/06/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1188176



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 465 of 607

Case Number: Gender:
0.00Weight:27/06/2003

09/06/2003
Causality possibleNot yet recovered
09/01/1968DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

27/06/2003 Sodium 23/06/2003 141
27/06/2003 Urea 09/06/2003 16.0
27/06/2003 Urea 10/06/2003 7.0
27/06/2003 pH 09/06/2003 7.11

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily1500.0

LITHIUM CARBONATE (Suspected)

09/06/2003

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

RISPERIDONE (Suspected)

09/06/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1188176



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 466 of 607

Case Number: Gender:
0.00Weight:

Patient was also taking Olanzapine, Dilantin, Quilonum, i.e.:  
Amisulpride 1,200 mg/day, olanzapine 40 mg/day, phenytoin 260 mg/day, lithium 450 mg/day. Dechallenge of amisulpride and 
lithium reduced the prolongation of the QT interval but prolongation and extrasystoles persisted

05/08/2003

Causality possibleRecovered
23/07/1952DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/08/2003 Electrocardiograph
y05/08/2003 QT interval 458 ms

Laboratory Investigations:

51Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram/24 hour Oral450.0

QUILONUM SR (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 1200.0

SOLIAN (Suspected)

24/07/2002 02/06/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1189120

Preferred Term Severity Report Description Treatment
Ventricular extrasystoles Asymptomatic (corrected QT not reported)

Electrocardiogram QT prolonged QT Prolonged, Supraventricular 
extrasystoles, ventricular extrasystoles

Solian and Quilonum were 
ceased.

Sinoatrial block apparent sinoatrial block with junctional 
escape

Supraventricular extrasystoles



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 467 of 607

Case Number: Gender:
0.00Weight:

Patient also taking Risperidone, Venlafaxine.  According to report Celecoxib was the most likely cause for the development of 
lithium toxicity in patient.

08/08/2003

Causality possibleRecovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

08/08/2003 Serum drug level 0.6-1.2 mmol/L

Laboratory Investigations:

64Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

LITHIUM CARBONATE (Interaction) Reason:

Osteoarthritis

Stopped:Started:Batch:

Milligram Daily OralCapsule 400.0

CELECOXIB (Interaction) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1189335

Preferred Term Severity Report Description Treatment
Confusional state Lithium toxicity, potential interaction with 

celecoxib, drug level nos   
increased.  Two week history of increasing 
confusion, tremor, thirst and gait   
disturbance.  On admission confused with 
moderate dehydration, nystagmus on   
lateral gaze and coarse tremor.

IV hydration was started and 
both lithium and celecoxib 
were discontinued.    
Lithium was replaced by 
valproice acid.

Dehydration
Gait disturbance
Nystagmus
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 468 of 607

Case Number: Gender:
0.00Weight:

All suspected drugs administered 12/2002 to 07/2003 and 08/2003.

01/09/2003

15/07/2003
Causality possibleUnknown
17/11/1958DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram OralTablet 150.0

CLOMIPRAMINE HYDROCHLORIDE (Suspected)

Contin

Reason:

Stopped:Started:Batch:

Dose Unspecified OralTablet

LITHIUM CARBONATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

CLOPINE (Suspected)

12/08/2003

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1190145

Preferred Term Severity Report Description Treatment
Optic neuropathy Severe Optic Neuropathy



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 469 of 607

Case Number: Gender:
0.00Weight:

Patient also administered: Ranitidine, Thyroxine Sod., Ferrogradumet, Temazepam.

10/09/2003

10/08/2003
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

10/09/2003 Serum drug level

Laboratory Investigations:

82Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily500.0

LITHIUM CARBONATE (Interaction)

14/08/2003

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily25.0

VIOXX (Interaction)

07/08/2003 14/08/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1190373

Preferred Term Severity Report Description Treatment
Somnolence Increased drowsiness, confusion, tremor. Stop both agents
Confusional state
Therapeutic agent toxicity
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 470 of 607

Case Number: Gender:
0.00Weight:15/09/2003

21/08/2003
Causality possibleUnknown
07/07/1961DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram DailyOral application 900.0

QUILONUM SR (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1190483

Preferred Term Severity Report Description Treatment
Pyrexia Fever 38 C degrees
Rash generalised Rash all over body Phenergan
Pruritus



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 471 of 607

Case Number: Gender:
0.00Weight:

Quadrantic visual field loss with only recent identification of problem after years of existence.  Exposure over several years, 
symptoms discounted as psychogenic.

03/10/2003

Causality probableRecovered 16/09/2003
05/04/1963DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 900.0

LITHIUM CARBONATE (Suspected)

10/09/2003L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1191073

Preferred Term Severity Report Description Treatment
Visual disturbance Required Visit 

to Doctor
Visual disturbances



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 472 of 607

Case Number: Gender:
0.00Weight:

Last hypomanic during 1996.  Since then depressed.  Long past history of anorexia nervosa, normal weight since 1996.

16/10/2003

Causality possibleRecovered 01/09/2003
31/05/1954DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily5.0

OLANZAPINE (Suspected)

20/05/2003 04/07/2003

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 900.0

LITHIUM CARBONATE (Suspected)

21/01/2003

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

EFEXOR-XR (Suspected)

15/06/2002 28/08/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1191350

Preferred Term Severity Report Description Treatment
Hypomania Required Visit 

to Doctor
Addition of Olanzepine to Efexor XR and 
Lithium in a patient in a depressed   
phase of bipolar disorder (depression 
present for some years) led to immediate   
cycling to hypomania.  Increase of the 
Olanzepine worsened her condition.

Changed drug to Thioridazine, 
increased Lithium, stopped 
Efexor.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 473 of 607

Case Number: Gender:
0.00Weight:06/11/2003

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

06/11/2003 Serum drug level 0.5 - 1.2 mmol/L

Laboratory Investigations:

80Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified OphthalmicEye Drops

XALATAN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily Oral60.0

IMDUR (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

NOTEN (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 3.0

KINSON (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1191938

Preferred Term Severity Report Description Treatment
Headache Caused or 

prolonged 
inpatient 
hospitalisation

Severe prolonged headache Lithicarb temporarily ceased 
for 8 days then restarted at 
lower dose



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 474 of 607

Case Number: Gender:
0.00Weight:06/11/2003

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

80Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHICARB (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1191938



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 475 of 607

Case Number: Gender:
0.00Weight:24/11/2003

13/10/2003
Causality possibleUnknown
23/06/1966DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

24/11/2003 Serum drug level

Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified

LITHIUM CARBONATE (Interaction) Reason:

Stopped:Started:Batch:

Dose Unspecified

SODIUM VALPROATE (Interaction) Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Interaction)

25/07/2000 15/08/2003

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily

CAFFEINE (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1192465

Preferred Term Severity Report Description Treatment
Drug level increased High plasma level of clozapine, possible 

drug interaction.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 476 of 607

Case Number: Gender:
45.00Weight:25/11/2003

19/10/2003
Causality possibleNot yet recovered
27/04/1939DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

25/11/2003 Creatine 
phosphokinase

27/10/2003 2107
25/11/2003 Creatine 

phosphokinase
26/10/2003 1955

25/11/2003 Creatine 
phosphokinase

26/10/2003 2133
25/11/2003 Creatine 

phosphokinase
24/10/2003 800

25/11/2003 Creatine 
phosphokinase

21/10/2003 1107
25/11/2003 Creatine 

phosphokinase
05/11/2003 91

25/11/2003 Creatine 
phosphokinase

02/11/2003 628

Laboratory Investigations:

64Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily10.0

OLANZAPINE (Interaction)

17/10/2003 20/10/2003

Reason:

Stopped:Started:Batch:

Milligram Daily500.0

LITHIUM CARBONATE (Interaction)

20/10/2003

Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily15.0

DIAZEPAM (Other drug)

10/07/2003 contin

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1192477

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome Caused or 

prolonged 
inpatient 
hospitalisation

Neuroleptic malignant syndrome. Rehydrate.Cease olanzapine. 
Diazepam 2mg tds iv prn. W/h 
lithium. Icu r/v,   
supportive Rx.  
Forced Na diuresis.

Agitation Caused or 
prolonged 
inpatient 
hospitalisation

Anxiety Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 477 of 607

Case Number: Gender:
45.00Weight:25/11/2003

19/10/2003
Causality possibleNot yet recovered
27/04/1939DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

25/11/2003 Creatine 
phosphokinase

31/10/2003 1385
25/11/2003 Creatine 

phosphokinase
29/10/2003 2957

25/11/2003 Creatine 
phosphokinase

28/10/2003 2222
25/11/2003 Creatine 

phosphokinase
30/10/2003 2983

25/11/2003 Creatine 
phosphokinase

01/11/2003 1413
25/11/2003 Creatine 

phosphokinase
03/11/2003 375

25/11/2003 Creatine 
phosphokinase

07/11/2003 54

Laboratory Investigations:

64Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily10.0

OLANZAPINE (Interaction)

17/10/2003 20/10/2003

Reason:

Stopped:Started:Batch:

Milligram Daily500.0

LITHIUM CARBONATE (Interaction)

20/10/2003

Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily15.0

DIAZEPAM (Other drug)

10/07/2003 contin

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1192477

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increasedCaused or 

prolonged 
inpatient 
hospitalisation

Confusional state Caused or 
prolonged 
inpatient 
hospitalisation

Depressed level of consciousness Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 478 of 607

Case Number: Gender:
45.00Weight:25/11/2003

19/10/2003
Causality possibleNot yet recovered
27/04/1939DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

25/11/2003 Creatine 
phosphokinase

23/10/2003 656
25/11/2003 Creatine 

phosphokinase
25/10/2003 632

25/11/2003 Serum drug level

Laboratory Investigations:

64Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily10.0

OLANZAPINE (Interaction)

17/10/2003 20/10/2003

Reason:

Stopped:Started:Batch:

Milligram Daily500.0

LITHIUM CARBONATE (Interaction)

20/10/2003

Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily15.0

DIAZEPAM (Other drug)

10/07/2003 contin

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1192477

Preferred Term Severity Report Description Treatment
Drug level increased Caused or 

prolonged 
inpatient 
hospitalisation

Fall Caused or 
prolonged 
inpatient 
hospitalisation

Hyperreflexia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 479 of 607

Case Number: Gender:
45.00Weight:25/11/2003

19/10/2003
Causality possibleNot yet recovered
27/04/1939DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

64Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily10.0

OLANZAPINE (Interaction)

17/10/2003 20/10/2003

Reason:

Stopped:Started:Batch:

Milligram Daily500.0

LITHIUM CARBONATE (Interaction)

20/10/2003

Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily15.0

DIAZEPAM (Other drug)

10/07/2003 contin

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1192477

Preferred Term Severity Report Description Treatment
Hypertonia Caused or 

prolonged 
inpatient 
hospitalisation

Incoherent Caused or 
prolonged 
inpatient 
hospitalisation

Palpitations Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 480 of 607

Case Number: Gender:
45.00Weight:25/11/2003

19/10/2003
Causality possibleNot yet recovered
27/04/1939DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

64Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily10.0

OLANZAPINE (Interaction)

17/10/2003 20/10/2003

Reason:

Stopped:Started:Batch:

Milligram Daily500.0

LITHIUM CARBONATE (Interaction)

20/10/2003

Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily15.0

DIAZEPAM (Other drug)

10/07/2003 contin

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1192477

Preferred Term Severity Report Description Treatment
Pyrexia Caused or 

prolonged 
inpatient 
hospitalisation

Somnolence Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 481 of 607

Case Number: Gender:
0.00Weight:07/01/2004

Causality possibleRecovered
13/02/1954DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

07/01/2004 Creatine 
phosphokinase07/01/2004 Neutrophils 11/11/2003 9.79

07/01/2004 Neutrophils 20/01/2003 6.31 
(pre-treatment)07/01/2004 White blood cells 11/11/2003 12.70

07/01/2004 White blood cells 20/01/2003 9.00 
(pre-treatment)

Laboratory Investigations:

49Age:

Additional Information:

Medicine Details:
Schizo-affective type psychos

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

29/01/2003

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.3

QUILONUM SR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1193662

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome Caused or 

prolonged 
inpatient 
hospitalisation

Suspected neuroleptic malignant 
syndrome, delirium, depressed level of   
consciousness, pyrexia, blood creatine 
phosphokinase increased.

The patient required ventilation 
in intensive care. No treatment 
other than   
supportive treatment was 
given. Clozaril was ceased. He 
was extubated on 29 Dec   
2003 and his condition slowly 
improved.

Blood creatine phosphokinase increasedCaused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 482 of 607

Case Number: Gender:
0.00Weight:07/01/2004

Causality possibleRecovered
13/02/1954DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

49Age:

Additional Information:

Medicine Details:
Schizo-affective type psychos

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

29/01/2003

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.3

QUILONUM SR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1193662

Preferred Term Severity Report Description Treatment
Delirium Caused or 

prolonged 
inpatient 
hospitalisation

Depressed level of consciousness Caused or 
prolonged 
inpatient 
hospitalisation

Pyrexia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 483 of 607

Case Number: Gender:
0.00Weight:09/01/2004

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99UAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

EPILIM (Interaction) Reason:

Stopped:Started:Batch:

LITHIUM CARBONATE (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1193896

Preferred Term Severity Report Description Treatment
Confusional state Caused or 

prolonged 
inpatient 
hospitalisation

Confusional state.

Delirium Caused or 
prolonged 
inpatient 
hospitalisation

Delirium. Hospitalised during 2 months 
for prolonged delirium.  Lithium 
withdrawal.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 484 of 607

Case Number: Gender:
70.00Weight:

Onset date: 09/03. Dose start and stop dates for all drugs: 06/03 an 07/03.

17/02/2004

Causality possibleRecovered 03/02/2004
02/10/1953DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

LITHIUM CARBONATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ENDEP (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

SEROQUEL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1194684

Preferred Term Severity Report Description Treatment
Confusional state Required Visit 

to Doctor
Confusion, night terrors, sleep walking, 
tremor, sweats, fear and shoulder   
cramps.

Muscle spasms Required Visit 
to Doctor

Leg and shoulder cramps.

Fear Required Visit 
to Doctor

Hyperhidrosis Required Visit 
to Doctor

Sleep terror Required Visit 
to Doctor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 485 of 607

Case Number: Gender:
70.00Weight:

Onset date: 09/03. Dose start and stop dates for all drugs: 06/03 an 07/03.

17/02/2004

Causality possibleRecovered 03/02/2004
02/10/1953DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

50Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

LITHIUM CARBONATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ENDEP (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

SEROQUEL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1194684

Preferred Term Severity Report Description Treatment
Sleep walking Required Visit 

to Doctor
Tremor Required Visit 

to Doctor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 486 of 607

Case Number: Gender:
0.00Weight:

History: WBC count increased and Neutrophil count increased.

24/02/2004

12/02/2004
Causality possibleRecovered
27/05/1954DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

24/02/2004 Neutrophils 17/12/1997 (pre-treatment) 
NC 6.00)24/02/2004 Neutrophils 22/12/2003 12.30

24/02/2004 Neutrophils 19/01/2004 11.20 x 10^9/L
24/02/2004 Serum drug level 0.5-1.2 mmol/L 13/02/2004 2.8
24/02/2004 White blood cells 17/12/1997 (pre-treatment 

WBC 9.10)24/02/2004 White blood cells 22/12/2003 15.80
24/02/2004 White blood cells 19/01/2004 14.60 x 10^9/L

Laboratory Investigations:

49Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Other drug)

17/12/1997

Reason:

Stopped:Started:Batch:

Dose Unspecified OralTablet

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1194863

Preferred Term Severity Report Description Treatment
Convulsion Caused or 

prolonged 
inpatient 
hospitalisation

Seizures, delirium, abnormally high GGT, 
lithium toxicity, raised WBC count and   
neutrophil count increased.

Agitation Caused or 
prolonged 
inpatient 
hospitalisation

Blood alkaline phosphatase increasedCaused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 487 of 607

Case Number: Gender:
0.00Weight:

History: WBC count increased and Neutrophil count increased.

24/02/2004

12/02/2004
Causality possibleRecovered
27/05/1954DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

49Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Other drug)

17/12/1997

Reason:

Stopped:Started:Batch:

Dose Unspecified OralTablet

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1194863

Preferred Term Severity Report Description Treatment
Blood thyroid stimulating hormone decreasedCaused or 

prolonged 
inpatient 
hospitalisation

Dehydration Caused or 
prolonged 
inpatient 
hospitalisation

Delirium Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 488 of 607

Case Number: Gender:
0.00Weight:

History: WBC count increased and Neutrophil count increased.

24/02/2004

12/02/2004
Causality possibleRecovered
27/05/1954DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

49Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Other drug)

17/12/1997

Reason:

Stopped:Started:Batch:

Dose Unspecified OralTablet

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1194863

Preferred Term Severity Report Description Treatment
Gamma-glutamyltransferase increasedCaused or 

prolonged 
inpatient 
hospitalisation

Neutrophil count increased Caused or 
prolonged 
inpatient 
hospitalisation

Pyrexia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 489 of 607

Case Number: Gender:
0.00Weight:

History: WBC count increased and Neutrophil count increased.

24/02/2004

12/02/2004
Causality possibleRecovered
27/05/1954DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

49Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Other drug)

17/12/1997

Reason:

Stopped:Started:Batch:

Dose Unspecified OralTablet

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1194863

Preferred Term Severity Report Description Treatment
Therapeutic agent toxicity Caused or 

prolonged 
inpatient 
hospitalisation

White blood cell count increased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 490 of 607

Case Number: Gender:
0.00Weight:

Lithium dose was up to 1750 mg/day but was often 1625 mg/day, and later reduced to 750 mg/day, not hospitalised while manic. 
Sequelae - hypothyroid,   
stressed.

27/02/2004

Causality possibleRecovered with sequelae
02/08/1961DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Oral

EPILIM (Other drug)

01/09/2002 05/09/2002

Reason:

Manic-depression psycho,manic

Stopped:Started:Batch:

Milligram Daily OralTablet 1750.0

LITHICARB (Suspected)

01/01/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1194989

Preferred Term Severity Report Description Treatment
Drug ineffective 4 times breathe into a paper bag
Depression Life 

threatening
4 times became depressed, twice manic breathe into a paper bag

Mania Life 
threatening

4 times became depressed, twice manic breathe into a paper bag

Anxiety
Asthenia
Coordination abnormal
Dehydration
Hypothyroidism



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 491 of 607

Case Number: Gender:
0.00Weight:

Lithium dose was up to 1750 mg/day but was often 1625 mg/day, and later reduced to 750 mg/day, not hospitalised while manic. 
Sequelae - hypothyroid,   
stressed.

27/02/2004

Causality possibleRecovered with sequelae
02/08/1961DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Oral

EPILIM (Other drug)

01/09/2002 05/09/2002

Reason:

Manic-depression psycho,manic

Stopped:Started:Batch:

Milligram Daily OralTablet 1750.0

LITHICARB (Suspected)

01/01/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1194989

Preferred Term Severity Report Description Treatment
Polyuria treated by Nephrologist who 

diagnosed lithium toxiciy
Somnolence
Therapeutic agent toxicity



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 492 of 607

Case Number: Gender:
87.00Weight:

Reaction ocurred sometime in Sept 2002.  
Quilolnum was started sometime in Aug 2002 and stopped sometime in jan 2003.

10/03/2004

Causality probableRecovered 21/01/2004
29/09/1960DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Microgram Daily OralTablet 25.0

THYROXINE SODIUM (Other drug)

L TERM Contin

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 1350.0

QUILONUM SR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1195236

Preferred Term Severity Report Description Treatment
Diarrhoea Required Visit 

to Doctor
Diarrhoea. Stopped Quilolum SR and 

replace with Lithium 
Carbonate



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 493 of 607

Case Number: Gender:
87.00Weight:

Patient was also taking Venlafaxine and Thyroxine.

10/03/2004

Causality certainRecovered 21/01/2004
29/09/1960DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

10/03/2004 Other data

Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 1000.0

LITHIUM CARBONATE (Suspected)

19/01/2003 Contin

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1195407

Preferred Term Severity Report Description Treatment
Drug toxicity Required Visit 

to Doctor
Drug toxicity



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 494 of 607

Case Number: Gender:
0.00Weight:

Patient was also taking Lipex, Losec, Astrix, Neulactil, Zoloft, Isosorbide, Atenolol.

10/05/2004

09/12/2003
Causality possibleRecovered 13/12/2003

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

10/05/2004 Pharmacokinetics Lithium 10.6-1 16/11/2003 0.59
10/05/2004 Pharmacokinetics Lithium 10.6-1 09/12/2003 1.76
10/05/2004 Pharmacokinetics Lithium 10.6-1 13/12/2003 0.73

Laboratory Investigations:

69YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

LITHIUM CARBONATE (Suspected) Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

FRUSEMIDE (Suspected)

25/11/2003 09/12/2003

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 4.0

COVERSYL (Suspected)

25/11/2003 09/12/2003

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1197152

Preferred Term Severity Report Description Treatment
Decreased appetite Caused or 

prolonged 
inpatient 
hospitalisation

Loss of appetite, vomiting, upper 
abdominal pain, increased lethargy, , 
lithium   
toxicity, dehydration, increased creatinine.

Coversyl and frusemide 
ceased, Lithium withheld.

Abdominal pain upper Caused or 
prolonged 
inpatient 
hospitalisation

Blood creatine increased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 495 of 607

Case Number: Gender:
0.00Weight:

Patient was also taking Lipex, Losec, Astrix, Neulactil, Zoloft, Isosorbide, Atenolol.

10/05/2004

09/12/2003
Causality possibleRecovered 13/12/2003

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

69YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

LITHIUM CARBONATE (Suspected) Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

FRUSEMIDE (Suspected)

25/11/2003 09/12/2003

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 4.0

COVERSYL (Suspected)

25/11/2003 09/12/2003

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1197152

Preferred Term Severity Report Description Treatment
Dehydration Caused or 

prolonged 
inpatient 
hospitalisation

Drug level increased Caused or 
prolonged 
inpatient 
hospitalisation

Lethargy Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 496 of 607

Case Number: Gender:
0.00Weight:

Patient was also taking Lipex, Losec, Astrix, Neulactil, Zoloft, Isosorbide, Atenolol.

10/05/2004

09/12/2003
Causality possibleRecovered 13/12/2003

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

69YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

LITHIUM CARBONATE (Suspected) Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

FRUSEMIDE (Suspected)

25/11/2003 09/12/2003

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 4.0

COVERSYL (Suspected)

25/11/2003 09/12/2003

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1197152

Preferred Term Severity Report Description Treatment
Therapeutic agent toxicity Caused or 

prolonged 
inpatient 
hospitalisation

Vomiting Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 497 of 607

Case Number: Gender:
0.00Weight:

medical history includes diabetes, hypothyrodism and bipolar disorder.further information stated that lithium was ceased. the 
patient's mood was not maintained on lamotrigine, nortriptyline and olanzapine.

13/05/2004

15/02/2004
Causality possibleNot yet recovered
05/03/1960DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

METFORMIN HYDROCHLORIDE (Other drug) Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily Oral1.0

RISPERIDONE (Suspected)

30/07/2001 0

Reason:

Manic depressive psycho, depre

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Suspected)

10/02/2004 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1197321

Preferred Term Severity Report Description Treatment
Intracranial pressure increased Caused or 

prolonged 
inpatient 
hospitalisation

Intracranial pressure increased, retinal 
haemorrhage, hypomania, severe 
headache, ataxia, papilloedema. 
cerebraospinal fluid pressure was 29

Headache Caused or 
prolonged 
inpatient 
hospitalisation

Hypomania Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 498 of 607

Case Number: Gender:
0.00Weight:

medical history includes diabetes, hypothyrodism and bipolar disorder.further information stated that lithium was ceased. the 
patient's mood was not maintained on lamotrigine, nortriptyline and olanzapine.

13/05/2004

15/02/2004
Causality possibleNot yet recovered
05/03/1960DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

METFORMIN HYDROCHLORIDE (Other drug) Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily Oral1.0

RISPERIDONE (Suspected)

30/07/2001 0

Reason:

Manic depressive psycho, depre

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Suspected)

10/02/2004 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1197321

Preferred Term Severity Report Description Treatment
Papilloedema Caused or 

prolonged 
inpatient 
hospitalisation

Retinal haemorrhage Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 499 of 607

Case Number: Gender:
0.00Weight:

Patient was also taking Serquel, Clopixal depot.

03/06/2004

Causality possibleRecovered
13/07/1972DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

31Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

AMISULPRIDE (Interaction) Reason:

Stopped:Started:Batch:

LITHIUM CARBONATE (Interaction) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1197825

Preferred Term Severity Report Description Treatment
Drug level increased Life 

threatening
Increase lithium levels resulting in 
vomiting, diarrhoea, acute renal failure   
and coma.

Coma Life 
threatening

Diarrhoea Life 
threatening

Drug interaction Life 
threatening

Renal failure acute Life 
threatening



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 500 of 607

Case Number: Gender:
0.00Weight:

Patient was also taking Serquel, Clopixal depot.

03/06/2004

Causality possibleRecovered
13/07/1972DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

31Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

AMISULPRIDE (Interaction) Reason:

Stopped:Started:Batch:

LITHIUM CARBONATE (Interaction) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1197825

Preferred Term Severity Report Description Treatment
Vomiting Life 

threatening



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 501 of 607

Case Number: Gender:
0.00Weight:

Patient was also taking madopar, Solian, Oroxine, Epilim, Seroquel, Solprin, Coversyl.

04/06/2004

15/03/2004
Causality possibleNot yet recovered
25/09/1938DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

65Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

LITHIUM CARBONATE (Suspected)

01/06/2003 19/03/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1197879

Preferred Term Severity Report Description Treatment
Diabetes insipidus Caused or 

prolonged 
inpatient 
hospitalisation

Nephrogenic diabetes insipidus. 
dehydration, febrile and confused.

Ceased Lithium carbonate, 
maintain fluid intake.

Confusional state Caused or 
prolonged 
inpatient 
hospitalisation

Dehydration Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 502 of 607

Case Number: Gender:
0.00Weight:

Patient was also taking madopar, Solian, Oroxine, Epilim, Seroquel, Solprin, Coversyl.

04/06/2004

15/03/2004
Causality possibleNot yet recovered
25/09/1938DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

65Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

LITHIUM CARBONATE (Suspected)

01/06/2003 19/03/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1197879

Preferred Term Severity Report Description Treatment
Pyrexia Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 503 of 607

Case Number: Gender:
0.00Weight:

Other drug therapy coversyl, zocor.

07/06/2004

24/12/2003
Causality possibleRecovered
01/03/1929DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

74Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily Oral15.0

MOBIC (Suspected)

15/12/2003

Reason:

Manic-depression psycho,manic

Stopped:Started:Batch:

Milligram Daily Oral375.0

LITHIUM CARBONATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily Oral40.0

LASIX (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1197922

Preferred Term Severity Report Description Treatment
Renal failure Caused or 

prolonged 
inpatient 
hospitalisation

Renal failure. Mobic and lithium ceased and 
the patient recovered after one 
to two weeks.   
Lithium was later 
recommenced



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 504 of 607

Case Number: Gender:
0.00Weight:07/06/2004

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99uAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

LITHIUM CARBONATE (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

EDRONAX (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1197937

Preferred Term Severity Report Description Treatment
Depression Caused or 

prolonged 
inpatient 
hospitalisation

Depression aggravated.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 505 of 607

Case Number: Gender:
0.00Weight:08/06/2004

09/03/2004
Causality possibleNot yet recovered
03/04/1963DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:
Toxic diffuse goiter

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

IMIPRAMINE HYDROCHLORIDE (Suspected)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

AMISULPRIDE (Suspected)

L TERM

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

THYROXINE SODIUM (Suspected)

L TERM

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

LITHIUM CARBONATE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1197974

Preferred Term Severity Report Description Treatment
Reflux oesophagitis Caused or 

prolonged 
inpatient 
hospitalisation

Reflux and dysphagia, chronically dry 
mouth and chronic oesophageal thrush.

Fungilin lozenges, htdration 
with eating.

Dry mouth Caused or 
prolonged 
inpatient 
hospitalisation

Dysphagia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 506 of 607

Case Number: Gender:
0.00Weight:08/06/2004

09/03/2004
Causality possibleNot yet recovered
03/04/1963DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily40.0

OMEPRAZOLE (Suspected)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

BENZTROPINE MESYLATE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1197974

Preferred Term Severity Report Description Treatment
Oesophageal candidiasis Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 507 of 607

Case Number: Gender:
70.00Weight:15/06/2004

15/04/2004
Causality probableRecovered 01/06/2004
12/01/1991DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

13Age:

Additional Information:

Medicine Details:
Convulsions

Stopped:Started:Batch:

Milligram Daily Oral800.0

SODIUM VALPROATE (Other drug)

01/09/2003 Contin

Reason:

Convulsions

Stopped:Started:Batch:

Milligram Daily5.0

OLANZAPINE (Other drug)

01/09/2003 Contin

Reason:

Convulsions

Stopped:Started:Batch:

Dose Unspecified OralTablet

LITHIUM CARBONATE (Suspected)

04/12/2003 15/04/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1198135

Preferred Term Severity Report Description Treatment
Hypothyroidism Required Visit 

to Doctor
Hypothyroidism.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 508 of 607

Case Number: Gender:
0.00Weight:01/07/2004

Causality possibleDeath
04/05/1979DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram OralTablet 40.0

AROPAX (Suspected)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Gram OralTablet 1.0

LITHIUM CARBONATE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1198639

Preferred Term Severity Report Description Treatment
Completed suicide Mother reported her son had started on 

Aropax and Lithium at the age of 20   
years. Took both products for 4 years. Son 
began seeing a new Psychiatrist 12   
months ago who gradually reduced his 
dosage of Lithium from 4 tabs per day, to   
half a tab per day. Aropax dosage 
remained constant over this period.   
Psychiatrist had reduced dosage of 
Lithium because patient was complaining 
of   
weight gain and alopecia. Throughout this 
period of 4 years, son complained ...



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 509 of 607

Case Number: Gender:
0.00Weight:01/07/2004

Causality possibleDeath
04/05/1979DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram OralTablet 40.0

AROPAX (Suspected)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Gram OralTablet 1.0

LITHIUM CARBONATE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1198639

Preferred Term Severity Report Description Treatment
... to   
mother that medication only "masked the 
feelings of depression, but it's still   
there", and that he was "depressed about 
the meaning of life". Son comitted   
suicide this year at age 24 years.

Alopecia
Depression
Drug ineffective
Weight increased



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 510 of 607

Case Number: Gender:
0.00Weight:

Patient also taking Ostelin, Nexium, Metoprolol, Oxazepam and Venlafaxine.  
Patient history:  Long term manic depressive on Lithium.

16/07/2004

09/01/2004
Causality possibleRecovered 16/01/2004

DOB:
Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

16/07/2004 Creatinine 10/01/2004 397
16/07/2004 Creatinine 16/01/2004 125
16/07/2004 Serum drug level 0.6-1 09/01/2004 1.11
16/07/2004 Serum drug level 0.6-1 03/09/2003 0.74
16/07/2004 Sodium 135-145 09/01/2004 150
16/07/2004 Sodium 135-145 14/01/2004 155
16/07/2004 Sodium 135-145 16/01/2004 140

Laboratory Investigations:

99UAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHIUM CARBONATE (Suspected)

09/01/2004L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

QUETIAPINE (Suspected)

10/01/2004L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1199074

Preferred Term Severity Report Description Treatment
Renal failure acute Caused or 

prolonged 
inpatient 
hospitalisation

ARF and hypernatraemia - ?diabetes 
insipidis.

Withheld Lithium and 
Quetiapine.

Azotaemia Caused or 
prolonged 
inpatient 
hospitalisation

Blood creatinine increased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 511 of 607

Case Number: Gender:
0.00Weight:

Patient also taking Ostelin, Nexium, Metoprolol, Oxazepam and Venlafaxine.  
Patient history:  Long term manic depressive on Lithium.

16/07/2004

09/01/2004
Causality possibleRecovered 16/01/2004

DOB:
Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

16/07/2004 Urea 10/01/2004 24
16/07/2004 Urea 16/01/2004 11.4

Laboratory Investigations:

99UAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHIUM CARBONATE (Suspected)

09/01/2004L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

QUETIAPINE (Suspected)

10/01/2004L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1199074

Preferred Term Severity Report Description Treatment
Drug level increased Caused or 

prolonged 
inpatient 
hospitalisation

Hypernatraemia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 512 of 607

Case Number: Gender:
0.00Weight:

First pregnancy was taking Lithium - normal infant.

12/08/2004

28/07/2004
Causality possibleNot yet recovered
24/09/1968DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily2.0

LITHICARB (Suspected)

15/05/1997

Reason:

Stopped:Started:Batch:

Milligram Daily5.0

ZYPREXA (Suspected)

15/04/2003

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1199921

Preferred Term Severity Report Description Treatment
Ebstein's anomaly Life 

threatening
Ebstein's anomaly - birth defect second 
pregnancy.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 513 of 607

Case Number: Gender:
0.00Weight:30/08/2004

30/06/2004
Causality possibleUnknown
09/12/1979DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily2.0

CLONAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

OralTablet

CLOZAPINE (Suspected)

01/01/2002 contin

Reason:

Stopped:Started:Batch:

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1200428

Preferred Term Severity Report Description Treatment
Accidental overdose Caused or 

prolonged 
inpatient 
hospitalisation

Patient unintentionally overdosed on 
Clozapine and Lithium. Patient also 
experienced dribbling, sedation and 
accidental overdose.

Salivary hypersecretion Caused or 
prolonged 
inpatient 
hospitalisation

Sedation Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 514 of 607

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

20/05/2004
Causality possibleRecovered 24/05/2004
12/03/1979DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 700.0

EPILIM (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

LAMICTAL (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

SEROQUEL (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

SOMAC (Other drug)

L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1200648

Preferred Term Severity Report Description Treatment
Renal impairment Caused or 

prolonged 
inpatient 
hospitalisation

Renal impairment. Patient had UTI with 
diabetes insipidus and dehydration as 
well.

Lithium withheld until blood 
concentration dropped within 
normal limits; Lithium restarted 
at 250mg bd. Fluids.

Dehydration Caused or 
prolonged 
inpatient 
hospitalisation

Diabetes insipidus Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 515 of 607

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

20/05/2004
Causality possibleRecovered 24/05/2004
12/03/1979DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 900.0

LITHIUM CARBONATE (Suspected)

01/05/2004 20/05/2004L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

TRIMETHOPRIM (Suspected)

15/05/2004 20/05/2004

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1200648

Preferred Term Severity Report Description Treatment
Urinary tract infection Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 516 of 607

Case Number: Gender:
87.00Weight:06/10/2004

28/09/2004
Causality possibleNot yet recovered
18/08/1950DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54Age:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

KALMA (Other drug)

15/03/2003

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

Lexapro (Other drug)

15/03/2004

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 900.0

QUILONUM SR (Suspected)

21/09/2004 04/10/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1201488

Preferred Term Severity Report Description Treatment
Hallucination, visual Visual/auditory hallucinations.
Hallucination, auditory



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 517 of 607

Case Number: Gender:
0.00Weight:09/11/2004

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

09/11/2004 Creatine 
phosphokinase

Cratinine phosphokinase level also increased to 3600.

Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet

SEROQUEL (Suspected) Reason:

Stopped:Started:Batch:

OralTablet

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1202383

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome Neuroleptic malignant syndrome, altered 

conscious state, fever, neuromuscular 
rigidity, autonomic instability and 
creatinine phosphokinase increased.

Autonomic nervous system imbalance
Blood creatine phosphokinase increased
Depressed level of consciousness
Muscle rigidity
Pyrexia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 518 of 607

Case Number: Gender:
0.00Weight:18/11/2004

Causality possibleUnknown
24/12/1937DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

66Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Oral275.0

EFEXOR (Suspected) Reason:

Stopped:Started:Batch:

OLANZAPINE (Suspected) Reason:

Stopped:Started:Batch:

OralTablet

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1202685

Preferred Term Severity Report Description Treatment
Suicidal ideation Suicidal ideation.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 519 of 607

Case Number: Gender:
100.00Weight:

PMH: Chronic schizophrenia, acute gout, diabetic nephropathy, Type 2 diabetes mellitus, chronic renal failure (0.13 00.15), 
hypertension, hypothyroidism and obesity. Reduction in renal function may be due to diabetic nephropathy.

21/01/2005

25/05/2004
Causality possibleRecovered
15/12/1944DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

21/01/2005 Creatinine 24/05/2004 0.22
21/01/2005 Creatinine 25/05/2004 0.273
21/01/2005 Creatinine 26/05/2004 0.194
21/01/2005 Creatinine 27/05/2004 0.167
21/01/2005 Creatinine 28/05/2004 0.162
21/01/2005 Creatinine 31/05/2004 0.184
21/01/2005 Creatinine 02/06/2004 0.181

Laboratory Investigations:

59Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily20.0

OLANZAPINE (Other drug) Reason:

Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily OralTablet 4.0

PERINDOPRIL (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

LITHIUM CARBONATE (Suspected)

24/05/2004L TERM

Reason:

Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

METFORMIN HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1204385

Preferred Term Severity Report Description Treatment
Dysphagia Patient experienced 5 days of dysphagia, 

slurred speech and stuttering, several 
weeks of shaking, indigestion as well as 
falls.

Stopped the Lithium and 
rehydrated.

Dysarthria
Dyspepsia
Dysphemia
Fall
Speech disorder
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 520 of 607

Case Number: Gender:
100.00Weight:

PMH: Chronic schizophrenia, acute gout, diabetic nephropathy, Type 2 diabetes mellitus, chronic renal failure (0.13 00.15), 
hypertension, hypothyroidism and obesity. Reduction in renal function may be due to diabetic nephropathy.

21/01/2005

25/05/2004
Causality possibleRecovered
15/12/1944DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

21/01/2005 Other data 0.5-1 mmol/L 24/05/2004 2.3 Lithium
21/01/2005 Other data 0.5-1 mmol/L 25/05/2004 2.0 Lithium
21/01/2005 Other data 0.5-1 mmol/L 26/05/2004 1.6 Lithium
21/01/2005 Other data 0.5-1 mmol/L 28/05/2004 1.2 Lithium

Laboratory Investigations:

59Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily20.0

OLANZAPINE (Other drug) Reason:

Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily OralTablet 4.0

PERINDOPRIL (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

LITHIUM CARBONATE (Suspected)

24/05/2004L TERM

Reason:

Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

METFORMIN HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1204385



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 521 of 607

Case Number: Gender:
60.00Weight:

Past medical history: Bipolar disorder (suicide attempt at diagnosis), total thyroidectomy 1997, hypercholesteremia.

21/01/2005

31/05/2004
Causality possibleRecovered
10/03/1935DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

21/01/2005 Creatinine On admission 0.142 and returned to 0.097 when Lithium 
ceased.

21/01/2005 Other data Lithium level 1.1 in November, on admission 2.2

Laboratory Investigations:

69Age:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1204392

Preferred Term Severity Report Description Treatment
Speech disorder One month history of worsening tremor, 

stuttering speech, somnolence, difficulty 
walking, confusion, vision problems, 
unable to walk, found to be in acute renal 
failure due to dehydration.

Lithium ceased. Sodium 
Valproate commenced. 
Intravenous therapy was 
commenced to rehydrate.

Abasia
Balance disorder
Confusional state
Dehydration
Drug level increased
Dysphemia
Gait disturbance



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 522 of 607

Case Number: Gender:
60.00Weight:

Past medical history: Bipolar disorder (suicide attempt at diagnosis), total thyroidectomy 1997, hypercholesteremia.

21/01/2005

31/05/2004
Causality possibleRecovered
10/03/1935DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

69Age:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1204392

Preferred Term Severity Report Description Treatment
Renal failure acute
Somnolence
Tremor
Visual disturbance



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 523 of 607

Case Number: Gender:
67.40Weight:

Patient has been exposed previously.

25/01/2005

18/10/2004
Causality possibleNot yet recovered
27/11/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

25/01/2005 Other data 13/12/2004 - Neutrophils, lymphocytes and basophils elevated.

25/01/2005 White blood cells 18/10/2004 12.7 x 10 9
25/01/2005 White blood cells 13/12/2004 13.5 x 10 9
25/01/2005 White blood cells 03/01/2005 11.6 x 10 9

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram YearlyInjection 40.0

FLUPENTHIXOL DECANOATE (Other drug)

20/08/2004 S TERM

Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily OralTablet 4.0

LORAZEPAM (Other drug)

08/04/2004 S TERM

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily Oral20.0

OLANZAPINE (Suspected)

10/04/2004 28/12/2004S TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

LITHIUM CARBONATE (Suspected)

09/04/2004 25/12/2004S TERM 0

Reason:

Hospitalisation:

Report Details:
Seq: 1204628

Preferred Term Severity Report Description Treatment
Leukocytosis The patient experienced leucocytosis. Ceased Lithium.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 524 of 607

Case Number: Gender:
0.00Weight:02/02/2005

15/12/2004
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

69YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified OralTablet 2.0

PAXTINE (Other drug)

15/12/2003

Reason:

Stopped:Started:Batch:

LIPITOR (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily150.0

PLACIL (Other drug)

15/06/2003 contin

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

LITHICARB (Suspected)

15/06/2004 15/12/2004 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1204820

Preferred Term Severity Report Description Treatment
Gait disturbance Caused or 

prolonged 
inpatient 
hospitalisation

Unable to walk in a striaght line, shuffling 
of feet, shaking of hands, short term 
memory impaired, fall, Lithium levels were 
found to be high.

Ceased Lithicarb.

Drug level increased Caused or 
prolonged 
inpatient 
hospitalisation

Fall Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 525 of 607

Case Number: Gender:
0.00Weight:02/02/2005

15/12/2004
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

69YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified OralTablet 2.0

PAXTINE (Other drug)

15/12/2003

Reason:

Stopped:Started:Batch:

LIPITOR (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily150.0

PLACIL (Other drug)

15/06/2003 contin

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

LITHICARB (Suspected)

15/06/2004 15/12/2004 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1204820

Preferred Term Severity Report Description Treatment
Memory impairment Caused or 

prolonged 
inpatient 
hospitalisation

Tremor Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 526 of 607

Case Number: Gender:
0.00Weight:

Patient's medication regimen had been relatively stable prior to reaction.

05/02/2005

15/05/2004
Causality certainRecovered 16/05/2004

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/02/2005 Echocardiogram 15/05/05-> sinus tachycardia, (HR=110) Twaves decreased 
anterolat leads.

05/02/2005 Pharmacokinetics (0.6-1.2) 15/05/2004 5.72 Lithium levels
05/02/2005 Pharmacokinetics (0.6-1.2) 16/05/2004 0.63 Lithium levels

Laboratory Investigations:

99UAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1204927

Preferred Term Severity Report Description Treatment
Therapeutic agent toxicity Lithium toxicity, RBBB, sinus tachycardia, 

fine tremor.
Decreased dose of Lithium 
and momitor, Diuresis with 
NACL rapid infusion.

Bundle branch block right
Sinus tachycardia
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 527 of 607

Case Number: Gender:
0.00Weight:17/02/2005

22/05/2004
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

17/02/2005 Other data 0.6-1.0 22/05/2004 1.79 Lithium.

Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Gram2.0

SODIUM VALPROATE (Other drug)

21/05/2004

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram400.0

CLOZAPINE (Other drug) Reason:

Constipation

Stopped:Started:Batch:

Dose Unspecified2.0

COLOXYL WITH SENNA (Other drug) Reason:

Phleb&thrombophleb lowr extrem

Stopped:Started:Batch:

Thousand International Unit SubcutaneousInjection 10.0

HEPARIN SODIUM (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1205338

Preferred Term Severity Report Description Treatment
Therapeutic agent toxicity Required Visit 

to Doctor
Lithum toxicity Lithium withheld.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 528 of 607

Case Number: Gender:
0.00Weight:17/02/2005

22/05/2004
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:
Pneumonia,unspecified

Stopped:Started:Batch:

Milligram100.0

DOXYCYCLINE HYDROCHLORIDE (Other drug)

18/05/2004

Reason:

Pneumonia,unspecified

Stopped:Started:Batch:

Milligram30.0

PREDNISOLONE (Other drug)

18/05/2004

Reason:

Asthma

Stopped:Started:Batch:

International Opacity Units InhalationInhalation 4.0

Seretide 250/25 MDI (Other drug)

19/05/2004

Reason:

Smoker

Stopped:Started:Batch:

Milligram TopicalPatch, dermal 21.0

NICOTINE TRANSDERMAL PATCH (Other drug)

20/05/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1205338



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 529 of 607

Case Number: Gender:
0.00Weight:17/02/2005

22/05/2004
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:
Pneumonia,unspecified

Stopped:Started:Batch:

Dose Unspecified Oral2.0

AUGMENTIN DUO FORTE (Other drug)

20/05/2004 22/05/2004

Reason:

Asthma

Stopped:Started:Batch:

InhalationInhalation

SALBUTAMOL (Other drug)

17/05/2004

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Gram Daily OralTablet 2.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1205338



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 530 of 607

Case Number: Gender:
0.00Weight:

Clozaril reduced to 12.5mg/day on 14/02/05 from 600mg/day. Celebrex is drug interaction not suspected.

08/03/2005

Causality possibleUnknown
03/07/1937DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

08/03/2005 Serum drug level Clozaril level of  2700 (no units, normal range 'around 1000') 
and a Lithium level of 1.4 (no units, normal range 'around 1').

Laboratory Investigations:

67Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet

LITHIUM CARBONATE (Interaction) Reason:

Stopped:Started:Batch:

OralCapsule

CELEBREX (Interaction)

0

Reason:

Stopped:Started:Batch:

OralTablet

SERTRALINE HYDROCHLORIDE (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Interaction)

09/06/2000 07/02/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1205831

Preferred Term Severity Report Description Treatment
Drug level above therapeutic Caused or 

prolonged 
inpatient 
hospitalisation

The patient developed high Clozaril and 
Lithium levels whilst on Clozaril and after 
having commenced Celebrex. He was also 
on a 'fair dose' of Sertraline at the time.

Sedation Caused or 
prolonged 
inpatient 
hospitalisation

patient experience high clozapine levels 
and sedation on low dose of clozaril.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 531 of 607

Case Number: Gender:
0.00Weight:

Clozaril reduced to 12.5mg/day on 14/02/05 from 600mg/day. Celebrex is drug interaction not suspected.

08/03/2005

Causality possibleUnknown
03/07/1937DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

67Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily12.0

CLOZARIL (Interaction)

14/02/2005 19/05/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1205831



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 532 of 607

Case Number: Gender:
0.00Weight:13/05/2005

Causality possibleUnknown
30/12/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

13/05/2005 Eosinophils Eosinophils - 3.9 (date not specified)
13/05/2005 Neutrophils 23/03/2005 8.6
13/05/2005 Neutrophils 29/03/2005 8.7
13/05/2005 Neutrophils 21/04/2005 12.6
13/05/2005 Neutrophils 13/04/2005 11.8
13/05/2005 Neutrophils 05/04/2005 9.5
13/05/2005 White blood cells 23/03/2005 13.3

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OLANZAPINE (Other drug) Reason:

Stopped:Started:Batch:

FLUOXETINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

OralTablet

LITHIUM CARBONATE (Suspected)

0

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

23/03/2005 21/04/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1207806

Preferred Term Severity Report Description Treatment
White blood cell count increased The patient experienced eosinophilia and 

mildly elevated white blood cells shortly 
after commencing Clozaril.

Clozaril ceased.

Eosinophilia
Neutrophilia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 533 of 607

Case Number: Gender:
0.00Weight:13/05/2005

Causality possibleUnknown
30/12/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

13/05/2005 White blood cells 29/03/2005 13.9
13/05/2005 White blood cells 05/04/2005 14.9
13/05/2005 White blood cells 13/04/2005 17.8
13/05/2005 White blood cells 21/04/2005 21.7

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OLANZAPINE (Other drug) Reason:

Stopped:Started:Batch:

FLUOXETINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

OralTablet

LITHIUM CARBONATE (Suspected)

0

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

23/03/2005 21/04/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1207806



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 534 of 607

Case Number: Gender:
0.00Weight:

Report 207891 is the second sequence to this report.

16/05/2005

21/02/2004
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

16/05/2005 Creatinine Creatinine - 0.13.
16/05/2005 Serum drug level Lithium levels - 1.09.
16/05/2005 Urea Urea - 12.

Laboratory Investigations:

69YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralCapsule

CELECOXIB (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHIUM CARBONATE (Interaction) Reason:

Stopped:Started:Batch:

TEMAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

OLANZAPINE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1207890

Preferred Term Severity Report Description Treatment
Therapeutic agent toxicity Caused or 

prolonged 
inpatient 
hospitalisation

The patient developed Lithium toxicity 
secondary to acute renal failure, 
secondary to COX-2 inhibitor use.

IV rehydration. Lithium and 
Celecoxib ceased.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 535 of 607

Case Number: Gender:
0.00Weight:

Report 207891 is the second sequence to this report.

16/05/2005

21/02/2004
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

69YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

CEPHALEXIN (Other drug) Reason:

Stopped:Started:Batch:

PANCREASE (Other drug) Reason:

Stopped:Started:Batch:

ESOMEPRAZOLE MAGNESIUM TRIHYDRATE (Other drug) Reason:

Stopped:Started:Batch:

CLONAZEPAM (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1207890



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 536 of 607

Case Number: Gender:
0.00Weight:

Patient participated in a post-marketing observational study (Solvay AUS-02).

06/06/2005

Causality possibleRecovered with sequelae
26/05/1924DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

81Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet

NORVASC (Other drug) Reason:

Stopped:Started:Batch:

PREDNISOLONE (Other drug) Reason:

Essential benign hypertension

Stopped:Started:Batch:

OralTablet

Teveten Plus (Suspected)

0

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

LITHICARB (Suspected)

03/01/1991 24/12/2003

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1208513

Preferred Term Severity Report Description Treatment
Diarrhoea Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced diarrhoea lithium 
toxicity and hypercalcemia.

Lithium, Caltrate and Actonel 
discontinued. Teveten Plus 
discontinued and replaced by 
Teveten 600mg. Dosages of 
Norvasc and Prednisolone 
were reduced because of 
hypersalivation.

Hypercalcaemia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 537 of 607

Case Number: Gender:
0.00Weight:

Patient participated in a post-marketing observational study (Solvay AUS-02).

06/06/2005

Causality possibleRecovered with sequelae
26/05/1924DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

81Age:

Additional Information:

Medicine Details:
Other diseases of bone

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

ACTONEL (Suspected)

13/12/2002 24/12/2003

Reason:

Other diseases of bone

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CALTRATE (Suspected)

08/05/2003 24/12/2003

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1208513

Preferred Term Severity Report Description Treatment
Therapeutic agent toxicity Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 538 of 607

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

15/10/2004
Causality possibleRecovered 15/01/2005
29/03/1943DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

06/06/2005 Other data Lithium level was 1.0mmol/L.

Laboratory Investigations:

61Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet

TELMISARTAN (Other drug) Reason:

Stopped:Started:Batch:

OralTablet

THYROXINE SODIUM (Other drug) Reason:

Stopped:Started:Batch:

OLANZAPINE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 900.0

QUILONUM SR (Suspected)

15/08/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1208530

Preferred Term Severity Report Description Treatment
Tremor Patient experienced tremor, insomnia, 

lithium toxicity and shaking.
Dose of Lithium was reduced 
to 900mg in a split of 450mg 
twice daily.

Insomnia
Therapeutic agent toxicity
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 539 of 607

Case Number: Gender:
0.00Weight:

Patient history:  Patient has previously been sensitive to other antipsychotics, including Olanzapine.

15/06/2005

24/05/2005
Causality possibleNot yet recovered
25/04/1938DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

67Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

SODIUM VALPROATE (Other drug) Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

ATORVASTATIN (Other drug)

0

Reason:

Unspecified psychosis

Stopped:Started:Batch:

RISPERIDONE (Other drug)

0

Reason:

Stopped:Started:Batch:

BENZYDAMINE HYDROCHLORIDE (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1208709

Preferred Term Severity Report Description Treatment
Parkinsonism Caused or 

prolonged 
inpatient 
hospitalisation

Patient became akinetic, psychomotor 
retarded, parkinsonised, cogwheel rigidity, 
worsening parkinsons disease, conciding 
with commencing on Aripiprazole.

Aripiprazole and 
Carbamazepine ceased.

Cogwheel rigidity Caused or 
prolonged 
inpatient 
hospitalisation

Locked-in syndrome Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 540 of 607

Case Number: Gender:
0.00Weight:

Patient history:  Patient has previously been sensitive to other antipsychotics, including Olanzapine.

15/06/2005

24/05/2005
Causality possibleNot yet recovered
25/04/1938DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

67Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

F.G.F. (Other drug) Reason:

Diabetes mellitus

Stopped:Started:Batch:

METFORMIN HYDROCHLORIDE (Other drug)

0

Reason:

Essential benign hypertension

Stopped:Started:Batch:

CAPTOPRIL (Other drug)

0

Reason:

Diabetes mellitus

Stopped:Started:Batch:

GLIMEPIRIDE (Other drug)

0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1208709

Preferred Term Severity Report Description Treatment
Psychomotor retardation Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 541 of 607

Case Number: Gender:
0.00Weight:

Patient history:  Patient has previously been sensitive to other antipsychotics, including Olanzapine.

15/06/2005

24/05/2005
Causality possibleNot yet recovered
25/04/1938DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

67Age:

Additional Information:

Medicine Details:
Other coagulation defects

Stopped:Started:Batch:

ASPIRIN (Other drug)

0

Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

CLONAZEPAM (Other drug) Reason:

Paralysis agitans

Stopped:Started:Batch:

Levodopa-Benserazide (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

LITHIUM CARBONATE (Suspected)

18/05/2005 23/05/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1208709



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 542 of 607

Case Number: Gender:
0.00Weight:

Patient history:  Patient has previously been sensitive to other antipsychotics, including Olanzapine.

15/06/2005

24/05/2005
Causality possibleNot yet recovered
25/04/1938DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

67Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CARBAMAZEPINE (Suspected)

23/05/2005 25/05/2005

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

Aripiprazole (Suspected)

12/05/2005 26/05/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1208709



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 543 of 607

Case Number: Gender:
0.00Weight:20/06/2005

Causality possibleNot yet recovered
11/04/1946DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

59Age:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

LITHIUM CARBONATE (Interaction)

L TERM 0

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily5.0

TRITACE (Interaction)

04/08/2003

Reason:

Hospitalisation: Required a visit to the doctor

Report Details:
Seq: 1208781

Preferred Term Severity Report Description Treatment
Therapeutic agent toxicity Patient developed increased Lithium 

toxicity - level 1.1.
Rduced dose by 125mg.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 544 of 607

Case Number: Gender:
0.00Weight:20/06/2005

18/05/2005
Causality possibleRecovered 18/05/2005

DOB:
Causality:

F
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 OralTablet 500.0

LITHIUM CARBONATE (Interaction)

17/05/2005 18/05/2005 0

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralCapsule 3.0

TRANDOLAPRIL (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1208796

Preferred Term Severity Report Description Treatment
Confusional state Patient experienced symptoms of 

confusion, sweating weaknes.
Ceased Lithium.

Asthenia
Hyperhidrosis



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 545 of 607

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 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 546 of 607

Case Number: Gender:
0.00Weight:

Patient history:  Alcohol abuse and THC, ecstasy and Ampetamine abuse.

30/06/2005

16/03/2005
Causality possibleUnknown
15/08/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

30/06/2005 Creatine kinase 
MB

09/06/2005 1.17
30/06/2005 Creatine 

phosphokinase
09/06/2005 97

30/06/2005 Echocardiogram (DAte unknown)  Pre-Clozaril Echocardiogram:  grade 1 LVF of 
greater than 59%.  
19/05/05 Echoardiogram:  Substantial reduction in LVF, global 
hypokinesis and ejection fraction of 20-39%.

30/06/2005 Neutrophils 07/06/2005 7.7

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

RISPERIDONE (Other drug) Reason:

Stopped:Started:Batch:

PANTOPRAZOLE (Other drug) Reason:

Stopped:Started:Batch:

BUSPIRONE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

LITHIUM CARBONATE (Suspected)

0

Reason:

Hospitalisation:

Report Details:
Seq: 1209338

Preferred Term Severity Report Description Treatment
Drug level increased He also experienced neutropenia, high 

level of lithium and hypertension.
Neutrophilia



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 547 of 607

Case Number: Gender:
0.00Weight:

Patient history:  Alcohol abuse and THC, ecstasy and Ampetamine abuse.

30/06/2005

16/03/2005
Causality possibleUnknown
15/08/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

30/06/2005 Other data 06/06/05 - Cardiac enzymes normal.
30/06/2005 Serum drug level 09/06/2005 1.2 Lithium level.
30/06/2005 Troponin 09/06/05 Troponin I >0.3.

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

29/01/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1209338



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 548 of 607

Case Number: Gender:
0.00Weight:

FI: Lithium levels were reported as average and not elevated. Patient also taking eight other drugs including Ferro-gradumet

11/07/2005

Causality possibleNot yet recovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

FERRO-GRADUMET (Other drug) Reason:

Stopped:Started:Batch:

OralCapsule

MACRODANTIN (Suspected)

15/05/2005

Reason:

Stopped:Started:Batch:

OralTablet

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1209687

Preferred Term Severity Report Description Treatment
Depression Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced depression and 
feeling abnormal.

Drug interaction Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 549 of 607

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 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 550 of 607

Case Number: Gender:
47.00Weight:29/07/2005

Causality possibleRecovered 19/07/2005
18/10/1923DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

29/07/2005 Creatinine 07/07/2005 98
29/07/2005 Creatinine 13/07/2005 123
29/07/2005 Creatinine 19/07/2005 94
29/07/2005 Creatinine 14/07/2005 117
29/07/2005 Other data 13/07/2005 2.7 Lithium level
29/07/2005 Other data 14/07/2005 2.3 Lithium level
29/07/2005 Other data 19/07/2005 0.8 Lithium level

Laboratory Investigations:

81Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

COVERSYL PLUS (Interaction)

14/07/2005

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHIUM CARBONATE (Interaction)

13/07/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210257

Preferred Term Severity Report Description Treatment
Antipsychotic drug level increased Life 

threatening
The patient's lithium levels increased up to 
2.7 mmol/L.

Lithium ceased, Coversyl Plus 
ceased, changed to Coversyl 
4mg.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 551 of 607

Case Number: Gender:
47.00Weight:29/07/2005

Causality possibleRecovered 19/07/2005
18/10/1923DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

29/07/2005 Other data 20/07/2005 0.9 Lithium level

Laboratory Investigations:

81Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

COVERSYL PLUS (Interaction)

14/07/2005

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHIUM CARBONATE (Interaction)

13/07/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210257



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:37AM Database: pusime02 ADRS004 Page 552 of 607

Case Number: Gender:
0.00Weight:04/08/2005

19/07/2005
Causality possibleRecovered
07/03/1986DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

04/08/2005 Neutrophils 20/07/2005 0.7
04/08/2005 Neutrophils 19/07/2005 1.0
04/08/2005 Neutrophils 27/07/2005 3.3
04/08/2005 Neutrophils 14/07/2005 2.2
04/08/2005 White blood cells 20/07/2005 1.8
04/08/2005 White blood cells 19/07/2005 2.0
04/08/2005 White blood cells 14/07/2005 3.7

Laboratory Investigations:

19Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOPINE (Suspected)

21/03/2005 19/07/2005

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Suspected)

28/06/2005 S TERM 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210408

Preferred Term Severity Report Description Treatment
Agranulocytosis Caused or 

prolonged 
inpatient 
hospitalisation

Agranulocytosis suspected, neutrophil 
count decreased and white blood cell 
count decreased.

Clopine discontinued.

Neutrophil count decreased Caused or 
prolonged 
inpatient 
hospitalisation

White blood cell count decreased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 553 of 607

Case Number: Gender:
0.00Weight:04/08/2005

19/07/2005
Causality possibleRecovered
07/03/1986DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

04/08/2005 White blood cells 27/07/2005 4.7

Laboratory Investigations:

19Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOPINE (Suspected)

21/03/2005 19/07/2005

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Suspected)

28/06/2005 S TERM 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210408



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 554 of 607

Case Number: Gender:
0.00Weight:05/08/2005

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

CITALOPRAM HYDROBROMIDE (Suspected) Reason:

Stopped:Started:Batch:

LITHIUM CARBONATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.0

EDRONAX (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1210518

Preferred Term Severity Report Description Treatment
Pulmonary hypertension Patient received oral Edronax 4 mg tablets 

three time daily (12mg mg daily dose) for 
two to three years. Note that the 
recommended dosing is twice daily. The 
patient had also been receiving citalopram 
and lithium for an unknown period of time. 
Patient "collapsed" at a shopping centre 
approximately three months ago and was 
diagnosed with pulmonary hypertension.

Dose of Edronax has been 
reduced to 8mg daily.

Circulatory collapse
Therapy regimen changed



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 555 of 607

Case Number: Gender:
0.00Weight:10/08/2005

Causality probableUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

17YAge:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

OralTablet

LAMICTAL (Suspected) Reason:

Stopped:Started:Batch:

OralTablet

QUETIAPINE (Suspected) Reason:

Stopped:Started:Batch:

CHLORPROMAZINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

OralTablet

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1210560

Preferred Term Severity Report Description Treatment
Toxic epidermal necrolysis Incapacity/dis

ability
Patient developed toxic epidermal 
necrolysis.

Ceased Lamictal, Quetiapine, 
Chlorpromazine HCL, Lithium 
salt, Sodium Valproate, 
Biperiden. Treatment with 
Risperdone was started.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 556 of 607

Case Number: Gender:
0.00Weight:10/08/2005

Causality probableUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

17YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Oral

SODIUM VALPROATE (Suspected) Reason:

Stopped:Started:Batch:

OralTablet

BIPERIDEN HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1210560



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 557 of 607

Case Number: Gender:
0.00Weight:22/08/2005

10/08/2005
Causality possibleUnknown
31/08/1927DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

77Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

SINEMET (Other drug) Reason:

Stopped:Started:Batch:

TAMOXIFEN CITRATE (Other drug) Reason:

Stopped:Started:Batch:

OROXINE (Other drug) Reason:

Stopped:Started:Batch:

TEMAZEPAM (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210977

Preferred Term Severity Report Description Treatment
Serotonin syndrome Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced suspected 
Serotonin Syndrome.

Ceased Lithium and 
Venlafaxine.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 558 of 607

Case Number: Gender:
0.00Weight:22/08/2005

10/08/2005
Causality possibleUnknown
31/08/1927DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

77Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

MOVICOL (Other drug) Reason:

Stopped:Started:Batch:

COLOXYL WITH SENNA (Other drug) Reason:

Stopped:Started:Batch:

VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

LITHICARB (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210977



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 559 of 607

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

18/04/2005
Causality possibleRecovered
24/04/1938DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

66Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 2 times OralTablet 500.0

LITHIUM CARBONATE (Suspected)

09/08/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1211175

Preferred Term Severity Report Description Treatment
Diabetes insipidus Caused or 

prolonged 
inpatient 
hospitalisation

Diagnosed as lithium induced nephrogenic 
diabetes insipidus.

Pollakiuria Caused or 
prolonged 
inpatient 
hospitalisation

Urinary frequency, polyuria, polydipsia, 
high/normal plasma osmolality & 
inappropriately low urine osmolality.

Initially treated with 
hydrochlorothiazide and dose 
reduction.  Eventually ceased 
and mood stabiliser therapy 
altered.

Polydipsia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 560 of 607

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

18/04/2005
Causality possibleRecovered
24/04/1938DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

66Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 2 times OralTablet 500.0

LITHIUM CARBONATE (Suspected)

09/08/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1211175

Preferred Term Severity Report Description Treatment
Polyuria Caused or 

prolonged 
inpatient 
hospitalisation

Urine osmolarity decreased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 561 of 607

Case Number: Gender:
0.00Weight:12/09/2005

11/04/2005
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:
Chron isch heart dis no hyper

Stopped:Started:Batch:

ASPIRIN (Other drug) Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

SEROQUEL (Other drug) Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

DIAZEPAM (Other drug) Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

SODIUM VALPROATE (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1211602

Preferred Term Severity Report Description Treatment
Dysphagia Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced expressive dysphagia 
and slurred speech, Lithium level 2.39 
mmol/L (range 0.6-1.0 mmol/L)

Lithium reduced back to 
500mg.

Antipsychotic drug level above therapeuticCaused or 
prolonged 
inpatient 
hospitalisation

Dysarthria Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 562 of 607

Case Number: Gender:
0.00Weight:12/09/2005

11/04/2005
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:
Othr&unspec metabolic diseases

Stopped:Started:Batch:

ZOCOR (Other drug) Reason:

Stopped:Started:Batch:

SOMAC (Other drug) Reason:

Asthma

Stopped:Started:Batch:

Seretide 250/50 Accuhaler (Other drug) Reason:

Asthma

Stopped:Started:Batch:

VENTOLIN (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1211602



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 563 of 607

Case Number: Gender:
0.00Weight:12/09/2005

11/04/2005
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

STILNOX (Other drug) Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

LITHIUM CARBONATE (Suspected)

06/04/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1211602



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 564 of 607

Case Number: Gender:
0.00Weight:13/09/2005

Causality possibleRecovered 30/06/2005
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

13/09/2005 Serum drug level 0.6-1.0 17/06/2005 0.80 Lithium level.
13/09/2005 Serum drug level 0.6-1.0 22/06/2005 0.96 Lithium level.
13/09/2005 Serum drug level 0.6-1.0 29/06/2005 1.71 Lithium level.

Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily OralCapsule 2.0

AMOXIL (Interaction)

15/06/2005

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

FLAGYL (Interaction)

15/06/2005 30/06/2005

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHICARB (Interaction) Reason:

Hospitalisation: Required a visit to the doctor

Report Details:
Seq: 1211650

Preferred Term Severity Report Description Treatment
Antipsychotic drug level increased Caused or 

prolonged 
inpatient 
hospitalisation

Patient developed blood lithium level 
increased.

Flagyl and Lithicarb ceased 
and Lithium level to be 
monitored.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 565 of 607

Case Number: Gender:
0.00Weight:26/09/2005

05/09/2005
Causality possibleNot yet recovered
02/08/1931DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

74Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram100.0

ASPIRIN (Other drug) Reason:

Stopped:Started:Batch:

Milligram4.0

COVERSYL (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified1.0

LANOXIN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily2.0

RISPERIDONE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1211991

Preferred Term Severity Report Description Treatment
Parkinsonism Caused or 

prolonged 
inpatient 
hospitalisation

Pateint developed parkinsonian like 
appearance secondary to Risperidone.

Ceased Risperidone



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 566 of 607

Case Number: Gender:
0.00Weight:26/09/2005

05/09/2005
Causality possibleNot yet recovered
02/08/1931DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

74Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily500.0

LITHIUM CARBONATE (Suspected)

06/09/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1211991



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 567 of 607

Case Number: Gender:
70.00Weight:28/09/2005

01/09/2005
Causality possibleNot yet recovered
29/01/1949DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

56Age:

Additional Information:

Medicine Details:
Manic-depression psycho,manic

Stopped:Started:Batch:

OLANZAPINE (Suspected)

18/08/2005 08/09/2005

Reason:

Stopped:Started:Batch:

DOXEPIN HYDROCHLORIDE (Suspected)

08/09/2005

Reason:

Stopped:Started:Batch:

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

08/09/2005

Reason:

Stopped:Started:Batch:

MELLERIL (Suspected)

08/09/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1212062

Preferred Term Severity Report Description Treatment
Musculoskeletal stiffness Patient experienced stiffness, agitation, 

sweating, clonus ++ increased tone, 
serotonin syndrome or NMS.

Ceased all medication, ICU.

Agitation
Clonus
Hyperhidrosis
Hypertonia
Serotonin syndrome



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 568 of 607

Case Number: Gender:
70.00Weight:28/09/2005

01/09/2005
Causality possibleNot yet recovered
29/01/1949DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

56Age:

Additional Information:

Medicine Details:
Otr spec symp psychopathol nec

Stopped:Started:Batch:

RISPERIDONE (Suspected)

28/08/2005 08/09/2005

Reason:

Manic-depression psycho,manic

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Suspected)

18/08/2005 08/09/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1212062



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 569 of 607

Case Number: Gender:
0.00Weight:17/10/2005

07/05/2005
Causality possibleDeath
22/03/1949DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

56Age:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

SEROQUEL (Suspected)

10/06/2004 20/04/2005 0

Reason:

Stopped:Started:Batch:

Gram Daily Oral1.0

LITHIUM CARBONATE (Suspected)

16/08/2004

Reason:

Stopped:Started:Batch:

Milligram Daily Oral10.0

OLANZAPINE (Suspected)

20/04/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1212647

Preferred Term Severity Report Description Treatment
Death Death On 7 May 2005 the patient was found 

dead, the cause of death was unknown.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 570 of 607

Case Number: Gender:
0.00Weight:04/01/2006

Causality possibleUnknown
26/08/1975DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet

LITHIUM CARBONATE (Suspected) Reason:

Stopped:Started:Batch:

ZYPREXA (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1214541

Preferred Term Severity Report Description Treatment
Akathisia The patient experienced akathisia and 

supersensitivity psychosis. He was 
cognitively impaired and was unable to 
access his memories in response to 
questions. He experienced agitation and 
aggression, developed elevations in 
temperature, alterations in alanine 
amino-transferase, aspartate transferase 
and elevated creatinine kinase levels. He 
experienced a grand mal seizure and 
delirium. He had many episodes of 
violence and made homicidal and suicidal 
threats. He experienced visual, tactile and 
somatic hallucinations.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 571 of 607

Case Number: Gender:
0.00Weight:04/01/2006

Causality possibleUnknown
26/08/1975DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet

LITHIUM CARBONATE (Suspected) Reason:

Stopped:Started:Batch:

ZYPREXA (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1214541

Preferred Term Severity Report Description Treatment
Aggression
Amnesia
Cognitive disorder
Delirium
Homicidal ideation
Psychotic disorder
Suicidal ideation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 572 of 607

Case Number: Gender:
0.00Weight:17/01/2006

05/10/2005
Causality possibleRecovered
01/10/1936DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

17/01/2006 Other data TR 0.5-1.2. Lithium Level 3.2.

Laboratory Investigations:

69Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

ATACAND PLUS 16/12.5 (Other drug) Reason:

Stopped:Started:Batch:

BETALOC (Other drug) Reason:

Stopped:Started:Batch:

CARTIA (Other drug) Reason:

Stopped:Started:Batch:

PULMICORT TURBUHALER (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1215016

Preferred Term Severity Report Description Treatment
Confusional state Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced confusion an 
unsteady gait.

Cranial CT given. Lithium and 
Atacand Plus ceased.

Drug level increased Caused or 
prolonged 
inpatient 
hospitalisation

Gait disturbance Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 573 of 607

Case Number: Gender:
0.00Weight:17/01/2006

05/10/2005
Causality possibleRecovered
01/10/1936DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

69Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

COLOXYL WITH SENNA (Other drug) Reason:

Stopped:Started:Batch:

OMEPRAZOLE (Other drug) Reason:

Stopped:Started:Batch:

VALIUM (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Alternate days OralTablet 250.0

LITHICARB (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1215016



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 574 of 607

Case Number: Gender:
0.00Weight:19/01/2006

16/01/2006
Causality certainRecovered
27/06/1934DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

19/01/2006 Pharmacokinetics lithium level 1.5 mmol/L (normal range 0.5-1.0 mmol/L)

Laboratory Investigations:

71Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 4 times OralTablet 250.0

ACETAZOLAMIDE (Other drug)

12/01/2006 17/01/2006

Reason:

Stopped:Started:Batch:

Milligram 4 times OralTablet 250.0

ACETAZOLAMIDE (Other drug)

12/01/2006 17/01/2006

Reason:

Stopped:Started:Batch:

Milligram 2 times OralTablet 500.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1215085

Preferred Term Severity Report Description Treatment
Aggression "verbally aggressive and offensive" per 

nurse description, "refused to co-operate"; 
nurse requested pharmacist to do full 
review, pharmacist suggested assay on 
plasma lithium level; lithium withheld for 2 
days and patient now "co-operative and 
polite"

lithium dose withheld for next 2 
days 18/1/06 and 19/1/06; 
Diamox tablets ceased

Drug level increased



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 575 of 607

Case Number: Gender:
100.00Weight:30/01/2006

20/12/2005
Causality possibleRecovered with sequelae

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 40.0

PAROXETINE HYDROCHLORIDE (Other drug)

11/11/2003 18/01/2006

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralCapsule 200.0

SEROQUEL (Suspected)

23/11/2005 18/01/2006 0

Reason:

Depression

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Suspected)

01/01/2005 18/01/2006 0

Reason:

Hospitalisation:

Report Details:
Seq: 1215394

Preferred Term Severity Report Description Treatment
Tardive dyskinesia Caused or 

prolonged 
inpatient 
hospitalisation

serotonin syndrome tardive dyskinesia withdrawal of medicines



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 576 of 607

Case Number: Gender:
0.00Weight:

Concurrent Disease: Bipolar disorder.  Possible drug allergy - sulphur allergy.

10/03/2006

Causality possibleUnknown
10/01/1943DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

63Age:

Additional Information:

Medicine Details:
Unspecified arthritis

Stopped:Started:Batch:

OralCapsule

CELEBREX (Suspected) Reason:

Stopped:Started:Batch:

LITHIUM CARBONATE (Suspected)

0

Reason:

Hospitalisation:

Report Details:
Seq: 1216425

Preferred Term Severity Report Description Treatment
Urticaria Caused or 

prolonged 
inpatient 
hospitalisation

Patient developed nerve related pain and 
pins and needles, developed hives and 
was hospitalised for three to four days.

Stopped Celebrex

Neuralgia Caused or 
prolonged 
inpatient 
hospitalisation

Paraesthesia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 577 of 607

Case Number: Gender:
0.00Weight:13/03/2006

19/01/2006
Causality possibleNot yet recovered
17/02/1975DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram2.0

RISPERIDONE (Other drug) Reason:

Stopped:Started:Batch:

Milligram10.0

DIAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram2.0

CLONAZEPAM (Other drug) Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Suspected)

18/01/2006 01/03/2006

Reason:

Hospitalisation: Required a visit to the doctor

Report Details:
Seq: 1216466

Preferred Term Severity Report Description Treatment
Skin lesion Patient developed skin lesions around 

waist, recurrent since 6 weeks age, size 
10mm diameter, elevated, nil discharge, 
scally crust, white-yellowish, itchy.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 578 of 607

Case Number: Gender:
0.00Weight:

Patient's medical history includes the patient experiencing extreme agitation whilst receiving Lithium. This report 216894 is a 
duplicate of 216945.

03/04/2006

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet

SEROQUEL (Suspected) Reason:

Stopped:Started:Batch:

Oral

EFEXOR (Suspected) Reason:

Stopped:Started:Batch:

OralTablet

LITHIUM CARBONATE (Suspected) Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

ZYPREXA (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1216894

Preferred Term Severity Report Description Treatment
Convulsion After commencing Zyprexa pateint 

experienced a seizure.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 579 of 607

Case Number: Gender:
0.00Weight:06/04/2006

01/01/2002
Causality possibleUnknown
24/05/1968DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet

LITHIUM CARBONATE (Suspected)

L TERM

Reason:

Anxiety neurosis

Stopped:Started:Batch:

VALIUM (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

RISPERDAL (Suspected) Reason:

Stopped:Started:Batch:

HALOPERIDOL (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1217086

Preferred Term Severity Report Description Treatment
Feeling abnormal Caused or 

prolonged 
inpatient 
hospitalisation

Patient felt indifferent and felt frustrated.  
Slept all day/night, anxious, did not sleep, 
confused

Ceased medication. Returned 
to hospital for medication 
adjustment. Patient now on 
Abilify, Seroquel and Lithium.

Anxiety Caused or 
prolonged 
inpatient 
hospitalisation

Confusional state Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 580 of 607

Case Number: Gender:
0.00Weight:06/04/2006

01/01/2002
Causality possibleUnknown
24/05/1968DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

PROZAC (Suspected) Reason:

Stopped:Started:Batch:

LARGACTIL (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1217086

Preferred Term Severity Report Description Treatment
Frustration Caused or 

prolonged 
inpatient 
hospitalisation

Insomnia Caused or 
prolonged 
inpatient 
hospitalisation

Somnolence Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 581 of 607

Case Number: Gender:
0.00Weight:

Report 219520 is the first sequence to this report 219521 is the second sequence and 219524 is the third sequence.

27/06/2006

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1219525

Preferred Term Severity Report Description Treatment
Partial seizures Patient experienced a partial seizure 

which was attributed to increment in her 
Lithium dose, she also has marked 
biochemic hypothyroidism.

Lamotrigine.

Hypothyroidism



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 582 of 607

Case Number: Gender:
0.00Weight:06/07/2006

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99uAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 900.0

QUILONUM SR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1219734

Preferred Term Severity Report Description Treatment
Diarrhoea Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced signs of overdose 
with syptoms of diarrhoea, cold hands and 
feet, itching toes that lasted all day and 
kept the patient awake at night, blurred 
vision, increased urination, balance 
problems, loss in hand muscle 
coordination (where she found that she 
could not write) and muscle weakness. 
Patient also reported experiencing 
lethargy and weight loss.

Quilonum SR discontinued.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 583 of 607

Case Number: Gender:
0.00Weight:06/07/2006

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

99uAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 900.0

QUILONUM SR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1219734

Preferred Term Severity Report Description Treatment
Asthenia Caused or 

prolonged 
inpatient 
hospitalisation

Coordination abnormal Caused or 
prolonged 
inpatient 
hospitalisation

Feeling cold Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 584 of 607

Case Number: Gender:
0.00Weight:06/07/2006

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

99uAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 900.0

QUILONUM SR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1219734

Preferred Term Severity Report Description Treatment
Insomnia Caused or 

prolonged 
inpatient 
hospitalisation

Lethargy Caused or 
prolonged 
inpatient 
hospitalisation

Pollakiuria Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 585 of 607

Case Number: Gender:
0.00Weight:06/07/2006

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

99uAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 900.0

QUILONUM SR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1219734

Preferred Term Severity Report Description Treatment
Pruritus Caused or 

prolonged 
inpatient 
hospitalisation

Vision blurred Caused or 
prolonged 
inpatient 
hospitalisation

Weight decreased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 586 of 607

Case Number: Gender:
0.00Weight:

Female baby born on 05/06/06.

23/08/2006

Causality possibleUnknown
DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99uAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 900.0

LITHIUM CARBONATE (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

OLANZAPINE (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

LAMOTRIGINE (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 150.0

EFEXOR-XR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1220962

Preferred Term Severity Report Description Treatment
Cleft palate Congenital 

anomaly / 
birth defect

Infant born with small cleft palate.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 587 of 607

Case Number: Gender:
0.00Weight:12/10/2006

27/09/2006
Causality possibleUnknown
04/03/1955DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZAPINE (Suspected)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

AMISULPRIDE (Suspected)

15/03/2004 0

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

LITHIUM CARBONATE (Suspected)

15/09/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1222418

Preferred Term Severity Report Description Treatment
Diabetes mellitus Diabetes Commenced on Diaformin.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 588 of 607

Case Number: Gender:
0.00Weight:07/12/2006

13/09/2006
Causality possibleRecovered 10/10/2006
07/06/1967DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

07/12/2006 Neutrophils 04/10/2006 12.68
07/12/2006 Neutrophils 28/09/2006 22.38
07/12/2006 Neutrophils 19/09/2006 14.53
07/12/2006 Serum drug level 04/10/2006 0.0 Clozapine
07/12/2006 Serum drug level 28/09/2006 50.0 Clozapine
07/12/2006 Serum drug level 19/09/2006 100.0 Clozapine
07/12/2006 White blood cells 04/10/2006 13.9

Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Oral5.0

FOLIC ACID (Other drug) Reason:

Gastritis&duodenitis

Stopped:Started:Batch:

Milligram Daily Oral20.0

OMEPRAZOLE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily Oral30.0

Abilify (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily Oral4.0

RISPERIDONE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1223897

Preferred Term Severity Report Description Treatment
Nephritis Renal failure initially suspected, later 

revised to nephritis
Clopine ceased, 
corticosteroids.

Pyrexia increased temperature, decreased blod 
pressure, worsening creatinine and urea 
over a 10 day period

Eosinophilia
Renal impairment



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 589 of 607

Case Number: Gender:
0.00Weight:07/12/2006

13/09/2006
Causality possibleRecovered 10/10/2006
07/06/1967DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

07/12/2006 White blood cells 28/09/2006 25.4
07/12/2006 White blood cells 19/09/2006 17.4

Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

CLOPINE (Suspected)

13/09/2006 28/09/2006 0

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Gram Daily Oral1.2

LITHIUM CARBONATE (Suspected)

01/10/2006

Reason:

Hospitalisation:

Report Details:
Seq: 1223897



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 590 of 607

Case Number: Gender:
0.00Weight:21/12/2006

21/11/2006
Causality possibleRecovered 25/11/2006
08/07/1955DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

21/12/2006 Serum drug level Lithium level is beyong therapeutic range

Laboratory Investigations:

51Age:

Additional Information:

Medicine Details:
Other&unspecified epilepsy

Stopped:Started:Batch:

Gram Daily OralTablet 1.5

LITHIUM CARBONATE (Interaction)

L TERM 0

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

PERINDOPRIL (Interaction)

27/10/2006 21/11/2006

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Dose Unspecified Daily1.0

ATACAND PLUS 16/12.5 (Interaction)

14/11/2006 21/11/2006

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1224267

Preferred Term Severity Report Description Treatment
Nausea Caused or 

prolonged 
inpatient 
hospitalisation

Nausea, vomiting and lithium level beyond 
therapeutic range.

Drug level increased Caused or 
prolonged 
inpatient 
hospitalisation

Vomiting Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 591 of 607

Case Number: Gender:
0.00Weight:

Raloxifene was discontinued towards the end of November, and the patient has receovered from the event.

10/01/2007

Causality possibleRecovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1224506

Preferred Term Severity Report Description Treatment
Therapeutic agent toxicity Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced lithium toxicity.  
(Increased lithium levels post raloxifene 
withdrawal)

Drug interaction Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 592 of 607

Case Number: Gender:
0.00Weight:

CERT (RE-CHALL)

18/01/2007

Causality certainUnknown
02/03/1964DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

QUILONUM SR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1224832

Preferred Term Severity Report Description Treatment
Dizziness Experienced feeling faint, nausea, 

dizziness, heart beat faster, throbbing 
head, tremor and feeling of collapse, 
trembling and dehydration.

Dehydration
Dizziness
Headache
Heart rate increased
Nausea
Tremor



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 593 of 607

Case Number: Gender:
62.00Weight:

Increase with dose, +ve dechall

13/02/2007

17/11/2006
Causality probableRecovered 15/01/2007
20/03/1952DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram200.0

ZOLOFT (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily900.0

QUILONUM SR (Suspected)

17/11/2006 17/12/2006

Reason:

Hospitalisation:

Report Details:
Seq: 1225773

Preferred Term Severity Report Description Treatment
Hypoaesthesia Patient experienced numbness of parts of 

both feet, increased dose caused 
numbness of fingertips and tongue. 
Cessation of drug has led to almost 
complete return of sensation, intermitant 
numbness in one toe.

Drug ceased.



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 594 of 607

Case Number: Gender:
0.00Weight:02/03/2007

19/02/2007
Causality possibleNot yet recovered
26/02/1931DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

02/03/2007 Creatinine Creatinine increased to over 170, normal baseline level is 
125umol/L

Laboratory Investigations:

75Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram 2 times OralTablet 250.0

LITHIUM CARBONATE (Suspected)

01/01/1989 26/02/2007 0

Reason:

Stopped:Started:Batch:

Milligram 2 times OralCapsule 100.0

CELEBREX (Suspected)

01/01/2000 26/02/2007

Reason:

Stopped:Started:Batch:

Milligram 1 time OralTablet 40.0

FRUSEMIDE (Suspected)

19/02/2007 26/02/2007

Reason:

Stopped:Started:Batch:

Dose Unspecified 1 time OralTablet 1.0

KARVEZIDE NOS (Suspected)

0

Reason:

Hospitalisation:

Report Details:
Seq: 1226275

Preferred Term Severity Report Description Treatment
Renal failure acute Caused or 

prolonged 
inpatient 
hospitalisation

Acute on chronic renal failure 2o to 
dehydration whilst on Celebrex, Lithium 
and Frusemide

Dehydration Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 595 of 607

Case Number: Gender:
0.00Weight:02/03/2007

19/02/2007
Causality possibleNot yet recovered
26/02/1931DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

75Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralCapsule 100.0

ASPIRIN SUSTAINED RELEASE (Suspected)

0

Reason:

Hospitalisation:

Report Details:
Seq: 1226275



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 596 of 607

Case Number: Gender:
0.00Weight:

Cert: timing and +ve de and rechall.

07/03/2007

09/12/2006
Causality certainRecovered
03/09/1939DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

67Age:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

LITHIUM CARBONATE (Interaction)

0

Reason:

Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily OralTablet 45.0

ACTOS (Interaction)

11/08/2006 15/12/2006 0

Reason:

Stopped:Started:Batch:

COUMADIN (Other drug) Reason:

Stopped:Started:Batch:

METFORMIN HYDROCHLORIDE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1226447

Preferred Term Severity Report Description Treatment
Therapeutic agent toxicity Caused or 

prolonged 
inpatient 
hospitalisation

Patient had oedema, was unsteady on his 
feet. Diagnosed with drug induced lithium 
toxicity, drug interaction.

Drug ceased.

Balance disorder Caused or 
prolonged 
inpatient 
hospitalisation

Drug interaction Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 597 of 607

Case Number: Gender:
0.00Weight:

Cert: timing and +ve de and rechall.

07/03/2007

09/12/2006
Causality certainRecovered
03/09/1939DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

67Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

DIAMICRON (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1226447

Preferred Term Severity Report Description Treatment
Oedema Caused or 

prolonged 
inpatient 
hospitalisation

Tremor Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 598 of 607

Case Number: Gender:
0.00Weight:09/03/2007

Causality possibleUnknown
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:

ZOLOFT (Other drug) Reason:

Stopped:Started:Batch:

METFORMIN HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

LOSEC (Other drug) Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 900.0

QUILONUM SR (Suspected)

L TERM Contin

Reason:

Hospitalisation:

Report Details:
Seq: 1226504

Preferred Term Severity Report Description Treatment
Neuropathy peripheral Incapacity/dis

ability
Patient experienced peripheral neuritis, 
patient could hardly walk.

Gait disturbance Incapacity/dis
ability



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 599 of 607

Case Number: Gender:
0.00Weight:

The reporting physician believes that all medications the patient was taking were suspect/interacting drugs.

12/03/2007

15/11/2006
Causality possibleRecovered 15/12/2006
27/07/1961DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

12/03/2007 Electrocardiograph
y

15/11/2006 normal
12/03/2007 Pharmacokinetics 15/11/2006 blood level of 

lithium within 
normal range

Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet

SEROQUEL (Suspected)

15/10/2005 15/12/2006 0

Reason:

Stopped:Started:Batch:

Gram Daily Oral2.0

EPILIM (Suspected)

ongoing

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

CIPRAMIL (Suspected)

ongoing

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 1250.0

LITHIUM CARBONATE (Suspected)

ongoing

Reason:

Hospitalisation: Treated in Accident/Emergency Department

Report Details:
Seq: 1226515

Preferred Term Severity Report Description Treatment
Palpitations -Palpitations  

-Sweating  
- Diarrhoea  
- Incoordinated  
- Clumsy  
- Verbal confusion  
- Serotonergic confusion  
- Panic

Confusional state
Coordination abnormal
Diarrhoea
Hyperhidrosis



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 600 of 607

Case Number: Gender:
0.00Weight:

The reporting physician believes that all medications the patient was taking were suspect/interacting drugs.

12/03/2007

15/11/2006
Causality possibleRecovered 15/12/2006
27/07/1961DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet

SEROQUEL (Suspected)

15/10/2005 15/12/2006 0

Reason:

Stopped:Started:Batch:

Gram Daily Oral2.0

EPILIM (Suspected)

ongoing

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

CIPRAMIL (Suspected)

ongoing

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 1250.0

LITHIUM CARBONATE (Suspected)

ongoing

Reason:

Hospitalisation: Treated in Accident/Emergency Department

Report Details:
Seq: 1226515

Preferred Term Severity Report Description Treatment
Panic disorder
Serotonin syndrome



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 601 of 607

Case Number: Gender:
56.00Weight:23/03/2007

Causality possibleUnknown
24/01/1994DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

23/03/2007 Platelets 31/03/2005 620 pt 175-415
23/03/2007 Platelets 15/04/2005 597 pt 175-415
23/03/2007 Platelets 06/07/2005 635 pt 175-415
23/03/2007 Platelets 18/08/2005 679 pt 175-415
23/03/2007 Platelets 21/11/2005 659 pt 175-415
23/03/2007 Prolactin 24/11/2006 984 (40-318)
23/03/2007 Prolactin 23/02/2007 677 (40-318)

Laboratory Investigations:

13Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily400.0

SOLIAN (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily900.0

QUILONUM SR (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1226923

Preferred Term Severity Report Description Treatment
Thrombocythaemia Patient started taking these drugs 2 years 

ago, have noticed consistently higher 
platelets.

Incidental finding, no treatment 
required. NB Solian 
(amisulpride induced higher 
prolactin level.)

Hyperprolactinaemia
Platelet count increased



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 602 of 607

Case Number: Gender:
0.00Weight:

The authors considered the QT prolongation related to treatment with amitriptyline and haloperidol.  The authors comment that 
Brugada syndrome "has been associated with mutations in the sodium channel, SCN5A and may be unmasked by medications 
with sodium channel blocking activity".  Furthermore, "in this case, all four medications may inactivate the cardiac sodium 
channels".  
Roberts-Thomson KC et al.  Drug-induced Brugada syndrome with ST-T wave alternans and long QT.  Intern Med J 2007; 
37(3):199-200.

26/03/2007

Causality possibleDeath, maybe drug
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

26/03/2007 Electrocardiograph
y

Electrocardiogram ST-T segment abnormal, ECG QT 
prolonged, Bundle branch block right, ECG ST segment 
elevation, ECG T wave inversion.

26/03/2007 Serum drug level Amitriptyline level was 1.36 mmol/L (NR 0.27 - 0.72), 
nortriptyline was 3.92 (NR 0.19 - 0.57) and Lithium level was 0.2 
(NR 0.5 - 1.0)

26/03/2007 Troponin Troponin I was undetectable.

Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily30.0

HALOPERIDOL (Suspected)

0

Reason:

Stopped:Started:Batch:

Milligram Daily200.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

0

Reason:

Stopped:Started:Batch:

Gram Daily1.0

SODIUM VALPROATE (Suspected)

0

Reason:

Stopped:Started:Batch:

Milligram Daily400.0

LITHIUM CARBONATE (Suspected)

0

Reason:

Hospitalisation:

Report Details:
Seq: 1226975

Preferred Term Severity Report Description Treatment
Brugada syndrome brugada syndrome, prolonged QT interval,  

sudden death
Electrocardiogram QT prolonged
Sudden death



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 603 of 607

Case Number: Gender:
0.00Weight:03/04/2007

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99uAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram1200.0

AURORIX (Suspected) Reason:

Stopped:Started:Batch:

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1227261

Preferred Term Severity Report Description Treatment
Suicidal behaviour Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 604 of 607

Case Number: Gender:
0.00Weight:04/04/2007

29/03/2007
Causality possibleNot yet recovered
03/03/1966DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

04/04/2007 White blood cells  elevated

Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 3 times OralTablet 500.0

AMOXYCILLIN SODIUM (Suspected)

26/03/2007 29/03/2007

Reason:

Stopped:Started:Batch:

Milligram 2 times OralTablet 450.0

QUILONUM SR (Suspected)

01/02/2007 02/04/2007

Reason:

Stopped:Started:Batch:

Milligram 1 time OralTablet 25.0

LAMICTAL (Suspected)

01/02/2007 02/04/2007

Reason:

Stopped:Started:Batch:

Milligram 1 time OralTablet 25.0

SEROQUEL (Suspected)

01/03/2007 02/04/2007

Reason:

Hospitalisation:

Report Details:
Seq: 1227363

Preferred Term Severity Report Description Treatment
Erythema multiforme Life 

threatening
erythema multiforme  
 rash, fever, oedema.? 
Steven-Johnson-Syndrome

Oedema Life 
threatening

Pyrexia Life 
threatening

Stevens-Johnson syndrome Life 
threatening



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 605 of 607

Case Number: Gender:
0.00Weight:04/04/2007

29/03/2007
Causality possibleNot yet recovered
03/03/1966DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralTablet 75.0

EFEXOR-XR (Suspected)

01/11/2006 02/04/2007

Reason:

Hospitalisation:

Report Details:
Seq: 1227363



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 606 of 607

Case Number: Gender:
100.00Weight:10/04/2007

09/12/2006
Causality possibleRecovered 20/12/2006
03/09/1939DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

10/04/2007 International 
normalised ratio

INR 1.8, dig 2.2 on admission.

Laboratory Investigations:

67Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

LITHIUM CARBONATE (Interaction) Reason:

Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily OralTablet 30.0

ACTOS (Interaction)

09/12/2006

Reason:

Stopped:Started:Batch:

ATACAND (Other drug) Reason:

Stopped:Started:Batch:

BIAXSIG (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1227444

Preferred Term Severity Report Description Treatment
Drug level increased Increased Lithium levels 2.26, weight loss, 

morning tremors, unable to feed self or 
wife, frequent tripping.

Ceased Actos and Lithium.

Coordination abnormal
Tremor
Weight decreased



  Date Range: 11 Aug 1988 To 31 Dec 2007  Unclear causality excluded  GM medicines Only  Tradenames: 
CAMCOLIT,LITHICARB,LITHIUM CARBONATE,LITHIUM CARBONATE TRIAL,Lithicarb SR,PRIADEL,QUILONUM SR,TIMONIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 04/06/2007 10:38AM Database: pusime02 ADRS004 Page 607 of 607

Case Number: Gender:
100.00Weight:10/04/2007

09/12/2006
Causality possibleRecovered 20/12/2006
03/09/1939DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

67Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

COUMADIN (Other drug) Reason:

Stopped:Started:Batch:

LANOXIN (Other drug) Reason:

Stopped:Started:Batch:

LIPITOR (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1227444
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