
  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 1 of 644

Case Number: Gender:
Weight:

Case Sequenced to: 61792/2

28/07/1989

21/05/1989
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

PANADOL (Other drug)

11/05/1989 30/05/1989

Reason:

Stopped:Started:Batch:

0.0

DYMADON CO (Other drug)

11/05/1989 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily600.0

RANITIDINE (Other drug)

11/05/1989 CONTIN

Reason:

Stopped:Started:Batch:

Gram Daily4.0

SUCRALFATE (Other drug)

11/05/1989 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 12093

Preferred Term Severity Report Description Treatment
Confusional state
Hallucination

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 2 of 644

Case Number: Gender:
Weight:

Case Sequenced to: 61792/2

28/07/1989

21/05/1989
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

15/05/1989 21/05/1989

Reason:

Hospitalisation:

Report Details:
Seq: 12093

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 3 of 644

Case Number: Gender:
96.00Weight:

Case Sequenced to: 62369/2

06/09/1989

25/08/1989
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

RENITEC (Suspected)

25/08/1989 25/08/1989

Reason:

Depression

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 25.0

TRYPTANOL (Suspected)

08/08/1989 CONTIN

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 1.0

MINIPRESS (Suspected)

22/08/1989 24/08/1989

Reason:

Hospitalisation:

Report Details:
Seq: 12112

Preferred Term Severity Report Description Treatment
Rash erythematous Observation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 4 of 644

Case Number: Gender:
75.00Weight:

- 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.  Case Sequenced to: 68158/2

02/11/1990

31/05/1988
Causality certainRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry 10/7/90   range serum testosterone:     6.0    (10-49)

Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:
Xanthomatosis

Stopped:Started:Batch:

Gram Daily OralTablet 12.0

CHOLESTYRAMINE (Other drug)

01/12/1987 28/08/1990

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

TRYPTANOL (Suspected)

01/12/1987 28/08/1990

Reason:

Hospitalisation:

Report Details:
Seq: 12764

Preferred Term Severity Report Description Treatment
Libido decreased
Testicular disorder

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 5 of 644

Case Number: Gender:
Weight:05/01/1989

Causality possibleNot yet recovered
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram As necessary OralTablet 5.0

ENDONE (Suspected)

CONTIN

Reason:

Pain

Stopped:Started:Batch:

Dose Unspecified Daily RectalSuppository 2.0

PROLADONE (Suspected)

CONTIN

Reason:

Pain

Stopped:Started:Batch:

Gram Daily OralTablet 4.0

PANADOL (Suspected)

CONTIN

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

TRYPTANOL (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 158056

Preferred Term Severity Report Description Treatment
Pruritus
Rash Dilosyn 4mg bd

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 6 of 644

Case Number: Gender:
60.00Weight:26/01/1989

20/01/1989
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:
Other diseases of bladder

Stopped:Started:Batch:

Milligram Daily25.0

TRYPTANOL (Suspected)

01/01/1989 20/01/1989

Reason:

Hospitalisation:

Report Details:
Seq: 158403

Preferred Term Severity Report Description Treatment
Nightmare

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 7 of 644

Case Number: Gender:
70.00Weight:

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

11/02/1989

02/02/1989
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:
Diaph hern of abd cav w/o obst

Stopped:Started:Batch:

Milligram Daily300.0

ZANTAC (Suspected)

02/02/1989 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily25.0

TRYPTANOL (Suspected)

01/06/1987 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 158793

Preferred Term Severity Report Description Treatment
Somnolence

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 8 of 644

Case Number: Gender:
Weight:06/03/1989

Causality possibleUnknown
DOB:

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

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 159137

Preferred Term Severity Report Description Treatment
Dental caries
Dry mouth

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 9 of 644

Case Number: Gender:
Weight:

- 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.

17/03/1989

31/12/1987
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data 1biventricular chamber dilatation

Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

01/01/1979 15/11/1987

Reason:

Hospitalisation:

Report Details:
Seq: 159427

Preferred Term Severity Report Description Treatment
Cardiac failure
Cardiomyopathy Life 

threatening

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 10 of 644

Case Number: Gender:
Weight:19/05/1989

15/05/1989
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

85YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Weekly OralTablet 3.0

NAVIDREX (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily2.0

MIDAMOR (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily InhalationInhalation 8.0

VENTOLIN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily200.0

THEO-DUR (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 160485

Preferred Term Severity Report Description Treatment
Hallucination Visual and auditory hallucinations
Confusional state

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 11 of 644

Case Number: Gender:
Weight:19/05/1989

15/05/1989
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

85YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily5.0

PREDNISONE (Other drug) Reason:

Herpes zoster

Stopped:Started:Batch:

Dose Unspecified Daily2.0

TRYPTANOL (Suspected)

10/05/1989 15/05/1989

Reason:

Hospitalisation:

Report Details:
Seq: 160485

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 12 of 644

Case Number: Gender:
102.00Weight:

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.

16/06/1989

01/06/1989
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Ast 1224  alt 603  alp 1.9  prothrombin 1.9

Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:
Otr&unspec peripher vascul dis

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

TRENTAL 400 (Suspected)

01/04/1989 01/06/1989

Reason:

Osteoarthritis

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

FELDENE (Suspected)

01/06/1988 01/06/1989

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

TRYPTANOL (Suspected)

01/06/1989

Reason:

Diabetes mellitus

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.5

DIABINESE (Suspected)

01/06/1989

Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 160978

Preferred Term Severity Report Description Treatment
Abdominal pain
Hepatocellular damage Life 

threatening
Cessation of medication, 10% 
dextrose infusion and saline  
by central venous catheter

Hypoglycaemia
Shock

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 13 of 644

Case Number: Gender:
102.00Weight:

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.

16/06/1989

01/06/1989
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:
Gout

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

ZYLOPRIM (Suspected)

L TERM

Reason:

Otr respiratory systm diseases

Stopped:Started:Batch:

Dose Unspecified Daily InhalationInhalation 8.0

VENTOLIN (Suspected)

L TERM

Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 160978

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 14 of 644

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

10/07/1989

31/05/1989
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Haematology 1          neutropenia (1.41) 2/5/89.  neutrophils 2.74 on 17/6/89.

Laboratory Investigations:

61YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily25.0

TRYPTANOL (Suspected)

01/01/1987 31/01/1989

Reason:

Hospitalisation:

Report Details:
Seq: 161340

Preferred Term Severity Report Description Treatment
Fatigue
Neutropenia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 15 of 644

Case Number: Gender:
58.00Weight:19/07/1989

05/07/1989
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

76YAge:

Additional Information:

Medicine Details:
Otr periph nerve dis not auton

Stopped:Started:Batch:

Milligram Daily25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

13/05/1989 07/07/1989

Reason:

Othr diseases of urinary tract

Stopped:Started:Batch:

Milligram Daily300.0

TRIMETHOPRIM (Suspected)

02/05/1989 05/07/1989

Reason:

Hospitalisation:

Report Details:
Seq: 161573

Preferred Term Severity Report Description Treatment
Hyponatraemia Fluid restriction

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 16 of 644

Case Number: Gender:
Weight:22/08/1989

04/07/1989
Causality possibleRecovered

DOB:

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 OralTablet 75.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Other rheumatoid arthritis

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

PREDNISOLONE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 162032

Preferred Term Severity Report Description Treatment
Confusional state
Hallucination

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 17 of 644

Case Number: Gender:
48.00Weight:12/10/1989

10/10/1989
Causality certainNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

TRYPTANOL (Suspected)

25/09/1989 08/10/1989

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

TRYPTANOL (Suspected)

10/10/1989

Reason:

Hospitalisation:

Report Details:
Seq: 162935

Preferred Term Severity Report Description Treatment
Urticaria

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 18 of 644

Case Number: Gender:
Weight:

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

12/12/1989

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

22YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 175.0

TRYPTANOL (Suspected)

01/03/1989 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 163688

Preferred Term Severity Report Description Treatment
Alopecia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 19 of 644

Case Number: Gender:
60.00Weight:23/05/1990

01/05/1990
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:
Congestive heart failure

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

RENITEC (Other drug) Reason:

Congestive heart failure

Stopped:Started:Batch:

Milligram Daily OralTablet 187.0

LANOXIN PG (Other drug) Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily OralTablet 30.0

SEREPAX (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

TRYPTANOL (Suspected)

01/05/1990 06/05/1990

Reason:

Hospitalisation:

Report Details:
Seq: 165623

Preferred Term Severity Report Description Treatment
Dyspepsia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 20 of 644

Case Number: Gender:
69.00Weight:04/05/1990

12/04/1990
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

10/04/1990 17/04/1990

Reason:

Stopped:Started:Batch:

Milligram Daily15.0

METHADONE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 165652

Preferred Term Severity Report Description Treatment
Rash maculo-papular
Syncope Changed to desipramine hcl

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 21 of 644

Case Number: Gender:
18.00Weight:04/06/1990

09/04/1990
Causality certainRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

03YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

AMITRIP (Suspected)

03/04/1990 11/04/1990

Reason:

Hospitalisation:

Report Details:
Seq: 165903

Preferred Term Severity Report Description Treatment
Personality disorder
Pruritus
Urticaria

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 22 of 644

Case Number: Gender:
55.00Weight:28/06/1990

22/06/1990
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrolytes 22/06,  24/06,      25/06              3.9     3.0(1008),3.6 (0205) after 
kcl infusion 10 mmol/hr                      2.7(1620),3.2 (1150)                  
for 5 hrs.

Laboratory Investigations:

14YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram As necessary4.0

DIAZEPAM (Suspected)

20/06/1990

Reason:

Moniliasis

Stopped:Started:Batch:

Milligram Daily IntravenousInjection 15.0

AMPHOTERICIN (Suspected)

21/06/1990 24/06/1990

Reason:

Stopped:Started:Batch:

Milligram Daily800.0

CARBAMAZEPINE (Suspected) Reason:

Stopped:Started:Batch:

Millilitre Daily30.0

NILSTAT (Suspected)

25/06/1990

Reason:

Hospitalisation:

Report Details:
Seq: 166366

Preferred Term Severity Report Description Treatment
Hypokalaemia Amphotericin increased in 

successive doses: 30, 40, 
50mg. ceased amphotericin 
24/6/90. total of 3.5 
umol/kg/24hrs. kci infusion 
(0.5mmol/kg/24hrs & tpn 3 
mmol/kg/24hrs).

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 23 of 644

Case Number: Gender:
55.00Weight:28/06/1990

22/06/1990
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

14YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily30.0

CISAPRIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily750.0

METHYLDOPA (Suspected)

25/06/1990

Reason:

Stopped:Started:Batch:

Milligram Daily50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

25/06/1990

Reason:

Stopped:Started:Batch:

Milligram Daily120.0

PROPRANOLOL HYDROCHLORIDE (Suspected)

20/06/1990

Reason:

Hospitalisation:

Report Details:
Seq: 166366

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 24 of 644

Case Number: Gender:
55.00Weight:28/06/1990

22/06/1990
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

14YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily6.0

CEFOTAXIME SODIUM (Suspected)

20/06/1990 25/06/1990

Reason:

Hospitalisation:

Report Details:
Seq: 166366

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 25 of 644

Case Number: Gender:
70.00Weight:03/07/1990

18/06/1990
Causality certainRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram As necessary30.0

SEREPAX (Other drug)

02/05/1988

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 50.0

TRYPTANOL (Suspected)

18/06/1990 21/06/1990

Reason:

Hospitalisation:

Report Details:
Seq: 166370

Preferred Term Severity Report Description Treatment
Hyperhidrosis
Malaise
Paraesthesia
Pruritus

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 26 of 644

Case Number: Gender:
Weight:13/07/1990

09/07/1990
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

89YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

CLINORIL (Suspected) Reason:

Congestive heart failure

Stopped:Started:Batch:

Milligram Daily80.0

LASIX (Suspected) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily2.0

TRYPTANOL (Suspected) Reason:

Congestive heart failure

Stopped:Started:Batch:

Dose Unspecified Daily2.0

LANOXIN PG (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 166567

Preferred Term Severity Report Description Treatment
Dermatitis exfoliative
Rash Prednisolone 50mg orally stat.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 27 of 644

Case Number: Gender:
Weight:13/07/1990

09/07/1990
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

89YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Microgram Daily50.0

THYROXINE SODIUM (Suspected) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily6.0

SLOW-K (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 166567

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 28 of 644

Case Number: Gender:
84.00Weight:11/07/1990

20/06/1990
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Haematology 1         1/6/90 5/6/90 13/6/90 20/6/90 23/6/90 1/7/90 
neutrophils:8.89   5.63    1.92    0.04    1.22   5.11

Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

0.0

NITROUS OXIDE (Suspected)

25/05/1990 20/06/1990

Reason:

Other prophylactic procedures

Stopped:Started:Batch:

Thousand International UnitDaily SubcutaneousInjection 10.0

CALCIPARINE (Suspected)

23/05/1990 20/06/1990

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralOral application 175.0

LARGACTIL (Suspected)

01/05/1990 20/06/1990

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 125.0

AMITRIP (Suspected)

26/04/1990 20/06/1990

Reason:

Hospitalisation:

Report Details:
Seq: 166581

Preferred Term Severity Report Description Treatment
Neutropenia Barrier nursing, tobramycin iv 

140mg tds.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 29 of 644

Case Number: Gender:
84.00Weight:11/07/1990

20/06/1990
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily IntravenousInjection 4.0

CLAFORAN (Suspected)

17/06/1990 20/06/1990

Reason:

Stopped:Started:Batch:

Milligram Daily IntravenousInjection 300.0

GENTAMICIN SULPHATE (Suspected)

17/06/1990 20/06/1990

Reason:

Hospitalisation:

Report Details:
Seq: 166581

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 30 of 644

Case Number: Gender:
Weight:12/07/1990

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

RANITIDINE (Suspected)

06/07/1990

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

03/07/1990

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 50.0

ATENOLOL (Suspected)

03/07/1990

Reason:

Stopped:Started:Batch:

Milligram Daily IntramuscularInjection 5.0

HALOPERIDOL (Suspected)

28/06/1990 03/07/1990

Reason:

Hospitalisation:

Report Details:
Seq: 166583

Preferred Term Severity Report Description Treatment
Confusional state

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 31 of 644

Case Number: Gender:
54.00Weight:

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.

04/08/1990

19/06/1990
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry 20/06/90,  26/06/90,  03/07/90,  01/08/90 bili (0-20)   18-        11         
12          5 ggt (0-35)    175        105        67         35 ast (0-40)    
164         29        15         15 alk (30-120)   83         66        63         
62

Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

VALIUM (Other drug) Reason:

Stopped:Started:Batch:

0.0

PRIMOLUT-N (Other drug)

01/04/1990

Reason:

Stopped:Started:Batch:

0.0

CORDILOX (Other drug)

01/04/1990

Reason:

Stopped:Started:Batch:

0.0

DONNATAB (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 166824

Preferred Term Severity Report Description Treatment
Abdominal pain
Hepatocellular damage
Nausea
Pruritus

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 32 of 644

Case Number: Gender:
54.00Weight:

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.

04/08/1990

19/06/1990
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:
Lumbalgia

Stopped:Started:Batch:

0.0

TRYPTANOL (Suspected)

21/06/1990

Reason:

Osteoarthritis

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ORUDIS SR (Suspected)

22/05/1990 20/06/1990

Reason:

Hospitalisation:

Report Details:
Seq: 166824

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 33 of 644

Case Number: Gender:
102.00Weight:14/08/1990

20/06/1990
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ENDEP (Suspected)

15/06/1990

Reason:

Hospitalisation:

Report Details:
Seq: 166940

Preferred Term Severity Report Description Treatment
Visual disturbance

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 34 of 644

Case Number: Gender:
Weight:29/08/1990

19/07/1990
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry 06/07,  20/07,  24/07,  27/07,  30/07,  03/08 sgot/ast (12-40)    48      
200      68      32      27      20 sgpt/alt (0-30)     13      147      87      
64      40      23 ldh      (95-365)   155     361    250     257     234     
159 alk      (35-100)   87      197     288     203     171     131

Misclassified at 
ADRAC 
SIMELOAD

Ggt      (0-40)     8       160     362     241     164     100 bili     
(0-19)     5        12      8       9       8       6

Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:
Other disturbance of sensation

Stopped:Started:Batch:

InhalationInhalation 0.0

FORANE (Suspected)

16/07/1990 16/07/1990

Reason:

Other disturbance of sensation

Stopped:Started:Batch:

Milligram Daily IntravenousInjection 325.0

THIOPENTONE SODIUM (Suspected)

16/07/1990 16/07/1990

Reason:

Other disturbance of sensation

Stopped:Started:Batch:

Milligram Daily IntravenousInjection 6.0

PAVULON (Suspected)

16/07/1990 16/07/1990

Reason:

Stopped:Started:Batch:

Gram Daily IntravenousInjection 4.0

MEFOXIN (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 167124

Preferred Term Severity Report Description Treatment
Jaundice

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 35 of 644

Case Number: Gender:
Weight:29/08/1990

19/07/1990
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 25.0

TRYPTANOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 167124

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 36 of 644

Case Number: Gender:
50.00Weight:05/09/1990

17/08/1990
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 1.0

PROGYNOVA (Suspected)

13/08/1990

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

TRYPTANOL (Suspected)

17/08/1990 18/08/1990

Reason:

Hospitalisation:

Report Details:
Seq: 167274

Preferred Term Severity Report Description Treatment
Haematuria

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 37 of 644

Case Number: Gender:
51.00Weight:31/07/1990

21/07/1990
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

82YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralOral application 10.0

SERENACE (Suspected)

11/07/1990

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralOral application 15.0

SERENACE (Suspected)

12/07/1990 24/07/1990

Reason:

Incontinence of urine

Stopped:Started:Batch:

Milligram Daily30.0

TRYPTANOL (Suspected)

19/03/1990 17/07/1990

Reason:

Disturbance of sleep

Stopped:Started:Batch:

Milligram Daily50.0

MELLERIL (Suspected)

05/06/1990 11/07/1990

Reason:

Hospitalisation:

Report Details:
Seq: 167336

Preferred Term Severity Report Description Treatment
Rash erythematous Ceased serenace,started 

application of topical 
celestone-m ointment daily and 
paraffin cream-bd-to rash.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 38 of 644

Case Number: Gender:
72.00Weight:31/10/1990

24/10/1990
Causality probableRecovered with sequelae

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:
Migraine

Stopped:Started:Batch:

Dose Unspecified Daily6.0

PANADEINE (Other drug)

L TERM

Reason:

Migraine

Stopped:Started:Batch:

Milligram Total150.0

LAROXYL (Suspected)

23/10/1990 27/10/1990

Reason:

Hospitalisation:

Report Details:
Seq: 168124

Preferred Term Severity Report Description Treatment
Arthralgia
Chest pain Sequelae-slight chest pain
Tachycardia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 39 of 644

Case Number: Gender:
85.00Weight:

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. 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.

07/11/1990

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Migraine

Stopped:Started:Batch:

Milligram Daily OralOral application 6.0

DESERIL (Suspected)

01/06/1990 28/09/1990

Reason:

Migraine

Stopped:Started:Batch:

Milligram Daily200.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

01/01/1990

Reason:

Migraine

Stopped:Started:Batch:

Gram Daily1.5

MAGMIN (Suspected)

01/06/1990

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 168177

Preferred Term Severity Report Description Treatment
Gravitational oedema Lasix & slow-k. ceased deseril.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 40 of 644

Case Number: Gender:
64.00Weight:

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

04/12/1990

Causality certainRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

TopicalOintment 0.0

CAPSIG (Other drug)

29/10/1990

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

AMPRACE (Other drug)

11/01/1990 CONTIN

Reason:

Stopped:Started:Batch:

Millilitre Daily SubcutaneousInjection 10.0

PROTAPHANE HM (Other drug)

01/03/1990 CONTIN

Reason:

Otr&unsp forms neuralg&neurit

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

TRYPTANOL (Suspected)

05/11/1990 09/11/1990

Reason:

Hospitalisation:

Report Details:
Seq: 168623

Preferred Term Severity Report Description Treatment
Diarrhoea
Dysgeusia
Nightmare

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 41 of 644

Case Number: Gender:
60.00Weight:04/12/1990

17/05/1990
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry 17/5/90  23/8/90     r.r. bilirubin    9        8        (2-20) alk.phos     
112      127      (30-115) ggt          72      181      (up to 45) alt          
23       51       (up to 45)Misclassified at 

ADRAC 
SIMELOAD

Ast          20       50       (up to 41)

Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily50.0

TENORMIN (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

TRYPTANOL (Suspected)

06/04/1990 20/11/1990

Reason:

Hospitalisation:

Report Details:
Seq: 168696

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Tryptanol reduced to 25mg 

daily

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:13AM Database: pusime02 ADRS004 Page 42 of 644

Case Number: Gender:
Weight:28/12/1990

Causality certainRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Documented decrease in testosterone after commencing 
amitriptyline.  recovered to normal on ceasing and recurred on 
rechal

Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

TRYPTANOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 168909

Preferred Term Severity Report Description Treatment
Libido decreased

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 43 of 644

Case Number: Gender:
56.00Weight:

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.

15/01/1991

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

63YAge:

Additional Information:

Medicine Details:
Congestive heart failure

Stopped:Started:Batch:

Milligram Daily25.0

CAPOTEN (Suspected)

01/01/1990

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

TRYPTANOL (Suspected)

01/07/1990

Reason:

Hospitalisation:

Report Details:
Seq: 169138

Preferred Term Severity Report Description Treatment
Orthostatic hypotension

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 44 of 644

Case Number: Gender:
Weight:28/02/1991

20/12/1990
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrolytes Patient had serum sodium of 105mmol/l.

Laboratory Investigations:

85YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified As necessary OralTablet 6.0

DI-GESIC (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralOral application 2.0

LANOXIN PG (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

MODURETIC (Suspected)

18/12/1990

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 20.0

TRYPTANOL (Suspected)

25/12/1990

Reason:

Hospitalisation:

Report Details:
Seq: 169837

Preferred Term Severity Report Description Treatment
Confusional state
Hyponatraemia
Syncope Hyperosmotic saline infusion, 

fluid restriction.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 45 of 644

Case Number: Gender:
90.00Weight:

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. 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.

07/04/1991

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:
Gout

Stopped:Started:Batch:

Milligram Daily400.0

ZYLOPRIM (Other drug)

01/01/1970

Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily200.0

APTIN (Other drug)

01/01/1986

Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Dose Unspecified Daily1.0

MODURETIC (Other drug)

01/01/1986

Reason:

Osteoarthritis

Stopped:Started:Batch:

Milligram Daily400.0

CLINORIL (Suspected)

01/08/1990 28/11/1990

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 170290

Preferred Term Severity Report Description Treatment
Arthralgia
Malaise
Nausea
Periorbital oedema

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 46 of 644

Case Number: Gender:
90.00Weight:

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. 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.

07/04/1991

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily100.0

ENDEP (Suspected)

01/01/1984

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 170290

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 47 of 644

Case Number: Gender:
Weight:

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

11/04/1991

31/03/1991
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

76YAge:

Additional Information:

Medicine Details:
Other rheumatoid arthritis

Stopped:Started:Batch:

Milligram Daily OralTablet 8.0

PREDNISONE (Other drug)

01/01/1977

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

MOGADON (Other drug) Reason:

Other rheumatoid arthritis

Stopped:Started:Batch:

Milligram Weekly OralTablet 12.0

METHOTREXATE (Suspected)

15/11/1990 28/03/1991

Reason:

Other rheumatoid arthritis

Stopped:Started:Batch:

Milligram Daily OralCapsule 20.0

FELDENE (Suspected)

29/11/1989 28/03/1991

Reason:

Hospitalisation:

Report Details:
Seq: 170357

Preferred Term Severity Report Description Treatment
Bone marrow failure

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 48 of 644

Case Number: Gender:
Weight:

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

11/04/1991

31/03/1991
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

76YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

TRYPTANOL (Suspected)

04/11/1980 28/03/1991

Reason:

Hospitalisation:

Report Details:
Seq: 170357

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 49 of 644

Case Number: Gender:
55.00Weight:11/04/1991

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Histology No evidence of an inflammatory process is present. moderately 
severe type 2b fibre atrophy is noted, which although 
non-specific, is commonly seen in disuse, cachexia, thyroid 
abnormalities and steroid myopathy.

Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily75.0

CAPTOPRIL (Suspected)

27/11/1990 23/01/1991

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily240.0

VERAPAMIL HYDROCHLORIDE (Suspected)

27/11/1990 23/01/1991

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily125.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 170362

Preferred Term Severity Report Description Treatment
Myopathy

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 50 of 644

Case Number: Gender:
Weight:

Generic substitution problem

08/04/1991

18/03/1991
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ENDEP (Suspected)

07/03/1991 18/03/1991

Reason:

Hospitalisation:

Report Details:
Seq: 170380

Preferred Term Severity Report Description Treatment
Insomnia
Nightmare

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 51 of 644

Case Number: Gender:
54.00Weight:03/05/1991

29/04/1991
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

64YAge:

Additional Information:

Medicine Details:
Otr periph nerve dis not auton

Stopped:Started:Batch:

Milligram Daily50.0

TRYPTANOL (Suspected)

26/04/1991 29/04/1991

Reason:

Hospitalisation:

Report Details:
Seq: 170837

Preferred Term Severity Report Description Treatment
Hepatic function abnormal

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 52 of 644

Case Number: Gender:
60.00Weight:17/05/1991

10/05/1991
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

76YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily1.0

MINIPRESS (Suspected)

08/05/1991 17/05/1991

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

TENORMIN (Suspected)

15/05/1990

Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily10.0

ZOCOR (Suspected)

05/02/1991

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily10.0

TRYPTANOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 170854

Preferred Term Severity Report Description Treatment
Pollakiuria
Urinary incontinence

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 53 of 644

Case Number: Gender:
60.00Weight:17/05/1991

10/05/1991
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

76YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily2.5

VALIUM (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 170854

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 54 of 644

Case Number: Gender:
60.00Weight:28/05/1991

05/05/1991
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

TRYPTANOL (Suspected)

05/05/1991

Reason:

Hospitalisation:

Report Details:
Seq: 171037

Preferred Term Severity Report Description Treatment
Glaucoma Needed laser peripheral 

iridotomy

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 55 of 644

Case Number: Gender:
Weight:17/07/1991

10/04/1991
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Endoscopy- very aggressive peptic ulcer disease- multiple 
oesaphageal ulcers and du.

Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:
Acute myocard infarc,no hypert

Stopped:Started:Batch:

Milligram Daily150.0

ASPIRIN (Suspected)

03/04/1991

Reason:

Gout

Stopped:Started:Batch:

Milligram Daily100.0

INDOCID (Suspected)

08/04/1991 27/06/1991

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

TRYPTANOL (Suspected)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily15.0

SEREPAX (Suspected)

L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 171666

Preferred Term Severity Report Description Treatment
Dysphagia Difficulty in swallowing
Oesophagitis ulcerative Oesophageal ulcers
Duodenal ulcer

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 56 of 644

Case Number: Gender:
Weight:29/07/1991

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT <55 U/L 19/05/1991 6
ALT = SGPT <55 U/L 05/06/1991 129
ALT = SGPT <55 U/L 11/06/1991 78
ALT = SGPT <55 U/L 06/06/1991 107
ALT = SGPT <55 U/L 26/06/1991 16
ALT = SGPT <55 U/L 17/06/1991 31
AST = SGOT 3-65 U/L 19/05/1991 11

Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified As necessary OralOral application 2.0

PANADEINE (Other drug)

01/06/1991 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

PHENYTOIN SODIUM (Suspected)

24/05/1991 07/06/1991

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 20.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

06/06/1990L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 171972

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Abnormal lft's

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 57 of 644

Case Number: Gender:
Weight:29/07/1991

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

AST = SGOT 3-65 U/L 05/06/1991 34
AST = SGOT 3-65 U/L 11/06/1991 30
AST = SGOT 3-65 U/L 17/06/1991 17
AST = SGOT 3-65 U/L 06/06/1991 39
AST = SGOT 3-65 U/L 26/06/1991 16
Bilirubin <17 UMOL/L 19/05/1991 8
Bilirubin <17 UMOL/L 05/06/1991 4

Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified As necessary OralOral application 2.0

PANADEINE (Other drug)

01/06/1991 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

PHENYTOIN SODIUM (Suspected)

24/05/1991 07/06/1991

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 20.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

06/06/1990L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 171972

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 58 of 644

Case Number: Gender:
Weight:29/07/1991

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Bilirubin <17 UMOL/L 06/06/1991 4
Bilirubin <17 UMOL/L 26/06/1991 4
Bilirubin <17 UMOL/L 17/06/1991 3
Bilirubin <17 UMOL/L 11/06/1991 3
GGT = SGGT = 
GGTP

7-43 U/L 06/06/1991 672
GGT = SGGT = 
GGTP

7-43 U/L 26/06/1991 198
GGT = SGGT = 
GGTP

7-43 U/L 17/06/1991 360

Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified As necessary OralOral application 2.0

PANADEINE (Other drug)

01/06/1991 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

PHENYTOIN SODIUM (Suspected)

24/05/1991 07/06/1991

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 20.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

06/06/1990L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 171972

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 59 of 644

Case Number: Gender:
Weight:29/07/1991

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

GGT = SGGT = 
GGTP

7-43 U/L 11/06/1991 531
SAP = ALP 30-110 U/L 19/05/1991 62
SAP = ALP 30-110 U/L 05/06/1991 248
SAP = ALP 30-110 U/L 06/06/1991 238
SAP = ALP 30-110 U/L 11/06/1991 154
SAP = ALP 30-110 U/L 17/06/1991 109
SAP = ALP 30-110 U/L 26/06/1991 80

Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified As necessary OralOral application 2.0

PANADEINE (Other drug)

01/06/1991 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

PHENYTOIN SODIUM (Suspected)

24/05/1991 07/06/1991

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 20.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

06/06/1990L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 171972

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 60 of 644

Case Number: Gender:
Weight:28/08/1991

04/08/1991
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:
Migraine

Stopped:Started:Batch:

0.0

ERGODRYL (Other drug) Reason:

Pain in limb

Stopped:Started:Batch:

0.0

QUININE (Suspected) Reason:

Stopped:Started:Batch:

0.0

TRYPTANOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 172410

Preferred Term Severity Report Description Treatment
Purpura Bruising of lips
Epistaxis Prednisone
Thrombocytopenia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 61 of 644

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

29/06/1991
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

28/06/1991 30/06/1991

Reason:

Hospitalisation:

Report Details:
Seq: 172745

Preferred Term Severity Report Description Treatment
Cheilitis Dry lips.
Dry mouth Dry mouth.
Muscle twitching Twitchiness
Agitation
Insomnia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 62 of 644

Case Number: Gender:
Weight:03/10/1991

01/10/1991
Causality possibleNot yet recovered

DOB:

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 As necessary2.0

PANADEINE FORTE (Suspected)

L TERM

Reason:

Spondylitis osteoarthritica

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

TENOXICAM (Suspected)

03/12/1990 01/10/1991

Reason:

Stopped:Started:Batch:

Milligram Daily25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 173272

Preferred Term Severity Report Description Treatment
Duodenal ulcer perforation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 63 of 644

Case Number: Gender:
Weight:

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

15/10/1991

31/12/1990
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

63YAge:

Additional Information:

Medicine Details:
Migraine

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

TRYPTANOL (Suspected)

01/01/1980 31/01/1990

Reason:

Hospitalisation:

Report Details:
Seq: 173489

Preferred Term Severity Report Description Treatment
Cardiomyopathy Severe
Left ventricular failure

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 64 of 644

Case Number: Gender:
86.00Weight:

Patient died on the 10/9/1991.  the dosage start date is not necessarily accurate but indicates that start occurred sometime during 
the month.

25/10/1991

03/09/1991
Causality possibleDeath, maybe drug
14/01/1927DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

64Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SODIUM VALPROATE (Suspected)

28/08/1991

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily6.0

VENTOLIN (Suspected)

16/08/1991

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily4.0

BECOTIDE (Suspected)

16/08/1991

Reason:

Stopped:Started:Batch:

Milligram Daily500.0

ASCORBIC ACID (Suspected)

18/07/1991

Reason:

Hospitalisation:

Report Details:
Seq: 173810

Preferred Term Severity Report Description Treatment
Encephalopathy
Hepatic failure

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 65 of 644

Case Number: Gender:
86.00Weight:

Patient died on the 10/9/1991.  the dosage start date is not necessarily accurate but indicates that start occurred sometime during 
the month.

25/10/1991

03/09/1991
Causality possibleDeath, maybe drug
14/01/1927DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

64Age:

Additional Information:

Medicine Details:
Angina pectoris w/o hyperten

Stopped:Started:Batch:

Milligram Daily25.0

TRANSIDERM-NITRO (Suspected)

01/05/1991

Reason:

Neoplasm unspecified of uterus

Stopped:Started:Batch:

Milligram Daily400.0

PROVERA (Suspected)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

TRYPTANOL (Suspected)

18/07/1991

Reason:

Hospitalisation:

Report Details:
Seq: 173810

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 66 of 644

Case Number: Gender:
60.00Weight:21/11/1991

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily100.0

TRYPTANOL (Suspected)

29/08/1991 14/11/1991

Reason:

Hospitalisation:

Report Details:
Seq: 174318

Preferred Term Severity Report Description Treatment
Paraesthesia Tingling in hands and around mouth
Tinnitus
Tremor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 67 of 644

Case Number: Gender:
Weight:

Patient was rechallanged on the 18/12/1991 with same reaction occuring.

20/12/1991

17/12/1991
Causality certainRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily7.5

ANTENEX (Other drug)

16/12/1991

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily150.0

ENDEP (Suspected)

17/12/1991

Reason:

Hospitalisation:

Report Details:
Seq: 174829

Preferred Term Severity Report Description Treatment
Agitation
Nausea Reaction reversed over 4 

hours by a stat im injection of 
promethazine 25mg.

Pruritus

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 68 of 644

Case Number: Gender:
60.00Weight:

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

17/01/1992

18/12/1991
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

83YAge:

Additional Information:

Medicine Details:
Other disturbance of sensation

Stopped:Started:Batch:

Milligram As necessary TopicalOintment 25.0

CAPSIG (Suspected)

20/08/1991

Reason:

Stopped:Started:Batch:

Milligram As necessary OralTablet 5.0

ENDONE (Suspected)

15/08/1991 02/01/1992

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram As necessary OralTablet 5.0

ALODORM (Suspected)

L TERM

Reason:

Other disturbance of sensation

Stopped:Started:Batch:

Milligram Daily OralOral application 600.0

EPILIM (Suspected)

17/12/1991 06/01/1992

Reason:

Hospitalisation:

Report Details:
Seq: 175205

Preferred Term Severity Report Description Treatment
Paresis Proximal muscle weakness. Physiotherapy
Gait disturbance Shuffling gait.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 69 of 644

Case Number: Gender:
60.00Weight:

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

17/01/1992

18/12/1991
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

83YAge:

Additional Information:

Medicine Details:
Other disturbance of sensation

Stopped:Started:Batch:

Milligram Daily OralCapsule 150.0

MEXITIL (Suspected)

26/07/1991 11/12/1991

Reason:

Other disturbance of sensation

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ENDEP (Suspected)

19/08/1991 13/01/1992

Reason:

Ulcer of duodenum w/o ment perf

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

ZANTAC (Suspected)

01/12/1990

Reason:

Unspecified glaucoma

Stopped:Started:Batch:

Dose Unspecified Daily OphthalmicEye Drops 4.0

PILOPT (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 175205

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 70 of 644

Case Number: Gender:
60.00Weight:

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

17/01/1992

18/12/1991
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

83YAge:

Additional Information:

Medicine Details:
Unspecified glaucoma

Stopped:Started:Batch:

Dose Unspecified Daily OphthalmicEye Drops 2.0

BETOPTIC (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 175205

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 71 of 644

Case Number: Gender:
Weight:

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

19/02/1992

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Dose Unspecified Daily1.0

MODURETIC (Suspected)

01/01/1992    02W

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily2.5

NATRILIX (Suspected)

19/02/1992

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily6.0

MINIPRESS (Suspected) Reason:

Nervousness

Stopped:Started:Batch:

Milligram Daily75.0

TRYPTANOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 175639

Preferred Term Severity Report Description Treatment
Photosensitivity reaction Gross rash on skin from sun. Dilosyn and calestone v 1/2 

cream, paraffin cream

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 72 of 644

Case Number: Gender:
Weight:

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

19/02/1992

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily300.0

ZANTAC (Suspected) Reason:

Phlebitis and thrombophlebitisof intracranial ven

Stopped:Started:Batch:

Milligram Daily5.0

WARFARIN SODIUM (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 175639

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 73 of 644

Case Number: Gender:
Weight:

See original report for other medication.

05/03/1992

19/11/1991
Causality possibleRecovered
30/12/1909DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells 20/11/1991 2.9
White blood cells 25/11/1991 4.8

Laboratory Investigations:

81Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily30.0

MELLERIL (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily20.0

MELLERIL (Suspected)

19/11/1991 21/11/1991

Reason:

Stopped:Started:Batch:

Milligram Daily10.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Microgram Daily500.0

CLONAZEPAM (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 175848

Preferred Term Severity Report Description Treatment
Leukopenia Low wwc
Extrapyramidal disorder Parkinsonism.
Dementia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 74 of 644

Case Number: Gender:
75.00Weight:

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

13/03/1992

19/02/1992
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 320.0

CORDILOX (Suspected) Reason:

Otr&nos disord of heart rhythm

Stopped:Started:Batch:

Milligram Daily10.0

DIAZEPAM (Suspected) Reason:

Osteoarthritis

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

CLINORIL (Suspected)

19/02/1992

Reason:

Osteoarthritis

Stopped:Started:Batch:

Milligram Daily20.0

FELDENE (Suspected)

19/02/1992

Reason:

Hospitalisation:

Report Details:
Seq: 175983

Preferred Term Severity Report Description Treatment
Duodenal ulcer Losec 1 daily.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 75 of 644

Case Number: Gender:
75.00Weight:

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

13/03/1992

19/02/1992
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Essential benign hypertension

Stopped:Started:Batch:

Dose Unspecified Daily1.0

MODURETIC (Suspected)

04/02/1991

Reason:

Stopped:Started:Batch:

Milligram Daily150.0

ZANTAC (Suspected)

01/01/1989 26/12/1991

Reason:

Hospitalisation:

Report Details:
Seq: 175983

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 76 of 644

Case Number: Gender:
63.00Weight:

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

16/03/1992

11/02/1992
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily2.0

ROHYPNOL (Other drug)

01/01/1988

Reason:

Palpitation

Stopped:Started:Batch:

Milligram Daily20.0

TENORMIN (Other drug)

01/01/1989

Reason:

Headache

Stopped:Started:Batch:

Milligram Daily50.0

TRYPTANOL (Suspected)

17/10/1991 14/02/1992

Reason:

Hospitalisation:

Report Details:
Seq: 176077

Preferred Term Severity Report Description Treatment
Hepatitis
Jaundice

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 77 of 644

Case Number: Gender:
43.00Weight:23/03/1992

12/03/1992
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

85YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

TRYPTANOL (Suspected)

07/03/1992 14/03/1992

Reason:

Hospitalisation:

Report Details:
Seq: 176101

Preferred Term Severity Report Description Treatment
Coordination abnormal Unsteady on feet
Tremor Severe

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 78 of 644

Case Number: Gender:
70.00Weight:

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

03/04/1992

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

VOLTAREN (Suspected) Reason:

Stopped:Started:Batch:

IntravenousInjection 0.0

RIFAMPICIN (Suspected)

01/10/1991

Reason:

Stopped:Started:Batch:

0.0

FUCIDIN (Suspected) Reason:

Chronic ulcer of skin

Stopped:Started:Batch:

Dose Unspecified Daily3.0

TRENTAL 400 (Suspected)

02/01/1992 18/02/1992

Reason:

Hospitalisation:

Report Details:
Seq: 176470

Preferred Term Severity Report Description Treatment
Chloasma

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 79 of 644

Case Number: Gender:
70.00Weight:

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

03/04/1992

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily75.0

TRYPTANOL (Suspected) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily2.0

FERRO-GRADUMET (Suspected) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily12.0

PANADEINE FORTE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 176470

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 80 of 644

Case Number: Gender:
60.00Weight:

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

01/05/1992

19/04/1992
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:
Chron isch heart dis no hyper

Stopped:Started:Batch:

Dose Unspecified As necessary1.0

ANGININE (Other drug)

L TERM

Reason:

Constipation

Stopped:Started:Batch:

Millilitre Daily30.0

DUPHALAC (Other drug)

L TERM

Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily15.0

ISORDIL (Other drug)

L TERM

Reason:

Acute,ill-def cerebrovascular disease w/o hyperte

Stopped:Started:Batch:

Milligram Daily5.0

MAREVAN (Other drug)

01/01/1992

Reason:

Hospitalisation:

Report Details:
Seq: 176864

Preferred Term Severity Report Description Treatment
Pruritus On upper body and arms.
Rash

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 81 of 644

Case Number: Gender:
60.00Weight:

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

01/05/1992

19/04/1992
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily4.0

DYMADON (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily10.0

ENDEP (Suspected)

16/04/1992 19/04/1992

Reason:

Hospitalisation:

Report Details:
Seq: 176864

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 82 of 644

Case Number: Gender:
80.00Weight:

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

14/05/1992

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

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

Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily1.5

ATROMID-S (Other drug)

22/02/1989 30/12/1991

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

0.0

STELAZINE (Suspected)

01/01/1985

Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily120.0

LOPID (Suspected)

30/12/1991 14/05/1992

Reason:

Stopped:Started:Batch:

Milligram Daily150.0

ASPIRIN (Suspected)

01/01/1990 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 177010

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

triglycerides.Drug ineffective
Hypercholesterolaemia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 83 of 644

Case Number: Gender:
80.00Weight:

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

14/05/1992

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

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

Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily50.0

CAPOTEN (Suspected)

04/10/1991

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily75.0

TRYPTANOL (Suspected)

01/01/1985

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily50.0

BETALOC (Suspected)

28/08/1990

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily2.0

PROGYNOVA (Suspected)

13/11/1990

Reason:

Hospitalisation:

Report Details:
Seq: 177010

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 84 of 644

Case Number: Gender:
Weight:08/06/1992

28/10/1991
Causality possibleRecovered
11/11/1907DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

83Age:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily5.0

FELODIPINE (Suspected) Reason:

Frequency of micturition

Stopped:Started:Batch:

Milligram Daily10.0

TRYPTANOL (Suspected)

14/10/1991

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 177634

Preferred Term Severity Report Description Treatment
Malaise
Myalgia
Pyrexia
Urticaria Sorbolene cream with glycerin, 

atarax 75mg daily, 
prednisolone.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 85 of 644

Case Number: Gender:
60.00Weight:24/06/1992

11/06/1992
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

ZINVIT (Other drug) Reason:

Stopped:Started:Batch:

OralTablet 0.0

PANADEINE FORTE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

TRYPTANOL (Suspected)

   03D

Reason:

Hospitalisation:

Report Details:
Seq: 177803

Preferred Term Severity Report Description Treatment
Speech disorder Rapid speech
Aggression

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 86 of 644

Case Number: Gender:
55.00Weight:

Patient had cervical cancer in 1970s, colonic cancer in 1980s.

29/06/1992

05/02/1992
Causality possibleDeath, maybe drug

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:
Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily Oral40.0

OMEPRAZOLE (Suspected)

15/03/1988 13/04/1988

Reason:

Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily Oral20.0

OMEPRAZOLE (Suspected)

14/04/1988

Reason:

Stopped:Started:Batch:

Milligram Daily Oral15.0

FOLIC ACID (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily Oral50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 177942

Preferred Term Severity Report Description Treatment
Metastases to bone marrow Metastatic adenocarcinoma to bone 

marrow, primary site renal

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 87 of 644

Case Number: Gender:
55.00Weight:

Patient had cervical cancer in 1970s, colonic cancer in 1980s.

29/06/1992

05/02/1992
Causality possibleDeath, maybe drug

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily Oral30.0

OXAZEPAM (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily Oral20.0

PHENERGAN (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 177942

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 88 of 644

Case Number: Gender:
82.00Weight:

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

24/07/1992

31/07/1992
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

BACLOFEN (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

TRYPTANOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 178506

Preferred Term Severity Report Description Treatment
Hallucination Auditory, visual, olfactory hallucinat.
Consciousness fluctuating Clouding of consciousness
Confusional state Disorientation in time
Delirium
Delusion
Paranoia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 89 of 644

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

20/07/1992
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 178561

Preferred Term Severity Report Description Treatment
Confusional state Disoriented to time and place
Hallucination Visual and tactile hallucinations

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 90 of 644

Case Number: Gender:
57.00Weight:18/08/1992

21/02/1992
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 7.5

VISKEN (Other drug) Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 3.0

MINIPRESS (Other drug) Reason:

Diabetes mellitus

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

GLUCOPHAGE (Other drug) Reason:

Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily OralTablet 240.0

DIAMICRON (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 178697

Preferred Term Severity Report Description Treatment
Dyskinesia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 91 of 644

Case Number: Gender:
57.00Weight:18/08/1992

21/02/1992
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

TRYPTANOL (Suspected)

21/02/1992 25/02/1992

Reason:

Hospitalisation:

Report Details:
Seq: 178697

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 92 of 644

Case Number: Gender:
55.00Weight:

See original report for other drugs.

31/07/1992

17/03/1992
Causality possibleRecovered
27/02/1912DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

80Age:

Additional Information:

Medicine Details:
Otr&unsp forms neuralg&neurit

Stopped:Started:Batch:

Milligram 1 time OralTablet 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

17/03/1992

Reason:

Stopped:Started:Batch:

Milligram Total OralOral application 60.0

OXAZEPAM (Suspected)

16/03/1992 17/03/1992

Reason:

Stopped:Started:Batch:

Dose Unspecified Total3.0

PARACETAMOL (Suspected)

16/03/1992 17/03/1992

Reason:

Hospitalisation:

Report Details:
Seq: 178937

Preferred Term Severity Report Description Treatment
Nightmare

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 93 of 644

Case Number: Gender:
Weight:02/09/1992

24/08/1992
Causality possibleRecovered

DOB:

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 Daily1.0

TEMAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 15.0

VALIUM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

COLOXYL (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 8.0

CODRAL FORTE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 179091

Preferred Term Severity Report Description Treatment
Urinary retention Amitriptyline  dose gradually 

reduced to 150mg at night

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 94 of 644

Case Number: Gender:
Weight:02/09/1992

24/08/1992
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily50.0

ENDEP (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 179091

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 95 of 644

Case Number: Gender:
Weight:

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

17/09/1992

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

61YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

SOTACOR (Suspected)

01/03/1992

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

TRYPTANOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 179500

Preferred Term Severity Report Description Treatment
Rash erythematous Rash affecting legs, arms, back.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 96 of 644

Case Number: Gender:
74.00Weight:07/10/1992

13/09/1992
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:
Other prophylactic procedures

Stopped:Started:Batch:

Dose Unspecified Weekly OralTablet 3.0

SEPTRIN FORTE (Suspected)

10/07/1991 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 480.0

MEGOSTAT (Suspected)

25/08/1992 13/09/1992

Reason:

Other prophylactic procedures

Stopped:Started:Batch:

Milligram Daily OralCapsule 200.0

DIFLUCAN (Suspected)

11/07/1991 L TERM CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralCapsule 600.0

RETROVIR CAPSULES (Suspected)

10/07/1991 CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 180275

Preferred Term Severity Report Description Treatment
Diabetes mellitus Actrapid insulin - sliding scale

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 97 of 644

Case Number: Gender:
74.00Weight:07/10/1992

13/09/1992
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

16/07/1991 CONTIN

Reason:

Asthma

Stopped:Started:Batch:

Millilitre Daily InhalationInhalation 4.0

VENTOLIN (Suspected)

04/06/1992 CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 180275

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 98 of 644

Case Number: Gender:
64.00Weight:29/10/1992

16/10/1992
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrolytes 16/10/92 low s. bicarbonate, 28/10/92 - 20

Laboratory Investigations:

81YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

ACETAZOLAMIDE (Suspected)

30/01/1992 22/10/1992

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

ENDEP (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily30.0

TAMOXIFEN CITRATE (Suspected)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily100.0

ALLOPURINOL (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 180699

Preferred Term Severity Report Description Treatment
Acidosis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 99 of 644

Case Number: Gender:
64.00Weight:29/10/1992

16/10/1992
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

81YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily500.0

ASCORBIC ACID (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 180699

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 100 of 644

Case Number: Gender:
96.00Weight:

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.

29/10/1992

26/10/1992
Causality probableRecovered

DOB:

F
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

VENTOLIN (Other drug)

01/01/1992

Reason:

Stopped:Started:Batch:

0.0

BECOTIDE (Other drug)

01/01/1990

Reason:

Menopausal symptoms

Stopped:Started:Batch:

Microgram Daily625.0

OGEN (Other drug)

01/01/1991

Reason:

Menopausal symptoms

Stopped:Started:Batch:

Milligram Daily10.0

PROVERA (Other drug)

01/01/1991

Reason:

Hospitalisation:

Report Details:
Seq: 180705

Preferred Term Severity Report Description Treatment
Headache Severe
Nausea
Somnolence
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 101 of 644

Case Number: Gender:
96.00Weight:

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.

29/10/1992

26/10/1992
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily10.0

TRYPTANOL (Suspected)

26/10/1992 26/10/1992

Reason:

Hospitalisation:

Report Details:
Seq: 180705

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 102 of 644

Case Number: Gender:
80.00Weight:23/11/1992

06/07/1992
Causality probableRecovered with sequelae

DOB:

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:

Dose Unspecified Daily OralTablet 1.0

ENDEP (Suspected)

16/11/1987 06/07/1992

Reason:

Hospitalisation:

Report Details:
Seq: 181070

Preferred Term Severity Report Description Treatment
Hepatitis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 103 of 644

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:

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

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 104 of 644

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

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

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

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 105 of 644

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

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

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

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 106 of 644

Case Number: Gender:
Weight:24/12/1992

26/11/1992
Causality possibleUnknown
25/09/1936DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

56Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily15.0

PREDNISONE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily100.0

CYCLOPHOSPHAMIDE (Suspected)

27/10/1992 14/12/1992

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

08/12/1992

Reason:

Hospitalisation:

Report Details:
Seq: 181815

Preferred Term Severity Report Description Treatment
Rash maculo-papular Teldane, hydrocortisone.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 107 of 644

Case Number: Gender:
Weight:12/03/1993

02/03/1993
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

64YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

InhalationInhalation 0.0

ATROVENT (Other drug) Reason:

Cardiomyopathy

Stopped:Started:Batch:

Milligram Daily75.0

CAPOTEN (Other drug)

L TERM

Reason:

Cardiomyopathy

Stopped:Started:Batch:

Milligram Daily120.0

LASIX (Other drug)

L TERM

Reason:

Cardiomyopathy

Stopped:Started:Batch:

Dose Unspecified Daily6.0

SLOW-K (Other drug)

L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 183054

Preferred Term Severity Report Description Treatment
Chest pain
Dyspnoea
Hepatitis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 108 of 644

Case Number: Gender:
Weight:12/03/1993

02/03/1993
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

64YAge:

Additional Information:

Medicine Details:
Cardiomyopathy

Stopped:Started:Batch:

Microgram Daily200.0

OROXINE (Other drug)

L TERM

Reason:

Cardiomyopathy

Stopped:Started:Batch:

Dose Unspecified Daily2.0

LANOXIN PG (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily InhalationInhalation 6.0

VENTOLIN (Other drug) Reason:

Cardiomyopathy

Stopped:Started:Batch:

Milligram Alternate days2.5

METOLAZONE (Other drug)

L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 183054

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 109 of 644

Case Number: Gender:
Weight:12/03/1993

02/03/1993
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

64YAge:

Additional Information:

Medicine Details:
Cardiomyopathy

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CORDARONE X 200 (Suspected)

20/02/1993 05/03/1993

Reason:

Cardiomyopathy

Stopped:Started:Batch:

Milligram Daily50.0

TRYPTANOL (Suspected)

05/03/1993L TERM

Reason:

Cardiomyopathy

Stopped:Started:Batch:

Milligram Daily300.0

QUININE SULPHATE (Suspected)

05/03/1993L TERM

Reason:

Cardiomyopathy

Stopped:Started:Batch:

Milligram Daily20.0

NORMISON (Suspected)

05/03/1993L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 183054

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 110 of 644

Case Number: Gender:
80.00Weight:

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

12/03/1993

29/05/1992
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

DI-GESIC (Other drug) Reason:

Stopped:Started:Batch:

0.0

DOLOBID (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

DIAZEPAM (Other drug)

30/05/1992

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 3.0

SLOW-K (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 183240

Preferred Term Severity Report Description Treatment
Aggression
Confusional state
Urinary retention

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 111 of 644

Case Number: Gender:
80.00Weight:

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

12/03/1993

29/05/1992
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Alternate days OralTablet 500.0

CHLOTRIDE (Other drug) Reason:

Paralysis agitans

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 3.0

BENZTROPINE MESYLATE (Suspected)

22/05/1992 29/05/1992

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

MELLERIL (Suspected)

01/01/1991 30/05/1992

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

TRYPTANOL (Suspected)

01/01/1991 30/03/1992

Reason:

Hospitalisation:

Report Details:
Seq: 183240

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 112 of 644

Case Number: Gender:
Weight:19/03/1993

19/03/1993
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Millilitre 1 time IntravenousInjection 20.0

IOPAMIRO (Suspected)

19/03/1993

Reason:

Stopped:Started:Batch:

Microgram 1 time IntravenousInjection 600.0

ATROPINE (Suspected)

19/03/1993

Reason:

Stopped:Started:Batch:

Milligram 1 time IntravenousInjection 1.0

MIDAZOLAM (Suspected)

19/03/1993

Reason:

Stopped:Started:Batch:

Gram Daily IntravenousInjection 2.0

CEPHALOTHIN SODIUM (Suspected)

19/03/1993

Reason:

Hospitalisation:

Report Details:
Seq: 183325

Preferred Term Severity Report Description Treatment
Cold sweat Adrenaline 300mcg sc, 

hydrocortisone iv.
Dyspnoea
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 113 of 644

Case Number: Gender:
Weight:19/03/1993

19/03/1993
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily IntravenousInjection 500.0

METRONIDAZOLE (Suspected)

19/03/1993

Reason:

Stopped:Started:Batch:

Milligram Daily IntramuscularInjection 150.0

PETHIDINE HYDROCHLORIDE (Suspected)

18/03/1993

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

VALIUM (Suspected)

19/03/1993

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 20.0

TEMAZEPAM (Suspected)

18/03/1993

Reason:

Hospitalisation:

Report Details:
Seq: 183325

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 114 of 644

Case Number: Gender:
Weight:19/03/1993

19/03/1993
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 75.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

18/03/1993

Reason:

Hospitalisation:

Report Details:
Seq: 183325

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 115 of 644

Case Number: Gender:
60.00Weight:30/03/1993

30/03/1993
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:
Prophylactic inoculation and vaccination

Stopped:Started:Batch:

Dose Unspecified 1 time1.0

FLUVAX (Suspected) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

MODURETIC (Suspected)

CONTIN

Reason:

Pain in chest

Stopped:Started:Batch:

Milligram Daily TransdermalCream 25.0

TRANSIDERM-NITRO (Suspected)

30/03/1993 30/03/1993

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

TRYPTANOL (Suspected)

29/03/1993 30/03/1993

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 184010

Preferred Term Severity Report Description Treatment
Bronchospasm Ventolin neb.
Hypotension

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 116 of 644

Case Number: Gender:
60.00Weight:30/03/1993

30/03/1993
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:
Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

METFORMIN HYDROCHLORIDE (Suspected)

L TERM CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 184010

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 117 of 644

Case Number: Gender:
Weight:

Tryptanol dose was reduced with improvement. reaction later recurred so drug ceased.  - 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.

15/04/1993

31/12/1992
Causality certainNot yet recovered

DOB:

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:

Milligram Daily OralTablet 125.0

TRYPTANOL (Suspected)

01/10/1992 28/04/1993

Reason:

Hospitalisation:

Report Details:
Seq: 184104

Preferred Term Severity Report Description Treatment
Hyperkinesia Urge  to move legs continously.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 118 of 644

Case Number: Gender:
50.00Weight:

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

22/06/1993

31/03/1993
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 8-40 15/05/1991 8
ALT = SGPT 8-40 27/01/1993 27
ALT = SGPT 8-40 15/03/1993 85
ALT = SGPT 8-40 25/03/1993 81
ALT = SGPT 8-40 06/04/1993 31
ALT = SGPT 8-40 31/03/1993 38
Albumin 36-47 15/05/1991 36

Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 40.0

FRUSEMIDE (Suspected)

25/03/1993L TERM

Reason:

Gout

Stopped:Started:Batch:

Milligram Daily OralCapsule 50.0

INDOCID (Suspected)

13/11/1992 12/03/1993

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

ADALAT (Suspected)

01/01/1991 25/03/1993

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 75.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

01/09/1992 25/03/1993

Reason:

Hospitalisation:

Report Details:
Seq: 185435

Preferred Term Severity Report Description Treatment
Hepatic function abnormal

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 119 of 644

Case Number: Gender:
50.00Weight:

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

22/06/1993

31/03/1993
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Albumin 36-47 15/03/1993 38
Albumin 36-47 25/03/1993 42
Albumin 36-47 06/04/1993 38
Albumin 36-47 31/03/1993 41
Albumin 36-47 27/01/1993 40
Bilirubin <20 15/05/1991 12
Bilirubin <20 27/01/1993 <20

Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:
Other disturbance of sensation

Stopped:Started:Batch:

Milligram Daily RectalSuppository 200.0

INDOCID (Suspected)

12/03/1993 24/03/1993

Reason:

Hospitalisation:

Report Details:
Seq: 185435

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 120 of 644

Case Number: Gender:
50.00Weight:

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

22/06/1993

31/03/1993
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Bilirubin <20 15/03/1993 <20
Bilirubin <20 25/03/1993 <20
Bilirubin <20 31/03/1993 <20
Bilirubin <20 06/04/1993 <20
GGT = SGGT = 
GGTP

8-40 15/05/1991 29
GGT = SGGT = 
GGTP

8-40 27/01/1993 65
GGT = SGGT = 
GGTP

8-40 25/03/1993 483

Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 40.0

FRUSEMIDE (Suspected)

25/03/1993L TERM

Reason:

Gout

Stopped:Started:Batch:

Milligram Daily OralCapsule 50.0

INDOCID (Suspected)

13/11/1992 12/03/1993

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

ADALAT (Suspected)

01/01/1991 25/03/1993

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 75.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

01/09/1992 25/03/1993

Reason:

Hospitalisation:

Report Details:
Seq: 185435

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 121 of 644

Case Number: Gender:
50.00Weight:

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

22/06/1993

31/03/1993
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

GGT = SGGT = 
GGTP

8-40 06/04/1993 222
GGT = SGGT = 
GGTP

8-40 31/03/1993 390
GGT = SGGT = 
GGTP

8-40 15/03/1993 592
SAP = ALP 35-120 15/05/1991 65
SAP = ALP 35-120 27/01/1993 103
SAP = ALP 35-120 15/03/1993 369
SAP = ALP 35-120 25/03/1993 242

Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:
Other disturbance of sensation

Stopped:Started:Batch:

Milligram Daily RectalSuppository 200.0

INDOCID (Suspected)

12/03/1993 24/03/1993

Reason:

Hospitalisation:

Report Details:
Seq: 185435

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 122 of 644

Case Number: Gender:
50.00Weight:

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

22/06/1993

31/03/1993
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

SAP = ALP 35-120 31/03/1993 135
SAP = ALP 35-120 06/04/1993 100

Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 40.0

FRUSEMIDE (Suspected)

25/03/1993L TERM

Reason:

Gout

Stopped:Started:Batch:

Milligram Daily OralCapsule 50.0

INDOCID (Suspected)

13/11/1992 12/03/1993

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

ADALAT (Suspected)

01/01/1991 25/03/1993

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 75.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

01/09/1992 25/03/1993

Reason:

Hospitalisation:

Report Details:
Seq: 185435

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 123 of 644

Case Number: Gender:
50.00Weight:

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

22/06/1993

31/03/1993
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:
Other disturbance of sensation

Stopped:Started:Batch:

Milligram Daily RectalSuppository 200.0

INDOCID (Suspected)

12/03/1993 24/03/1993

Reason:

Hospitalisation:

Report Details:
Seq: 185435

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 124 of 644

Case Number: Gender:
Weight:

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

25/06/1993

31/12/1990
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

TRYPTANOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 185552

Preferred Term Severity Report Description Treatment
Coordination abnormal
Visual disturbance

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 125 of 644

Case Number: Gender:
92.00Weight:02/07/1993

27/04/1993
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

62YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

TRYPTANOL (Suspected)

10/05/1993L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 185830

Preferred Term Severity Report Description Treatment
Lichenoid keratosis
Photosensitivity reaction

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 126 of 644

Case Number: Gender:
Weight:05/07/1993

30/06/1993
Causality possibleRecovered

DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Migraine

Stopped:Started:Batch:

Dose Unspecified 1 time OralTablet 1.0

IMIGRAN (Suspected)

29/06/1993

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

TRYPTANOL (Suspected)

17/06/1993

Reason:

Hospitalisation:

Report Details:
Seq: 185854

Preferred Term Severity Report Description Treatment
Syncope

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 127 of 644

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

21/05/1993
Causality possibleRecovered

DOB:

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 OralTablet 200.0

TEGRETOL (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

ALLOPURINOL (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 8.0

ASPALGIN (Other drug) Reason:

Stopped:Started:Batch:

Milligram 2 times IntramuscularInjection 50.0

PETHIDINE HYDROCHLORIDE (Suspected)

20/05/1993 21/05/1993

Reason:

Hospitalisation:

Report Details:
Seq: 185928

Preferred Term Severity Report Description Treatment
Confusional state
Nightmare

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 128 of 644

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

21/05/1993
Causality possibleRecovered

DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Total IntramuscularInjection 50.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected)

20/05/1993 21/05/1993

Reason:

Stopped:Started:Batch:

Milligram Total100.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

20/05/1993 21/05/1993

Reason:

Hospitalisation:

Report Details:
Seq: 185928

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 129 of 644

Case Number: Gender:
82.00Weight:04/08/1993

28/07/1993
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

TRYPTANOL (Suspected)

15/04/1993 28/07/1993

Reason:

Hospitalisation:

Report Details:
Seq: 186657

Preferred Term Severity Report Description Treatment
Hallucination
Psychotic disorder

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 130 of 644

Case Number: Gender:
80.00Weight:31/08/1993

17/08/1993
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

AST = SGOT 1 - 24 U/L 17/08/1993 133
AST = SGOT 1 - 24 U/L 23/08/1993 92
Bilirubin 1 - 24 UMOL/L 17/08/1993 4
GGT = SGGT = 
GGTP

1 - 30 U/L 17/08/1993 23
GGT = SGGT = 
GGTP

1 - 30 U/L 23/08/1993 13
SAP = ALP 30 115 U/L 17/08/1993 90
SAP = ALP 30 115 U/L 23/08/1993 77

Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily150.0

VOLTAREN (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily10.0

TRYPTANOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 187417

Preferred Term Severity Report Description Treatment
Hepatic function abnormal

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 131 of 644

Case Number: Gender:
56.00Weight:13/09/1993

28/07/1993
Causality possibleDeath, maybe drug

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Haemoglobin 28/07/1993 7.9
Haemoglobin 02/08/1993 7.8
Platelets 02/08/1993 42
Platelets 04/08/1993 30
Platelets 06/08/1993 15
Platelets 07/08/1993 22

Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:
Otr&nos infec&parasit diseases

Stopped:Started:Batch:

Dose Unspecified Weekly OralOral application 6.0

BACTRIM (Suspected)

21/07/1993 02/08/1993

Reason:

Hiv infection

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 4.0

ZALCITABINE (Suspected)

20/07/1993 28/07/1993

Reason:

Moniliasis

Stopped:Started:Batch:

Milligram Daily OralOral application 50.0

FLUCONAZOLE (Suspected)

23/03/1993 04/08/1993

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

20/07/1993 06/08/1993

Reason:

Hospitalisation:

Report Details:
Seq: 187630

Preferred Term Severity Report Description Treatment
Pyrexia Temp 41 degrees.
Anaemia
Confusional state
Headache Severe
Sepsis
Thrombocytopenia 5u rbc's, 6u haemacel and 5u 

platelets.
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 132 of 644

Case Number: Gender:
64.00Weight:

Patient died on 07/10/93.  the dosage start date is not accurate but indicates that start occurred sometime during the year.

13/09/1993

12/05/1993
Causality possibleDeath, maybe drug

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

AST = SGOT 10-50 U/L 02/07/1993 66
AST = SGOT 10-50 U/L 09/07/1993 52
AST = SGOT 10-50 U/L 29/07/1993 121
AST = SGOT 10-50 U/L 03/08/1993 148
Albumin 35-45 G/L 02/07/1993 17
Albumin 35-45 G/L 09/07/1993 14
Albumin 35-45 G/L 29/07/1993 27

Laboratory Investigations:

61YAge:

Additional Information:

Medicine Details:
Acute bronchitis&bronchiolitis

Stopped:Started:Batch:

Dose Unspecified Total OralOral application 5.0

AUGMENTIN FORTE (Suspected)

11/05/1993 12/05/1993

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

TRYPTANOL (Suspected)

01/01/1983

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralOral application 100.0

METOPROLOL TARTRATE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 187652

Preferred Term Severity Report Description Treatment
Mouth ulceration Mucosal ulceration.
Rash Rash over arms, legs, trunk and face.
Coagulopathy
Eosinophilia
Hepatic failure
Jaundice
Malaise
Renal failure acute Prednisolone, urs0deoxycholic 

acid and liver transplant.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 133 of 644

Case Number: Gender:
64.00Weight:

Patient died on 07/10/93.  the dosage start date is not accurate but indicates that start occurred sometime during the year.

13/09/1993

12/05/1993
Causality possibleDeath, maybe drug

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Albumin 35-45 G/L 03/08/1993 27
Bilirubin <17 UMOL/L 02/07/1993 530
Bilirubin <17 UMOL/L 09/07/1993 333
Bilirubin <17 UMOL/L 03/08/1993 565
Bilirubin <17 UMOL/L 29/07/1993 519

Laboratory Investigations:

61YAge:

Additional Information:

Medicine Details:
Acute bronchitis&bronchiolitis

Stopped:Started:Batch:

Dose Unspecified Total OralOral application 5.0

AUGMENTIN FORTE (Suspected)

11/05/1993 12/05/1993

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

TRYPTANOL (Suspected)

01/01/1983

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralOral application 100.0

METOPROLOL TARTRATE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 187652

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 134 of 644

Case Number: Gender:
64.00Weight:

Patient died on 07/10/93.  the dosage start date is not accurate but indicates that start occurred sometime during the year.

13/09/1993

12/05/1993
Causality possibleDeath, maybe drug

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Liver biopsy 2/6/93 - the appearances are those of a cholestatic jaundice and 
would be compatible with a drug induced optiology. 26/7/93 - 
marked cholestasis and severe bile duct injury with mild 
hepatitis.

SAP = ALP 30-120 U/L 02/07/1993 337
SAP = ALP 30-120 U/L 09/07/1993 274
SAP = ALP 30-120 U/L 29/07/1993 694
SAP = ALP 30-120 U/L 03/08/1993 956

Laboratory Investigations:

61YAge:

Additional Information:

Medicine Details:
Acute bronchitis&bronchiolitis

Stopped:Started:Batch:

Dose Unspecified Total OralOral application 5.0

AUGMENTIN FORTE (Suspected)

11/05/1993 12/05/1993

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

TRYPTANOL (Suspected)

01/01/1983

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralOral application 100.0

METOPROLOL TARTRATE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 187652

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 135 of 644

Case Number: Gender:
Weight:13/09/1993

23/04/1993
Causality probableRecovered
16/10/1946DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level Tricyclic level: 600ug/ml, which was significantly elevated.

Laboratory Investigations:

46Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified As necessary OralCapsule 1.0

DOLOXENE CO (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram As necessary10.0

OXYCODONE HYDROCHLORIDE (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily300.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 187684

Preferred Term Severity Report Description Treatment
Confusional state
Convulsion

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 136 of 644

Case Number: Gender:
45.00Weight:

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

13/09/1993

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Bone marrow 
biopsy

20/8/93 - bone marrow  - early myeloid series.
Neutrophils 2.00 - 7.50 16/08/1993 -
Neutrophils 2.00 - 7.50 22/08/1993 0.15
Neutrophils 2.00 - 7.50 24/08/1993 -
Neutrophils 2.00 - 7.50 27/08/1993 0.69
Neutrophils 2.00 - 7.50 26/08/1993 0.16
Neutrophils 2.00 - 7.50 25/08/1993 0.03

Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

TRYPTANOL (Suspected)

01/01/1973 28/06/1993

Reason:

Stopped:Started:Batch:

0.0

MYLANTA (Suspected)

01/08/1993 16/08/1993

Reason:

Stopped:Started:Batch:

As necessary0.0

DISPRIN (Suspected)

16/08/1993

Reason:

Pain in limb

Stopped:Started:Batch:

Dose Unspecified As necessary OralOral application 1.0

QUININE (Suspected)

01/01/1991 16/08/1993

Reason:

Hospitalisation:

Report Details:
Seq: 187743

Preferred Term Severity Report Description Treatment
Agranulocytosis
Anorexia
Diarrhoea
Drug ineffective
Dyspnoea
Fatigue
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 137 of 644

Case Number: Gender:
45.00Weight:

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

13/09/1993

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 2.00 - 7.50 23/08/1993 0.18
White blood cells 4.0 - 11.0 16/08/1993 1.4
White blood cells 4.0 - 11.0 22/08/1993 1.5
White blood cells 4.0 - 11.0 23/08/1993 1.3
White blood cells 4.0 - 11.0 24/08/1993 2.2
White blood cells 4.0 - 11.0 25/08/1993 1.9
White blood cells 4.0 - 11.0 26/08/1993 2.1

Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 30.0

TOLVON (Suspected)

01/06/1993 17/08/1993

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily TopicalOintment 1.0

CORTISONE (Suspected)

01/01/1983 16/08/1993

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily TopicalOintment 1.0

SULPHUR (Suspected)

01/01/1983 16/08/1993

Reason:

Hospitalisation:

Report Details:
Seq: 187743

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 138 of 644

Case Number: Gender:
45.00Weight:

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

13/09/1993

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells 4.0 - 11.0 27/08/1993 2.1

Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

TRYPTANOL (Suspected)

01/01/1973 28/06/1993

Reason:

Stopped:Started:Batch:

0.0

MYLANTA (Suspected)

01/08/1993 16/08/1993

Reason:

Stopped:Started:Batch:

As necessary0.0

DISPRIN (Suspected)

16/08/1993

Reason:

Pain in limb

Stopped:Started:Batch:

Dose Unspecified As necessary OralOral application 1.0

QUININE (Suspected)

01/01/1991 16/08/1993

Reason:

Hospitalisation:

Report Details:
Seq: 187743

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 139 of 644

Case Number: Gender:
45.00Weight:

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

13/09/1993

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 30.0

TOLVON (Suspected)

01/06/1993 17/08/1993

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily TopicalOintment 1.0

CORTISONE (Suspected)

01/01/1983 16/08/1993

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily TopicalOintment 1.0

SULPHUR (Suspected)

01/01/1983 16/08/1993

Reason:

Hospitalisation:

Report Details:
Seq: 187743

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 140 of 644

Case Number: Gender:
Weight:

Subsequently this patient has been found to be hepatitis c positive.

29/09/1993

03/09/1993
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

AST = SGOT 6 - 42 U/L 03/09/1993 158
AST = SGOT 6 - 42 U/L 06/09/1993 16
Bilirubin 3 - 20 UMOL/L 03/09/1993 27
Bilirubin 3 - 20 UMOL/L 06/09/1993 5
Creatine 
phosphokinase

30 - 180 U/L 03/09/1993 72
Creatine 
phosphokinase

30 - 180 U/L 06/09/1993 37
GGT = SGGT = 
GGTP

5 - 40 U/L 03/09/1993 172

Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralCapsule 10.0

TEMAZEPAM (Other drug)

09/08/1993

Reason:

Congestive heart failure

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

AMILORIDE HYDROCHLORIDE (Other drug)

03/08/1993

Reason:

Congestive heart failure

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

FRUSEMIDE (Other drug)

03/09/1993

Reason:

Rheum arthrit&allied condition

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

NAPROXEN (Suspected)

04/08/1993 03/09/1993

Reason:

Hospitalisation:

Report Details:
Seq: 187990

Preferred Term Severity Report Description Treatment
Hepatic function abnormal

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 141 of 644

Case Number: Gender:
Weight:

Subsequently this patient has been found to be hepatitis c positive.

29/09/1993

03/09/1993
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

SAP = ALP 35 - 135 U/L 03/09/1993 162
SAP = ALP 35 - 135 U/L 06/09/1993 104

Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

03/08/1993 03/09/1993

Reason:

Hospitalisation:

Report Details:
Seq: 187990

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 142 of 644

Case Number: Gender:
Weight:01/11/1993

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Borderline - low serum folate 10/93.
Bone marrow 
biopsy

Bone marrow changes consistent with myeloid dysplasia
Platelets 20/10/1993 11000
Platelets 15/11/1993 315000

Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

0.0

THYROXINE SODIUM (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

0.0

TRIFLUOPERAZINE HYDROCHLORIDE (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily80.0

TRANYLCYPROMINE SULPHATE (Other drug)

CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 188964

Preferred Term Severity Report Description Treatment
Purpura
Thrombocytopenia Prednisolone 100mg daily

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 143 of 644

Case Number: Gender:
Weight:01/11/1993

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

06/08/1993 20/10/1993

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CARBAMAZEPINE (Suspected)

20/10/1993

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 188964

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 144 of 644

Case Number: Gender:
Weight:01/11/1993

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Debility&undue fatigue

Stopped:Started:Batch:

OralTablet 0.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 188970

Preferred Term Severity Report Description Treatment
Depression

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 145 of 644

Case Number: Gender:
Weight:01/11/1993

Causality possibleUnknown
DOB:

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 OralTablet 10.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 188971

Preferred Term Severity Report Description Treatment
Dysgeusia Bitter taste.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 146 of 644

Case Number: Gender:
55.00Weight:02/11/1993

21/10/1993
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Haemoglobin 21/10/93 hb 5.1, treated with oral prednisone hb 8.0.

Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Hiv infection

Stopped:Started:Batch:

Dose Unspecified Weekly2.0

DAPSONE (Suspected)

   06M

Reason:

Herpes zoster

Stopped:Started:Batch:

Milligram Daily400.0

TEGRETOL (Suspected)

   03W

Reason:

Stopped:Started:Batch:

Milligram Daily25.0

TRYPTANOL (Suspected) Reason:

Herpes zoster

Stopped:Started:Batch:

Milligram Daily600.0

ACICLOVIR (Suspected)

   06M

Reason:

Hospitalisation:

Report Details:
Seq: 188992

Preferred Term Severity Report Description Treatment
Coombs positive haemolytic anaemia Oral prednisone.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 147 of 644

Case Number: Gender:
Weight:10/11/1993

02/09/1993
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

57YAge:

Additional Information:

Medicine Details:
Othr diseases of urinary tract

Stopped:Started:Batch:

Milligram Daily OralCapsule 100.0

MACRODANTIN (Other drug)

20/08/1993 CONTIN

Reason:

Headache

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

TRYPTANOL (Suspected)

28/08/1993 03/09/1993

Reason:

Headache

Stopped:Started:Batch:

Milligram Daily OralTablet 80.0

INDERAL (Suspected)

01/09/1993 04/09/1993

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 125.0

PREDNISOLONE (Suspected)

30/08/1993 31/08/1993

Reason:

Hospitalisation:

Report Details:
Seq: 189179

Preferred Term Severity Report Description Treatment
Confusional state

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 148 of 644

Case Number: Gender:
Weight:10/11/1993

02/09/1993
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

57YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralCapsule 10.0

NORMISON (Suspected)

25/08/1993 02/09/1993

Reason:

Nausea and vomiting

Stopped:Started:Batch:

Milligram Daily OralOral application 30.0

MAXOLON (Suspected)

26/08/1993 02/09/1993

Reason:

Pain

Stopped:Started:Batch:

Dose Unspecified Daily RectalSuppository 2.0

INDOCID (Suspected)

01/09/1993 04/09/1993

Reason:

Hospitalisation:

Report Details:
Seq: 189179

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 149 of 644

Case Number: Gender:
53.00Weight:02/12/1993

27/08/1993
Causality possibleDeath, maybe drug

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Haemoglobin 110-160 G/L 26/07/1993 12.3
Haemoglobin 110-160 G/L 28/08/1993 97L
Haemoglobin 110-160 G/L 29/08/1993 63L
Haemoglobin 110-160 G/L 31/08/1993 152
Haemoglobin 110-160 G/L 02/09/1993 110
Haemoglobin 110-160 G/L 05/09/1993 105L
Platelets 150-450 X10/9/L 26/07/1993 543

Laboratory Investigations:

67YAge:

Additional Information:

Medicine Details:
Other rheumatoid arthritis

Stopped:Started:Batch:

Milligram Weekly OralOral application 12.5

METHOTREXATE (Suspected)

27/08/1993

Reason:

Other rheumatoid arthritis

Stopped:Started:Batch:

Milligram Daily OralOral application 10.0

PREDNISOLONE (Suspected)

27/08/1993

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 100.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

30/08/1993

Reason:

Othr diseases of urinary tract

Stopped:Started:Batch:

Dose Unspecified Daily OralOral Liquid 3.0

AUGMENTIN FORTE (Suspected)

20/08/1993 27/08/1993

Reason:

Hospitalisation:

Report Details:
Seq: 189616

Preferred Term Severity Report Description Treatment
Colitis ulcerative
Pancytopenia Folinic acid, ceptazidime

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 150 of 644

Case Number: Gender:
53.00Weight:02/12/1993

27/08/1993
Causality possibleDeath, maybe drug

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Platelets 150-450 X10/9/L 28/08/1993 23L
Platelets 150-450 X10/9/L 31/08/1993 33L
Platelets 150-450 X10/9/L 05/09/1993 65L
Platelets 150-450 X10/9/L 02/09/1993 43L
Platelets 150-450 X10/9/L 29/08/1993 29L
White blood cells 4.00-11.00 

X10/9/L
26/07/1993 8.6

White blood cells 4.00-11.00 
X10/9/L

28/08/1993 0.40L

Laboratory Investigations:

67YAge:

Additional Information:

Medicine Details:
Othr diseases of urinary tract

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

SEPTRIN FORTE (Suspected)

17/08/1993 20/08/1993

Reason:

Hospitalisation:

Report Details:
Seq: 189616

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 151 of 644

Case Number: Gender:
53.00Weight:02/12/1993

27/08/1993
Causality possibleDeath, maybe drug

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells 4.00-11.00 
X10/9/L

29/08/1993 0.40L
White blood cells 4.00-11.00 

X10/9/L
31/08/1993 4.72

White blood cells 4.00-11.00 
X10/9/L

02/09/1993 8.33
White blood cells 4.00-11.00 

X10/9/L
05/09/1993 10.38

Laboratory Investigations:

67YAge:

Additional Information:

Medicine Details:
Other rheumatoid arthritis

Stopped:Started:Batch:

Milligram Weekly OralOral application 12.5

METHOTREXATE (Suspected)

27/08/1993

Reason:

Other rheumatoid arthritis

Stopped:Started:Batch:

Milligram Daily OralOral application 10.0

PREDNISOLONE (Suspected)

27/08/1993

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 100.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

30/08/1993

Reason:

Othr diseases of urinary tract

Stopped:Started:Batch:

Dose Unspecified Daily OralOral Liquid 3.0

AUGMENTIN FORTE (Suspected)

20/08/1993 27/08/1993

Reason:

Hospitalisation:

Report Details:
Seq: 189616

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 152 of 644

Case Number: Gender:
53.00Weight:02/12/1993

27/08/1993
Causality possibleDeath, maybe drug

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

67YAge:

Additional Information:

Medicine Details:
Othr diseases of urinary tract

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

SEPTRIN FORTE (Suspected)

17/08/1993 20/08/1993

Reason:

Hospitalisation:

Report Details:
Seq: 189616

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 153 of 644

Case Number: Gender:
Weight:

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

24/12/1993

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

56YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

28/12/1993

Reason:

Hospitalisation:

Report Details:
Seq: 190103

Preferred Term Severity Report Description Treatment
Pruritus

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 154 of 644

Case Number: Gender:
45.00Weight:25/01/1994

07/01/1994
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum osmolality 07/01/1994 237
Sodium 07/01/1994 117
Sodium 08/01/1994 119
Sodium 09/01/1994 115
Sodium 10/01/1994 117
Sodium 12/01/1994 130
Sodium 13/01/1994 131

Laboratory Investigations:

93YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram As necessary IntravenousInjection 2.5

MORPHINE NOS (Other drug)

06/01/1994

Reason:

Nausea and vomiting

Stopped:Started:Batch:

Milligram As necessary IntravenousInjection 10.0

MAXOLON (Other drug)

06/01/1994

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CARTIA (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

SEPTRIN (Suspected)

07/01/1994

Reason:

Hospitalisation:

Report Details:
Seq: 190656

Preferred Term Severity Report Description Treatment
Inappropriate antidiuretic hormone secretion Fluid restriction, 

demeclocycline 300mg.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 155 of 644

Case Number: Gender:
45.00Weight:25/01/1994

07/01/1994
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Urine osmolality MMOL/KG. 07/01/1994 519

Laboratory Investigations:

93YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 15.0

SEREPAX (Suspected)

07/01/1994

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

TRYPTANOL (Suspected)

07/01/1994

Reason:

Hospitalisation:

Report Details:
Seq: 190656

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 156 of 644

Case Number: Gender:
75.00Weight:

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

23/02/1994

19/02/1994
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A7Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily2.0

STELAZINE (Suspected)

01/11/1992 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily50.0

ENDEP (Suspected)

01/11/1992 CONTIN

Reason:

Unspecified arthritis

Stopped:Started:Batch:

Milligram Daily20.0

FELDENE (Suspected)

01/11/1992

Reason:

Stopped:Started:Batch:

Milligram Daily5.0

KALURIL (Suspected)

01/11/1992 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 191223

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

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 157 of 644

Case Number: Gender:
75.00Weight:

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

23/02/1994

19/02/1994
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

A7Age:

Additional Information:

Medicine Details:
Unspecified arthritis

Stopped:Started:Batch:

Dose Unspecified Daily1.0

ECOTRIN (Suspected)

01/11/1992 CONTIN

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

LASIX (Suspected)

01/11/1992 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 191223

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 158 of 644

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

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

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

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 159 of 644

Case Number: Gender:
Weight:23/03/1994

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

63YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

AMITRIPTYLINE HYDROCHLORIDE (Interaction) Reason:

Essential benign hypertension

Stopped:Started:Batch:

OralTablet 0.0

PRAZOSIN HYDROCHLORIDE (Interaction) Reason:

Stopped:Started:Batch:

0.0

METOPROLOL TARTRATE (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

0.0

CHLORPROMAZINE HYDROCHLORIDE (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 191754

Preferred Term Severity Report Description Treatment
Hypertension Bp was 280/140
Dysarthria

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 160 of 644

Case Number: Gender:
62.00Weight:23/03/1994

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:
Otr&unsp vertebrogen pain synd

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

09/03/1994

Reason:

Hospitalisation:

Report Details:
Seq: 191755

Preferred Term Severity Report Description Treatment
Anxiety
Drug withdrawal syndrome Amitriptyline increased to 50mg 

daily.Muscle spasms Severe
Tachycardia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 161 of 644

Case Number: Gender:
Weight:23/03/1994

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

26YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 191756

Preferred Term Severity Report Description Treatment
Breast enlargement
Breast pain

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:14AM Database: pusime02 ADRS004 Page 162 of 644

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

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 192241

Preferred Term Severity Report Description Treatment
Libido decreased

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 163 of 644

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

22/07/1993
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

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

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

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

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

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

Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram As necessary OralTablet 5.0

DIAZEPAM (Other drug)

07/07/1993

Reason:

Pyrexia of unknown origin

Stopped:Started:Batch:

Dose Unspecified Daily OralOral application 3.0

PARACETAMOL (Other drug)

07/07/1993

Reason:

Othr diseases of urinary tract

Stopped:Started:Batch:

Dose Unspecified Daily OralOral application 2.0

SEPTRIN FORTE (Other drug)

07/07/1993

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram As necessary OralOral application 100.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected)

07/07/1993

Reason:

Hospitalisation:

Report Details:
Seq: 192419

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 164 of 644

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

22/07/1993
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

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

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

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

Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Fortnightly IntramuscularInjection 50.0

MODECATE (Suspected)

14/07/1993

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralOral application 30.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

21/07/1993

Reason:

Hospitalisation:

Report Details:
Seq: 192419

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 165 of 644

Case Number: Gender:
Weight:

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

30/05/1994

24/05/1994
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily120.0

ISOPTIN SR (Suspected)

10/05/1994 25/05/1994

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily10.0

TRYPTANOL (Suspected)

01/03/1993 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 193240

Preferred Term Severity Report Description Treatment
Erythema multiforme

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 166 of 644

Case Number: Gender:
Weight:

Previous reactions to doxycycline - nausea, tetracycline - photosensitivity.  the dosage start date is not accurate but indicates that 
start occurred sometime during the year.

30/05/1994

13/04/1994
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44YAge:

Additional Information:

Medicine Details:
Contraception

Stopped:Started:Batch:

0.0

MICROGYNON (Other drug)

L TERM CONTIN

Reason:

Stopped:Started:Batch:

0.0

CALCIUM NOS (Other drug)

L TERM CONTIN

Reason:

Asthma

Stopped:Started:Batch:

As necessary InhalationInhalation 0.0

VENTOLIN (Other drug) Reason:

Menopausal symptoms

Stopped:Started:Batch:

Milligram Daily100.0

ALDACTONE (Other drug)

01/01/1991 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 193243

Preferred Term Severity Report Description Treatment
Rash Head to toe rash
Pruritus

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 167 of 644

Case Number: Gender:
Weight:

Previous reactions to doxycycline - nausea, tetracycline - photosensitivity.  the dosage start date is not accurate but indicates that 
start occurred sometime during the year.

30/05/1994

13/04/1994
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

44YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily200.0

TEGRETOL (Suspected)

03/04/1994 13/04/1994

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily10.0

TRYPTANOL (Suspected)

03/04/1994 13/04/1994

Reason:

Hospitalisation:

Report Details:
Seq: 193243

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 168 of 644

Case Number: Gender:
Weight:20/06/1994

03/06/1994
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

65YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

PREDNISONE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

RANITIDINE (Other drug) Reason:

Myxedema

Stopped:Started:Batch:

Microgram Daily OralTablet 150.0

THYROXINE SODIUM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

TAMOXIFEN CITRATE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 193763

Preferred Term Severity Report Description Treatment
Hallucination Auditory hallucinations
Agitation
Confusional state
Delusion
Nightmare

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 169 of 644

Case Number: Gender:
Weight:20/06/1994

03/06/1994
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

65YAge:

Additional Information:

Medicine Details:
Otr&unsp forms neuralg&neurit

Stopped:Started:Batch:

Milligram Daily OralTablet 30.0

ENDONE (Suspected)

04/06/1994

Reason:

Otr&unsp forms neuralg&neurit

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ENDEP (Suspected)

04/06/1994

Reason:

Otr&unsp forms neuralg&neurit

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CARBAMAZEPINE (Suspected)

04/06/1994

Reason:

Hospitalisation:

Report Details:
Seq: 193763

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 170 of 644

Case Number: Gender:
Weight:

Developed acute cholecystitis with gallstones - required surgery.

24/06/1994

06/06/1994
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

AST = SGOT 5-35 U/L 06/06/1994 108
AST = SGOT 5-35 U/L 08/06/1994 138
AST = SGOT 5-35 U/L 09/06/1994 133
AST = SGOT 5-35 U/L 10/06/1994 147
AST = SGOT 5-35 U/L 22/06/1994 43
AST = SGOT 5-35 U/L 14/06/1994 71
AST = SGOT 5-35 U/L 12/06/1994 157

Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

CALTRATE (Suspected)

CONTIN

Reason:

Stopped:Started:Batch:

0.0

TRYPTANOL (Suspected)

04/06/1994

Reason:

Stopped:Started:Batch:

0.0

HEPARIN CALCIUM (Suspected)

04/06/1994

Reason:

Postoperative wound infection

Stopped:Started:Batch:

Gram Daily IntravenousInjection 4.0

FLUCLOXACILLIN SODIUM (Suspected)

14/05/1994 23/05/1994

Reason:

Hospitalisation:

Report Details:
Seq: 193939

Preferred Term Severity Report Description Treatment
Cholecystitis
Jaundice
Nausea
Pruritus

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 171 of 644

Case Number: Gender:
Weight:

Developed acute cholecystitis with gallstones - required surgery.

24/06/1994

06/06/1994
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

AST = SGOT 5-35 U/L 11/06/1994 136
Bilirubin 0-17 UMOL/L 06/06/1994 114
Bilirubin 0-17 UMOL/L 08/06/1994 127
Bilirubin 0-17 UMOL/L 09/06/1994 162
Bilirubin 0-17 UMOL/L 10/06/1994 152
Bilirubin 0-17 UMOL/L 11/06/1994 154
Bilirubin 0-17 UMOL/L 12/06/1994 168

Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily IntravenousInjection 4.0

FLUCLOXACILLIN SODIUM (Suspected)

03/06/1994 06/06/1994

Reason:

Diabetes mellitus

Stopped:Started:Batch:

Gram Daily1.0

METFORMIN HYDROCHLORIDE (Suspected)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

MINIDIAB (Suspected)

CONTIN

Reason:

Stopped:Started:Batch:

Microgram Daily300.0

PREMARIN (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 193939

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 172 of 644

Case Number: Gender:
Weight:

Developed acute cholecystitis with gallstones - required surgery.

24/06/1994

06/06/1994
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Bilirubin 0-17 UMOL/L 14/06/1994 133
Bilirubin 0-17 UMOL/L 22/06/1994 64
GGT = SGGT = 
GGTP

5-30 U/L 06/06/1994 1371
GGT = SGGT = 
GGTP

5-30 U/L 10/06/1994 1325
GGT = SGGT = 
GGTP

5-30 U/L 11/06/1994 1522
GGT = SGGT = 
GGTP

5-30 U/L 12/06/1994 1725
GGT = SGGT = 
GGTP

5-30 U/L 22/06/1994 2508

Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily10.0

PROVERA (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 193939

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 173 of 644

Case Number: Gender:
Weight:

Developed acute cholecystitis with gallstones - required surgery.

24/06/1994

06/06/1994
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

GGT = SGGT = 
GGTP

5-30 U/L 14/06/1994 1811
GGT = SGGT = 
GGTP

5-30 U/L 09/06/1994 1309
GGT = SGGT = 
GGTP

5-30 U/L 08/06/1994 1339
SAP = ALP 40-140 U/L 06/06/1994 1710
SAP = ALP 40-140 U/L 08/06/1994 2193
SAP = ALP 40-140 U/L 09/06/1994 1996
SAP = ALP 40-140 U/L 10/06/1994 2094

Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

CALTRATE (Suspected)

CONTIN

Reason:

Stopped:Started:Batch:

0.0

TRYPTANOL (Suspected)

04/06/1994

Reason:

Stopped:Started:Batch:

0.0

HEPARIN CALCIUM (Suspected)

04/06/1994

Reason:

Postoperative wound infection

Stopped:Started:Batch:

Gram Daily IntravenousInjection 4.0

FLUCLOXACILLIN SODIUM (Suspected)

14/05/1994 23/05/1994

Reason:

Hospitalisation:

Report Details:
Seq: 193939

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 174 of 644

Case Number: Gender:
Weight:

Developed acute cholecystitis with gallstones - required surgery.

24/06/1994

06/06/1994
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

SAP = ALP 40-140 U/L 11/06/1994 2349
SAP = ALP 40-140 U/L 12/06/1994 2529
SAP = ALP 40-140 U/L 14/06/1994 2054
SAP = ALP 40-140 U/L 22/06/1994 1596

Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily IntravenousInjection 4.0

FLUCLOXACILLIN SODIUM (Suspected)

03/06/1994 06/06/1994

Reason:

Diabetes mellitus

Stopped:Started:Batch:

Gram Daily1.0

METFORMIN HYDROCHLORIDE (Suspected)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

MINIDIAB (Suspected)

CONTIN

Reason:

Stopped:Started:Batch:

Microgram Daily300.0

PREMARIN (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 193939

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 175 of 644

Case Number: Gender:
Weight:

Developed acute cholecystitis with gallstones - required surgery.

24/06/1994

06/06/1994
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily10.0

PROVERA (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 193939

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 176 of 644

Case Number: Gender:
Weight:27/06/1994

Causality possibleDeath
DOB:

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

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 193977

Preferred Term Severity Report Description Treatment
Sudden death

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 177 of 644

Case Number: Gender:
48.00Weight:

Generic substitution problem  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.

28/06/1994

28/05/1994
Causality probableRecovered

DOB:

F
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 120.0

ALEPAM (Other drug)

01/02/1994

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

MOGADON (Other drug)

01/02/1994

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ENDEP (Suspected)

25/05/1994 31/05/1994

Reason:

Hospitalisation:

Report Details:
Seq: 194033

Preferred Term Severity Report Description Treatment
Agitation
Flushing
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 178 of 644

Case Number: Gender:
77.00Weight:

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.

04/07/1994

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily InhalationInhalation 8.0

SALBUTAMOL (Other drug)

01/04/1994

Reason:

Othr diseases of urinary tract

Stopped:Started:Batch:

Milligram Daily OralTablet 45.0

PROPANTHELINE BROMIDE (Other drug)

01/02/1994

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZAPINE (Suspected)

27/05/1994

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

14/06/1994

Reason:

Hospitalisation:

Report Details:
Seq: 194189

Preferred Term Severity Report Description Treatment
Grand mal convulsion

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 179 of 644

Case Number: Gender:
Weight:

Alcohol withdrawal

11/07/1994

08/06/1994
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

69YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralCapsule 100.0

THIAMINE (Other drug)

01/06/1994

Reason:

Otr&unsp forms neuralg&neurit

Stopped:Started:Batch:

Milligram As necessary OralOral application 200.0

CARBAMAZEPINE (Suspected)

06/06/1994

Reason:

Otr&unsp forms neuralg&neurit

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

31/05/1994 09/06/1994

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 60.0

LIORESAL (Suspected)

06/06/1994 09/06/1994

Reason:

Hospitalisation:

Report Details:
Seq: 194289

Preferred Term Severity Report Description Treatment
Agitation
Coma
Confusional state
Delusion
Hallucination
Somnolence 2lt oxygen nasally, haloperidol 

im 5mg.  amitriptyline & 
baclofen dose reduced

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 180 of 644

Case Number: Gender:
Weight:08/07/1994

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

AST = SGOT 15/02/1993 48
AST = SGOT 15/03/1994 55

Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Other acne of sebaceous glands

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 194292

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Increased ast

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 181 of 644

Case Number: Gender:
Weight:18/07/1994

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

84YAge:

Additional Information:

Medicine Details:
Othr diseases of urinary tract

Stopped:Started:Batch:

Dose Unspecified Daily2.0

BACTRIM (Suspected)

06/07/1994

Reason:

Stopped:Started:Batch:

Gram Daily1.0

RIVOTRIL (Suspected)

09/07/1994

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

TRYPTANOL (Suspected)

09/07/1994

Reason:

Hospitalisation:

Report Details:
Seq: 194437

Preferred Term Severity Report Description Treatment
Hepatic function abnormal
Hyperbilirubinaemia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 182 of 644

Case Number: Gender:
80.00Weight:26/07/1994

13/07/1994
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZAPINE (Suspected)

28/06/1994 15/07/1994

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

01/07/1994 15/07/1994

Reason:

Hospitalisation:

Report Details:
Seq: 194528

Preferred Term Severity Report Description Treatment
Pneumonia Atypical pneumonia
Pyrexia
Tachycardia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 183 of 644

Case Number: Gender:
56.00Weight:

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

28/07/1994

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

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

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

Laboratory Investigations:

66Age:

Additional Information:

Medicine Details:
Migraine

Stopped:Started:Batch:

Milligram Monthly OralTablet 400.0

IMIGRAN (Suspected)

01/01/1992

Reason:

Stopped:Started:Batch:

Milligram Daily10.0

STELAZINE (Suspected)

01/01/1991

Reason:

Stopped:Started:Batch:

Milligram Daily5.0

FOLIC ACID (Suspected)

01/01/1992

Reason:

Stopped:Started:Batch:

Milligram Daily10.0

EUHYPNOS (Suspected)

01/01/1992

Reason:

Hospitalisation:

Report Details:
Seq: 194667

Preferred Term Severity Report Description Treatment
Neuropathy peripheral

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 184 of 644

Case Number: Gender:
56.00Weight:

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

28/07/1994

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

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

66Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily50.0

TRYPTANOL (Suspected)

01/01/1992

Reason:

Stopped:Started:Batch:

Milligram Daily5.0

SANDOMIGRAN (Suspected)

01/01/1991

Reason:

Hospitalisation:

Report Details:
Seq: 194667

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 185 of 644

Case Number: Gender:
62.00Weight:05/08/1994

21/07/1994
Causality possibleNot yet recovered
22/03/1960DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:
Migraine

Stopped:Started:Batch:

Milligram Daily100.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 194838

Preferred Term Severity Report Description Treatment
Asthenia
Cerebrovascular disorder
Hemiplegia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 186 of 644

Case Number: Gender:
Weight:

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

17/08/1994

31/07/1993
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

MOCLOBEMIDE (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 175.0

AMITRIPTYLINE HYDROCHLORIDE (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 195169

Preferred Term Severity Report Description Treatment
Hypertonia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 187 of 644

Case Number: Gender:
70.00Weight:29/08/1994

25/08/1994
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:
Othr diseases of urinary tract

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

ALPRIM (Suspected)

22/08/1994 25/08/1994

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CALTRATE (Suspected)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 75.0

CAPOTEN (Suspected)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ENDEP (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 195376

Preferred Term Severity Report Description Treatment
Rash Rash inbetween fingers
Oedema peripheral Swelling of fingers
Fixed eruption

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 188 of 644

Case Number: Gender:
70.00Weight:29/08/1994

25/08/1994
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:
Othr diseases of urinary tract

Stopped:Started:Batch:

Dose Unspecified Daily OralOral application 3.0

URAL (Suspected)

22/08/1994 25/08/1994

Reason:

Hospitalisation:

Report Details:
Seq: 195376

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 189 of 644

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

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 195635

Preferred Term Severity Report Description Treatment
Breast enlargement Breast swelling
Breast pain Breast tenderness

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 190 of 644

Case Number: Gender:
Weight:08/09/1994

25/02/1994
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

61YAge:

Additional Information:

Medicine Details:
Other disturbance of sensation

Stopped:Started:Batch:

Gram Daily OralOral application 1.0

NAPROXEN (Suspected)

22/02/1994 02/03/1994

Reason:

Phleb&thrombophleb lowr extrem

Stopped:Started:Batch:

Thousand International UnitDaily SubcutaneousInjection 10.0

CALCIPARINE (Suspected)

18/02/1994 01/03/1994

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

24/02/1994 01/03/1994

Reason:

Hospitalisation:

Report Details:
Seq: 195749

Preferred Term Severity Report Description Treatment
Abdominal pain
Haematemesis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 191 of 644

Case Number: Gender:
120.00Weight:

Patient  recommenced amitripline but reaction occured, then disappeared once drug stopped.

09/11/1994

30/10/1994
Causality certainRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

28/10/1994 04/11/1994

Reason:

Hospitalisation:

Report Details:
Seq: 197000

Preferred Term Severity Report Description Treatment
Pyrexia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 192 of 644

Case Number: Gender:
Weight:17/11/1994

17/09/1994
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

    6W

Reason:

Hospitalisation:

Report Details:
Seq: 197138

Preferred Term Severity Report Description Treatment
Anticholinergic syndrome
Constipation
Dry mouth
Dysphagia
Visual disturbance

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 193 of 644

Case Number: Gender:
78.00Weight:

Patient died 8/10/94.

29/11/1994

26/10/1994
Causality possibleDeath, maybe drug

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

PROZAC (Suspected)

26/09/1994

Reason:

Stopped:Started:Batch:

0.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

04/10/1994

Reason:

Hospitalisation:

Report Details:
Seq: 197439

Preferred Term Severity Report Description Treatment
Drug ineffective
Suicide attempt

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 194 of 644

Case Number: Gender:
Weight:

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

12/12/1994

31/07/1994
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

62YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 197702

Preferred Term Severity Report Description Treatment
Breast enlargement

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 195 of 644

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.

13/12/1994

11/04/1994
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

AST = SGOT (10-50 U/L) 16/04/1994 232
Bilirubin (<17-UMOL/L) 16/04/1994 21
SAP = ALP (30-120 U/L) 16/04/1994 1056
White blood cells (4-11) 17/04/1994 11.70

Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:
Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily OralOral application 60.0

IMDUR (Other drug)

29/03/1994

Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily OralOral application 150.0

ASPIRIN (Other drug)

01/02/1994

Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

ZANTAC (Other drug)

01/02/1994

Reason:

Pain in limb

Stopped:Started:Batch:

0.0

DILANTIN (Suspected)

06/04/1994 11/04/1994

Reason:

Hospitalisation:

Report Details:
Seq: 197828

Preferred Term Severity Report Description Treatment
Eosinophilia
Hepatic function abnormal
Nausea
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 196 of 644

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.

13/12/1994

11/04/1994
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:
Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

AMLODIPINE (Suspected)

29/03/1994 17/04/1994

Reason:

Pain in limb

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

11/04/1994 16/04/1994

Reason:

Hospitalisation:

Report Details:
Seq: 197828

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 197 of 644

Case Number: Gender:
84.00Weight:

Patient was rechallenged on amitriptyline with same reaction occurring.

01/02/1995

Causality certainRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Otr disorders stomach function

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

FAMOTIDINE (Other drug) Reason:

Specific disorders of sleep

Stopped:P2426 Started:Batch:

Milligram Daily OralTablet 50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 198655

Preferred Term Severity Report Description Treatment
Agitation
Dysgeusia
Paraesthesia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 198 of 644

Case Number: Gender:
80.00Weight:03/02/1995

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OphthalmicEye Drops 0.0

TIMOPTOL (Other drug) Reason:

Other disturbance of sensation

Stopped:Started:Batch:

Milligram As necessary300.0

SOLPRIN (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily5.0

ENDURON (Other drug)

L TERM

Reason:

Disturbance of sleep

Stopped:Started:Batch:

Milligram Daily25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

14/11/1994 21/11/1994

Reason:

Hospitalisation:

Report Details:
Seq: 198700

Preferred Term Severity Report Description Treatment
Pruritus

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 199 of 644

Case Number: Gender:
Weight:08/02/1995

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 198808

Preferred Term Severity Report Description Treatment
Dyspepsia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 200 of 644

Case Number: Gender:
Weight:08/02/1995

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

OralTablet 0.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 198835

Preferred Term Severity Report Description Treatment
Psychotic disorder

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 201 of 644

Case Number: Gender:
53.00Weight:

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

13/03/1995

07/02/1995
Causality possibleRecovered with sequelae

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Bone marrow 
biopsy

9/2/95 bone marrow look like itp.
Platelets ( 150-400) 08/02/1995 12
Platelets ( 150-400) 10/02/1995 10
Platelets ( 150-400) 11/02/1995 47

Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

NATRILIX (Suspected)

01/07/1994 07/02/1995

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

TRYPTANOL (Suspected)

07/02/1995

Reason:

Hospitalisation:

Report Details:
Seq: 199547

Preferred Term Severity Report Description Treatment
Fatigue Started prednisone, zantac.
Rash
Thrombocytopenia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 202 of 644

Case Number: Gender:
76.00Weight:13/03/1995

13/12/1994
Causality possibleNot yet recovered
20/10/1958DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data 4 x ct scans of abdomen during admission showed slowly 
unlining pancreatic pseudo cyst/ pancreatitis.

Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

AMITRIPTYLINE HYDROCHLORIDE (Other drug) Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram As necessary2.0

CLONAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily5.0

HALOPERIDOL (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

24/08/1994 04/12/1994

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 199570

Preferred Term Severity Report Description Treatment
Pancreatitis Severe Appropriate 

diet/analgesia/clonazepam/ami
trytiline/haloperidol.

Pyrexia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 203 of 644

Case Number: Gender:
76.00Weight:13/03/1995

13/12/1994
Causality possibleNot yet recovered
20/10/1958DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

22/11/1994 13/12/1994

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 199570

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 204 of 644

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

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

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

Laboratory Investigations:

44YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily Oral10.0

STELAZINE (Suspected)

02/03/1978

Reason:

Stopped:Started:Batch:

Milligram Daily Oral50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1100057

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

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 205 of 644

Case Number: Gender:
100.00Weight:05/04/1995

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Otr mus rheum,fibrosit&myalgia

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1100066

Preferred Term Severity Report Description Treatment
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 206 of 644

Case Number: Gender:
60.00Weight:

Cessation of medication by patient.

28/04/1995

04/02/1995
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

MYLANTA (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily300.0

ZANTAC (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily10.0

ZOCOR (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily6.0

MINIPRESS (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1100412

Preferred Term Severity Report Description Treatment
Face oedema
Tongue oedema

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 207 of 644

Case Number: Gender:
60.00Weight:

Cessation of medication by patient.

28/04/1995

04/02/1995
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily300.0

ZYLOPRIM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily50.0

TENORMIN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily2.5

NATRILIX (Other drug) Reason:

Pain

Stopped:Started:Batch:

0.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

25/01/1995 30/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1100412

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 208 of 644

Case Number: Gender:
74.00Weight:01/05/1995

20/04/1995
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

ZOLOFT (Suspected)

18/04/1995 26/04/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ENDEP (Suspected)

13/03/1995 18/04/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1100534

Preferred Term Severity Report Description Treatment
Convulsion Jerking of extremeties
Agitation
Fatigue
Hypertonia
Insomnia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 209 of 644

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

28/03/1995
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Headache

Stopped:Started:Batch:

Milligram Daily OralTablet 30.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

26/03/1995 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1100551

Preferred Term Severity Report Description Treatment
Tinnitus

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 210 of 644

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

02/05/1995
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

87YAge:

Additional Information:

Medicine Details:
Otr&nos infec&parasit diseases

Stopped:Started:Batch:

Milligram Daily750.0

KEFLEX (Other drug)

31/03/1995 06/05/1995

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

ENDEP (Suspected)

31/03/1995 04/05/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1100979

Preferred Term Severity Report Description Treatment
Hallucination Visual and auditory hallucinations

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 211 of 644

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

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

65YAge:

Additional Information:

Medicine Details:

Stopped:P2425 Started:Batch:

OralTablet 0.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1101009

Preferred Term Severity Report Description Treatment
Dysgeusia
Fatigue
Thirst

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 212 of 644

Case Number: Gender:
Weight:

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

09/06/1995

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

International 
normalised ratio

19/05/1995 11.0
International 
normalised ratio

12/05/1995 2.0

Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

AMITRIPTYLINE HYDROCHLORIDE (Interaction)

12/05/1995 19/05/1995

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.5

WARFARIN SODIUM (Interaction)

01/01/1992 CONTIN

Reason:

Stopped:Started:Batch:

0.0

DIGOXIN (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

OralTablet 0.0

GASTROBROM (Other drug)

CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1101442

Preferred Term Severity Report Description Treatment
Haemorrhage Recieved 4 units of blood

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 213 of 644

Case Number: Gender:
Weight:

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

09/06/1995

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

TITRALAC (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

0.0

CLONAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Microgram Daily0.5

CALCITRIOL (Other drug)

CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1101442

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 214 of 644

Case Number: Gender:
Weight:

Date of death 10/6/95  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.

21/06/1995

17/05/1995
Causality possibleDeath, maybe drug

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

84YAge:

Additional Information:

Medicine Details:
Otr&unsp forms neuralg&neurit

Stopped:Started:Batch:

Milligram Daily200.0

TEGRETOL (Suspected)

03/01/1995 17/05/1995

Reason:

Otr&unsp forms neuralg&neurit

Stopped:Started:Batch:

Milligram Daily50.0

TRYPTANOL (Suspected)

01/04/1995 20/05/1995

Reason:

Palpitation

Stopped:Started:Batch:

Milligram Daily50.0

TENORMIN (Suspected)

01/01/1989

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily5.0

NORVASC (Suspected)

01/01/1990

Reason:

Hospitalisation:

Report Details:
Seq: 1101656

Preferred Term Severity Report Description Treatment
Aplastic anaemia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 215 of 644

Case Number: Gender:
Weight:

Date of death 10/6/95  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.

21/06/1995

17/05/1995
Causality possibleDeath, maybe drug

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

84YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily0.5

SOLPRIN (Suspected)

01/01/1989 17/05/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1101656

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 216 of 644

Case Number: Gender:
Weight:10/07/1995

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

 8YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1102091

Preferred Term Severity Report Description Treatment
Abdominal pain

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 217 of 644

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

Causality possibleDeath, maybe drug
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

83YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1102543

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 218 of 644

Case Number: Gender:
84.00Weight:

Patient recommenced aminotriptyline hcl on 17/07/1995 at 12.5mg daily.

01/08/1995

08/07/1995
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

DIANE-35 ED (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

As necessary0.0

PARACETAMOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily100.0

SPIRONOLACTONE (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

OMEPRAZOLE (Other drug)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1102560

Preferred Term Severity Report Description Treatment
Constipation
Dry mouth
Dysuria
Palpitations
Somnolence
Tremor
Visual disturbance

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 219 of 644

Case Number: Gender:
84.00Weight:

Patient recommenced aminotriptyline hcl on 17/07/1995 at 12.5mg daily.

01/08/1995

08/07/1995
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

30/07/1994 14/07/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1102560

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 220 of 644

Case Number: Gender:
Weight:

When patient recommenced amitriptyline reaction reoccured.  the dosage start date is not accurate but indicates that start 
occurred sometime during the year.

01/08/1995

Causality certainUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:
Lumbalgia

Stopped:Started:Batch:

OralTablet 0.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

01/01/1991 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1102564

Preferred Term Severity Report Description Treatment
Chest pain
Palpitations

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 221 of 644

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

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

58YAge:

Additional Information:

Medicine Details:
Unspecified arthritis

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1102569

Preferred Term Severity Report Description Treatment
Headache

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 222 of 644

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

Causality probableUnknown
DOB:

F
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

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1102571

Preferred Term Severity Report Description Treatment
Dizziness
Drug withdrawal syndrome
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 223 of 644

Case Number: Gender:
69.00Weight:

Patient was rechallenged on tryptanol in august 1995 and same reaction occurred.  - 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 accurate but indicates that start occurred sometime during the year. the 
dosage start date is not accurate but indicates that start occurred sometime during the year.

14/08/1995

31/10/1994
Causality certainNot yet recovered

DOB:

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 Daily1.0

RENITEC (Other drug)

01/01/1988

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

MODURETIC (Other drug)

01/01/1988

Reason:

Headache

Stopped:Started:Batch:

Milligram Daily450.0

TRYPTANOL (Suspected)

01/07/1994 28/11/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1102854

Preferred Term Severity Report Description Treatment
Dyspnoea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 224 of 644

Case Number: Gender:
Weight:05/09/1995

Causality possibleUnknown
DOB:

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

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1103300

Preferred Term Severity Report Description Treatment
Systemic lupus erythematosus

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 225 of 644

Case Number: Gender:
Weight:

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

05/09/1995

31/03/1995
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1103303

Preferred Term Severity Report Description Treatment
Rash maculo-papular

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 226 of 644

Case Number: Gender:
81.00Weight:25/09/1995

09/09/1995
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

TEGRETOL (Other drug) Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

TRYPTANOL (Suspected)

29/08/1995 14/09/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103680

Preferred Term Severity Report Description Treatment
Erectile dysfunction

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 227 of 644

Case Number: Gender:
Weight:

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

05/09/1995

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Migraine

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

01/09/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1103867

Preferred Term Severity Report Description Treatment
Aggression
Fatigue

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 228 of 644

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

Causality possibleUnknown
DOB:

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

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1103880

Preferred Term Severity Report Description Treatment
Constipation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 229 of 644

Case Number: Gender:
77.00Weight:23/11/1995

05/11/1995
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:
Agranulocytosis

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 3.0

AUGMENTIN FORTE (Suspected)

06/11/1995

Reason:

Pain

Stopped:Started:Batch:

Gram Daily OralOral application 4.0

PARACETAMOL (Suspected) Reason:

Nausea and vomiting

Stopped:Started:Batch:

Milligram Daily OralOral application 40.0

MAXOLON (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1104818

Preferred Term Severity Report Description Treatment
Rash maculo-papular

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 230 of 644

Case Number: Gender:
77.00Weight:23/11/1995

05/11/1995
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:
Constipation

Stopped:Started:Batch:

Dose Unspecified Daily OralOral application 1.0

COLOXYL WITH SENNA (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1104818

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 231 of 644

Case Number: Gender:
Weight:04/12/1995

16/11/1995
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 16/11/1995 819
Bilirubin 16/11/1995 23
GGT = SGGT = 
GGTP

16/11/1995 512
LDH 16/11/1995 658
SAP = ALP 16/11/1995 286

Laboratory Investigations:

82YAge:

Additional Information:

Medicine Details:
Left ventricular failure

Stopped:Started:Batch:

Milligram Daily OralOral application 80.0

FRUSEMIDE (Other drug) Reason:

Reactive confusion

Stopped:Started:Batch:

Milligram Daily25.0

THIORIDAZINE HYDROCHLORIDE (Other drug) Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

MONOPRIL (Suspected)

17/11/1995

Reason:

Left ventricular failure

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

DUCENE (Suspected)

16/11/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1105055

Preferred Term Severity Report Description Treatment
Abdominal pain
Hepatitis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 232 of 644

Case Number: Gender:
Weight:04/12/1995

16/11/1995
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

82YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

17/11/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1105055

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 233 of 644

Case Number: Gender:
50.00Weight:12/12/1995

30/11/1995
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 30/11/1995 125

Laboratory Investigations:

84YAge:

Additional Information:

Medicine Details:
Prophylaxis

Stopped:Started:Batch:

Thousand International UnitDaily SubcutaneousInjection 5.0

FRAGMIN (Other drug)

27/11/1995 08/12/1995

Reason:

Congestive heart failure

Stopped:Started:Batch:

Milligram Daily OralOral application 40.0

FRUSEMIDE (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

SLOW-K (Other drug)

CONTIN

Reason:

Pain

Stopped:Started:Batch:

IntravenousInjection 0.0

MORPHINE NOS (Suspected)

28/11/1995 30/11/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1105288

Preferred Term Severity Report Description Treatment
Confusional state
Hyponatraemia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 234 of 644

Case Number: Gender:
50.00Weight:12/12/1995

30/11/1995
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

84YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1105288

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 235 of 644

Case Number: Gender:
Weight:

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

23/12/1995

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

58YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

01/01/1993 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1105517

Preferred Term Severity Report Description Treatment
Somnolence

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 236 of 644

Case Number: Gender:
Weight:

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

23/12/1995

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

01/01/1990 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1105519

Preferred Term Severity Report Description Treatment
Somnolence

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 237 of 644

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

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

OralTablet 0.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1105686

Preferred Term Severity Report Description Treatment
Aggression
Agitation
Anxiety
Dizziness
Dry mouth
Tremor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 238 of 644

Case Number: Gender:
Weight:10/01/1996

03/01/1996
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A6Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

LOSEC (Other drug) Reason:

Incontinence of urine

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ENDEP (Suspected)

02/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1105784

Preferred Term Severity Report Description Treatment
Rash Raised, red lumpy rash across forehead

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 239 of 644

Case Number: Gender:
Weight:12/01/1996

26/12/1995
Causality possibleRecovered

DOB:

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

CLINORIL (Suspected)

27/12/1995

Reason:

Stopped:Started:Batch:

0.0

TOFRANIL (Suspected)

27/12/1995

Reason:

Stopped:Started:Batch:

0.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

27/12/1995

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

AURORIX (Suspected)

15/11/1995 27/12/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1105818

Preferred Term Severity Report Description Treatment
Urine analysis abnormal Dark urine
Hepatic function abnormal
Malaise

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 240 of 644

Case Number: Gender:
82.00Weight:

Patient substituted endep 25 mg tab for tryptanol 25mg tab as unavailable and reaction occurred 15-20 min after taking endep. 
resumed on tryptanol and symptoms ceased. history of allergy to sulphur. generic substitution problem  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.

18/01/1996

21/12/1995
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

TRYPTANOL (Other drug)

01/10/1995 21/12/1995

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

ANATENSOL (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily5.0

PRINIVIL (Other drug)

01/06/1995

Reason:

Stopped:Started:Batch:

Milligram Daily5.0

VALIUM (Other drug)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1105945

Preferred Term Severity Report Description Treatment
Diarrhoea
Hyperhidrosis
Nightmare
Sleep disorder

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 241 of 644

Case Number: Gender:
82.00Weight:

Patient substituted endep 25 mg tab for tryptanol 25mg tab as unavailable and reaction occurred 15-20 min after taking endep. 
resumed on tryptanol and symptoms ceased. history of allergy to sulphur. generic substitution problem  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.

18/01/1996

21/12/1995
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralTablet 25.0

ENDEP (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1105945

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 242 of 644

Case Number: Gender:
60.00Weight:29/01/1996

28/12/1995
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

65YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily75.0

ENDEP (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1106068

Preferred Term Severity Report Description Treatment
Dehydration
Somnolence

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 243 of 644

Case Number: Gender:
Weight:

Patient had a previous history of a similar rash in 1983 shortly after taking one 2mg tablet of dexchlorpheniramine maleate. 
lactose, maize/corn starch and magnesium stearate are common to endep and dexchlorpheniramine maleate.

01/02/1996

Causality probableUnknown
15/08/1929DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

66Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ENDEP (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1106197

Preferred Term Severity Report Description Treatment
Eczema

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 244 of 644

Case Number: Gender:
52.00Weight:

Patient drinks 1glass of wine and 1 can of beer a day.  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.

02/02/1996

15/01/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 0 - 50 U/L 22/01/1996 2380
ALT = SGPT 0 - 50 U/L 01/03/1996 14
AST = SGOT 11 - 33 U/L 22/01/1996 2460
AST = SGOT 11 - 33 U/L 01/03/1996 19
Bilirubin 0 - 20 UMOL/L 22/01/1996 20
Bilirubin 0 - 20 UMOL/L 01/03/1996 10
GGT = SGGT = 
GGTP

0 - 50 U/L 22/01/1996 681

Laboratory Investigations:

79YAge:

Additional Information:

Medicine Details:
Otr&unsp forms neuralg&neurit

Stopped:Started:Batch:

Milligram Daily100.0

TEGRETOL (Suspected)

01/05/1995 28/01/1996

Reason:

Osteoarthritis

Stopped:Started:Batch:

Milligram Daily200.0

SURGAM (Suspected)

01/11/1995 28/01/1996

Reason:

Otr&unsp forms neuralg&neurit

Stopped:Started:Batch:

Milligram Daily25.0

ENDEP (Suspected)

01/05/1995 28/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1106220

Preferred Term Severity Report Description Treatment
Hepatocellular damage

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 245 of 644

Case Number: Gender:
52.00Weight:

Patient drinks 1glass of wine and 1 can of beer a day.  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.

02/02/1996

15/01/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

GGT = SGGT = 
GGTP

0 - 50 U/L 01/03/1996 57
SAP = ALP 30 - 120 U/L 22/01/1996 215
SAP = ALP 30 - 120 U/L 01/03/1996 95

Laboratory Investigations:

79YAge:

Additional Information:

Medicine Details:
Otr&unsp forms neuralg&neurit

Stopped:Started:Batch:

Milligram Daily100.0

TEGRETOL (Suspected)

01/05/1995 28/01/1996

Reason:

Osteoarthritis

Stopped:Started:Batch:

Milligram Daily200.0

SURGAM (Suspected)

01/11/1995 28/01/1996

Reason:

Otr&unsp forms neuralg&neurit

Stopped:Started:Batch:

Milligram Daily25.0

ENDEP (Suspected)

01/05/1995 28/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1106220

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 246 of 644

Case Number: Gender:
78.00Weight:16/02/1996

16/01/1996
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram As necessary OralTablet 50.0

VOLTAREN (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralOral application 2.0

PANADEINE FORTE (Other drug)

CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

TRYPTANOL (Suspected)

15/01/1996 24/01/1996

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

PHENERGAN (Suspected)

15/01/1996 20/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1106502

Preferred Term Severity Report Description Treatment
Agitation
Dizziness
Mania

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 247 of 644

Case Number: Gender:
Weight:

Palliative care patient: disseminated scc lung, enlarged liver, jaundiced.

01/03/1996

19/02/1996
Causality possibleDeath

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily SubcutaneousInjection, intravenous infusion 90.0

MORPHINE NOS (Suspected)

07/02/1996 20/02/1996

Reason:

Nausea and vomiting

Stopped:Started:Batch:

Milligram Daily SubcutaneousInjection, intravenous infusion 60.0

MAXOLON (Suspected)

07/02/1996 15/02/1996

Reason:

Nausea and vomiting

Stopped:Started:Batch:

Milligram Daily RectalSuppository 50.0

STEMETIL (Suspected)

13/02/1996 17/02/1996

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ENDEP (Suspected)

13/02/1996 17/02/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1106815

Preferred Term Severity Report Description Treatment
Sudden death
Tremor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 248 of 644

Case Number: Gender:
58.00Weight:29/03/1996

27/03/1996
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

63YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily50.0

TENORMIN (Other drug)

02/11/1994

Reason:

Stopped:Started:Batch:

Milligram Daily50.0

NORVASC (Other drug)

09/11/1994

Reason:

Stopped:Started:Batch:

Microgram Daily625.0

PREMARIN (Other drug)

11/02/1994

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

RENITEC (Suspected)

22/12/1993 27/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1107505

Preferred Term Severity Report Description Treatment
Angioedema

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 249 of 644

Case Number: Gender:
58.00Weight:29/03/1996

27/03/1996
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

63YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily75.0

TRYPTANOL (Suspected)

19/03/1996

Reason:

Stopped:Started:Batch:

Milligram Daily150.0

RULIDE (Suspected)

19/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1107505

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 250 of 644

Case Number: Gender:
80.00Weight:

Previously had severe vomiting with morphine.  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.

02/04/1996

22/03/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:
Migraine

Stopped:Started:Batch:

Milligram As necessary IntramuscularInjection 100.0

PETHIDINE HYDROCHLORIDE (Other drug)

L TERM

Reason:

Migraine

Stopped:Started:Batch:

Dose Unspecified As necessary IntramuscularInjection 1.0

MAXOLON (Other drug)

L TERM

Reason:

Migraine

Stopped:Started:Batch:

Milligram As necessary IntramuscularInjection 12.0

STEMETIL (Other drug)

01/01/1994

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily200.0

BETALOC (Other drug)

01/01/1990

Reason:

Hospitalisation:

Report Details:
Seq: 1107698

Preferred Term Severity Report Description Treatment
Flushing
Pruritus Teldane

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 251 of 644

Case Number: Gender:
80.00Weight:

Previously had severe vomiting with morphine.  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.

02/04/1996

22/03/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:
Migraine

Stopped:Started:Batch:

Dose Unspecified Daily IntravenousInjection 4.0

SANDOMIGRAN (Suspected)

01/01/1994 28/02/1996

Reason:

Migraine

Stopped:Started:Batch:

Milligram Daily50.0

ENDEP (Suspected)

01/11/1995 28/02/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1107698

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 252 of 644

Case Number: Gender:
Weight:

Generic substitution problem

22/04/1996

Causality probableUnknown
28/06/1926DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

69Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily25.0

ENDEP (Suspected)

    2W

Reason:

Hospitalisation:

Report Details:
Seq: 1107992

Preferred Term Severity Report Description Treatment
Dry mouth
Nightmare Changed to tryptanol.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 253 of 644

Case Number: Gender:
90.00Weight:06/05/1996

01/04/1996
Causality possibleNot yet recovered

DOB:

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 Daily100.0

ENDEP (Other drug)

01/04/1996

Reason:

Migraine

Stopped:Started:Batch:

Milligram Daily10.0

ENDEP (Suspected)

11/03/1996 01/04/1996

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily3.0

RISPERDAL (Suspected)

12/10/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1108212

Preferred Term Severity Report Description Treatment
Flushing
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 254 of 644

Case Number: Gender:
Weight:29/05/1996

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

15YAge:

Additional Information:

Medicine Details:
Headache

Stopped:Started:Batch:

OralTablet 0.0

TRYPTANOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1108837

Preferred Term Severity Report Description Treatment
Fibroadenoma of breast Breast cyst

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 255 of 644

Case Number: Gender:
Weight:29/05/1996

02/05/1996
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

57YAge:

Additional Information:

Medicine Details:
Diarrhea

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

TRYPTANOL (Suspected)

01/05/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1108846

Preferred Term Severity Report Description Treatment
Somnolence

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 256 of 644

Case Number: Gender:
Weight:07/06/1996

31/05/1996
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

ENDEP (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralCapsule 20.0

LOSEC (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1109033

Preferred Term Severity Report Description Treatment
Dizziness
Dry mouth
Flushing

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 257 of 644

Case Number: Gender:
60.00Weight:

Generic substitution problem

07/06/1996

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily50.0

TRYPTINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1109105

Preferred Term Severity Report Description Treatment
Drug ineffective

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 258 of 644

Case Number: Gender:
Weight:18/06/1996

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

TRYPTANOL (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1109231

Preferred Term Severity Report Description Treatment
Myocardial infarction
Pulmonary embolism

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:15AM Database: pusime02 ADRS004 Page 259 of 644

Case Number: Gender:
Weight:18/06/1996

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

TRYPTANOL (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1109232

Preferred Term Severity Report Description Treatment
Myocardial infarction
Pulmonary embolism

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 260 of 644

Case Number: Gender:
78.00Weight:

Ceased aropax, changed to zoloft - myoclonus cured. veb persists but improved.  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 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.

19/06/1996

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrographics Holter monitor - veb(vt x once 5 beats only with no symptoms)

Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

AROPAX (Suspected)

01/05/1995 28/05/1996

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

ENDEP (Suspected)

01/06/1995 28/04/1996

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 80.0

PROPRANOLOL HYDROCHLORIDE (Suspected)

01/01/1994 CONTIN

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Microgram Daily OralOral application 500.0

RIVOTRIL (Suspected)

01/01/1994 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1109263

Preferred Term Severity Report Description Treatment
Extrasystoles Ventricular ectopics
Convulsion

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 261 of 644

Case Number: Gender:
Weight:18/06/1996

24/04/1996
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

62YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 4.0

DEXAMETHASONE (Other drug)

23/04/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

16/04/1996 26/04/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109273

Preferred Term Severity Report Description Treatment
Urinary retention

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 262 of 644

Case Number: Gender:
Weight:26/06/1996

16/06/1996
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

 5YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

METHYLPHENIDATE HYDROCHLORIDE (Suspected) Reason:

Behavior disorders of childhod

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

TRYPTANOL (Suspected)

16/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109501

Preferred Term Severity Report Description Treatment
Drug ineffective Hyperactivity

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 263 of 644

Case Number: Gender:
Weight:27/06/1996

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Incontinence of urine

Stopped:Started:Batch:

OralTablet 0.0

TRYPTANOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1109511

Preferred Term Severity Report Description Treatment
Somnolence

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 264 of 644

Case Number: Gender:
Weight:27/06/1996

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Incontinence of urine

Stopped:Started:Batch:

OralTablet 0.0

TRYPTANOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1109515

Preferred Term Severity Report Description Treatment
Breast enlargement

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 265 of 644

Case Number: Gender:
Weight:27/06/1996

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Incontinence of urine

Stopped:Started:Batch:

OralTablet 0.0

TRYPTANOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1109516

Preferred Term Severity Report Description Treatment
Hypotension

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 266 of 644

Case Number: Gender:
Weight:27/06/1996

Causality possibleUnknown
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Incontinence of urine

Stopped:Started:Batch:

OralTablet 0.0

TRYPTANOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1109518

Preferred Term Severity Report Description Treatment
Hypertension

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 267 of 644

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.

18/07/1996

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

 9YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily10.0

TRYPTANOL (Suspected)

01/07/1995 28/07/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1110039

Preferred Term Severity Report Description Treatment
Aggression

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 268 of 644

Case Number: Gender:
Weight:24/07/1996

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

 9YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

TRYPTANOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1110181

Preferred Term Severity Report Description Treatment
Aggression Patient was violent, angry and tearful

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 269 of 644

Case Number: Gender:
76.00Weight:

History of chronic dizziness

01/08/1996

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

TRYPTANOL (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1110414

Preferred Term Severity Report Description Treatment
Dizziness

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 270 of 644

Case Number: Gender:
115.00Weight:

Brief postpartum psychosis 1964.

08/08/1996

11/06/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:
Otr&unsp vertebrogen pain synd

Stopped:Started:Batch:

Dose Unspecified As necessary2.0

PANADOL (Other drug) Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily4.0

COVERSYL (Other drug)

L TERM CONTIN

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily15.0

MINIPRESS (Other drug)

L TERM CONTIN

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily40.0

LASIX (Other drug)

L TERM CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1110598

Preferred Term Severity Report Description Treatment
Paranoia Suspiousness of being talked about

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 271 of 644

Case Number: Gender:
115.00Weight:

Brief postpartum psychosis 1964.

08/08/1996

11/06/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:
Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily40.0

PEPCIDINE (Other drug)

L TERM CONTIN

Reason:

Headache

Stopped:Started:Batch:

Milligram Daily25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

05/06/1996 11/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110598

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 272 of 644

Case Number: Gender:
70.00Weight:16/08/1996

01/08/1996
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24YAge:

Additional Information:

Medicine Details:
Otr&nos infec&parasit diseases

Stopped:Started:Batch:

Gram Daily IntravenousInjection 12.0

Keflin Neutral (Suspected)

08/07/1996 01/08/1996

Reason:

Otr&nos infec&parasit diseases

Stopped:Started:Batch:

Gram Daily IntravenousInjection 4.0

FLOPEN (Suspected)

13/06/1996 08/07/1996

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 100.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

01/05/1996 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 150.0

INDOMETHACIN (Suspected)

30/05/1996 03/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110906

Preferred Term Severity Report Description Treatment
Stevens-Johnson syndrome Topical corticosteroid cream 

initially(unresponsive), short 
course of oral prednisolone, 
promethazine

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 273 of 644

Case Number: Gender:
70.00Weight:16/08/1996

01/08/1996
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

24YAge:

Additional Information:

Medicine Details:
Prophylaxis

Stopped:Started:Batch:

Milligram Daily OralOral application 150.0

ASPIRIN (Suspected)

11/05/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1110906

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 274 of 644

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 necessarily accurate but indicates that start occurred sometime during the month.

03/09/1996

30/07/1996
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

16YAge:

Additional Information:

Medicine Details:
Other diseases of esophagus

Stopped:Started:Batch:

Dose Unspecified Daily OralCapsule 2.0

LOSEC (Other drug)

01/05/1996 CONTIN

Reason:

Behavior disorders of childhod

Stopped:Started:Batch:

Milligram Daily25.0

DEXAMPHETAMINE SULPHATE (Other drug)

01/01/1995 CONTIN

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily20.0

TRYPTANOL (Suspected)

30/07/1996 10/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111349

Preferred Term Severity Report Description Treatment
Hallucination Visual hallucination
Aggression

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 275 of 644

Case Number: Gender:
69.00Weight:

Patient died 4/10/96

28/10/1996

25/09/1996
Causality possibleDeath, maybe drug

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine 16/09/1996 0.08
Creatinine 29/09/1996 0.55
White blood cells 16/09/1996 -
White blood cells 29/09/1996 21.3

Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:
Investigation of circulatory system

Stopped:Started:Batch:

Millilitre 1 time50.0

ULTRAVIST 300 (Suspected)

25/09/1996

Reason:

Stopped:Started:Batch:

Milligram Daily500.0

CIPROXIN (Suspected)

18/09/1996

Reason:

Stopped:Started:Batch:

Gram Daily1.0

SALAZOPYRIN (Suspected)

20/09/1996L TERM

Reason:

Stopped:Started:Batch:

Gram Daily1.5

SALAZOPYRIN (Suspected)

20/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112600

Preferred Term Severity Report Description Treatment
Pneumonia
Renal failure acute

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 276 of 644

Case Number: Gender:
69.00Weight:

Patient died 4/10/96

28/10/1996

25/09/1996
Causality possibleDeath, maybe drug

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily20.0

MS CONTIN (Suspected)

17/09/1996

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily2.0

ZINVIT C-250 (Suspected)

18/09/1996

Reason:

Stopped:Started:Batch:

Milligram Daily75.0

TRYPTANOL (Suspected)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

RENITEC (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1112600

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 277 of 644

Case Number: Gender:
69.00Weight:

Patient died 4/10/96

28/10/1996

25/09/1996
Causality possibleDeath, maybe drug

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily1.0

NAPROSYN SR (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1112600

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 278 of 644

Case Number: Gender:
Weight:18/11/1996

Causality probableRecovered
DOB:

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 Daily25.0

ENDEP (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113221

Preferred Term Severity Report Description Treatment
Nausea Therapy changed back to 

endep 50mg.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 279 of 644

Case Number: Gender:
74.00Weight:

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 accurate but indicates 
that start occurred sometime during the year.

25/11/1996

01/11/1996
Causality probableRecovered

DOB:

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 As necessary2.0

DIAZEPAM (Other drug)

01/01/1994

Reason:

Stopped:Started:Batch:

Dose Unspecified As necessary1.0

PANADEINE FORTE (Other drug)

01/01/1994

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralOral application 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

01/06/1996 06/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113345

Preferred Term Severity Report Description Treatment
Photosensitivity reaction

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 280 of 644

Case Number: Gender:
80.00Weight:25/11/1996

17/11/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily10.0

ENDEP (Suspected)

17/11/1996 17/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113364

Preferred Term Severity Report Description Treatment
Bronchospasm
Dizziness

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 281 of 644

Case Number: Gender:
72.00Weight:

Cough commenced 24 hours post initiation of amitriptyline: symptoms commenced 15 minutes after administration of amitriptyline.

19/12/1996

21/11/1996
Causality probableRecovered

DOB:

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 Daily OralTablet 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

20/11/1996 10/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1114016

Preferred Term Severity Report Description Treatment
Cough Nocturnal cough Cessation of amitriptyline

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 282 of 644

Case Number: Gender:
Weight:06/01/1997

29/08/1996
Causality possibleRecovered
27/03/1917DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

79Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

CARBAMAZEPINE (Suspected) Reason:

Stopped:Started:Batch:

0.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1114329

Preferred Term Severity Report Description Treatment
Pain Morphine 6mg.
Somnolence

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 283 of 644

Case Number: Gender:
Weight:

Mist morphine 6mg prn for breakthrough pain. patient has hisory of morphine and panadeine forte causing severe constipation.

06/01/1997

21/08/1996
Causality possibleRecovered
27/03/1917DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

79Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram As necessary6.0

MORPHINE NOS (Suspected) Reason:

Pain

Stopped:Started:Batch:

Milligram Daily60.0

MS CONTIN (Suspected) Reason:

Stopped:Started:Batch:

Microgram Daily800.0

PULMICORT (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

03/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1114342

Preferred Term Severity Report Description Treatment
Anorexia Not eating Coloxyl with senna, sorbilax
Constipation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 284 of 644

Case Number: Gender:
Weight:

Mist morphine 6mg prn for breakthrough pain. patient has hisory of morphine and panadeine forte causing severe constipation.

06/01/1997

21/08/1996
Causality possibleRecovered
27/03/1917DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

79Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily50.0

FAMOTIDINE (Suspected)

30/09/1996

Reason:

Stopped:Started:Batch:

Milligram Daily10.0

PIROXICAM (Suspected)

30/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1114342

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 285 of 644

Case Number: Gender:
Weight:29/01/1997

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily50.0

SERTRALINE HYDROCHLORIDE (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily7.5

PERICYAZINE (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily75.0

AMITRIPTYLINE HYDROCHLORIDE (Interaction) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1114833

Preferred Term Severity Report Description Treatment
Serotonin syndrome

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 286 of 644

Case Number: Gender:
Weight:

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

19/02/1997

31/12/1996
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

DESERIL (Other drug) Reason:

Stopped:Started:Batch:

0.0

PREMARIN (Other drug) Reason:

Stopped:Started:Batch:

0.0

DUCENE (Other drug) Reason:

Stopped:Started:Batch:

0.0

ENDEP (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115461

Preferred Term Severity Report Description Treatment
Saliva altered Gross change in saliva
Dental caries
Dry mouth

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 287 of 644

Case Number: Gender:
Weight:27/02/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

TRYPTANOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115685

Preferred Term Severity Report Description Treatment
Suppressed lactation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 288 of 644

Case Number: Gender:
73.00Weight:12/03/1997

24/02/1997
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 2.00 - 7.50 X 
10/9/L

05/02/1997 4.74
Neutrophils 2.00 - 7.50 X 

10/9/L
24/02/1997 1.04

Neutrophils 2.00 - 7.50 X 
10/9/L

01/04/1997 3.83
Neutrophils 2.00 - 7.50 X 

10/9/L
05/03/1997 3.17

White blood cells 01/04/1997 5.4
leucocytes 4.0 - 11.0 X 

10/9/L
05/02/1997 6.6

leucocytes 4.0 - 11.0 X 
10/9/L

24/02/1997 2.3

Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Dose Unspecified As necessary OralOral application 2.0

PANADOL (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

TICLID (Suspected)

21/01/1997 25/02/1997

Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

LIPEX (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ENDEP (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115883

Preferred Term Severity Report Description Treatment
Neutropenia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 289 of 644

Case Number: Gender:
73.00Weight:12/03/1997

24/02/1997
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

leucocytes 4.0 - 11.0 X 
10/9/L

05/03/1997 4.7

Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 150.0

DISPRIN (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115883

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 290 of 644

Case Number: Gender:
Weight:12/03/1997

07/01/1997
Causality possibleUnknown
10/05/1920DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

76Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Dose Unspecified As necessary2.0

DI-GESIC (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Monthly IntravenousInjection 50.0

MODECATE (Suspected) Reason:

Paralysis agitans

Stopped:Started:Batch:

Milligram Daily15.0

ARTANE (Suspected)

20/01/1997

Reason:

Otr&unsp vertebrogen pain synd

Stopped:Started:Batch:

Milligram Daily900.0

SURGAM (Suspected)

20/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1115918

Preferred Term Severity Report Description Treatment
Urinary retention

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 291 of 644

Case Number: Gender:
Weight:12/03/1997

07/01/1997
Causality possibleUnknown
10/05/1920DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

76Age:

Additional Information:

Medicine Details:
Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily90.0

SEREPAX (Suspected) Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily75.0

TRYPTANOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115918

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 292 of 644

Case Number: Gender:
60.00Weight:

Allergy to penicillin.

19/03/1997

28/02/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily20.0

ENDEP (Suspected)

24/02/1997 03/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116149

Preferred Term Severity Report Description Treatment
Rash erythematous Rash on face, neck, shoulders and chest.
Pruritus Severe

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 293 of 644

Case Number: Gender:
Weight:

Past history of hepatitis a.

01/04/1997

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

GGT = SGGT = 
GGTP

Peak ggt - 1172
SAP = ALP Peak sap - 523

Laboratory Investigations:

86YAge:

Additional Information:

Medicine Details:
Osteoarthritis

Stopped:Started:Batch:

Gram As necessary1.0

PANADOL (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily400.0

TEGRETOL (Suspected)

27/02/1997

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily240.0

VERAPAMIL HYDROCHLORIDE (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily10.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

24/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116389

Preferred Term Severity Report Description Treatment
Hepatic function abnormal

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 294 of 644

Case Number: Gender:
Weight:

Past history of hepatitis a.

01/04/1997

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

86YAge:

Additional Information:

Medicine Details:
Constipation

Stopped:Started:Batch:

Dose Unspecified Daily4.0

COLOXYL WITH SENNA (Suspected) Reason:

Othr diseases of urinary tract

Stopped:Started:Batch:

Milligram Daily300.0

TRIMETHOPRIM (Suspected)

10/03/1997 14/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116389

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 295 of 644

Case Number: Gender:
Weight:10/04/1997

10/02/1997
Causality possibleNot yet recovered
20/10/1908DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

88Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

0.0

PRO-BANTHINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116660

Preferred Term Severity Report Description Treatment
Delirium Anticholinergic delirium

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 296 of 644

Case Number: Gender:
Weight:

Patient died of pulmonary embolus.  the dosage start date is not necessarily accurate but indicates that start occurred sometime 
during the month.

22/04/1997

12/04/1997
Causality possibleDeath, maybe drug

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily20.0

LOVAN (Suspected)

01/01/1997

Reason:

Stopped:Started:Batch:

Milligram Daily25.0

TRYPTANOL (Suspected)

05/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116963

Preferred Term Severity Report Description Treatment
Coordination abnormal Off balance and staggering
Pulmonary embolism
Sudden death

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 297 of 644

Case Number: Gender:
45.00Weight:21/04/1997

16/03/1997
Causality probableRecovered
08/08/1988DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

8Age:

Additional Information:

Medicine Details:
Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily250.0

LAMOTRIGINE (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

06/03/1997 16/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116967

Preferred Term Severity Report Description Treatment
Convulsion Prolonged seizure

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 298 of 644

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

Causality possibleUnknown
23/09/1916DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

80Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily75.0

TRYPTANOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117259

Preferred Term Severity Report Description Treatment
Orthostatic hypotension
Syncope

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 299 of 644

Case Number: Gender:
Weight:

On amiodarone 200mg po bd for 2 weeks only. mild transaminitis. when dose increased to 400mg tds ---> massive increase in 
ast/alt

04/06/1997

25/05/1997
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry 25/05/97 ast/alt approx 2500

Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:
Otr venous embolism&thrombosis

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

AMIODARONE HYDROCHLORIDE (Suspected)

23/05/1997 29/05/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 160.0

FRUSEMIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CAPTOPRIL (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

29/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118032

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Transaminitis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 300 of 644

Case Number: Gender:
90.00Weight:03/07/1997

12/06/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23YAge:

Additional Information:

Medicine Details:
Headache

Stopped:Started:Batch:

Dose Unspecified As necessary2.0

FIORINAL (Other drug)

02/04/1996

Reason:

Headache

Stopped:Started:Batch:

Milligram Daily25.0

TRYPTINE (Suspected)

02/06/1997 13/06/1997

Reason:

Stopped:Started:Batch:

Milligram Daily IntravenousInjection 400.0

TEGRETOL (Suspected)

02/06/1997 13/06/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118785

Preferred Term Severity Report Description Treatment
Rash erythematous Rash on neck, trunk, and arms.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 301 of 644

Case Number: Gender:
Weight:14/07/1997

07/07/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Amylase 07/07/1997 285

Laboratory Investigations:

22YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

0.0

CLOZAPINE (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

OralOral application 0.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1119078

Preferred Term Severity Report Description Treatment
Blood amylase increased
Salivary gland enlargement

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 302 of 644

Case Number: Gender:
Weight:22/07/1997

11/06/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

92YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified As necessary OralTablet 2.0

PANADEINE FORTE (Suspected)

30/05/1997 13/06/1997

Reason:

Stopped:Started:Batch:

Dose Unspecified As necessary2.0

COLOXYL WITH SENNA (Suspected)

30/05/1997 12/06/1997

Reason:

Headache

Stopped:Started:Batch:

Milligram Daily OralOral application 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

02/06/1997 13/06/1997

Reason:

Other diseases of lung

Stopped:Started:Batch:

Gram Daily OralOral application 1.0

CIPROFLOXACIN (Suspected)

06/06/1997 10/06/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119320

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Sudden elevation of liver enzymes. Amitriptyline ceased

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 303 of 644

Case Number: Gender:
Weight:22/07/1997

11/06/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

92YAge:

Additional Information:

Medicine Details:
Other diseases of lung

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

TRIMETHOPRIM (Suspected)

10/06/1997 13/06/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 20.0

TEMAZEPAM (Suspected)

30/05/1997 17/06/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119320

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 304 of 644

Case Number: Gender:
70.00Weight:

Patient has had no previous exposure of tricyclic antidepressants.  the dosage start date is not accurate but indicates that start 
occurred sometime during the year.

28/07/1997

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

ALPRAZOLAM (Other drug)

01/01/1995

Reason:

Disturbance of sleep

Stopped:Started:Batch:

Milligram 1 time OralTablet 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

22/07/1997 23/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119453

Preferred Term Severity Report Description Treatment
Vertigo Severe Acute vertigo

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 305 of 644

Case Number: Gender:
66.00Weight:

Rash responded quickly once zocor stopped.  - 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 stop date is not accurate but indicates that stoppage occurred sometime during the year. the dosage start date is not 
necessarily accurate but indicates that start occurred sometime during the month. the dosage stop date is not accurate but 
indicates that stoppage occurred sometime during the year.

12/08/1997

31/12/1996
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Skin biopsy 19/03/1997 microscopy: the epidermis shows moderate to 
marked hyperkeratosis patchy thinning and vacuola change of 
the basal layer. there is a slight saw- tooth configuration of the 
epidermis. a light, patchy lymphocytic infiltrate is present in the 
papilliary dermis & about upper dermal vessels. no eosinophils 
are seen.

Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

DEPTRAN (Other drug) Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily10.0

ZOCOR (Suspected)

01/01/1992 31/01/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

TRYPTANOL (Suspected)

01/11/1987 31/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119814

Preferred Term Severity Report Description Treatment
Lichenoid keratosis Oral and topical steroids

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 306 of 644

Case Number: Gender:
66.00Weight:

Rash responded quickly once zocor stopped.  - 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 stop date is not accurate but indicates that stoppage occurred sometime during the year. the dosage start date is not 
necessarily accurate but indicates that start occurred sometime during the month. the dosage stop date is not accurate but 
indicates that stoppage occurred sometime during the year.

12/08/1997

31/12/1996
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Skin biopsy Conclusion: right upper arm: the findings present are consistent 
with atrophic lechen planus. the pattern is less suggestive of a 
lichenoid drug eruption. in the absence of a deep dermal 
infiltrate, the pattern is less characteristic of lupus 
erythematosus.

Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

DEPTRAN (Other drug) Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily10.0

ZOCOR (Suspected)

01/01/1992 31/01/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

TRYPTANOL (Suspected)

01/11/1987 31/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119814

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 307 of 644

Case Number: Gender:
Weight:18/08/1997

23/11/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram As necessary5.0

VALIUM (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

TEMAZE (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily2.0

MACRODANTIN (Other drug) Reason:

Otr&unsp forms neuralg&neurit

Stopped:Started:Batch:

As necessary0.0

MORPHINE MIXTURE, GOVERNMENT STORES (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120019

Preferred Term Severity Report Description Treatment
Confusional state
Dehydration
Dry mouth

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 308 of 644

Case Number: Gender:
Weight:18/08/1997

23/11/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily60.0

MS CONTIN (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily75.0

TRYPTANOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120019

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 309 of 644

Case Number: Gender:
84.00Weight:

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

20/08/1997

31/12/1997
Causality possibleNot yet recovered

DOB:

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 Daily450.0

METOPROLOL TARTRATE (Other drug)

01/01/1977

Reason:

Stopped:Started:Batch:

Microgram Daily225.0

CLONIDINE HYDROCHLORIDE (Other drug)

01/01/1975

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

TRYPTANOL (Suspected)

01/01/1977 31/01/1979

Reason:

Hospitalisation:

Report Details:
Seq: 1120069

Preferred Term Severity Report Description Treatment
Oesophageal spasm Esophageal spasm
Aphasia Incoherent
Amnesia
Coordination abnormal
Hypertension
Sleep disorder
Tachycardia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 310 of 644

Case Number: Gender:
Weight:

Reported in a published article (journal of paediatrics and child health, 1996  32(3), 265-266).

20/08/1997

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

 7YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

TRYPTANOL (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily20.0

PROZAC (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1120081

Preferred Term Severity Report Description Treatment
Hypertension
Serotonin syndrome

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 311 of 644

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

02/10/1997

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Tardive dyskinesia of lower limbs, buttocks, abdominal muscles 
confirmed by director of neurology.

Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

RITALIN (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

0.0

NAPROSYN (Other drug)

L TERM

Reason:

Anxiety neurosis

Stopped:Started:Batch:

As necessary0.0

DIAZEPAM (Other drug)

31/01/1994

Reason:

Depression

Stopped:Started:Batch:

0.0

TRYPTANOL (Suspected)

28/05/1997L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1121290

Preferred Term Severity Report Description Treatment
Dyskinesia Tardive dyskinesia lo limbs, buttocks, 

abdomem

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 312 of 644

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

02/10/1997

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily600.0

AURORIX (Suspected)

01/05/1996 28/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121290

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 313 of 644

Case Number: Gender:
75.00Weight:

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

14/10/1997

09/10/1997
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

83YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

ENDEP (Suspected)

01/01/1995 09/10/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121581

Preferred Term Severity Report Description Treatment
Atrial fibrillation Endep ceased, cardioversion
Pulmonary oedema

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 314 of 644

Case Number: Gender:
50.00Weight:21/10/1997

09/08/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily15.0

ENDONE (Other drug)

L TERM

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

ENDEP (Suspected)

07/08/1997 09/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121747

Preferred Term Severity Report Description Treatment
Pruritus
Urticaria

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 315 of 644

Case Number: Gender:
Weight:18/11/1997

30/10/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily OralOral application 120.0

MS CONTIN (Other drug)

28/10/1997

Reason:

Nausea and vomiting

Stopped:Started:Batch:

Milligram Daily OralOral application 40.0

MAXOLON (Other drug)

05/11/1997

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralOral application 3.0

SERENACE (Other drug)

05/11/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

ZANTAC (Other drug)

28/10/1997

Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1122428

Preferred Term Severity Report Description Treatment
Confusional state
Somnolence

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 316 of 644

Case Number: Gender:
Weight:18/11/1997

30/10/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ENDEP (Suspected)

28/10/1997 30/10/1997

Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1122428

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 317 of 644

Case Number: Gender:
Weight:

Patient has recently received a head injury.  similar adverse reaction to zoloft.

21/11/1997

13/11/1997
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:
Headache

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

ENDEP (Suspected)

13/11/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1122731

Preferred Term Severity Report Description Treatment
Paralysis Paralysis of the legs and arms.
Dysarthria Slurred speech.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 318 of 644

Case Number: Gender:
65.00Weight:06/01/1998

24/12/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

22YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ENDEP (Suspected)

20/12/1997 29/12/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1123788

Preferred Term Severity Report Description Treatment
Neuropathy peripheral In left ulnar nerve distributor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 319 of 644

Case Number: Gender:
70.00Weight:07/01/1998

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

TRYPTANOL (Suspected)

21/11/1997 10/12/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1123816

Preferred Term Severity Report Description Treatment
Polydipsia Drinking upto 4-8 litres of water/day
Weight increased Lost 4kg rapidly
Hyperhidrosis Severe Tryptanol ceased, therapy 

changed to another 
antidepressant.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 320 of 644

Case Number: Gender:
Weight:08/12/1997

11/11/1997
Causality possibleNot yet recovered
19/05/1958DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralCapsule 20.0

PROZAC (Other drug) Reason:

Stopped:Started:Batch:

Gram 1 time1.0

ZITHROMAX (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ENDEP (Suspected)

08/11/1997 04/12/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1123878

Preferred Term Severity Report Description Treatment
Photosensitivity reaction Redness of legs, sunburn
Hyperhidrosis
Malaise
Paraesthesia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 321 of 644

Case Number: Gender:
61.00Weight:

- 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 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.

02/02/1998

31/05/1997
Causality possibleNot yet recovered

DOB:

M
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

TRIMETHOPRIM-SULFAMETHOXAZOLE (Suspected)

01/01/1994 CONTIN

Reason:

Hiv infection

Stopped:Started:Batch:

Gram Daily OralCapsule 2.4

CRIXIVAN (Suspected)

24/08/1995 CONTIN

Reason:

Otr periph nerve dis not auton

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

TRYPTANOL (Suspected)

01/10/1995 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily80.0

STAVUDINE (Suspected)

27/08/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1124561

Preferred Term Severity Report Description Treatment
Lipodystrophy acquired Fat wasting on face

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 322 of 644

Case Number: Gender:
61.00Weight:

- 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 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.

02/02/1998

31/05/1997
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily450.0

3TC (Suspected)

27/08/1996 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily600.0

ACICLOVIR (Suspected)

01/01/1994 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily100.0

FLUCONAZOLE (Suspected)

01/10/1995 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1124561

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 323 of 644

Case Number: Gender:
61.00Weight:

In may 1997 fat wasting was noted on the patient's face (hollow cheeks) and 'relative' central obesity (ie no change in abdomen).  
no action was taken with regard to indinavir sulfate.  the patient's weight pre-protease treatment was 60 kg and post-protease 
treatment is 61kg.  - 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 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.

02/02/1998

31/05/1997
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram0.0

TRIMETHOPRIM-SULFAMETHOXAZOLE (Suspected)

01/01/1994 CONTIN

Reason:

Hiv infection

Stopped:Started:Batch:

Gram Daily OralCapsule 2.4

CRIXIVAN (Suspected)

24/08/1995 CONTIN

Reason:

Otr periph nerve dis not auton

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

01/10/1995 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily80.0

STAVUDINE (Suspected)

27/08/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1124609

Preferred Term Severity Report Description Treatment
Lipodystrophy acquired Fat wasting on pt's face.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 324 of 644

Case Number: Gender:
61.00Weight:

In may 1997 fat wasting was noted on the patient's face (hollow cheeks) and 'relative' central obesity (ie no change in abdomen).  
no action was taken with regard to indinavir sulfate.  the patient's weight pre-protease treatment was 60 kg and post-protease 
treatment is 61kg.  - 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 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.

02/02/1998

31/05/1997
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily450.0

3TC (Suspected)

27/08/1996 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily600.0

ACICLOVIR (Suspected)

01/01/1994 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily100.0

FLUCONAZOLE (Suspected)

01/10/1995 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1124609

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 325 of 644

Case Number: Gender:
44.00Weight:02/02/1998

14/10/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Ast/alt both greater than 3 x uln

Laboratory Investigations:

63YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily InhalationInhalation 250.0

PULMICORT (Other drug)

10/05/1994 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 1.2

OGEN (Other drug)

17/01/1995 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily InhalationInhalation 20.0

ATROVENT (Other drug)

22/02/1996 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 180.0

ISOPTIN SR (Other drug)

09/05/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1124612

Preferred Term Severity Report Description Treatment
Hepatic function abnormal

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 326 of 644

Case Number: Gender:
44.00Weight:02/02/1998

14/10/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

63YAge:

Additional Information:

Medicine Details:
Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily OralOral application 20.0

ATORVASTATIN (Suspected)

11/06/1997 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

ENDEP (Suspected)

26/05/1997 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CALTRATE (Suspected)

15/09/1997 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1124612

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 327 of 644

Case Number: Gender:
80.00Weight:

Past history: hepatitis a - many years.  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.

09/02/1998

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry 05/11/97      09/01/98 alt     149           68 ast     112            - ggt     
734           430

Laboratory Investigations:

44YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

DUCENE (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

AROPAX (Suspected)

01/07/1997 12/12/1997

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

TRYPTANOL (Suspected)

01/05/1997 15/01/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1124762

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Aropax ceased

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 328 of 644

Case Number: Gender:
Weight:13/03/1998

Causality probableUnknown
DOB:

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 Daily25.0

ENDEP (Suspected)

    3D

Reason:

Hospitalisation:

Report Details:
Seq: 1125800

Preferred Term Severity Report Description Treatment
Palpitations Symptons akin to hypoglycaemia
Tremor Trembling Endep ceased
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 329 of 644

Case Number: Gender:
Weight:

After taking endep 25 for 3 nights pt changed to triptine 25 with no ill effects. when dosage increased to 50 mg nocte, the same 
effects were experienced with endep 50. pt diagnosed with chronic fatigue syndrome, attacks of hypoglycaemia and allergies to 
various substances including most colours and flavours. generic substitution problem

13/03/1998

Causality probableRecovered
DOB:

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 Daily50.0

ENDEP (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1125801

Preferred Term Severity Report Description Treatment
Palpitations Symptons akin to hypoglycaemia
Tremor Trembling Endep ceased
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 330 of 644

Case Number: Gender:
Weight:

Patient was treated for uti. died on 08/03/98.

17/03/1998

Causality possibleDeath, maybe drug
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT <30 U/L 13/03/1994 8
ALT = SGPT <30 U/L 22/02/1998 30
ALT = SGPT <30 U/L 02/03/1998 42
AST = SGOT <30 U/L 13/03/1994 17
AST = SGOT <30 U/L 22/02/1998 48
AST = SGOT <30 U/L 02/03/1998 70
Bilirubin <20 UMOL/L 13/03/1994 5

Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

RISPERIDONE (Suspected)

25/02/1998

Reason:

Stopped:Started:Batch:

0.0

TRYPTANOL (Suspected)

25/02/1998

Reason:

Reactive confusion

Stopped:Started:Batch:

Milligram Daily2.0

HALOPERIDOL (Suspected)

25/02/1998 26/02/1998

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1125879

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increased
Confusional state
Hepatic function abnormal
Hypertonia
Hypochloraemia
Hypomagnesaemia
Hyponatraemia
Neuroleptic malignant syndrome Treatment: valium, gentamicin 

and ciproxin
Pyrexia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 331 of 644

Case Number: Gender:
Weight:

Patient was treated for uti. died on 08/03/98.

17/03/1998

Causality possibleDeath, maybe drug
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Bilirubin <20 UMOL/L 22/02/1998 27
Bilirubin <20 UMOL/L 02/03/1998 12
Chloride 100 - 111 

MMOL/L
13/03/1994 92

Chloride 100 - 111 
MMOL/L

22/02/1998 85
Chloride 100 - 111 

MMOL/L
02/03/1998 122

Creatine 
phosphokinase

<200 U/L 22/02/1998 1190
Creatine 
phosphokinase

<200 U/L 02/03/1998 1159

Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

RISPERIDONE (Suspected)

25/02/1998

Reason:

Stopped:Started:Batch:

0.0

TRYPTANOL (Suspected)

25/02/1998

Reason:

Reactive confusion

Stopped:Started:Batch:

Milligram Daily2.0

HALOPERIDOL (Suspected)

25/02/1998 26/02/1998

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1125879

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 332 of 644

Case Number: Gender:
Weight:

Patient was treated for uti. died on 08/03/98.

17/03/1998

Causality possibleDeath, maybe drug
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

<200 U/L 04/03/1998 1875
Creatine 
phosphokinase

<200 U/L 01/03/1998 831
GGT = SGGT = 
GGTP

<35 U/L 13/03/1994 25
GGT = SGGT = 
GGTP

<35 U/L 02/03/1998 57
GGT = SGGT = 
GGTP

<35 U/L 22/02/1998 65
LDH <400 U/L 22/02/1998 652
LDH <400 U/L 04/03/1998 677

Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

RISPERIDONE (Suspected)

25/02/1998

Reason:

Stopped:Started:Batch:

0.0

TRYPTANOL (Suspected)

25/02/1998

Reason:

Reactive confusion

Stopped:Started:Batch:

Milligram Daily2.0

HALOPERIDOL (Suspected)

25/02/1998 26/02/1998

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1125879

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 333 of 644

Case Number: Gender:
Weight:

Patient was treated for uti. died on 08/03/98.

17/03/1998

Causality possibleDeath, maybe drug
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Magnesium 0.70 - 1.00 
MMOL/L

22/02/1998 0.63
SAP = ALP 35 - 120 U/L 13/03/1994 127
SAP = ALP 35 - 120 U/L 02/03/1998 68
SAP = ALP 35 - 120 U/L 22/02/1998 87
Sodium 136 - 145 

MMOL/L
13/03/1994 134

Sodium 136 - 145 
MMOL/L

22/02/1998 124
Sodium 136 - 145 

MMOL/L
02/03/1998 156

Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

RISPERIDONE (Suspected)

25/02/1998

Reason:

Stopped:Started:Batch:

0.0

TRYPTANOL (Suspected)

25/02/1998

Reason:

Reactive confusion

Stopped:Started:Batch:

Milligram Daily2.0

HALOPERIDOL (Suspected)

25/02/1998 26/02/1998

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1125879

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 334 of 644

Case Number: Gender:
Weight:19/03/1998

07/02/1998
Causality possibleNot yet recovered
01/12/1967DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:
Migraine

Stopped:Started:Batch:

As necessary RectalSuppository 0.0

INDOMETHACIN (Suspected)

30/01/1998 CONTIN

Reason:

Migraine

Stopped:Started:Batch:

As necessary RectalSuppository 0.0

STEMETIL (Suspected)

30/01/1998 CONTIN

Reason:

Migraine

Stopped:Started:Batch:

Dose Unspecified As necessary OralTablet 2.0

PANADEINE FORTE (Suspected)

CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

30/01/1998 03/02/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1126003

Preferred Term Severity Report Description Treatment
Oedema peripheral Feet, lower legs and hands feeling puffy.
Depression Ceased panadeine forte for 2 

days, swelling & rash 
subsided.re-introduced 
09/02/98

Migraine
Rash

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 335 of 644

Case Number: Gender:
Weight:19/03/1998

07/02/1998
Causality possibleNot yet recovered
01/12/1967DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

03/02/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1126003

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 336 of 644

Case Number: Gender:
Weight:14/04/1998

Causality possibleUnknown
DOB:

F
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

TRYPTANOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1126677

Preferred Term Severity Report Description Treatment
Hyperthyroidism Tryptanol ceased

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 337 of 644

Case Number: Gender:
95.00Weight:

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. 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.

14/04/1998

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data In 1988, ivp which showed a huge bladder without backpressure 
hydronephrosis. in1994 cystoscopy and urethroscopy showed 
some narrowing of the patient's bladder outlet but insufficient to 
cause large chronic retention.

Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily3.0

SULFASALAZINE (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily50.0

ATENOLOL (Other drug)

CONTIN

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

TRYPTANOL (Suspected)

01/01/1971 31/01/1991

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

TRYPTANOL (Suspected)

01/01/1991 31/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1126696

Preferred Term Severity Report Description Treatment
Urinary retention Tryptanol ceased.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 338 of 644

Case Number: Gender:
42.00Weight:20/04/1998

05/02/1998
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily25.0

TRYPTANOL (Suspected)

03/02/1998 06/02/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1126872

Preferred Term Severity Report Description Treatment
Dysarthria Slurred speach.
Confusional state Minipress, tryptanol ceased.
Somnolence
Urinary retention

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 339 of 644

Case Number: Gender:
92.00Weight:05/06/1998

29/05/1998
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine 29/05/1998 0.12
Creatinine 29/05/1998 0.17
Creatinine 30/05/1998 0.29
Creatinine 31/05/1998 0.31
Creatinine 01/06/1998 0.34
Creatinine 02/06/1998 0.36

Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:
Prophylaxis

Stopped:Started:Batch:

Milligram 2 times IntravenousInjection 240.0

GENTAMICIN SULPHATE (Suspected)

28/05/1998 29/05/1998

Reason:

Prophylaxis

Stopped:Started:Batch:

Gram Daily4.0

DICLOXACILLIN SODIUM (Suspected)

28/05/1998 29/05/1998

Reason:

Other disturbance of sensation

Stopped:Started:Batch:

Milligram Daily RectalSuppository 200.0

INDOCID (Suspected)

01/06/1998

Reason:

Prophylaxis

Stopped:Started:Batch:

Thousand International UnitDaily SubcutaneousInjection 5.0

FRAGMIN (Suspected)

29/05/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1128085

Preferred Term Severity Report Description Treatment
Renal impairment Ceased likely drugs

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 340 of 644

Case Number: Gender:
92.00Weight:05/06/1998

29/05/1998
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 35.0

TRYPTANOL (Suspected)

26/05/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1128085

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 341 of 644

Case Number: Gender:
60.00Weight:12/06/1998

01/05/1998
Causality possibleRecovered
08/10/1918DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

79Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

WARFARIN SODIUM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily10.0

LISINOPRIL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily50.0

TRANSIDERM-NITRO (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily3.0

LANOXIN PG (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1128334

Preferred Term Severity Report Description Treatment
Hallucination Hallucinations at night Ceased tryptanol and ms contin

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 342 of 644

Case Number: Gender:
60.00Weight:12/06/1998

01/05/1998
Causality possibleRecovered
08/10/1918DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

79Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily20.0

LASIX (Other drug) Reason:

Stopped:Started:Batch:

Gram Daily4.0

PANADOL (Other drug) Reason:

Pain

Stopped:Started:Batch:

Milligram Daily10.0

TRYPTANOL (Suspected)

01/05/1998 05/05/1998

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily10.0

MS CONTIN (Suspected)

01/05/1998 05/05/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1128334

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 343 of 644

Case Number: Gender:
Weight:18/06/1998

Causality possibleRecovered
16/08/1924DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily25.0

AMITRIPTYLINE HYDROCHLORIDE (Interaction) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily20.0

PROZAC (Interaction) Reason:

Pain

Stopped:Started:Batch:

Milligram Daily90.0

MS CONTIN (Other drug)

CONTIN

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily100.0

KAPANOL (Other drug)

CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1128510

Preferred Term Severity Report Description Treatment
Confusional state Confusion and falls. Amitriptyline ceased

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 344 of 644

Case Number: Gender:
Weight:18/06/1998

Causality possibleRecovered
16/08/1924DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

73Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Gram Daily1.0

EPILIM (Other drug)

CONTIN

Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily200.0

TEGRETOL (Other drug)

CONTIN

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily30.0

TEMAZEPAM (Other drug)

CONTIN

Reason:

Constipation

Stopped:Started:Batch:

Millilitre Daily30.0

DUPHALAC (Other drug)

CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1128510

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 345 of 644

Case Number: Gender:
Weight:

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

24/06/1998

10/06/1998
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

62YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

RISPERDAL (Other drug)

01/04/1998 10/06/1998

Reason:

Stopped:Started:Batch:

0.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

29/05/1998

Reason:

Stopped:Started:Batch:

0.0

THIORIDAZINE HYDROCHLORIDE (Suspected)

29/05/1998

Reason:

Stopped:Started:Batch:

0.0

BENZTROPINE MESYLATE (Suspected)

29/05/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1128782

Preferred Term Severity Report Description Treatment
Constipation Severe
Urinary tract infection Severe Amitrptyline, thioridazine and 

benzotropine ceased.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 346 of 644

Case Number: Gender:
Weight:06/07/1998

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

TRYPTANOL (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1128939

Preferred Term Severity Report Description Treatment
Alopecia Required 

Specialist 
Consultation

Mild alopecia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 347 of 644

Case Number: Gender:
Weight:13/07/1998

28/06/1998
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

87YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily0.5

ASPIRIN (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Daily TopicalOintment 0.0

GLYCERYL TRINITRATE (Suspected)

28/06/1998

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

MODURETIC (Suspected)

28/06/1998

Reason:

Stopped:Started:Batch:

Milligram Daily50.0

TRYPTANOL (Suspected)

28/06/1998

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1129149

Preferred Term Severity Report Description Treatment
Constipation
Dizziness Ceased medicaiton

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 348 of 644

Case Number: Gender:
Weight:

See seq 01 for other drugs.  - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the 
month.

31/08/1998

31/03/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

IntravenousInjection, intravenous infusion 0.0

ADRENALINE (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily200.0

ENDEP (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily50.0

MELLERIL (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1130635

Preferred Term Severity Report Description Treatment
Diarrhoea Huge loose bowel motions
Abdominal pain Iv fluids, iv antibiotics and 

inotropic infusions.
Drug ineffective

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 349 of 644

Case Number: Gender:
Weight:02/09/1998

14/08/1998
Causality possibleNot yet recovered
21/12/1955DOB:

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

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 350 of 644

Case Number: Gender:
Weight:02/09/1998

14/08/1998
Causality possibleNot yet recovered
21/12/1955DOB:

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

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 351 of 644

Case Number: Gender:
Weight:17/09/1998

02/07/1998
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily400.0

TEGRETOL (Suspected)

    5W

Reason:

Stopped:Started:Batch:

Milligram Daily30.0

PRO-BANTHINE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1131352

Preferred Term Severity Report Description Treatment
Rash Calamine lotion

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 352 of 644

Case Number: Gender:
Weight:18/11/1998

25/10/1998
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

83YAge:

Additional Information:

Medicine Details:
Constipation

Stopped:Started:Batch:

Milligram As necessary50.0

COLOXYL (Other drug)

L TERM

Reason:

Pain

Stopped:Started:Batch:

As necessary0.0

CAPADEX (Other drug) Reason:

Pain in limb

Stopped:Started:Batch:

Milligram Daily300.0

QUINSUL (Other drug)

L TERM

Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily100.0

ASPIRIN (Other drug)

L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1133235

Preferred Term Severity Report Description Treatment
Orthostatic hypotension Ceased deptran and endep.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 353 of 644

Case Number: Gender:
Weight:18/11/1998

25/10/1998
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

83YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily80.0

AMFAMOX (Other drug) Reason:

Stopped:Started:Batch:

0.0

ENDEP (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily50.0

DEPTRAN (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1133235

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 354 of 644

Case Number: Gender:
Weight:

No previous adverse reation.  patient commenced on mexilitine increaseing dose 100mg tds.

03/12/1998

05/09/1998
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:
Constipation

Stopped:Started:Batch:

Dose Unspecified Daily RectalSuppository 1.0

BISALAX (Other drug)

11/06/1998 CONTIN

Reason:

Other diseases of bone

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

COLOXYL WITH SENNA (Other drug)

26/05/1998 CONTIN

Reason:

Abnormal involuntary movement

Stopped:Started:Batch:

Milligram Daily OralTablet 80.0

BACLOFEN (Other drug)

01/06/1998 CONTIN

Reason:

Abnormal involuntary movement

Stopped:Started:Batch:

Milligram Daily OralCapsule 150.0

DANTROLENE SODIUM (Other drug)

26/06/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1133878

Preferred Term Severity Report Description Treatment
Dysgeusia Amitriptyline discontinued.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 355 of 644

Case Number: Gender:
Weight:

No previous adverse reation.  patient commenced on mexilitine increaseing dose 100mg tds.

03/12/1998

05/09/1998
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily100.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

26/05/1998 05/09/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1133878

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 356 of 644

Case Number: Gender:
Weight:

The patient underwent electroconvulsive therapy in hospital and on 27 nov 98 after the 4th electroconvulsive treatment, the 
patient developed arrhythmia which lasted for four hours.

14/12/1998

27/11/1998
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

PERICYAZINE (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

0.0

PANADEINE (Other drug)

CONTIN

Reason:

Depression

Stopped:Started:Batch:

OralTablet 0.0

TRYPTANOL (Suspected)

23/11/1998

Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1134253

Preferred Term Severity Report Description Treatment
Arrhythmia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 357 of 644

Case Number: Gender:
Weight:14/12/1998

10/11/1998
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

64YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

MS CONTIN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

05/11/1998

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 3.0

WARFARIN SODIUM (Suspected) Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.5

CIPROFLOXACIN (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1134289

Preferred Term Severity Report Description Treatment
Convulsion

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 358 of 644

Case Number: Gender:
Weight:14/12/1998

10/11/1998
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

64YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

DEXAMETHASONE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1134289

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 359 of 644

Case Number: Gender:
56.00Weight:

Odansetron, vit. c, thiamine, carnitine, sodium nitrate, & paracetamol were all administered via gastrostomy. potassium chloride 
was added to feeds and the dose was 124mmol.

25/01/1999

18/12/1998
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

22YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

POTASSIUM CHLORIDE (Suspected)

18/12/1998 CONTIN

Reason:

Stopped:Started:Batch:

Milligram As necessary8.0

ONDANSETRON HYDROCHLORIDE DIHYDRATE (Suspected)

18/12/1998 CONTIN

Reason:

Stopped:Started:Batch:

Milligram As necessary500.0

PARACETAMOL (Suspected)

18/12/1998

Reason:

Stopped:Started:Batch:

Milligram Daily300.0

ZANTAC (Suspected)

20/12/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1135295

Preferred Term Severity Report Description Treatment
Confusional state Increased confusion, disorientated
Acidosis Methylmalonic acidosis Zantac, amitryptylene, & 

cogentin ceased.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 360 of 644

Case Number: Gender:
56.00Weight:

Odansetron, vit. c, thiamine, carnitine, sodium nitrate, & paracetamol were all administered via gastrostomy. potassium chloride 
was added to feeds and the dose was 124mmol.

25/01/1999

18/12/1998
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

22YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily75.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

20/12/1998

Reason:

Stopped:Started:Batch:

Milligram Daily6.0

COGENTIN (Suspected)

20/12/1998

Reason:

Stopped:Started:Batch:

Milligram Daily500.0

ASCORBIC ACID (Suspected)

18/12/1998 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily100.0

THIAMINE (Suspected)

18/12/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1135295

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 361 of 644

Case Number: Gender:
56.00Weight:

Odansetron, vit. c, thiamine, carnitine, sodium nitrate, & paracetamol were all administered via gastrostomy. potassium chloride 
was added to feeds and the dose was 124mmol.

25/01/1999

18/12/1998
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

22YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Millilitre Daily9.9

CARNITINE (Suspected)

18/12/1998 CONTIN

Reason:

Stopped:Started:Batch:

Millilitre Daily96.0

SODIUM CITRATE (Suspected)

18/12/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1135295

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:16AM Database: pusime02 ADRS004 Page 362 of 644

Case Number: Gender:
Weight:

Medical journal of australia 1998, 169(10), 523-525.  no washout period. heart rate of 70 bpm and blood pressure of 112/62 
mmhg.

29/01/1999

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

TRYPTANOL (Interaction) Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 30.0

THIORIDAZINE HYDROCHLORIDE (Interaction) Reason:

Stopped:Started:Batch:

Daily OralTablet 0.0

NEFAZODONE HYDROCHLORIDE (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1135467

Preferred Term Severity Report Description Treatment
Chest pain Burning sensation in chest.
Depersonalisation Feeling strange.
Hypertonia Stiffness in limbs.
Agitation Was given nitrazepam.
Hyperreflexia
Nausea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 363 of 644

Case Number: Gender:
Weight:

Patient has sle with arthritis.  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.

15/02/1999

04/02/1999
Causality probableRecovered

DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily120.0

MS CONTIN (Other drug)

29/01/1999 08/02/1999

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily5.0

ENDONE (Other drug)

01/01/1999

Reason:

Systemic lupus erythematosus

Stopped:Started:Batch:

Dose Unspecified Daily1.0

ASPIRIN (Other drug)

01/01/1999

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily25.0

TRYPTANOL (Suspected)

04/02/1999 08/02/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1136232

Preferred Term Severity Report Description Treatment
Micturition disorder Great dificulty urinating
Dry mouth Severe dry mouth
Diplopia
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 364 of 644

Case Number: Gender:
Weight:

Tramal commenced at 50mg tds and gradually increased to 150mg tds. experienced reactions and recovered with some 
short-term memory loss. no history of fitting.

22/02/1999

14/01/1999
Causality possibleRecovered with sequelae

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily150.0

TRAMAL (Interaction)

19/11/1998 14/01/1999

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

AMITRIPTYLINE HYDROCHLORIDE (Interaction)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1136559

Preferred Term Severity Report Description Treatment
Grand mal convulsion Grand mal fits

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 365 of 644

Case Number: Gender:
Weight:

Right hip & knee pain.  mri scan l5/s1 disc bulging.  nil allergies. pt started on tryptanol 25mg and increased to 50mg nocte.

25/02/1999

13/02/1999
Causality possibleNot yet recovered

DOB:

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 Daily1.0

CLONAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily20.0

MS CONTIN (Other drug) Reason:

Stopped:Started:Batch:

Gram Daily1.0

NAPROXEN (Other drug)

13/02/1999

Reason:

Stopped:Started:Batch:

Milligram Daily25.0

TRYPTANOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1136591

Preferred Term Severity Report Description Treatment
Convulsion
Hypoaesthesia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 366 of 644

Case Number: Gender:
Weight:

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

26/02/1999

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

AMITRIPTYLINE HYDROCHLORIDE (Interaction)

01/01/1968    30Y

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ZOLOFT (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1136815

Preferred Term Severity Report Description Treatment
Agitation Zoloft was discontinued and 

patient restarted the 
amitriptyline

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 367 of 644

Case Number: Gender:
0.00Weight:

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

01/03/1999

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99UAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Oral0.0

TRYPTANOL (Suspected)

01/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1136860

Preferred Term Severity Report Description Treatment
Breast neoplasm

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 368 of 644

Case Number: Gender:
Weight:

Ect 27/11/98 and subsequently.

18/03/1999

27/11/1998
Causality possibleRecovered

DOB:

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:

OralTablet 0.0

TRYPTINE (Suspected)

24/11/1998 CONTIN

Reason:

Stopped:Started:Batch:

0.0

NEULACTIL (Suspected)

CONTIN

Reason:

Stopped:Started:Batch:

0.0

PANADEINE FORTE (Suspected)

CONTIN

Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1137525

Preferred Term Severity Report Description Treatment
Arrhythmia Arrhythmia lasted 4 hours
Tachycardia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 369 of 644

Case Number: Gender:
Weight:

See original report for other drug details - omeprazole, flumirazine, frusamide & quinine.

19/04/1999

10/02/1999
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

VANCOMYCIN HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

0.0

GENTAMICIN SULPHATE (Suspected) Reason:

Stopped:Started:Batch:

0.0

NEVIRAPINE (Suspected) Reason:

Stopped:Started:Batch:

0.0

3TC (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1138518

Preferred Term Severity Report Description Treatment
Rash Rash after 8 days of vancomycin.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 370 of 644

Case Number: Gender:
Weight:

See original report for other drug details - omeprazole, flumirazine, frusamide & quinine.

19/04/1999

10/02/1999
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

0.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1138518

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 371 of 644

Case Number: Gender:
46.00Weight:

See original report for details of other drugs - captopril, pulmicort.  the dosage start date is not accurate but indicates that start 
occurred sometime during the year.

22/04/1999

14/09/1998
Causality possibleRecovered
22/04/1919DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Potassium 14/09/1998 3
Sodium 14/09/1998 125

Laboratory Investigations:

79Age:

Additional Information:

Medicine Details:
Asthma

Stopped:Started:Batch:

InhalationInhalation 0.0

BRICANYL (Suspected)

14/09/1998

Reason:

Stopped:Started:Batch:

Milligram Daily2.5

INDAPAMIDE HEMIHYDRATE (Suspected)

14/09/1998

Reason:

Other diseases of bone

Stopped:Started:Batch:

Milligram Daily10.0

ALENDRONATE SODIUM (Suspected)

14/09/1998

Reason:

Stopped:Started:Batch:

Milligram Daily25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

14/09/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1138646

Preferred Term Severity Report Description Treatment
Syncope 24 hours lying on the ground
Hypokalaemia
Hyponatraemia Iv fluids - ceased indapamide
Rhabdomyolysis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 372 of 644

Case Number: Gender:
46.00Weight:

See original report for details of other drugs - captopril, pulmicort.  the dosage start date is not accurate but indicates that start 
occurred sometime during the year.

22/04/1999

14/09/1998
Causality possibleRecovered
22/04/1919DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

79Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

FERRO-GRADUMET (Suspected)

01/01/1995 14/09/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1138646

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 373 of 644

Case Number: Gender:
79.00Weight:

Date of recovery: 27/4/99. patient has hiatus hernia. see original report for details of other drugs - mersyndol forte, normison.

03/05/1999

16/04/1999
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:
Sciatica

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

VOLTAREN (Suspected)

15/04/1999 26/04/1999

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

TRYPTANOL (Suspected)

15/04/1999 26/04/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1139194

Preferred Term Severity Report Description Treatment
Muscle twitching Twitchy eye
Tremor
Vomiting Nil

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 374 of 644

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.

07/06/1999

17/05/1999
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

83YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram As necessary10.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

14/05/1999 17/05/1999

Reason:

Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily60.0

LANSOPRAZOLE (Suspected)

01/04/1999 25/05/1999

Reason:

Abnormal involuntary movement

Stopped:Started:Batch:

Milligram Daily80.0

PROPRANOLOL HYDROCHLORIDE (Suspected)

01/04/1999 25/05/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1140292

Preferred Term Severity Report Description Treatment
Pruritus Diprosone cream
Rash

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 375 of 644

Case Number: Gender:
80.00Weight:

See original report for other drug details - murelax.  - 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.

22/06/1999

31/07/1998
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

0.0

ENDEP (Suspected)

01/07/1998 28/02/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1140777

Preferred Term Severity Report Description Treatment
Gynaecomastia Had to have surgical reduction.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 376 of 644

Case Number: Gender:
70.00Weight:

Please see original report for details of other drugs - digoxin, hypnodorm.  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 necessarily accurate but indicates that start occurred sometime during the month.

12/07/1999

24/05/1999
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Skin biopsy Skin biopsy:- suggestive of drug induced eruption

Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily200.0

CYCLOSPORIN-A (Suspected)

01/03/1999 08/06/1999

Reason:

Gout

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

PROGOUT (Suspected)

01/01/1996 30/06/1999

Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CORDARONE X (Suspected)

01/01/1995 30/06/1999

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ENDEP (Suspected)

01/03/1999 30/06/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1141388

Preferred Term Severity Report Description Treatment
Rash Treated with hydrocortisone 

ointment

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 377 of 644

Case Number: Gender:
Weight:

Sequelae: patient fell, sustaining a further thoracic vertebral (osteoporotic) compression. patient's hospitalisation was prolonged 
because of reaction.  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.

15/07/1999

Causality probableRecovered with sequelae
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

81YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram As necessary1.0

PARACETAMOL (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

CISAPRIDE (Other drug)

CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

TRYPTANOL (Suspected)

01/01/1999 28/07/1999

Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1141601

Preferred Term Severity Report Description Treatment
Orthostatic hypotension Bp decreased from 140/90 mmhg to 100/60 

mmhg
Tryptanol was discontinued

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 378 of 644

Case Number: Gender:
Weight:

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

27/08/1999

31/12/1999
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Otr&unsp vertebrogen pain synd

Stopped:Started:Batch:

OralTablet 0.0

TRYPTANOL (Suspected)

31/01/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1143143

Preferred Term Severity Report Description Treatment
Visual disturbance Decreased visual acuity Tryptanol was discontinued

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 379 of 644

Case Number: Gender:
75.00Weight:

The patient does not take tryptanol very often, but when he does he develops gout. patient also taking amlodipine besylate and 
simvastatin.

27/08/1999

23/07/1999
Causality certainRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

63YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram As necessary OralTablet 25.0

TRYPTANOL (Suspected)

16/07/1999 18/07/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1143144

Preferred Term Severity Report Description Treatment
Gout

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 380 of 644

Case Number: Gender:
Weight:

See original report for details of other drugs: transiderm nitro, zantac, ventolin, becotide, lasix, marevan.

31/08/1999

19/02/1999
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Thyroid 
Stimulating 
Hormone

19/02/1999 0.13
Thyroid 
Stimulating 
Hormone

24/02/1999 <0.03
Thyroid 
Stimulating 
Hormone

25/02/1999 <0.03
Thyroid 
Stimulating 
Hormone

14/03/1999 0.54
Thyroid 
Stimulating 
Hormone

09/03/1999 0.23
Thyroid 
Stimulating 
Hormone

05/03/1999 0.04
Thyroxine 19/02/1999 20.4

Laboratory Investigations:

81YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ARATAC (Suspected)

23/02/1999

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

PRAVACHOL (Suspected)

25/02/1999

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

TRYPTANOL (Suspected)

24/02/1999

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 240.0

CARDIZEM (Suspected)

22/02/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1143309

Preferred Term Severity Report Description Treatment
Hyperthyroidism Ceased aratac.  given 

prednisolone, and 
proplthiouracil therapy.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 381 of 644

Case Number: Gender:
Weight:

See original report for details of other drugs: transiderm nitro, zantac, ventolin, becotide, lasix, marevan.

31/08/1999

19/02/1999
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Thyroxine 24/02/1999 36.4
Thyroxine 25/02/1999 27.8
Thyroxine 05/03/1999 18.8
Thyroxine 09/03/1999 18.5
Thyroxine 14/03/1999 16.7
Tri-iodo thyronine 19/02/1999 -
Tri-iodo thyronine 24/02/1999 4.1

Laboratory Investigations:

81YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 3.0

SLOW-K (Suspected)

23/02/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1143309

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 382 of 644

Case Number: Gender:
Weight:

See original report for details of other drugs: transiderm nitro, zantac, ventolin, becotide, lasix, marevan.

31/08/1999

19/02/1999
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Tri-iodo thyronine 25/02/1999 4.4
Tri-iodo thyronine 05/03/1999 3
Tri-iodo thyronine 09/03/1999 -
Tri-iodo thyronine 14/03/1999 -

Laboratory Investigations:

81YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ARATAC (Suspected)

23/02/1999

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

PRAVACHOL (Suspected)

25/02/1999

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

TRYPTANOL (Suspected)

24/02/1999

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 240.0

CARDIZEM (Suspected)

22/02/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1143309

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 383 of 644

Case Number: Gender:
Weight:

See original report for details of other drugs: transiderm nitro, zantac, ventolin, becotide, lasix, marevan.

31/08/1999

19/02/1999
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

81YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 3.0

SLOW-K (Suspected)

23/02/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1143309

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 384 of 644

Case Number: Gender:
Weight:

See original report for details on other drugs: transiderm nitro, zantac, ventolin, becotide, lasix.

31/08/1999

24/02/1999
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 24/02/1999 394
ALT = SGPT 26/02/1999 407
ALT = SGPT 02/03/1999 187
ALT = SGPT 08/03/1999 134
AST = SGOT 24/02/1999 -
AST = SGOT 08/03/1999 75
AST = SGOT 26/02/1999 217

Laboratory Investigations:

81YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

ARATAC (Suspected)

23/02/1999

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

PRAVACHOL (Suspected)

25/02/1999

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

TRYPTANOL (Suspected)

24/02/1999

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 240.0

CARDIZEM (Suspected)

22/02/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1143311

Preferred Term Severity Report Description Treatment
Hepatocellular damage
Prothrombin level decreased

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 385 of 644

Case Number: Gender:
Weight:

See original report for details on other drugs: transiderm nitro, zantac, ventolin, becotide, lasix.

31/08/1999

24/02/1999
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

AST = SGOT 02/03/1999 82
International 
normalised ratio

24/02/1999 3.3
LDH 24/02/1999 -
LDH 26/02/1999 1295
LDH 02/03/1999 1010
LDH 08/03/1999 705

Laboratory Investigations:

81YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 3.0

SLOW-K (Suspected)

23/02/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1143311

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 386 of 644

Case Number: Gender:
Weight:

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

29/09/1999

31/12/1999
Causality possibleUnknown
02/01/1962DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells Decreasing white blood cell count from 6.0 - 4.0.

Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

L TERM CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily10.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1144205

Preferred Term Severity Report Description Treatment
Asthenia
Dizziness
Leukopenia
Malaise

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 387 of 644

Case Number: Gender:
Weight:

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

07/10/1999

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

PRINIVIL (Suspected)

01/01/1997 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

LOSEC (Suspected)

01/01/1996 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily300.0

AVAPRO (Suspected)

01/01/1997 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily10.0

ZOCOR (Suspected)

01/01/1997 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1144448

Preferred Term Severity Report Description Treatment
Dysgeusia Bad taste
Dry mouth
Tongue ulceration

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 388 of 644

Case Number: Gender:
Weight:

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

07/10/1999

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily50.0

TAMBOCOR (Suspected)

01/01/1997 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily300.0

ZYLOPRIM (Suspected)

01/01/1997 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily75.0

ENDEP (Suspected)

01/01/1998 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily3.0

WARFARIN SODIUM (Suspected)

01/01/1997 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1144448

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 389 of 644

Case Number: Gender:
Weight:

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

07/10/1999

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily2.0

BURINEX (Suspected)

01/01/1997 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1144448

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 390 of 644

Case Number: Gender:
80.00Weight:

See original report for details of other drugs; atenolol, felodipine, fluvast- atin, nizatidine. for over 12 months patient has 
experienced symptoms with tryptanol, subsequently in 1999 therapy with tryptanol was interrupted for four days and although 
symptoms did not resolve, it did lessen.  due to worsening symptoms of depression, patient restarted therapy with tryptanol and 
symptoms increased and still persist.  - the date of onset is not accurate but indicates that onset occurred sometime during the 
year. the dosage start date is not accurate but indicates that start occurred sometime during the year. the dosage stop date is not 
accurate but indicates that stoppage occurred sometime during the year.

05/11/1999

31/12/1998
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A6Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

TRYPTANOL (Suspected)

01/01/1990 31/01/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1145620

Preferred Term Severity Report Description Treatment
Tinnitus Buzzing in ears
Headache Pulsing in head

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 391 of 644

Case Number: Gender:
Weight:

Patient also taking coloxyl with senna, fludrocortisone, naproxen, enemax, baclofen, dantrolene, agarol and diazepam.

24/12/1999

04/11/1999
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

18YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

04/10/1999 04/11/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1147521

Preferred Term Severity Report Description Treatment
Visual disturbance Patient expereinced blurred vision. Decreased night dose from 

75mg to 50mg.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 392 of 644

Case Number: Gender:
75.00Weight:19/01/2000

13/01/2000
Causality possibleUnknown

DOB:

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 150.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

09/01/2000 15/01/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1148138

Preferred Term Severity Report Description Treatment
Arthralgia Pt experienced stiffness, weakness & pain 

in knees

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 393 of 644

Case Number: Gender:
Weight:

Patient was treated with tasmar for one month before it was discontinued from the market.

11/02/2000

Causality possibleNot yet recovered
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralOral application 0.0

TASMAR (Suspected)

    1M

Reason:

Stopped:Started:Batch:

OralOral application 0.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

OralOral application 0.0

QUININE (Suspected) Reason:

Stopped:Started:Batch:

OralOral application 0.0

PERGOLIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1149035

Preferred Term Severity Report Description Treatment
Neuropathy peripheral Patient experienced peripheral neuropathy

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 394 of 644

Case Number: Gender:
Weight:18/02/2000

22/02/1999
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:
Migraine

Stopped:Started:Batch:

Milligram Daily25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

18/02/1999 22/02/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1149411

Preferred Term Severity Report Description Treatment
Orthostatic hypotension Bp 100/60

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 395 of 644

Case Number: Gender:
Weight:

Patient also taking valium.

25/02/2000

12/02/2000
Causality possibleNot yet recovered
18/01/1953DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:
Unspecified osteomyelitis

Stopped:Started:Batch:

Dose Unspecified As necessary RectalSuppository 1.0

INDOCID (Suspected)

28/04/1999 13/02/2000

Reason:

Unspecified osteomyelitis

Stopped:Started:Batch:

Milligram Daily20.0

ENDEP (Suspected)

12/01/2000 13/02/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1149657

Preferred Term Severity Report Description Treatment
Abdominal pain Severe
Peptic ulcer perforation Life 

threatening
Perforation oversewn.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 396 of 644

Case Number: Gender:
Weight:

Date of death 4/9/1997. cause of death: "undetermined. unexpected death associated with high levels of antipsychotic medication 
and analgesia".

13/03/2000

04/09/1997
Causality possibleDeath
11/11/1966DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level Blood taken at the post mortem examination revealed the 
following:-  - clozapine (1.3mg/l)  - codeine___(0.27mg/l)  - 
morphine - metabolite of codeine (0.03mg/l)  - amitriptyline 
(0.18mg/l)

Serum drug level Continued:-  - nortriptyline - metabolite of amitriptyline 
(0.19mg/l)  - trichloroethanol - metabolite of chloral hydrate 
(11mg/l)  - benztropine (nil)  - clonazepam  (nil)

Serum drug level Continued:-  - 7-amino clonazepam - metabolite of clonazepam 
(nil)  - valproic acid (44mg/l)  - alcohol (nil)

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

NasalSpray 0.0

BECONASE (Other drug)

03/09/1997

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

BENZTROPINE MESYLATE (Other drug)

03/09/1997

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

OMEPRAZOLE (Other drug) Reason:

Stopped:Started:Batch:

Milligram 1 time350.0

CLOZAPINE (Suspected)

03/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1151733

Preferred Term Severity Report Description Treatment
Arrhythmia
Sudden death

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 397 of 644

Case Number: Gender:
Weight:

Date of death 4/9/1997. cause of death: "undetermined. unexpected death associated with high levels of antipsychotic medication 
and analgesia".

13/03/2000

04/09/1997
Causality possibleDeath
11/11/1966DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

04/09/1997

Reason:

Stopped:Started:Batch:

Gram Daily1.8

SODIUM VALPROATE (Suspected)

03/09/1997

Reason:

Stopped:Started:Batch:

Gram Daily1.0

CHLORAL HYDRATE (Suspected)

03/09/1997

Reason:

Stopped:Started:Batch:

Milligram Daily500.0

CEPHALEXIN (Suspected)

03/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1151733

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 398 of 644

Case Number: Gender:
Weight:

Date of death 4/9/1997. cause of death: "undetermined. unexpected death associated with high levels of antipsychotic medication 
and analgesia".

13/03/2000

04/09/1997
Causality possibleDeath
11/11/1966DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily60.0

PANADEINE FORTE (Suspected)

03/09/1997

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

CLONAZEPAM (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

03/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1151733

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 399 of 644

Case Number: Gender:
Weight:17/04/2000

21/03/2000
Causality possibleUnknown
14/10/1960DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily150.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily2.0

DIAZEPAM (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1151778

Preferred Term Severity Report Description Treatment
Cardiomyopathy Hypertrophic obstructive cardiomyopathy

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 400 of 644

Case Number: Gender:
Weight:

Valproate was reduced over 6 days prior to commencement of amitriptylline. prior to admission patient had mild dementia but was 
alert and able to clearly express herself.

25/05/2000

07/05/2000
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

83YAge:

Additional Information:

Medicine Details:
Otr&unsp forms neuralg&neurit

Stopped:Started:Batch:

Milligram Daily OralOral application 50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

04/05/2000 07/05/2000

Reason:

Unspecified arthritis

Stopped:Started:Batch:

Milligram Daily100.0

ORUDIS SR (Suspected)

24/04/2000 07/05/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1153097

Preferred Term Severity Report Description Treatment
Flushing Blanching on legs
Rash Butterfly rash over face
Speech disorder Unclear speech
Confusional state Amitriptyline and orudis 

ceased. date of recovery 
17/05/2000.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 401 of 644

Case Number: Gender:
74.00Weight:12/07/2000

27/07/1999
Causality possibleNot yet recovered
13/08/1948DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

0.0

CLOZAPINE (Suspected)

23/06/1999 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

09/07/1999 31/08/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1154639

Preferred Term Severity Report Description Treatment
Salivary hypersecretion Required a visit to doctor.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 402 of 644

Case Number: Gender:
85.00Weight:12/07/2000

15/06/1999
Causality possibleNot yet recovered
26/05/1941DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

58Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily10.0

CLOZAPINE (Suspected)

15/06/1999 23/06/1999

Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Daily25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

15/06/1999 18/06/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1154645

Preferred Term Severity Report Description Treatment
Salivary hypersecretion Benztropine and terazosin.  

required  a visit to doctor.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 403 of 644

Case Number: Gender:
Weight:

Her constipation is so severe that manual evacuation of the bowel has been required.

19/07/2000

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

OralTablet 0.0

XANAX (Suspected)

CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily10.0

TEMAZEPAM (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1154969

Preferred Term Severity Report Description Treatment
Lacrimal disorder Reduced lacrimal flow
Constipation Severe Severe constipation.
Dry mouth
Somnolence
Tremor Increased intake of fibre and 

fluids.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 404 of 644

Case Number: Gender:
Weight:14/08/2000

01/08/2000
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

76YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

PROGOUT (Suspected)

25/07/2000 02/08/2000

Reason:

Edema and dropsy

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

UREX (Suspected)

01/08/2000 02/08/2000

Reason:

Agranulocytosis

Stopped:Started:Batch:

Gram Daily IntravenousInjection 4.0

MAXIPIME (Suspected)

25/07/2000

Reason:

Agranulocytosis

Stopped:Started:Batch:

Milligram Daily IntravenousInjection 240.0

TOBRAMYCIN (Suspected)

25/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1156301

Preferred Term Severity Report Description Treatment
Rash maculo-papular Rash on back and abdomen. Diprosone cream. progout and 

urex ceased.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 405 of 644

Case Number: Gender:
Weight:14/08/2000

01/08/2000
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

76YAge:

Additional Information:

Medicine Details:
Prophylaxis

Stopped:Started:Batch:

Milligram Daily OralOral application 200.0

FLUCONAZOLE (Suspected)

25/07/2000

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

ENDEP (Suspected)

27/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1156301

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 406 of 644

Case Number: Gender:
Weight:

Patient took celebrex for 4 days then ceased.  eight days after ceasing celebrex patient developed symptoms.

25/08/2000

24/06/2000
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Herpes zoster

Stopped:Started:Batch:

Milligram Daily OralCapsule 200.0

CELEBREX (Suspected)

13/06/2000 16/06/2000

Reason:

Herpes zoster

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

TRYPTANOL (Suspected)

13/06/2000 27/06/2000

Reason:

Herpes zoster

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

TEGRETOL (Suspected)

    1M

Reason:

Hospitalisation:

Report Details:
Seq: 1156991

Preferred Term Severity Report Description Treatment
Rash Ceased celebrex

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 407 of 644

Case Number: Gender:
58.00Weight:

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

25/09/2000

31/03/2000
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Dose Unspecified As necessary OralOral application 2.0

PANADEINE (Suspected) Reason:

Other acne of sebaceous glands

Stopped:Started:Batch:

Milligram Daily OralOral application 50.0

MINOCYCLINE HYDROCHLORIDE (Suspected)

21/07/2000

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Dose Unspecified Daily OralOral application 2.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

19/07/2000

Reason:

Contraception

Stopped:Started:Batch:

Daily OralOral application 0.0

MONOFEME 28 (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1158045

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increased Mildly elevated ck
Rash Rash on feet, legs, hands.
Alopecia
Hyperhidrosis
Mouth ulceration
Myalgia
Pyrexia
Red blood cell sedimentation rate increased
Systemic lupus erythematosus Prednisolone 50mg/d. date of 

recovery 28/07/00
Weight decreased

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 408 of 644

Case Number: Gender:
47.00Weight:

Patient also taking primolut n. one 25mg tablet did nothing to decrease pain of back spasm, increased to 2 tablets and brought on 
adr.

03/10/2000

10/09/2000
Causality probableRecovered
08/10/1943DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

56Age:

Additional Information:

Medicine Details:
Abnormal involuntary movement

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ENDEP (Suspected)

08/09/2000 09/09/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1158223

Preferred Term Severity Report Description Treatment
Anxiety Increased anxiety state.
Paraesthesia Increased sensitivity to nerve endings.
Drug ineffective
Hyperkinesia
Hypokinesia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 409 of 644

Case Number: Gender:
Weight:29/11/2000

01/04/2000
Causality possibleRecovered
28/07/1940DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

59Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily900.0

GABAPENTIN (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily100.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily15.0

BACLOFEN (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1159597

Preferred Term Severity Report Description Treatment
Coordination abnormal
Deafness
Gait disturbance Dose reduction of gabapentin 

to 300mg bd and amitriptyline 
to 50mg. ceased baclofen.

Osteoarthritis
Visual disturbance

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 410 of 644

Case Number: Gender:
63.00Weight:11/12/2000

04/12/2000
Causality possibleUnknown
21/05/1943DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

57Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily30.0

ENDEP (Suspected)

29/11/2000 01/12/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1159826

Preferred Term Severity Report Description Treatment
Stomatitis Mucosal swelling.
Rash Pruritic skin rash, mucosal swelling Required a visit to doctor.
Pruritus

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 411 of 644

Case Number: Gender:
Weight:

Patient also taking femara, prednisolone, coloxyl.

11/12/2000

22/08/2000
Causality possibleRecovered
05/03/1917DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

International 
normalised ratio

22/08/2000 2.8

Laboratory Investigations:

83Age:

Additional Information:

Medicine Details:
Angina pectoris w/o hyperten

Stopped:Started:Batch:

As necessary0.0

ISORDIL (Suspected)

22/08/2000

Reason:

Phleb&thrombophleb lowr extrem

Stopped:Started:Batch:

Milligram Daily OralOral application 3.0

WARFARIN SODIUM (Suspected)

22/08/2000L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

23/08/2000

Reason:

Angina pectoris w/o hyperten

Stopped:Started:Batch:

Milligram Daily OralTablet 60.0

IMDUR (Suspected)

22/08/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1159922

Preferred Term Severity Report Description Treatment
Gastrointestinal haemorrhage Prbc. warfarin ceased. start 

iron tablets.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 412 of 644

Case Number: Gender:
Weight:

Patient also taking femara, prednisolone, coloxyl.

11/12/2000

22/08/2000
Causality possibleRecovered
05/03/1917DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

83Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 10.0

ENALAPRIL MALEATE (Suspected)

24/08/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1159922

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 413 of 644

Case Number: Gender:
80.00Weight:22/12/2000

14/12/2000
Causality possibleNot yet recovered
08/05/1972DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

0.0

CLOMIPRAMINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

0.0

TRAMAL (Suspected) Reason:

Stopped:Started:Batch:

0.0

MERSYNDOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1160197

Preferred Term Severity Report Description Treatment
Serotonin syndrome Life 

threatening
Life threatening reaction Pt hospitalised icu--> ventilation

Rhabdomyolysis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 414 of 644

Case Number: Gender:
Weight:

Cystoscopy 30/11/2000. nil known allergies.  the dosage start date is not accurate but indicates that start occurred sometime 
during the year.

22/01/2001

05/01/2001
Causality possibleNot yet recovered
02/01/1931DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70Age:

Additional Information:

Medicine Details:
Ulcer of stomach w/o ment perf

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

LOSEC (Other drug)

01/01/1980 CONTIN

Reason:

Migraine

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

ENDEP (Suspected)

24/11/2000 11/01/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1160848

Preferred Term Severity Report Description Treatment
Pollakiuria Increased urinary frequency - every half 

hour.
Required a visit to doctor. 
ceased endep.

Urinary incontinence Increased urinary leakage.
Micturition disorder Increased urinary urgency.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 415 of 644

Case Number: Gender:
Weight:30/01/2001

21/01/2001
Causality possibleNot yet recovered
18/10/1952DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

ENDEP (Suspected)

17/01/2001 CONTIN

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralCapsule 900.0

NEURONTIN (Suspected)

31/12/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1161069

Preferred Term Severity Report Description Treatment
Hyperkinesia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 416 of 644

Case Number: Gender:
100.00Weight:

Patient also taking - lithicarb, panadeine forte, panamax, voltaren and xanax.

12/02/2001

Causality possibleNot yet recovered
31/07/1969DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

31Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily25.0

TRYPTANOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1161330

Preferred Term Severity Report Description Treatment
Gravitational oedema

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 417 of 644

Case Number: Gender:
Weight:05/03/2001

25/02/2001
Causality possibleRecovered
26/02/1972DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

AMITRIPTYLINE HYDROCHLORIDE (Interaction) Reason:

Smoker

Stopped:Started:Batch:

Dose Unspecified Daily2.0

ZYBAN SR (Interaction)

20/02/2001 25/02/2001

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1162180

Preferred Term Severity Report Description Treatment
Serotonin syndrome Patient hospitalised. date of 

recovery 28/02/01.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 418 of 644

Case Number: Gender:
38.00Weight:

Patient was also taking trimethoprim, digesic, heparin.

08/03/2001

11/01/2001
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Abnormal involuntary movement

Stopped:Started:Batch:

Milligram Daily OralTablet 60.0

BACLOFEN (Suspected)

07/01/2001 12/01/2001

Reason:

Pain in limb

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

QUININE (Suspected)

10/01/2001 11/01/2001

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralOral application 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

07/01/2001 10/01/2001

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralOral application 50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

10/01/2001 11/01/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1162384

Preferred Term Severity Report Description Treatment
Convulsion Involuntary jerking movements.
Anorexia
Confusional state
Dry mouth
Fatigue
Hypertension
Neuropathy peripheral

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 419 of 644

Case Number: Gender:
38.00Weight:

Patient was also taking trimethoprim, digesic, heparin.

08/03/2001

11/01/2001
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralCapsule 200.0

PERSANTIN SR (Suspected)

11/01/2001

Reason:

Abdominal pain

Stopped:Started:Batch:

Milligram Daily1.0

RISPERIDONE (Suspected)

10/01/2001 11/01/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1162384

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 420 of 644

Case Number: Gender:
Weight:

Patient also taking lipitor, caltrate, cartia, gopten and dapatabs. patient has allergy to iodine.

13/03/2001

02/03/2001
Causality probableRecovered
11/05/1938DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

62Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily50.0

ENDEP (Suspected)

26/02/2001 02/03/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1162593

Preferred Term Severity Report Description Treatment
Hallucination
Insomnia Stop endep. date of recovery: 

3/3/2001.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 421 of 644

Case Number: Gender:
65.00Weight:

Patient experienced adr for two successive nights. patient also taking androcur, cartia, temaze, zoladex, lasix and lanoxin pg.

13/03/2001

23/02/2001
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

83YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily25.0

ENDEP (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1162604

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder Involuntary muscle movements of arms 

and legs.
Endep ceased. date of 
recovery: 26/2/2001.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 422 of 644

Case Number: Gender:
45.00Weight:

Patient history of seizures on benzodiazepine withdrawal but with no eeg abnormalities at the time.

06/04/2001

20/02/2001
Causality possibleRecovered
13/08/1965DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram As necessary25.0

ENDEP (Interaction) Reason:

Smoker

Stopped:Started:Batch:

Milligram Daily300.0

ZYBAN SR (Interaction)

14/02/2001 20/02/2001

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR-XR (Interaction)

16/01/2001 11/02/2001

Reason:

Drug dependence

Stopped:Started:Batch:

Millilitre Daily15.0

METHADONE HYDROCHLORIDE (Other drug)

17/02/2001L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1163550

Preferred Term Severity Report Description Treatment
Grand mal convulsion Grand mal seizure Hospitalised

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 423 of 644

Case Number: Gender:
70.00Weight:

Relevant medical history - hypothyroidism since 1992, migraine since 1994, no hypertension, no operations, no allergies, no other 
gastrointestinal symptoms.  the dose start date for the drug endep is not necessarily accurate but indicates the drug was started 
sometime in the month. endep therapy was restarted on 06/04/2001.

19/04/2001

30/03/2001
Causality possibleNot yet recovered
03/10/1957DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified As necessary2.0

CAFERGOT (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Microgram Daily150.0

THYROXINE SODIUM (Other drug)

CONTIN

Reason:

Migraine

Stopped:Started:Batch:

Milligram Daily25.0

ENDEP (Suspected)

01/01/2000 30/03/2001L TERM CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1163727

Preferred Term Severity Report Description Treatment
Hypertonia Involuntary spasmodic contraction, 

abdominal wall
Indep ceased. no change in 
spasms. restarted. required a 
visit to doctor.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 424 of 644

Case Number: Gender:
60.00Weight:

Sequelae: broken colar bone (left clavicle).

17/04/2001

05/04/2001
Causality possibleRecovered with sequelae
09/03/1944DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

57Age:

Additional Information:

Medicine Details:
Smoker

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

ZYBAN SR (Interaction)

17/03/2001 05/04/2001

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily600.0

TRAMAL (Interaction)

02/04/2001 05/04/2001

Reason:

Diarrhea

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

METROGYL (Interaction)

29/03/2001 08/04/2001

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily25.0

ENDEP (Interaction)

31/01/2001 CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1163757

Preferred Term Severity Report Description Treatment
Convulsion Dilantin load. zyban and tramal 

ceased. patient hospitalised.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 425 of 644

Case Number: Gender:
60.00Weight:

Sequelae: broken colar bone (left clavicle).

17/04/2001

05/04/2001
Causality possibleRecovered with sequelae
09/03/1944DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

57Age:

Additional Information:

Medicine Details:
Myxedema

Stopped:Started:Batch:

Microgram Daily0.2

OROXINE (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily3.0

BLACKMORES ACIDOPHILUS BIFIDUS (Other drug)

29/03/2001 09/04/2001

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1163757

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 426 of 644

Case Number: Gender:
48.00Weight:

Sequelae: neurological deficit. the dose start date for endep is not accurate but indicates the drug was start ed sometime in the 
year.

01/06/2001

15/05/2001
Causality possibleNot yet recovered
08/02/1951DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data 15/05/01 - ct scan showed intracranial haemorrhage.

Laboratory Investigations:

50Age:

Additional Information:

Medicine Details:
Anorexia

Stopped:Started:Batch:

Dose Unspecified Daily4.0

ENDEP (Interaction)

01/01/1986

Reason:

Smoker

Stopped:Started:Batch:

Dose Unspecified Daily1.0

ZYBAN SR (Interaction)

09/05/2001 15/05/2001

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1165061

Preferred Term Severity Report Description Treatment
Haemorrhage intracranial Life threatening reaction. 

patient hospitalised
Syncope

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 427 of 644

Case Number: Gender:
57.00Weight:

Patient recovered 6/6/01.

14/06/2001

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

TRYPTANOL (Suspected)

01/06/2001 04/06/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1165563

Preferred Term Severity Report Description Treatment
Agitation
Anhidrosis
Anxiety
Confusional state
Micturition disorder

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 428 of 644

Case Number: Gender:
90.00Weight:

The date of onset is not necessarily accurate but indicates onset sometime in the month. the dose start date for zyban is not 
necessarily accurate but indicates the drug was started sometime in the month. the dose start date for amitriptyline is not accurate 
but indicates the drug was started sometime in the year. zyban was tolerated on 1 tab daily but had reaction when taken twice 
daily.

20/06/2001

20/06/2001
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Smoker

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

ZYBAN SR (Suspected)

01/05/2001 S TERM

Reason:

Lumbalgia

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

VIOXX (Suspected)

17/05/2001 CONTIN

Reason:

Otr&unsp vertebrogen pain synd

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

01/01/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1165593

Preferred Term Severity Report Description Treatment
Salivary hypersecretion Waterbrash.
Gastrooesophageal reflux disease

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 429 of 644

Case Number: Gender:
Weight:

The dose start date is not necessarily accurate but inicates ranitidine and amitriptyline were started sometime in the year.

17/07/2001

05/04/2001
Causality possibleNot yet recovered
19/05/1919DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

81Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

COLOXYL WITH SENNA (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

RANITIDINE (Suspected)

01/01/1999

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

01/01/1999 05/04/2001

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralCapsule 2.0

ASASANTIN SR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1166528

Preferred Term Severity Report Description Treatment
Gait disturbance
Orthostatic hypotension

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 430 of 644

Case Number: Gender:
Weight:

The dose start date is not necessarily accurate but inicates ranitidine and amitriptyline were started sometime in the year.

17/07/2001

05/04/2001
Causality possibleNot yet recovered
19/05/1919DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

81Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 5.0

NITRAZEPAM (Suspected)

05/04/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1166528

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 431 of 644

Case Number: Gender:
Weight:

The dose start date for gabapentin is not necessarily accurate but indicates the drug was started sometime in the month. patient 
has a history of abdominal pain secondary gastroparesis and a pethidine/narcotic dependancy.

06/08/2001

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Echo on 3 july 2001 revealed left ventricular effusion fraction 
(lvef) of 30%, mitral regurgitation moderate level.

Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Gram Daily OralOral application 1.6

GABAPENTIN (Suspected)

01/06/2001

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 25.0

ASPIRIN (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

IMURAN (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1167243

Preferred Term Severity Report Description Treatment
Cardiomyopathy

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 432 of 644

Case Number: Gender:
Weight:

The dose start date for gabapentin is not necessarily accurate but indicates the drug was started sometime in the month. patient 
has a history of abdominal pain secondary gastroparesis and a pethidine/narcotic dependancy.

06/08/2001

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

LASIX (Suspected) Reason:

Stopped:Started:Batch:

Gram Daily OralOral application 1.5

MAGNESIUM ASPARTATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralOral Liquid 50.0

METHADONE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily150.0

PETHIDINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1167243

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 433 of 644

Case Number: Gender:
Weight:

The dose start date for gabapentin is not necessarily accurate but indicates the drug was started sometime in the month. patient 
has a history of abdominal pain secondary gastroparesis and a pethidine/narcotic dependancy.

06/08/2001

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

PHENERGAN (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 8.0

ZOFRAN (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1167243

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 434 of 644

Case Number: Gender:
60.00Weight:21/08/2001

06/08/2001
Causality probableRecovered
24/07/1919DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

82Age:

Additional Information:

Medicine Details:
Peptic ulcer nos w/o ment perf

Stopped:Started:Batch:

Milligram Daily40.0

OMEPRAZOLE (Other drug)

L TERM

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily5.0

AMLODIPINE (Other drug)

L TERM

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily200.0

METOPROLOL TARTRATE (Other drug)

L TERM

Reason:

Acute,ill-def cerebrovascular disease w/o hyperte

Stopped:Started:Batch:

Milligram Daily75.0

CLOPIDOGREL (Other drug)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1167753

Preferred Term Severity Report Description Treatment
Abnormal dreams Vivid abnormal dreams Required a visit to doctor and 

ceased amitriptyline

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 435 of 644

Case Number: Gender:
60.00Weight:21/08/2001

06/08/2001
Causality probableRecovered
24/07/1919DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

82Age:

Additional Information:

Medicine Details:
Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily20.0

SIMVASTATIN (Other drug)

L TERM

Reason:

Nervousness

Stopped:Started:Batch:

Milligram Daily10.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

01/08/2001 18/08/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1167753

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 436 of 644

Case Number: Gender:
55.00Weight:30/08/2001

23/07/2001
Causality possibleRecovered
04/04/1962DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Dose Unspecified As necessary0.2

SEREPAX (Other drug) Reason:

Otr&unsp vertebrogen pain synd

Stopped:Started:Batch:

Milligram Daily200.0

CELEBREX (Suspected)

20/07/2001 13/08/2001

Reason:

Stopped:Started:Batch:

Milligram Daily75.0

TRYPTANOL (Suspected)

20/07/2001 13/08/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1167966

Preferred Term Severity Report Description Treatment
Depersonalisation Dissociation.
Agitation Panic attacks.
Anxiety Date of recovery 19.8.01. 

required a visit to doctor.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 437 of 644

Case Number: Gender:
47.00Weight:05/09/2001

10/08/2001
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

SLOW-K (Other drug)

L TERM CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

LASIX (Other drug)

L TERM CONTIN

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

FERRO-GRADUMET (Other drug)

L TERM CONTIN

Reason:

Otr&unsp forms neuralg&neurit

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

08/08/2001 10/08/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1168122

Preferred Term Severity Report Description Treatment
Pruritus Generalised pruritic rash
Arthralgia
Conjunctivitis
Purpura

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 438 of 644

Case Number: Gender:
47.00Weight:05/09/2001

10/08/2001
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Otr&unsp forms neuralg&neurit

Stopped:Started:Batch:

Milligram Daily OralOral application 600.0

NEURONTIN (Suspected)

08/08/2001 10/08/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1168122

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 439 of 644

Case Number: Gender:
Weight:26/11/2001

11/08/2001
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium Sodium = 125

Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ASPIRIN (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

SIMVASTATIN (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

IRBESARTAN (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

RANITIDINE (Other drug)

CONTIN

Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1170287

Preferred Term Severity Report Description Treatment
Delirium Patient had a prolonged stay in 

hospital, treated with 
potassium, restricted fluids.  
ceased indapamide, 
amitriptyline and sertraline.

Hyponatraemia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 440 of 644

Case Number: Gender:
Weight:26/11/2001

11/08/2001
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 80.0

VERAPAMIL HYDROCHLORIDE (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.5

INDAPAMIDE HEMIHYDRATE (Suspected)

10/08/2001L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

28/07/2001 04/08/2001

Reason:

Depression

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

04/08/2001 11/08/2001

Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1170287

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 441 of 644

Case Number: Gender:
121.00Weight:

Patient recovered 2/11/01.

26/11/2001

01/11/2001
Causality possibleRecovered
19/11/1936DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

64Age:

Additional Information:

Medicine Details:
Otr&nos disord of heart rhythm

Stopped:Started:Batch:

Dose Unspecified Daily1.0

DIGOXIN (Other drug)

05/02/1997

Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily120.0

JEZIL (Other drug)

20/12/2000

Reason:

Diabetes mellitus

Stopped:Started:Batch:

Unit Daily32.0

METFORMIN HYDROCHLORIDE (Other drug)

03/09/1997

Reason:

Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily30.0

DIAMICRON (Other drug)

10/12/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1170300

Preferred Term Severity Report Description Treatment
Tongue oedema Swollen tongue

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 442 of 644

Case Number: Gender:
121.00Weight:

Patient recovered 2/11/01.

26/11/2001

01/11/2001
Causality possibleRecovered
19/11/1936DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

64Age:

Additional Information:

Medicine Details:
Other diseases of bone

Stopped:Started:Batch:

Milligram Daily200.0

CELEBREX (Other drug)

05/09/2000

Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

PLAVIX (Suspected)

24/10/2001

Reason:

Transient cereb isch no hypert

Stopped:Started:Batch:

Dose Unspecified Daily OralCapsule 2.0

ASASANTIN SR (Suspected)

27/09/2001

Reason:

Stopped:Started:Batch:

Milligram Daily50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

30/05/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1170300

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 443 of 644

Case Number: Gender:
121.00Weight:

Patient recovered 2/11/01.

26/11/2001

01/11/2001
Causality possibleRecovered
19/11/1936DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

64Age:

Additional Information:

Medicine Details:
Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

TENORMIN (Suspected)

24/10/2001

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily8.0

COVERSYL (Suspected)

05/01/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1170300

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 444 of 644

Case Number: Gender:
Weight:

Non-hodgkins lymphoma with leptomeningeal disease.

29/11/2001

31/07/2001
Causality possibleRecovered

DOB:

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 3 times25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

31/07/2001

Reason:

Stopped:Started:Batch:

Milligram Daily10.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

18/07/2001 31/07/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1170546

Preferred Term Severity Report Description Treatment
Confusional state Confused and vague. Amitriptyline ceased.
Aphasia Slurred speech.
Delusion Voices and sounds.
Hallucination

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 445 of 644

Case Number: Gender:
90.00Weight:

Patient suffering with coad. the dose start date is not necessarily accurate but indicates endep was started sometime in the 
month.

29/11/2001

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:
Otr respiratory systm diseases

Stopped:Started:Batch:

As necessary InhalationInhalation 0.0

VENTOLIN (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram As necessary10.0

EUHYPNOS (Other drug)

L TERM

Reason:

Otr respiratory systm diseases

Stopped:Started:Batch:

Dose Unspecified Daily InhalationInhalation 2.0

SEREVENT (Other drug)

L TERM

Reason:

Otr respiratory systm diseases

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

SOLONE (Suspected)

10/06/2001 13/06/2001

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1170605

Preferred Term Severity Report Description Treatment
Chest pain

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 446 of 644

Case Number: Gender:
90.00Weight:

Patient suffering with coad. the dose start date is not necessarily accurate but indicates endep was started sometime in the 
month.

29/11/2001

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

ENDEP (Suspected)

01/12/2000 13/06/2001

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1170605

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 447 of 644

Case Number: Gender:
Weight:

Journal: australian & new zealand journal of psychiatry author: pantelis c, adresanya a. tittle: increased risk of neutropenia and 
agranulocytosis with sodium valproat used adjunctively with clozapine. volume: 35 (4) year:2001 pages:544-545.

30/11/2001

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils Nc 3.9 x 10?9/l, nc 1.8 x 10?9/l.
White blood cells Wbc 6.2 x 10?9/l, wbc 3.3 x 10?9/l.

Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Daily300.0

CLOZAPINE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily800.0

SODIUM VALPROATE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1170616

Preferred Term Severity Report Description Treatment
Neutropenia Patient was hospitalised and 

treated with amitriptyline.  it 
was decided to gradually 
reduce and ceased valproate.  
amitriptyline was discontinued.

Psychotic disorder
Salivary hypersecretion

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 448 of 644

Case Number: Gender:
Weight:

Uti also diagnosed and thought to be a contributing factor in precipitating confusion. patient recovered 2/12/01.

06/12/2001

27/11/2001
Causality possibleRecovered
21/11/1931DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

ENDEP (Suspected)

27/11/2001

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1170841

Preferred Term Severity Report Description Treatment
Confusional state Patient was hospitalised.
Delirium

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 449 of 644

Case Number: Gender:
Weight:

Patient recovered 2/12/01.

06/12/2001

Causality possibleRecovered
21/11/1931DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ENDEP (Suspected)

29/11/2001 30/11/2001

Reason:

Pain

Stopped:Started:Batch:

Milligram As necessary OralTablet 50.0

TRAMAL (Suspected)

27/11/2001

Reason:

Unspecified arthritis

Stopped:Started:Batch:

Milligram Daily25.0

VIOXX (Suspected)

27/11/2001

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1170842

Preferred Term Severity Report Description Treatment
Confusional state Patient was hospitalised.
Delirium

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 450 of 644

Case Number: Gender:
Weight:07/02/2002

29/12/2001
Causality possibleRecovered

DOB:

M
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

BAXTER TPN SOLUTION (Suspected) Reason:

Stopped:Started:Batch:

Milligram As necessary50.0

TRAMADOL HYDROCHLORIDE (Suspected)

29/12/2001

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 4.0

SUCRALFATE (Suspected)

29/12/2001

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

SOMAC (Suspected)

29/12/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1172512

Preferred Term Severity Report Description Treatment
Somnolence Treated with vancomycin 

500mg iv daily, meropenem 
500mg iv q8h and somac 40mg 
iv daily.

Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 451 of 644

Case Number: Gender:
Weight:07/02/2002

29/12/2001
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

29/12/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1172512

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 452 of 644

Case Number: Gender:
73.00Weight:07/02/2002

30/11/2001
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LOSEC (Other drug) Reason:

Stopped:Started:Batch:

0.0

MS CONTIN (Other drug) Reason:

Stopped:Started:Batch:

0.0

ENDEP (Suspected) Reason:

Otr&unsp vertebrogen pain synd

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

VIOXX (Suspected)

CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1172524

Preferred Term Severity Report Description Treatment
Tremor Tremor all over body. Patient hospitalised. diazepam.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 453 of 644

Case Number: Gender:
72.00Weight:

Previous reaction - gynaecomastia thought to be due to baclofen. the dose start date for amitriptyline is not necessarily accurate 
but indicates amitriptyline was started sometime in the month.

20/03/2002

25/02/2002
Causality possibleNot yet recovered
19/11/1964DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:
Constipation

Stopped:Started:Batch:

Dose Unspecified Daily4.0

COLOXYL WITH SENNA (Other drug)

CONTIN

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily60.0

MS CONTIN (Suspected)

12/12/2001

Reason:

Abnormal involuntary movement

Stopped:Started:Batch:

Milligram Daily20.0

DIAZEPAM (Suspected)

10/10/2001 CONTIN

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

01/09/2000 14/03/2002

Reason:

Hospitalisation:

Report Details:
Seq: 1173741

Preferred Term Severity Report Description Treatment
Gynaecomastia Required a visit to doctor. 

cease amitriptyline.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 454 of 644

Case Number: Gender:
Weight:

The dose start dates are not necessarily accurate but indicates valpro, endep, fluoxetine were started sometime in the year.

21/03/2002

21/02/2002
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Potassium 21/02/2002 3.2
Sodium 14/03/2001 130
Sodium 21/02/2002 119
Sodium 22/02/2002 131
Sodium 23/02/2002 129
Sodium 25/02/2002 133

Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily45.0

PRO-BANTHINE (Other drug)

01/01/1995

Reason:

Stopped:Started:Batch:

Milligram Daily210.0

CLOFEN (Other drug)

01/01/1995

Reason:

Stopped:Started:Batch:

Microgram Daily3.0

PAXAM (Other drug)

01/01/1995

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

MYADEC (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1173956

Preferred Term Severity Report Description Treatment
Hypertonia Increasing spasticity upper limbs.
Chills
Confusional state Required 

Specialist 
Consultation

Hyponatraemia
Hypothermia Severe Tegretol ceased, withheld 

fluoxetine, sodium valproate, 
amitriptyline. fluid restrict 
1.5l/day, pharmacological 
washout.  patient was 
hospitalised. ic+ supplement.

Somnolence

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 455 of 644

Case Number: Gender:
Weight:

The dose start dates are not necessarily accurate but indicates valpro, endep, fluoxetine were started sometime in the year.

21/03/2002

21/02/2002
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily10.0

MEGAFOL (Other drug)

01/01/1995

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily2.0

ZINCAPS (Other drug)

01/01/1999

Reason:

Stopped:Started:Batch:

0.0

TEGRETOL (Suspected)

15/02/2002 21/02/2002

Reason:

Stopped:Started:Batch:

Gram Daily1.0

VALPRO (Suspected)

01/01/1999

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1173956

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 456 of 644

Case Number: Gender:
Weight:

The dose start dates are not necessarily accurate but indicates valpro, endep, fluoxetine were started sometime in the year.

21/03/2002

21/02/2002
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily25.0

ENDEP (Suspected)

S TERM

Reason:

Stopped:Started:Batch:

Milligram Daily60.0

FLUOXETINE HYDROCHLORIDE (Suspected)

01/01/1995

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1173956

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 457 of 644

Case Number: Gender:
110.00Weight:

Nil allergies of relevance.

02/04/2002

23/11/2001
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZAPINE (Other drug)

06/11/2001

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Gram Daily OralOral application 2.4

SODIUM VALPROATE (Suspected)

17/09/2001 19/12/2001

Reason:

Other disturbance of sensation

Stopped:Started:Batch:

Milligram Daily OralOral application 800.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected)

17/09/2001 18/12/2001

Reason:

Salivary secretion disturbance

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

15/11/2001 17/12/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1174125

Preferred Term Severity Report Description Treatment
Hepatitis Drug-induced hepatitis.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 458 of 644

Case Number: Gender:
Weight:

The dose start dates for kapanol, tryptanol and stilnox are not necessarily accurate but indicates these drugs were started 
sometime in the month.

02/04/2002

Causality possibleRecovered
30/09/1943DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

58Age:

Additional Information:

Medicine Details:
Menopausal symptoms

Stopped:Started:Batch:

0.0

ESTRADERM (Other drug) Reason:

Pain

Stopped:Started:Batch:

Milligram Daily100.0

KAPANOL (Suspected)

01/08/2000

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily25.0

TRYPTANOL (Suspected)

01/04/2001

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily10.0

STILNOX (Suspected)

01/04/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1174137

Preferred Term Severity Report Description Treatment
Hallucination Room full of strange people dressed in 

white.
Required a visit to doctor. 
sotacor ceased.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 459 of 644

Case Number: Gender:
Weight:

The dose start dates for kapanol, tryptanol and stilnox are not necessarily accurate but indicates these drugs were started 
sometime in the month.

02/04/2002

Causality possibleRecovered
30/09/1943DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

58Age:

Additional Information:

Medicine Details:
Otr&nos disord of heart rhythm

Stopped:Started:Batch:

Milligram Daily80.0

SOTACOR (Suspected)

18/03/2002 27/03/2002

Reason:

Hospitalisation:

Report Details:
Seq: 1174137

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 460 of 644

Case Number: Gender:
Weight:

The onset date is not necessarily accurate but indicates onset sometime in the month. patient recovered 3/2.

24/05/2002

28/04/2001
Causality probableRecovered
22/05/1957DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

COGENTIN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily50.0

ENDEP (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1175745

Preferred Term Severity Report Description Treatment
Dysuria
Pollakiuria Patient was hospitalised. 

ceased endep.
Urine analysis abnormal

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 461 of 644

Case Number: Gender:
Weight:

Ph: cancer lungs, eaton-lambert syndrome.

06/06/2002

31/05/2002
Causality possibleRecovered
28/09/1949DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily10.0

TEMAZEPAM (Suspected)

31/05/2002 31/05/2002

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily10.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

31/05/2002 31/05/2002

Reason:

Hospitalisation:

Report Details:
Seq: 1175963

Preferred Term Severity Report Description Treatment
Tongue oedema Life 

threatening
Progressive tongue swelling Intubation, ventilation, defib.

Asphyxia Life 
threateningCardiac arrest Life 
threateningRespiratory depression Life 
threatening

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 462 of 644

Case Number: Gender:
Weight:

Likely to have accidently overdosed (ie. forgotten she had taken dose and repeated).

11/06/2002

26/04/2002
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

93YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Thousand International UnitDaily IntravenousInjection 10.0

HEPARIN SODIUM (Other drug)

26/04/2002

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

OMEPRAZOLE (Other drug) Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 4.0

PARACETAMOL (Other drug) Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 30.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

26/04/2002

Reason:

Hospitalisation:

Report Details:
Seq: 1176093

Preferred Term Severity Report Description Treatment
Hyponatraemia Fluid restriction 1l - 1.2l daily. 

amitriptyline ceased.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 463 of 644

Case Number: Gender:
110.00Weight:

The date of onset is not necessarily accurate but indicates onset sometime in the month.

26/06/2002

28/11/2000
Causality possibleNot yet recovered

DOB:

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 Daily800.0

SERZONE (Other drug)

L TERM CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily300.0

RANITIDINE (Other drug)

CONTIN

Reason:

Otr&unsp vertebrogen pain synd

Stopped:Started:Batch:

Milligram Daily25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

24/11/2000 27/11/2000

Reason:

Otr&unsp vertebrogen pain synd

Stopped:Started:Batch:

Dose Unspecified Daily2.0

PANADEINE FORTE (Suspected)

24/11/2000 27/11/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1176678

Preferred Term Severity Report Description Treatment
Hallucination Amitriphline ceased. required 

medical attention.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 464 of 644

Case Number: Gender:
110.00Weight:

The date of onset is not necessarily accurate but indicates onset sometime in the month.

26/06/2002

28/11/2000
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:
Otr&unsp vertebrogen pain synd

Stopped:Started:Batch:

Milligram Daily200.0

TEGRETOL (Suspected)

28/11/2000 04/12/2000

Reason:

Constipation

Stopped:Started:Batch:

Dose Unspecified Daily4.0

COLOXYL WITH SENNA (Suspected)

25/11/2000 CONTIN

Reason:

Prophylaxis

Stopped:Started:Batch:

Unit Daily SubcutaneousInjection 10.0

HEPARIN SODIUM (Suspected)

25/11/2000 06/12/2000

Reason:

Stopped:Started:Batch:

Milligram Daily50.0

PREDNISOLONE (Suspected)

25/11/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1176678

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 465 of 644

Case Number: Gender:
110.00Weight:

The date of onset is not necessarily accurate but indicates onset sometime in the month.

26/06/2002

28/11/2000
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:
Otr&unsp vertebrogen pain synd

Stopped:Started:Batch:

Milligram Daily40.0

KAPANOL (Suspected)

25/11/2000 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily200.0

TRAMADOL HYDROCHLORIDE (Suspected)

07/12/2000

Reason:

Constipation

Stopped:Started:Batch:

Milligram Daily40.0

SORBILAX (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1176678

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:17AM Database: pusime02 ADRS004 Page 466 of 644

Case Number: Gender:
52.00Weight:

Recent change in medications increased in amitryptilline and addition of entacapone.

22/07/2002

10/07/2002
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:
Paralysis agitans

Stopped:Started:Batch:

Daily0.0

SINEMET CR (Other drug)

CONTIN

Reason:

Late effects intracranial    abscess or pyogenic

Stopped:Started:Batch:

Dose Unspecified Daily OralOral application 4.0

SINEMET (Other drug)

CONTIN

Reason:

Paralysis agitans

Stopped:Started:Batch:

Milligram Daily20.0

BROMOCRIPTINE MESYLATE (Other drug)

10/07/2002

Reason:

Stopped:Started:Batch:

Milligram Daily1.5

ALPRAZOLAM (Other drug)

10/07/2002

Reason:

Hospitalisation:

Report Details:
Seq: 1177338

Preferred Term Severity Report Description Treatment
Paranoia Increasing paranoria experiencing panic 

attacks.
Amitryptyline dose reduced to 
75mg.Delusion

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 467 of 644

Case Number: Gender:
52.00Weight:

Recent change in medications increased in amitryptilline and addition of entacapone.

22/07/2002

10/07/2002
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:
Paralysis agitans

Stopped:Started:Batch:

Milligram Daily200.0

ENTACAPONE (Suspected)

10/07/2002

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily150.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1177338

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 468 of 644

Case Number: Gender:
70.00Weight:11/10/2002

03/10/2002
Causality possibleRecovered
16/08/1941DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

61Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily25.0

VIOXX (Other drug) Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily20.0

ZOCOR (Other drug) Reason:

Pain

Stopped:Started:Batch:

Dose Unspecified Daily1.0

MOBIC (Other drug) Reason:

Abnormal involuntary movement

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ENDEP (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1179805

Preferred Term Severity Report Description Treatment
Hyperhidrosis All over body. Patient required a visit to 

doctor.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 469 of 644

Case Number: Gender:
70.00Weight:11/10/2002

03/10/2002
Causality possibleRecovered
16/08/1941DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

61Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

TRAMAL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1179805

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 470 of 644

Case Number: Gender:
0.00Weight:18/12/2002

15/04/2002
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

72Age:

Additional Information:

Medicine Details:
Otr&unsp forms neuralg&neurit

Stopped:Started:Batch:

Milligram As necessary OralTablet 50.0

ENDEP (Interaction)

L TERM

Reason:

Osteoarthritis

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

TRAMAL SR (Interaction)

03/12/2001

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

PAROXETINE HYDROCHLORIDE (Interaction)

01/12/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1180764

Preferred Term Severity Report Description Treatment
Fatigue Required Visit 

to Doctor
Extreme fatigue, sweating, palpitations, 
especially over the last month, worse   
in last few days.

Nil.

Hyperhidrosis Required Visit 
to Doctor

Palpitations Required Visit 
to Doctor

Serotonin syndrome Required Visit 
to Doctor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 471 of 644

Case Number: Gender:
0.00Weight:

Hx: Brain tumor (1998) treated unsuccessfully with radiotherapy.  Patient having approximately two seizures weekly so Dilantin 
was increased.  Number of seizures decreased to nil.

03/03/2003

29/10/2002
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

03/03/2003 Pharmacokinetics

Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralCapsule 400.0

DILANTIN (Interaction)

22/10/2002 29/10/2002

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ENDEP (Interaction)

22/10/2002

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

LAMOTRIGINE (Other drug)

Contin

Reason:

Hospitalisation:

Report Details:
Seq: 1183721

Preferred Term Severity Report Description Treatment
Coordination abnormal Ataxic reaction, loss of coordination, 

increasing falls and blurred vision.
Dilantin withheld, Endep was 
recently ceased

Fall
Vision blurred

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 472 of 644

Case Number: Gender:
0.00Weight:14/03/2003

03/03/2003
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

QUESTRAN (Other drug)

05/03/2003

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

VALIUM (Other drug)

05/03/2003L TERM contin

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

TRYPTANOL (Suspected)

05/03/2003L TERM

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

05/03/2003L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1184012

Preferred Term Severity Report Description Treatment
Convulsion Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced a fit. Ceased Tryptanol, Clozaril, 
Lamictal.

Coordination abnormal Caused or 
prolonged 
inpatient 
hospitalisation

Depression Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 473 of 644

Case Number: Gender:
0.00Weight:14/03/2003

03/03/2003
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

49Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

LAMICTAL (Suspected)

05/03/2003L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1184012

Preferred Term Severity Report Description Treatment
Dysarthria Caused or 

prolonged 
inpatient 
hospitalisation

Fall Caused or 
prolonged 
inpatient 
hospitalisation

Muscular weakness Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 474 of 644

Case Number: Gender:
0.00Weight:21/03/2003

10/02/2003
Causality possibleRecovered
08/11/1947DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram As necessary OralTablet 100.0

TRAMADOL HYDROCHLORIDE (Interaction)

10/02/2003

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

AMITRIPTYLINE HYDROCHLORIDE (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1184360

Preferred Term Severity Report Description Treatment
Night sweats Night sweats, tachycardia, hypertension 

160/90.
Ceased tramadol.

Hypertension
Tachycardia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 475 of 644

Case Number: Gender:
0.00Weight:

Patient was also taking Keflex, rentec, pariet, Lasix, Epilm.

14/04/2003

08/04/2003
Causality possibleUnknown
12/11/1913DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

89Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

TRAMAL (Interaction)

03/04/2003 08/04/2003

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

AMITRIPTYLINE HYDROCHLORIDE (Interaction)

03/04/2003 08/04/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1184961

Preferred Term Severity Report Description Treatment
Confusional state Caused or 

prolonged 
inpatient 
hospitalisation

Hallucination and increased confusion.

Hallucination Caused or 
prolonged 
inpatient 
hospitalisation

Hallucination and increased confusion.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 476 of 644

Case Number: Gender:
0.00Weight:

Hallucinations started 2/52 prior to admission, GP increased dose of Tramadol to 100mg SR bd and patient got worse.  Other 
drugs: Perindopril, Fluticasone, Raniditine, Tiapiokenic Acid and Salbutamol.

17/04/2003

Causality possibleRecovered 03/04/2003
22/04/1929DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

CIPRAMIL (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

AMITRIPTYLINE HYDROCHLORIDE (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

TRAMAL SR (Interaction) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1185128

Preferred Term Severity Report Description Treatment
Serotonin syndrome "Serotonin Syndrome", hallucinations, 

confusions, feeling hot and cold,   
incoordination, sweating, hyperreflexia.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 477 of 644

Case Number: Gender:
0.00Weight:22/05/2003

04/05/2003
Causality possibleRecovered
02/02/1912DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

91Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

TRYPTANOL (Interaction)

11/05/2003

Reason:

Depression

Stopped:Started:Batch:

Daily OralTablet

ZOLOFT (Interaction)

04/05/2003 11/05/2003

Reason:

Stopped:Started:Batch:

Milligram 1 time OralTablet 12.5

VIOXX (Other drug) Reason:

Othr diseases of urinary tract

Stopped:Started:Batch:

Milligram 1 time OralTablet 400.0

BACTRIM (Other drug)

11/05/2003

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1186104

Preferred Term Severity Report Description Treatment
Serotonin syndrome Caused or 

prolonged 
inpatient 
hospitalisation

Confusion, difficult behaviour, night terrors, 
shaking, cold and clammy,   
palpitations Dx delirium? serotonin 
syndrome secondary to addition of SSRI to   
long term TCA tx

Cease antidepressants, add 
risperidone and oxazepam prn, 
and IM droperidol for   
severe agitation with 
benztropine for epse.  
Commence mirtazapine once   
confusion resolved to tx 
depression.  Psych r/v, d/c to 
respiteAbnormal behaviour Caused or 

prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 478 of 644

Case Number: Gender:
0.00Weight:22/05/2003

04/05/2003
Causality possibleRecovered
02/02/1912DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

91Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ASPIRIN (Other drug) Reason:

Myxedema

Stopped:Started:Batch:

Microgram Daily OralTablet 50.0

OROXINE (Other drug) Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

LISINOPRIL (Other drug) Reason:

Gout

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

ALLOPURINOL (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1186104

Preferred Term Severity Report Description Treatment
Chills Caused or 

prolonged 
inpatient 
hospitalisation

Confusional state Caused or 
prolonged 
inpatient 
hospitalisation

Delirium Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 479 of 644

Case Number: Gender:
0.00Weight:22/05/2003

04/05/2003
Causality possibleRecovered
02/02/1912DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

91Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

TRYPTANOL (Interaction)

11/05/2003

Reason:

Depression

Stopped:Started:Batch:

Daily OralTablet

ZOLOFT (Interaction)

04/05/2003 11/05/2003

Reason:

Stopped:Started:Batch:

Milligram 1 time OralTablet 12.5

VIOXX (Other drug) Reason:

Othr diseases of urinary tract

Stopped:Started:Batch:

Milligram 1 time OralTablet 400.0

BACTRIM (Other drug)

11/05/2003

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1186104

Preferred Term Severity Report Description Treatment
Palpitations Caused or 

prolonged 
inpatient 
hospitalisation

Tremor Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 480 of 644

Case Number: Gender:
0.00Weight:22/05/2003

04/05/2003
Causality possibleRecovered
02/02/1912DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

91Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ASPIRIN (Other drug) Reason:

Myxedema

Stopped:Started:Batch:

Microgram Daily OralTablet 50.0

OROXINE (Other drug) Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

LISINOPRIL (Other drug) Reason:

Gout

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

ALLOPURINOL (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1186104

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 481 of 644

Case Number: Gender:
85.00Weight:29/05/2003

22/05/2003
Causality possibleRecovered 22/05/2003
16/09/1969DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Total OralOral application 25.0

AMITRIPTYLINE HYDROCHLORIDE (Interaction) Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

TRAMAL SR (Interaction)

23/05/2003

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1186382

Preferred Term Severity Report Description Treatment
Grand mal convulsion Tonic-clonic seizure

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 482 of 644

Case Number: Gender:
0.00Weight:

Patient was taking magumin, Azathiopine, Heparin.

10/06/2003

11/04/2003
Causality possibleUnknown
24/12/1963DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

10/06/2003 Other data

Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily Oral500.0

CYCLOSPORIN-A (Suspected)

31/03/2003 10/04/2003

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily400.0

TRAMADOL HYDROCHLORIDE (Suspected)

31/03/2003

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

10/04/2003 11/04/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1186779

Preferred Term Severity Report Description Treatment
Grand mal convulsion Grand Mal Seizure Midazolam 1mg iv stat. 

replace electrolytes.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 483 of 644

Case Number: Gender:
0.00Weight:

Patient was also taking Aspirin, Seretidine, Ventolin, Atrovent.

16/06/2003

26/05/2003
Causality possibleUnknown
05/05/1918DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

16/06/2003 Sodium 26/05/2003 117
16/06/2003 Sodium 11/06/2003 138

Laboratory Investigations:

85Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

NATRILIX SR (Suspected)

26/05/2003

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ENDEP (Suspected)

26/05/2003

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 1.2

TRITACE (Suspected)

26/05/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1186937

Preferred Term Severity Report Description Treatment
Delirium Caused or 

prolonged 
inpatient 
hospitalisation

Hyponatraemia and delirium

Hyponatraemia Caused or 
prolonged 
inpatient 
hospitalisation

Hyponatraemia and delirium Demeclocycline

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 484 of 644

Case Number: Gender:
83.00Weight:11/07/2003

10/07/2003
Causality possibleUnknown
11/04/1929DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

74Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralTablet 12.5

AMITRIPTYLINE HYDROCHLORIDE (Interaction)

04/06/2003 11/07/2003 0

Reason:

Stopped:Started:Batch:

Milligram 1 time OralTablet 45.0

MIRTAZAPINE (Interaction) Reason:

Stopped:Started:Batch:

Gram 4 times OralTablet 1.0

PARACETAMOL (Other drug)

04/06/2003

Reason:

Stopped:Started:Batch:

Milligram 3 times OralTablet 10.0

METOCLOPRAMIDE HYDROCHLORIDE (Other drug)

04/06/2003 11/07/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1188269

Preferred Term Severity Report Description Treatment
Serotonin syndrome Caused or 

prolonged 
inpatient 
hospitalisation

Serotonin syndrome:- Agitation, 
Disorientation, Hypertension (BP 210/93)

Stopped Amitriptyline. ? 
Parkinson's disease. Stop 
Haloperidol and 
Metaclopramide.

Coordination abnormal Caused or 
prolonged 
inpatient 
hospitalisation

Unsteadiness and Dizziness, Tremor and 
ataxia.

Agitation Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 485 of 644

Case Number: Gender:
83.00Weight:11/07/2003

10/07/2003
Causality possibleUnknown
11/04/1929DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

74Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Microgram 2 times OralTablet 500.0

HALOPERIDOL (Other drug)

03/06/2003 10/07/2003

Reason:

Stopped:Started:Batch:

Microgram Per hour TransdermalPatch, dermal 50.0

FENTANYL TRANSDERMAL (Other drug)

06/06/2003

Reason:

Stopped:Started:Batch:

Milligram Daily SubcutaneousInjection 150.0

KETAMINE HYDROCHLORIDE (Other drug)

06/06/2003 11/07/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1188269

Preferred Term Severity Report Description Treatment
Disorientation Caused or 

prolonged 
inpatient 
hospitalisation

Dizziness Caused or 
prolonged 
inpatient 
hospitalisation

Hypertension Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 486 of 644

Case Number: Gender:
83.00Weight:11/07/2003

10/07/2003
Causality possibleUnknown
11/04/1929DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

74Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralTablet 12.5

AMITRIPTYLINE HYDROCHLORIDE (Interaction)

04/06/2003 11/07/2003 0

Reason:

Stopped:Started:Batch:

Milligram 1 time OralTablet 45.0

MIRTAZAPINE (Interaction) Reason:

Stopped:Started:Batch:

Gram 4 times OralTablet 1.0

PARACETAMOL (Other drug)

04/06/2003

Reason:

Stopped:Started:Batch:

Milligram 3 times OralTablet 10.0

METOCLOPRAMIDE HYDROCHLORIDE (Other drug)

04/06/2003 11/07/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1188269

Preferred Term Severity Report Description Treatment
Tremor Caused or 

prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 487 of 644

Case Number: Gender:
83.00Weight:11/07/2003

10/07/2003
Causality possibleUnknown
11/04/1929DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

74Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Microgram 2 times OralTablet 500.0

HALOPERIDOL (Other drug)

03/06/2003 10/07/2003

Reason:

Stopped:Started:Batch:

Microgram Per hour TransdermalPatch, dermal 50.0

FENTANYL TRANSDERMAL (Other drug)

06/06/2003

Reason:

Stopped:Started:Batch:

Milligram Daily SubcutaneousInjection 150.0

KETAMINE HYDROCHLORIDE (Other drug)

06/06/2003 11/07/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1188269

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 488 of 644

Case Number: Gender:
0.00Weight:

Patient here had taken 3 extra tablets.

11/07/2003

30/06/2003
Causality possibleRecovered 30/06/2003
08/07/1952DOB:

M
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 100.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1188389

Preferred Term Severity Report Description Treatment
Hallucination, visual Visual hallicantions of people in room 

lasted 5 hours.
Oxazepam.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 489 of 644

Case Number: Gender:
0.00Weight:

Amitriptyline and Meloxica  were started sometime in September 2001.  
patient was also taking Fosinopril.

11/07/2003

28/03/2003
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

11/07/2003 Creatinine
11/07/2003 Potassium
11/07/2003 Sodium

Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:
Osteoarthritis

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

30/03/2003

Reason:

Osteoarthritis

Stopped:Started:Batch:

Milligram Daily OralTablet 7.5

MELOXICAM (Suspected)

29/03/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1188436

Preferred Term Severity Report Description Treatment
Left ventricular failure Shortness of breath,  LVF, hyponatraemia, 

ankle oedema, confusion.
Pleural tap.  Fluid restricted to 
1 Litre.

Confusional state
Dyspnoea
Hyponatraemia
Oedema peripheral

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 490 of 644

Case Number: Gender:
0.00Weight:

Tryptenol was started sometime in jan 2003 and stopped sometime in July 2003.  
Efexor was started sometime in 2000.  
Serotonin syndrome.  
Patient was also taking Serepax and Lipitor.

17/07/2003

30/06/2003
Causality possibleRecovered
30/09/1931DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

17/07/2003 Chest X-ray

Laboratory Investigations:

71Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

TRYPTANOL (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 37.5

EFEXOR (Interaction)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1188547

Preferred Term Severity Report Description Treatment
Cough Caused or 

prolonged 
inpatient 
hospitalisation

 Coughing, fever, sweats.

Hyperhidrosis Caused or 
prolonged 
inpatient 
hospitalisation

Pyrexia Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 491 of 644

Case Number: Gender:
58.00Weight:

Nil previous known ADRs.

04/09/2003

30/08/2003
Causality possibleRecovered 31/08/2003
20/06/1986DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

17Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralCapsule 1.0

Ritalin LA (Other drug) Reason:

Stopped:Started:Batch:

Milligram 3 times OralTablet 10.0

MAXOLON (Suspected)

30/08/2003 31/08/2003

Reason:

Stopped:Started:Batch:

Milligram 1 time OralTablet 600.0

ASPIRIN (Suspected)

30/08/2003

Reason:

Stopped:Started:Batch:

Dose Unspecified 1 time OralTablet 2.0

PANADEINE FORTE (Suspected)

30/08/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1190213

Preferred Term Severity Report Description Treatment
Headache Required Visit 

to Doctor
Severe headache (? atypical migraine), 
blanching mascular rash proximal to IV   
site.

Cessation of Chlorpromazine.

Rash macular Required Visit 
to Doctor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 492 of 644

Case Number: Gender:
58.00Weight:

Nil previous known ADRs.

04/09/2003

30/08/2003
Causality possibleRecovered 31/08/2003
20/06/1986DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

17Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

30/08/2003

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily3.0

DIHYDERGOT (Suspected)

30/08/2003 31/08/2003

Reason:

Stopped:Started:Batch:

Milligram Daily IntravenousInjection 12.5

LARGACTIL (Suspected)

30/08/2003 30/08/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1190213

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 493 of 644

Case Number: Gender:
0.00Weight:

Patient also taking Karvezide 300/12.5 and Nexium.

22/09/2003

03/09/2003
Causality possibleRecovered
25/07/1947DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

56Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily RectalOintment 100.0

TRAMAL (Interaction)

01/03/2003 03/09/2003

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ENDEP (Interaction)

01/09/2003 03/09/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1190727

Preferred Term Severity Report Description Treatment
Anxiety Caused or 

prolonged 
inpatient 
hospitalisation

Serotonin syndrome, anxiety, sweating, 
agitation, tremor, rigidity, nystagmus.

Cyproheptadine 16mg QID.

Agitation Caused or 
prolonged 
inpatient 
hospitalisation

Hyperhidrosis Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 494 of 644

Case Number: Gender:
0.00Weight:

Patient also taking Karvezide 300/12.5 and Nexium.

22/09/2003

03/09/2003
Causality possibleRecovered
25/07/1947DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

56Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily RectalOintment 100.0

TRAMAL (Interaction)

01/03/2003 03/09/2003

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ENDEP (Interaction)

01/09/2003 03/09/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1190727

Preferred Term Severity Report Description Treatment
Muscle rigidity Caused or 

prolonged 
inpatient 
hospitalisation

Nystagmus Caused or 
prolonged 
inpatient 
hospitalisation

Serotonin syndrome Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 495 of 644

Case Number: Gender:
0.00Weight:

Patient also taking Karvezide 300/12.5 and Nexium.

22/09/2003

03/09/2003
Causality possibleRecovered
25/07/1947DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

56Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily RectalOintment 100.0

TRAMAL (Interaction)

01/03/2003 03/09/2003

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ENDEP (Interaction)

01/09/2003 03/09/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1190727

Preferred Term Severity Report Description Treatment
Tremor Caused or 

prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 496 of 644

Case Number: Gender:
75.00Weight:

No clear temporal relationships for any one drug.

26/09/2003

Causality possibleRecovered 04/09/2003
15/07/1938DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

65Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ENDEP (Suspected)

L TERM Contin

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily300.0

ZANTAC (Suspected)

02/06/2003L TERM

Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

Gram Daily1.5

NICOTINIC ACID (Suspected)

02/06/2003L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1190904

Preferred Term Severity Report Description Treatment
Dermatitis psoriasiform Psoriasiform drug eruption.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 497 of 644

Case Number: Gender:
0.00Weight:

Patient also administered: Coloxyl, Celebrex, Lipitor, Imdur, Prednisone, Actonel, Panamax, Flucloxacillin, Flagyl, Heparin, 
Ranitidine.

07/10/2003

Causality possibleUnknown
30/12/1919DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

83Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily50.0

AMITRIPTYLINE HYDROCHLORIDE (Interaction)

09/07/2003 21/07/2003

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily150.0

TRAMADOL HYDROCHLORIDE (Interaction)

09/07/2003 11/07/2003

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily20.0

OXYCONTIN (Interaction)

11/07/2003 08/08/2003

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily SubcutaneousInjection 5.0

MORPHINE SULPHATE (Interaction)

11/07/2003 13/07/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1191095

Preferred Term Severity Report Description Treatment
Delirium Delerium

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 498 of 644

Case Number: Gender:
0.00Weight:

Other drugs taken: Flagyl, Atenolol, Simvastatin, Ramipril, Glizlazide, Aspirin, Heparin, Paracetamol, Oxycontin, Coloxyl + Senna.  
Tof V, 1/9, 5/9, 8/9.

07/10/2003

Causality possibleUnknown
02/04/1939DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

64Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

31/08/2003

Reason:

Stopped:Started:Batch:

Gram Daily IntravenousInjection 2.0

VANCOMYCIN HYDROCHLORIDE (Suspected)

22/07/2003 02/09/2003

Reason:

Stopped:Started:Batch:

Gram Daily12.4

TIMENTIN (Suspected)

25/07/2003 02/09/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1191113

Preferred Term Severity Report Description Treatment
Urinary retention Urinary retention, failed trial of void, 

constipation, mild stump pain, minimum   
phantom pain.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 499 of 644

Case Number: Gender:
0.00Weight:

Other drugs taken: Aspirin, Amlodipine, GTN Patch, Metoprolol, Pantoprozole, Frusemide, Magmin, Panadol, Timentin, 
Dorbepoletin.  
Previous allergy / ADR:  
 Morphine and Tramal - n.v.  Prednisone-rash.  
History (ischemic foot) after prev revascularization

07/10/2003

10/09/2003
Causality possibleUnknown
24/01/1927DOB:

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 Daily75.0

FENTANYL (Suspected)

15/08/2003 16/09/2003

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

16/08/2003 03/09/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1191114

Preferred Term Severity Report Description Treatment
Constipation Faecal loading Cease Amitriptyline.  Add 

aperients.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 500 of 644

Case Number: Gender:
69.00Weight:10/10/2003

03/07/2003
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

10/10/2003 Other data

Laboratory Investigations:

84YAge:

Additional Information:

Medicine Details:
Multiple myeloma

Stopped:Started:Batch:

Milligram Daily200.0

Thalidomide (Suspected)

03/07/2003

Reason:

Stopped:Started:Batch:

Microgram Daily150.0

THYROXINE SODIUM (Suspected) Reason:

Stopped:Started:Batch:

Milligram DailyTablet 50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily12.5

PREDNISOLONE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1191216

Preferred Term Severity Report Description Treatment
Pancytopenia Pancytopenia Ceased thalidomide

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 501 of 644

Case Number: Gender:
0.00Weight:

History of three seisures over the last 30 years but was not receiving anti-epileptic treatment.

13/10/2003

15/09/2003
Causality possibleRecovered
26/02/1959DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

13/10/2003 Electroencephalog
raphy13/10/2003 Other data

Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

AMITRIPTYLINE HYDROCHLORIDE (Interaction) Reason:

Stopped:Started:Batch:

AMITRIPTYLINE HYDROCHLORIDE (Interaction) Reason:

Stopped:Started:Batch:

PAROXETINE HYDROCHLORIDE (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.0

CLOZARIL (Interaction)

31/05/1993 contin

Reason:

Hospitalisation:

Report Details:
Seq: 1191233

Preferred Term Severity Report Description Treatment
Convulsion Seizure

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 502 of 644

Case Number: Gender:
0.00Weight:17/10/2003

Causality possibleRecovered
17/08/1958DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

17/10/2003 Other data

Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:
Gout

Stopped:Started:Batch:

Milligram Daily300.0

ALLOPURINOL (Other drug) Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily25.0

ENDEP (Suspected)

17/02/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1191391

Preferred Term Severity Report Description Treatment
Rash Required Visit 

to Doctor
Rash on abdomen, nausea

Nausea Required Visit 
to Doctor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 503 of 644

Case Number: Gender:
0.00Weight:

Patient also administered: Panadol, Atrovent Forte, Salbutamol, Endone, Multivite, Coloxyl/Senna.

21/10/2003

30/07/2003
Causality possibleRecovered
07/11/1927DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

75Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily OralCapsule 75.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

22/07/2003 26/08/2003

Reason:

Other puritis conditions

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

PHENERGAN (Suspected)

23/07/2003 05/08/2003

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralCapsule 900.0

NEURONTIN (Suspected)

29/07/2003 04/08/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1191473

Preferred Term Severity Report Description Treatment
Dizziness Dizziness, falls x 2, hallucinating for 3 days.Phenergan and Neurontin 

ceased.Fall
Hallucination

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 504 of 644

Case Number: Gender:
0.00Weight:

Patient was also taking Lipitor, Zoton, Fosamax.

15/01/2004

21/12/2003
Causality probableRecovered 23/12/2003

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99UAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

ENDEP (Suspected)

20/12/2003 22/12/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1193907

Preferred Term Severity Report Description Treatment
Oedema peripheral Swelling of feet and slight swelling of 

hands.Oedema peripheral

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 505 of 644

Case Number: Gender:
0.00Weight:

Within 10 minutes of taking her husband's tablet experienced symptoms.

16/01/2004

03/01/2004
Causality certainNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram 1 time OralTablet 25.0

ENDEP (Suspected)

03/01/2004 03/01/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1193930

Preferred Term Severity Report Description Treatment
Dyspnoea Within 10 mins of taking Endep , difficulty 

breathing, nausea, dizziness and   
extreme panic/agitation, headache and 
slurred speech.

An ambulance attended but no 
treatment given.

Agitation
Dizziness
Dysarthria
Headache
Medication error
Nausea
Panic attack

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 506 of 644

Case Number: Gender:
101.00Weight:

Patient was also taking paracetamol, Omeprazole, Coloxyl with senna, Lactulose.  
Serotonin syndrome suspected.

04/02/2004

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

TRAMAL (Suspected) Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily OralTablet 1200.0

LOPID (Suspected) Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

01/10/2003

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily40.0

OXYCODONE HYDROCHLORIDE (Suspected)

01/10/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1194311

Preferred Term Severity Report Description Treatment
Insomnia Insomnia, restlessnes, sweating, Watery 

eyes, agitation, had 2 episodes sudden   
back twitches.

Agitation
Hyperhidrosis
Lacrimation increased
Muscle twitching
Restlessness

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 507 of 644

Case Number: Gender:
0.00Weight:

2 previous episodes of angioedema while taking Ramipril.  Patient also taking Celebrex, Dilantin, Simvastatin and Frusemide.  
Allergies: 'sensitivity' to Pethidine and Benzodiazepines.

09/02/2004

10/11/2003
Causality possibleRecovered 11/11/2003
08/05/1920DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

83Age:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily10.0

TRITACE (Suspected)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

ENDEP (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1194437

Preferred Term Severity Report Description Treatment
Angioedema Caused or 

prolonged 
inpatient 
hospitalisation

Significant tongue swelling but not 
respiratory compromise.  No dyspnoea, no   
stridor and able to swallow.

Phenergan 25mg oral initially; 
In ED - Adrenaline 0.3mg s/c, 
Hydrocortisone   
200mg IV, Phenergan 25mg 
IM; In ward - Phenergan 10mg 
tds, Hydrocortisone 100mg   
qid (4 doses).  Tritace and 
Endep ceased.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 508 of 644

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:

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

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 509 of 644

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:

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

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 510 of 644

Case Number: Gender:
0.00Weight:

Patient was also taking Oxycontin, Oroxine, Actonel, Coloxyl with Senna.

04/03/2004

15/12/2003
Causality possibleRecovered
07/02/1924DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

79Age:

Additional Information:

Medicine Details:
Otr&unsp forms neuralg&neurit

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ENDEP (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1195119

Preferred Term Severity Report Description Treatment
Fall Fall and postural hypotension. Endep dose was decreased to 

25mg nocte then ceased.
Orthostatic hypotension

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 511 of 644

Case Number: Gender:
51.00Weight:11/03/2004

22/02/2004
Causality possibleRecovered 26/02/2004
20/08/1939DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

11/03/2004 Platelets 25/02/2004 10

Laboratory Investigations:

64Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Gram As necessary Oral1.0

PANADOL (Suspected)

13/02/2004 24/02/2004

Reason:

Pain

Stopped:Started:Batch:

Dose Unspecified As necessary OralTablet 2.0

DI-GESIC (Suspected) Reason:

Herpes zoster

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

TEGRETOL (Suspected)

13/02/2004 24/02/2004

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ENDEP (Suspected)

13/02/2004 24/02/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1195274

Preferred Term Severity Report Description Treatment
Thrombocytopenia Caused or 

prolonged 
inpatient 
hospitalisation

Thrombocytopenia and petechiae rash. Given Prednisolone 50mg.

Petechiae Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 512 of 644

Case Number: Gender:
51.00Weight:11/03/2004

22/02/2004
Causality possibleRecovered 26/02/2004
20/08/1939DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

64Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralCapsule 75.0

INDOCID (Suspected)

13/02/2004 18/02/2004

Reason:

Herpes zoster

Stopped:Started:Batch:

Gram Daily OralTablet 3.0

VALTREX (Suspected)

30/01/2004 18/02/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1195274

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 513 of 644

Case Number: Gender:
45.00Weight:

Apparently dose related, rechallenge planned.

11/03/2004

13/09/2003
Causality probableRecovered 14/09/2003
20/01/1991DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

12Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 30.0

PARADEX (Other drug)

10/09/2003

Reason:

Stopped:Started:Batch:

Milligram Daily37.5

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

13/09/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1195292

Preferred Term Severity Report Description Treatment
Hallucination Hallucinations of people in room. Dose reduced to 25mg , 

reaction experienced when 
37.5mg dose was taken.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 514 of 644

Case Number: Gender:
0.00Weight:

Clozaril was ceased in approx 01/2002 and was recommenced on 27/10/2003

02/04/2004

20/02/2004
Causality possibleNot yet recovered
03/12/1976DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

02/04/2004 Other data 20/02/2004 Heart rate of 
120 bpm.

Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Oral

AMITRIPTYLINE HYDROCHLORIDE (Interaction) Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

CLOZARIL (Interaction)

20/08/2001 01/2002

Reason:

Hospitalisation:

Report Details:
Seq: 1196160

Preferred Term Severity Report Description Treatment
Tachycardia Patient developed tachycardia with a heart 

rate of 120 bpm.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 515 of 644

Case Number: Gender:
60.00Weight:

Patient died from HIV  9/12/03. Patient was also taking Valaciclovir, Abacavir, Bactrim and Gabapentin.

15/04/2004

15/05/2003
Causality possibleUnrelated death

DOB:

M
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 Daily10.0

OLANZAPINE (Suspected)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1196478

Preferred Term Severity Report Description Treatment
Tardive dyskinesia Required Visit 

to Doctor
Tardive dyskinesia Lopinavir/Ritonavir bd, 

Lamivudine 150g bd

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 516 of 644

Case Number: Gender:
0.00Weight:

Other drugs: Ipratropium, Salbutamol, Calcium, Prednisolone, Omeprazole, Roxithromycin, Ampicillin and Gabapentin.  History: 
Ca lung/emphysema/asbestos exposure.  Shingles (mid thoracic) developed and diagnosed 5/11.

21/04/2004

09/11/2003
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

FLUOXETINE HYDROCHLORIDE (Suspected)

11/11/2003L TERM 7 years

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

06/11/2003 11/11/2003

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 160.0

MORPHINE SULPHATE (Suspected)

Months

Reason:

Hospitalisation:

Report Details:
Seq: 1196665

Preferred Term Severity Report Description Treatment
Serotonin syndrome Serotonin syndrome with hallucinating 

hyperreflexia increased sweating -    
hallucination, confusion and jerky 
movements.

Ceased Fluoxetine and 
Amitriptyline.  Gabapentin 
restarted.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 517 of 644

Case Number: Gender:
0.00Weight:

Other drugs: Betamethasone, Latanoprost eye drops, Rofecoxib, Atenolol, Carbamazepine and Aspirin.

21/04/2004

13/11/2003
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

21/04/2004 Sodium

Laboratory Investigations:

84YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

13/11/2003L TERM 1 -2 years

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

ATACAND PLUS 16/12.5 (Suspected)

13/11/2003L TERM 1 - 2 years

Reason:

Pain

Stopped:Started:Batch:

Gram Daily Oral3.0

PARACETAMOL (Suspected)

13/11/2003

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

AMLODIPINE (Suspected)

13/11/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1196682

Preferred Term Severity Report Description Treatment
Delirium Delirium secondary to hyponatremia 

resulting in fall
Ceased Atacand Plus and 
Amitriptyline

Fall
Hyponatraemia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 518 of 644

Case Number: Gender:
65.00Weight:23/04/2004

07/10/2003
Causality possibleNot yet recovered
07/02/1946DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

57Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily10.0

ENDEP (Suspected)

06/10/2003 07/10/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1196754

Preferred Term Severity Report Description Treatment
Vomiting Required Visit 

to Doctor
Nausea, vomiting and dizziness, poor 
balance.

Balance disorder Required Visit 
to Doctor

Dizziness Required Visit 
to Doctor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 519 of 644

Case Number: Gender:
0.00Weight:

Patient also taking Xanax, Micardis, Somac and Zocor.  
Patient also had a bowel preparation (not specified).

03/05/2004

28/04/2004
Causality possibleRecovered
02/03/1940DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

64Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

CIPRAMIL (Suspected)

15/06/2003

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ENDEP (Suspected)

15/06/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1196958

Preferred Term Severity Report Description Treatment
Confusional state Acute confusional state after routine out 

patient colonoscopy and   
hyponatraemia.

Hyponatraemia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 520 of 644

Case Number: Gender:
0.00Weight:

Patient also taking Losec, Metoprolol, Aspirin and Amiodarone.

06/05/2004

08/03/2004
Causality possibleRecovered
10/07/1930DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

09/03/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1197079

Preferred Term Severity Report Description Treatment
Fall Caused or 

prolonged 
inpatient 
hospitalisation

Falls, slurred speech and was unable to 
communicate.

Amitriptyline ceased.

Communication disorder Caused or 
prolonged 
inpatient 
hospitalisation

Dysarthria Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 521 of 644

Case Number: Gender:
0.00Weight:

Patient also taking Metoprolol, Omeprazole, Folic Acid, Metformin, Glimepiride and Perindopril.

26/05/2004

20/12/2003
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

28/12/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1197583

Preferred Term Severity Report Description Treatment
Hallucination, visual Visual hallucinations. Amitriptyline ceased.  Trial and 

error with ceasing and 
changing Beta blockers   
and other causative drug 
isolated.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 522 of 644

Case Number: Gender:
0.00Weight:

Other drugs taken: Paracetamol, Salbutamol, Ramipril,Tiotropium, valproate and Tramadol HCL.

26/05/2004

07/04/2004
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

79YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

02/02/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1197673

Preferred Term Severity Report Description Treatment
Urinary retention Urinary retention. Ceased Amitriptyline for 4 

days, then recommenced at 
lower dose (10mg/daily),   
then finally ceased 02/02/04.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 523 of 644

Case Number: Gender:
0.00Weight:

Other drugs taken: Flupenthixol, Guetiapine and Diazepam.  Recent changes to medications eg: Prozac, Endep, Diazepam 
ceased.  History of drug and alcohol abuse. Schizophrenia and cognitive impairment.

04/06/2004

17/03/2004
Causality possibleRecovered
06/03/1979DOB:

M
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 Oral200.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1197889

Preferred Term Severity Report Description Treatment
Dizziness Required Visit 

to Doctor
Tonic clonic seizure, dizziness and 
blackouts.

Loss of consciousness Required Visit 
to Doctor

Tonic clonic seizure, dizziness and 
blackouts.

Tonic convulsion Required Visit 
to Doctor

Tonic clonic seizure, dizziness and 
blackouts.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 524 of 644

Case Number: Gender:
52.40Weight:

Patient also taking Sinemet and Moduretic.

26/07/2004

15/01/2004
Causality possibleNot yet recovered
05/03/1927DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

76Age:

Additional Information:

Medicine Details:
Paralysis agitans

Stopped:Started:Batch:

Gram Daily OralTablet 2.2

PERGOLIDE (Suspected)

22/07/2004L TERM

Reason:

Paralysis agitans

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

COMTAN (Suspected)

22/07/2004L TERM

Reason:

Paralysis agitans

Stopped:Started:Batch:

Dose Unspecified Daily Oral1.0

MADOPAR (Suspected)

L TERM Continuing

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily Oral50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

L TERM Continuing

Reason:

Hospitalisation:

Report Details:
Seq: 1199387

Preferred Term Severity Report Description Treatment
Dyspnoea Increasing shortness of breath and mild 

chest wall pain.
Pergolide and Comtan ceased.

Musculoskeletal chest pain
Pleural fibrosis
Pulmonary fibrosis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 525 of 644

Case Number: Gender:
0.00Weight:30/07/2004

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

TRYPTANOL (Suspected)

0

Reason:

Hospitalisation:

Report Details:
Seq: 1199505

Preferred Term Severity Report Description Treatment
Suicidal ideation Suicidal ideation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 526 of 644

Case Number: Gender:
0.00Weight:

Same symptoms on restarting Remeron a few days later. Again ceased and has since recovered

02/08/2004

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99uAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

AMITRIPTYLINE HYDROCHLORIDE (Interaction)

0

Reason:

Stopped:Started:Batch:

Milligram DailyTablet 15.0

REMERON (Interaction) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1199596

Preferred Term Severity Report Description Treatment
Serotonin syndrome Caused or 

prolonged 
inpatient 
hospitalisation

Patient developed serotonin syndrome 
(suspected).

Remeron discontinued

Drug interaction Caused or 
prolonged 
inpatient 
hospitalisation

Possible serotonin syndrome but 
symptoms not described

All medications ceased. 
Remeron discontinued

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 527 of 644

Case Number: Gender:
0.00Weight:

Underlying fever and UTI. Cases (attached) which document Trimethoprim inhibiting. Dihydrofolate reductase causing decreased 
ED Dopamine production which may lead to Parkinsonian symptoms.

09/08/2004

15/10/2003
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Othr diseases of urinary tract

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

ALPRIM (Interaction)

S TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ENDEP (Interaction)

L TERM

Reason:

Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily20.0

LOSEC (Other drug)

L TERM

Reason:

Myxedema

Stopped:Started:Batch:

Microgram Daily OralTablet 100.0

OROXINE (Other drug)

L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1199796

Preferred Term Severity Report Description Treatment
Tremor Caused or 

prolonged 
inpatient 
hospitalisation

Initially noticed involuntary movement of 
head/neck muscles while watching TV. 
The base of her spine became sore and 
then tremors started - not just tremors but 
parkinsonian-like movements. Tremors 
escalated over next couple of days - on 
day 5 had almost spastic movements with 
negative control over limbs.

Alprim discontinued. 
Discharged 3 hours later.

Back pain Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 528 of 644

Case Number: Gender:
0.00Weight:

Underlying fever and UTI. Cases (attached) which document Trimethoprim inhibiting. Dihydrofolate reductase causing decreased 
ED Dopamine production which may lead to Parkinsonian symptoms.

09/08/2004

15/10/2003
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Othr diseases of urinary tract

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

ALPRIM (Interaction)

S TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ENDEP (Interaction)

L TERM

Reason:

Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily20.0

LOSEC (Other drug)

L TERM

Reason:

Myxedema

Stopped:Started:Batch:

Microgram Daily OralTablet 100.0

OROXINE (Other drug)

L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1199796

Preferred Term Severity Report Description Treatment
Dyskinesia Caused or 

prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 529 of 644

Case Number: Gender:
0.00Weight:13/08/2004

07/01/2004
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

79Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram OralTablet 600.0

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

Gram OralTablet 4.0

PARACETAMOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram InhalationInhalation 5.0

SALBUTAMOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram OralCapsule 10.0

RAMIPRIL (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1199988

Preferred Term Severity Report Description Treatment
Urinary retention Patient experienced urinary retention on 

07/01/04.
Ceased Amitriptyline for 4 
days, then recommecned at 
10mg/nocte then ceased again 
02/02/04.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 530 of 644

Case Number: Gender:
0.00Weight:13/08/2004

07/01/2004
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

79Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 160.0

GLICLAZIDE (Other drug) Reason:

Stopped:Started:Batch:

Microgram Daily OralCapsule 18.0

TIOTROPIUM (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

TRAMADOL HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

07/01/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1199988

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 531 of 644

Case Number: Gender:
0.00Weight:20/08/2004

01/08/2004
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

80Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Oral

ALCOHOL (Suspected) Reason:

Stopped:Started:Batch:

OralTablet

TOLVON (Suspected) Reason:

Stopped:Started:Batch:

Oral

TEMAZEPAM (Suspected)

01/08/2004

Reason:

Presenile dementia

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

ARICEPT (Suspected)

09/04/2004

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1200190

Preferred Term Severity Report Description Treatment
Epilepsy Caused or 

prolonged 
inpatient 
hospitalisation

Patient developed insomnia, hallucinations, 
increased agitation and aggression. He 
had a high alcohol intake and experienced 
two epileptic fits within 72 hours.

Aricept ceased.

Aggression Caused or 
prolonged 
inpatient 
hospitalisation

Agitation Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 532 of 644

Case Number: Gender:
0.00Weight:20/08/2004

01/08/2004
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

80Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1200190

Preferred Term Severity Report Description Treatment
Hallucination Caused or 

prolonged 
inpatient 
hospitalisation

Insomnia Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 533 of 644

Case Number: Gender:
69.00Weight:27/08/2004

13/08/2004
Causality possibleRecovered 18/08/2004
09/11/1939DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

27/08/2004 Sodium Na+ 125 mmol/l, 26 mmol/l, 137 mmol/l, 2 days.
27/08/2004 Urine osmolality Ur osm 280 mmol/kg, 495 mmol/kg. 2 days.

Laboratory Investigations:

64Age:

Additional Information:

Medicine Details:
Pain in limb

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

MAGNESIUM ASPARTATE (Other drug) Reason:

Othr diseases of urinary tract

Stopped:Started:Batch:

Gram Daily2.0

CEPHALEXIN (Other drug) Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Essential benign hypertension

Stopped:Started:Batch:

Dose Unspecified Daily1.0

IRBESARTAN-HYDROCHLOROTHIAZIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1200342

Preferred Term Severity Report Description Treatment
Inappropriate antidiuretic hormone secretion SIADH suspiciousness. Stop suspected drugs.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 534 of 644

Case Number: Gender:
69.00Weight:27/08/2004

13/08/2004
Causality possibleRecovered 18/08/2004
09/11/1939DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

64Age:

Additional Information:

Medicine Details:
Other diseases of joint

Stopped:Started:Batch:

Milligram Daily15.0

MELOXICAM (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1200342

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 535 of 644

Case Number: Gender:
65.00Weight:30/08/2004

15/08/2004
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99UAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

TEMAZE (Other drug)

23/04/2004

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

ENDEP (Suspected)

11/08/2000 0

Reason:

Hospitalisation:

Report Details:
Seq: 1200396

Preferred Term Severity Report Description Treatment
Swollen tongue Patient experienced tongue swelling.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 536 of 644

Case Number: Gender:
0.00Weight:

Problem commenced when patient changed from dothiepin to amitriptyline (same dose).

21/09/2004

20/07/2004
Causality possibleNot yet recovered

DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

QVAR AUTOHALER (Other drug) Reason:

Stopped:Started:Batch:

SEREVENT (Other drug) Reason:

Stopped:Started:Batch:

VENTOLIN (Other drug) Reason:

Stopped:Started:Batch:

Milligram OralTablet 75.0

DOTHEP (Other drug)

01/07/1998 20/07/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1200979

Preferred Term Severity Report Description Treatment
Sedation Excessive sedation, causes patient to 

sleep thru urge to urinate.
Sleep disorder

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 537 of 644

Case Number: Gender:
0.00Weight:

Problem commenced when patient changed from dothiepin to amitriptyline (same dose).

21/09/2004

20/07/2004
Causality possibleNot yet recovered

DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily0.5

KALMA (Other drug)

contin

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

ENDEP (Suspected)

20/07/2004 0

Reason:

Hospitalisation:

Report Details:
Seq: 1200979

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 538 of 644

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

27/02/2004
Causality probableRecovered
12/01/1970DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

11/10/2004 Other data 03/03/2004 CT abdo: Mild 
hepatomegaly 

with 
homogeneous 
density. Mild 
focal lesions. 

Bilateral 
pleural 

effusion.

Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:
Otr&unsp vertebrogen pain synd

Stopped:Started:Batch:

VOLTAREN (Other drug) Reason:

Stopped:Started:Batch:

Milligram As necessary5.0

DIAZEPAM (Other drug)

L TERM

Reason:

Otr&unsp vertebrogen pain synd

Stopped:Started:Batch:

As necessary OralCapsule

CAPADEX (Other drug) Reason:

Otr&unsp vertebrogen pain synd

Stopped:Started:Batch:

As necessary OralTablet

PANADEINE FORTE (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1201589

Preferred Term Severity Report Description Treatment
Jaundice Caused or 

prolonged 
inpatient 
hospitalisation

Patient developed jaundice and liver 
function tests abnormal nos.

Amitriptyline ceased.

Chromaturia Caused or 
prolonged 
inpatient 
hospitalisation

Faeces discoloured Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 539 of 644

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

27/02/2004
Causality probableRecovered
12/01/1970DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:
Pulmonary collapse

Stopped:Started:Batch:

Gram Daily2.0

CEPHALEXIN (Other drug)

24/02/2004 05/03/2004

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily300.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

15/12/2003 15/02/2004

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1201589

Preferred Term Severity Report Description Treatment
Liver function test abnormal Caused or 

prolonged 
inpatient 
hospitalisation

Rash Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 540 of 644

Case Number: Gender:
0.00Weight:01/02/2005

18/11/2004
Causality possibleRecovered 07/12/2004

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

01/02/2005 Electrocardiograph
y

18/11/2004 499

Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:
Diabetes mellitus

Stopped:Started:Batch:

Unit SubcutaneousInjection 10.0

HUMULIN NPH (Other drug) Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Oral150.0

IRBESARTAN (Other drug) Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram40.0

ATORVASTATIN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Oral20.0

METHADONE HYDROCHLORIDE (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1204761

Preferred Term Severity Report Description Treatment
Electrocardiogram QT prolonged Caused or 

prolonged 
inpatient 
hospitalisation

Prolonged QT interval - collapse, 
drowsiness, jerking movements previous 
few days.

Stop Quetiapine and 
Amitriptyline

Circulatory collapse Caused or 
prolonged 
inpatient 
hospitalisation

Dyskinesia Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 541 of 644

Case Number: Gender:
0.00Weight:01/02/2005

18/11/2004
Causality possibleRecovered 07/12/2004

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:
Diabetes mellitus

Stopped:Started:Batch:

Unit SubcutaneousInjection 6.0

ACTRAPID (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Oral3.0

MOTILIUM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Oral30.0

METOCLOPRAMIDE HYDROCHLORIDE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

QUETIAPINE (Suspected)

15/02/2004 22/11/2004 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1204761

Preferred Term Severity Report Description Treatment
Somnolence Caused or 

prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 542 of 644

Case Number: Gender:
0.00Weight:01/02/2005

18/11/2004
Causality possibleRecovered 07/12/2004

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

15/02/2004 19/11/2004 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1204761

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 543 of 644

Case Number: Gender:
0.00Weight:09/02/2005

Causality possibleRecovered 27/10/2004
11/10/1924DOB:

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 1 time OralTablet 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

27/10/2004

Reason:

Stopped:Started:Batch:

Milligram 1 time OralTablet 30.0

CITALOPRAM HYDROBROMIDE (Suspected)

21/10/2004

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1205132

Preferred Term Severity Report Description Treatment
Serotonin syndrome Caused or 

prolonged 
inpatient 
hospitalisation

serotonin syndrome suspected (tremor 
and "almost aphasic")

ceased both citalopram and 
amitriptyline

Tremor Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 544 of 644

Case Number: Gender:
0.00Weight:15/02/2005

30/12/2004
Causality possibleUnknown
08/07/1963DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Oral

ENDEP (Suspected) Reason:

Stopped:Started:Batch:

Dose Unspecified Oral

TRAMAL (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1205275

Preferred Term Severity Report Description Treatment
Hallucination Caused or 

prolonged 
inpatient 
hospitalisation

"Agitated, Delusional, Hallucinating, 
Confused, uncooperative,combative, 
Jerking movements of arms and legs"

Diazepam 5mg iv ; Midazolam 
5mg iv.; Symptoms persisted 
patient transferred to St 
George Hospital Sydney,

Abnormal behaviour Caused or 
prolonged 
inpatient 
hospitalisation

Aggression Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 545 of 644

Case Number: Gender:
0.00Weight:15/02/2005

30/12/2004
Causality possibleUnknown
08/07/1963DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Oral

ENDEP (Suspected) Reason:

Stopped:Started:Batch:

Dose Unspecified Oral

TRAMAL (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1205275

Preferred Term Severity Report Description Treatment
Agitation Caused or 

prolonged 
inpatient 
hospitalisation

Confusional state Caused or 
prolonged 
inpatient 
hospitalisation

Delusional disorder, unspecified typeCaused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 546 of 644

Case Number: Gender:
0.00Weight:15/02/2005

30/12/2004
Causality possibleUnknown
08/07/1963DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Oral

ENDEP (Suspected) Reason:

Stopped:Started:Batch:

Dose Unspecified Oral

TRAMAL (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1205275

Preferred Term Severity Report Description Treatment
Dyskinesia Caused or 

prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 547 of 644

Case Number: Gender:
53.00Weight:

Patient has been on symbicort but this was stopped whilst she trialled spiriva which didn't make much difference

28/02/2005

15/09/2004
Causality possibleNot yet recovered
12/05/1945DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

59Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram10.0

CALTRATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram40.0

NAPROSYN SR (Other drug) Reason:

Menopausal symptoms

Stopped:Started:Batch:

PREMARIN (Other drug) Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

LIPITOR (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1205621

Preferred Term Severity Report Description Treatment
Chronic obstructive pulmonary disease Patient developed chronic obstructive 

airways disease exacerbated.
Atrovent puffer plus nebuliser 
and Ventolin given.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 548 of 644

Case Number: Gender:
53.00Weight:

Patient has been on symbicort but this was stopped whilst she trialled spiriva which didn't make much difference

28/02/2005

15/09/2004
Causality possibleNot yet recovered
12/05/1945DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

59Age:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

LASIX (Other drug) Reason:

Pain

Stopped:Started:Batch:

Milligram As necessary OralTablet 5.0

ENDONE (Suspected) Reason:

Pain

Stopped:Started:Batch:

Milligram As necessary100.0

PETHIDINE HYDROCHLORIDE (Suspected) Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

ALODORM (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1205621

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 549 of 644

Case Number: Gender:
53.00Weight:

Patient has been on symbicort but this was stopped whilst she trialled spiriva which didn't make much difference

28/02/2005

15/09/2004
Causality possibleNot yet recovered
12/05/1945DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

59Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 80.0

OXYCONTIN (Suspected) Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ENDEP (Suspected) Reason:

Abnormal involuntary movement

Stopped:Started:Batch:

Milligram Daily OralTablet 30.0

MURELAX (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1205621

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 550 of 644

Case Number: Gender:
80.00Weight:08/03/2005

Causality possibleRecovered
12/02/1926DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

79Age:

Additional Information:

Medicine Details:
Nausea and vomiting

Stopped:Started:Batch:

STEMETIL (Interaction)

0

Reason:

Otr&unsp vertebrogen pain synd

Stopped:Started:Batch:

Milligram OralCapsule 360.0

CARDIZEM CD (Interaction) Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

ENDEP (Interaction)

03/11/2004 05/11/2004 0

Reason:

Otr&nos disord of heart rhythm

Stopped:Started:Batch:

LANOXIN (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1205854

Preferred Term Severity Report Description Treatment
Dizziness Required Visit 

to Doctor
Patient experienced dizziness, nausea, 
slurred speech and anorexia.

Anorexia Required Visit 
to Doctor

Dysarthria Required Visit 
to Doctor

Nausea Required Visit 
to Doctor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 551 of 644

Case Number: Gender:
80.00Weight:08/03/2005

Causality possibleRecovered
12/02/1926DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

79Age:

Additional Information:

Medicine Details:
Other diseases of esophagus

Stopped:Started:Batch:

SOMAC (Other drug)

0

Reason:

Angina pectoris w/o hyperten

Stopped:Started:Batch:

ANGININE (Other drug)

0

Reason:

Essential benign hypertension

Stopped:Started:Batch:

DAPA-TABS (Other drug) Reason:

Essential benign hypertension

Stopped:Started:Batch:

ATACAND (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1205854

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 552 of 644

Case Number: Gender:
80.00Weight:08/03/2005

Causality possibleRecovered
12/02/1926DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

79Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

ISCOVER (Other drug) Reason:

Anxiety neurosis

Stopped:Started:Batch:

VALIUM (Other drug) Reason:

Stopped:Started:Batch:

ZYLOPRIM (Other drug) Reason:

Specific disorders of sleep

Stopped:Started:Batch:

STILNOX (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1205854

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 553 of 644

Case Number: Gender:
80.00Weight:08/03/2005

Causality possibleRecovered
12/02/1926DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

79Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

DOLOXENE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1205854

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 554 of 644

Case Number: Gender:
75.00Weight:22/03/2005

15/01/2005
Causality possibleRecovered 15/03/2005
19/01/1946DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

58Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily Oral25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation: Required a visit to the doctor

Report Details:
Seq: 1206217

Preferred Term Severity Report Description Treatment
Pruritus The patient developed a hot, itchy, red 

facial rash.Rash

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 555 of 644

Case Number: Gender:
65.00Weight:30/03/2005

03/03/2005
Causality possibleRecovered
24/04/1940DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

64Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

ENDEP (Suspected) Reason:

Stopped:Started:Batch:

Microgram Daily OralTablet 100.0

OROXINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1206347

Preferred Term Severity Report Description Treatment
Oedema peripheral Arm swollen red hot, flushed later in the 

day, felt sick after ingestion.
Flushing
Malaise

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 556 of 644

Case Number: Gender:
0.00Weight:01/04/2005

15/04/2004
Causality possibleRecovered 18/04/2004

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21YAge:

Additional Information:

Medicine Details:
Acute heart failure,undefined

Stopped:Started:Batch:

MAGMIN (Other drug) Reason:

Acute heart failure,undefined

Stopped:Started:Batch:

CREON FORTE (Other drug) Reason:

Stopped:Started:Batch:

OMEPRAZOLE (Other drug) Reason:

Acute heart failure,undefined

Stopped:Started:Batch:

CENTRUM TABLETS (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1206482

Preferred Term Severity Report Description Treatment
Hallucination, visual Caused or 

prolonged 
inpatient 
hospitalisation

Visual hallucinations, confusion and 
disorientation.

Decrease dose of Oxycodone, 
withheld Tramadol and 
restarted at lower dose, stop 
Amitriptyline.

Confusional state Caused or 
prolonged 
inpatient 
hospitalisation

Disorientation Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 557 of 644

Case Number: Gender:
0.00Weight:01/04/2005

15/04/2004
Causality possibleRecovered 18/04/2004

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

21YAge:

Additional Information:

Medicine Details:
Otr&nos infec&parasit diseases

Stopped:Started:Batch:

AUGMENTIN DUO FORTE (Other drug) Reason:

Other disturbance of sensation

Stopped:Started:Batch:

AMANTADINE HYDROCHLORIDE (Other drug) Reason:

Acute heart failure,undefined

Stopped:Started:Batch:

SALBUTAMOL (Other drug) Reason:

Pain

Stopped:Started:Batch:

Milligram As necessary Oral10.0

OXYCODONE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1206482

Preferred Term Severity Report Description Treatment
Drug interaction Caused or 

prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 558 of 644

Case Number: Gender:
0.00Weight:01/04/2005

15/04/2004
Causality possibleRecovered 18/04/2004

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

21YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily OralTablet, modified release 400.0

TRAMADOL HYDROCHLORIDE (Suspected)

08/04/2004 15/04/2004 0

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily Oral25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

17/04/2004

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1206482

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 559 of 644

Case Number: Gender:
58.00Weight:

On low oxalat diet too.

26/05/2005

Causality possibleNot yet recovered
22/12/1936DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

68Age:

Additional Information:

Medicine Details:
Otr ecz&der due otr&unsp cause

Stopped:Started:Batch:

ADVANTAN (Other drug) Reason:

Stopped:Started:Batch:

CALTRATE + VITAMIN D (Other drug) Reason:

Stopped:Started:Batch:

PANADOL (Other drug) Reason:

Stopped:Started:Batch:

ANDRODERM (Other drug) Reason:

Hospitalisation: Required a visit to the doctor

Report Details:
Seq: 1208190

Preferred Term Severity Report Description Treatment
Oedema peripheral Patient experienced puffy hands and 

periorbital oedema.
Periorbital oedema

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 560 of 644

Case Number: Gender:
58.00Weight:

On low oxalat diet too.

26/05/2005

Causality possibleNot yet recovered
22/12/1936DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

68Age:

Additional Information:

Medicine Details:
Vaginitis&vulvitis

Stopped:Started:Batch:

OVESTIN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ENDEP (Suspected)

01/05/2005

Reason:

Hospitalisation: Required a visit to the doctor

Report Details:
Seq: 1208190

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 561 of 644

Case Number: Gender:
64.00Weight:12/06/2005

10/06/2005
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralCapsule 100.0

TRAMADOL HYDROCHLORIDE (Interaction) Reason:

Stopped:5A182 Started:Batch:

Milligram Daily OralTablet 2.5

AMITRIPTYLINE HYDROCHLORIDE (Interaction)

01/02/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1208670

Preferred Term Severity Report Description Treatment
Serotonin syndrome Incapacity/dis

ability
many features of Serotonin Syndrome (as 
outlined in online Australian T.G.A. & 
U.S.A. N.I.H. data) experienced for 
approximately 4 hours: Mixed 
cognitive-behavioural changes: confusion, 
alternating brief periods of agitation & long 
periods of elation, slowed perception of 
time; Autonomic dysfunction: hypertension, 
& Neuromuscular dysfunction: dizziness, 
loss of balance & uncoordination, 
myoclonus: mostly positive but some 
negative sporadic sleep-hypermyoclonus, 
& automatic dysreflexia: decreased 
heart-rate.

discontinuation of/no further 
use of Tramadol (also no pain 
relief received from drug 
anyway, so doubly a bad 
experience)

Agitation Incapacity/dis
ability

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 562 of 644

Case Number: Gender:
64.00Weight:12/06/2005

10/06/2005
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralCapsule 100.0

TRAMADOL HYDROCHLORIDE (Interaction) Reason:

Stopped:5A182 Started:Batch:

Milligram Daily OralTablet 2.5

AMITRIPTYLINE HYDROCHLORIDE (Interaction)

01/02/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1208670

Preferred Term Severity Report Description Treatment
Autonomic nervous system imbalanceIncapacity/dis

ability
Balance disorder Incapacity/dis

ability
Cognitive disorder Incapacity/dis

ability
Confusional state Incapacity/dis

ability
Coordination abnormal Incapacity/dis

ability
Dizziness Incapacity/dis

ability

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 563 of 644

Case Number: Gender:
64.00Weight:12/06/2005

10/06/2005
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralCapsule 100.0

TRAMADOL HYDROCHLORIDE (Interaction) Reason:

Stopped:5A182 Started:Batch:

Milligram Daily OralTablet 2.5

AMITRIPTYLINE HYDROCHLORIDE (Interaction)

01/02/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1208670

Preferred Term Severity Report Description Treatment
Drug ineffective Incapacity/dis

ability
Heart rate decreased Incapacity/dis

ability
Hypertension Incapacity/dis

ability
Inappropriate affect Incapacity/dis

ability
Myoclonus Incapacity/dis

ability

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 564 of 644

Case Number: Gender:
90.00Weight:

Suspect drug certain rechallenge.

05/07/2005

01/06/2005
Causality certainRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Dosage Unit not applicable1.0

ENDONE (Other drug) Reason:

Otr disorders stomach function

Stopped:Started:Batch:

Milligram20.0

PARIET (Other drug) Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ENDEP (Suspected)

31/05/2005 02/06/2005

Reason:

Hospitalisation: Required a visit to the doctor

Report Details:
Seq: 1209485

Preferred Term Severity Report Description Treatment
Lethargy The patient became totally lethargic, "can't 

move at all' and had a dry mouth.
Dry mouth

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 565 of 644

Case Number: Gender:
70.00Weight:25/07/2005

09/07/2005
Causality possibleRecovered
02/02/1958DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:
Migraine

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

IMIGRAN (Suspected)

09/07/2005

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ENDEP (Suspected)

17/06/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1210086

Preferred Term Severity Report Description Treatment
Therapy regimen changed Life 

threatening
Clouding of consciousness, tachycardia 
and myoclonic jerks. Patient not used with 
this dose - ok with 75mg Amitriptyline.

Depressed level of consciousnessLife 
threateningMyoclonus Life 
threateningTachycardia Life 
threatening

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 566 of 644

Case Number: Gender:
0.00Weight:26/07/2005

24/06/2004
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram As necessary135.0

COLOFAC (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

As necessary

GAVISCON (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily80.0

UREMIDE (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

ARTANE (Other drug)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1210123

Preferred Term Severity Report Description Treatment
Somnolence Patient ok during the day but increased 

drowsiness as day progresses, fell asleep 
at he dinner table.Somnolence

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 567 of 644

Case Number: Gender:
0.00Weight:26/07/2005

24/06/2004
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily20.0

NEXIUM (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily10.0

MOTILIUM (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ENDEP (Suspected)

14/05/2004

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 15.0

VALIUM (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1210123

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 568 of 644

Case Number: Gender:
0.00Weight:26/07/2005

24/06/2004
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

36YAge:

Additional Information:

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

Stopped:Started:Batch:

Gram Daily Oral1.6

ERYTHROMYCIN (Suspected)

20/06/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1210123

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 569 of 644

Case Number: Gender:
0.00Weight:28/07/2005

30/11/2004
Causality possibleDeath 30/11/2004

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

ENDEP (Suspected)

0

Reason:

Hospitalisation:

Report Details:
Seq: 1210214

Preferred Term Severity Report Description Treatment
Sudden death Death Patient had died suddenly, the cause of 

death stated as 'Endep toxicity'.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 570 of 644

Case Number: Gender:
0.00Weight:05/08/2005

05/06/2005
Causality possibleNot yet recovered
22/04/1960DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/08/2005 Histology Histology:  Complete epidermal necrosis and superficial dermal 
inflammaction, could represent either steven johnson syndrome 
or toxic epidermal necrolysis.  Final diagnosis:  Mild TENS 
(proximal and distal distribution, atypical targetoid lesions).

Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

ESOMEPRAZOLE MAGNESIUM TRIHYDRATE (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

SALBUTAMOL (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

SERETIDE ACCUHALER NOS (Other drug)

L TERM

Reason:

Pain

Stopped:Started:Batch:

Oral

CARBAMAZEPINE (Suspected)

13/05/2005 05/06/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210412

Preferred Term Severity Report Description Treatment
Toxic epidermal necrolysis Caused or 

prolonged 
inpatient 
hospitalisation

The patient was diagnosed with mild toxic 
epidermal necrolysis.

Treated with Celestone M, wet 
wraps, IV Hydrocortisone, 
Lignocaine viscous, 
Promethazine oral and Amosan 
mouthwash.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 571 of 644

Case Number: Gender:
0.00Weight:05/08/2005

05/06/2005
Causality possibleNot yet recovered
22/04/1960DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

13/05/2005 05/06/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210412

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 572 of 644

Case Number: Gender:
70.00Weight:28/09/2005

01/09/2005
Causality possibleNot yet recovered
29/01/1949DOB:

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

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 573 of 644

Case Number: Gender:
70.00Weight:28/09/2005

01/09/2005
Causality possibleNot yet recovered
29/01/1949DOB:

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

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 574 of 644

Case Number: Gender:
0.00Weight:

Report 212366 is the first sequence to this report.

10/10/2005

27/01/2005
Causality possibleRecovered
19/01/1929DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

76Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily OralCapsule 300.0

GABAPENTIN (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1212367

Preferred Term Severity Report Description Treatment
Fatigue Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced tiredness and 
vagueness.

Gabapentin and Amitriptyline 
ceased.

Confusional state Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 575 of 644

Case Number: Gender:
0.00Weight:11/10/2005

12/03/2005
Causality probableRecovered
21/04/1961DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:
Otr dis of arteries&arterioles

Stopped:Started:Batch:

Milligram Daily OralCapsule 50.0

CYCLOSPORIN-A (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

CARBAMAZEPINE (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ENDEP (Interaction) Reason:

Stopped:Started:Batch:

GEMFIBROZIL (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1212405

Preferred Term Severity Report Description Treatment
Somnolence Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced drowsiness and 
headache.

Cyclosporin ceased.

Headache Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 576 of 644

Case Number: Gender:
0.00Weight:11/10/2005

12/03/2005
Causality probableRecovered
21/04/1961DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

AZATHIOPRINE (Other drug) Reason:

Stopped:Started:Batch:

DEPTRAN (Other drug) Reason:

Stopped:Started:Batch:

PREDNISOLONE (Other drug) Reason:

Stopped:Started:Batch:

Milligram100.0

KAPANOL (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1212405

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 577 of 644

Case Number: Gender:
0.00Weight:11/10/2005

12/03/2005
Causality probableRecovered
21/04/1961DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram60.0

KAPANOL (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1212405

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 578 of 644

Case Number: Gender:
0.00Weight:

Mild hyponatraemia.

11/10/2005

05/04/2005
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99uAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ENDEP (Suspected) Reason:

Acute heart failure,undefined

Stopped:Started:Batch:

Milligram Daily OralTablet 1.5

NATRILIX SR (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

ACCUPRIL (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1212406

Preferred Term Severity Report Description Treatment
Hypotension Caused or 

prolonged 
inpatient 
hospitalisation

The patient developed hypotension and 
mild hyponatraemia.

Dose of Endep reduced. 
Accupril and Natrilix ceased.

Hyponatraemia Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:18AM Database: pusime02 ADRS004 Page 579 of 644

Case Number: Gender:
0.00Weight:11/10/2005

01/05/2005
Causality possibleRecovered
03/06/1918DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

86Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

ISOSORBIDE MONONITRATE (Other drug) Reason:

Stopped:Started:Batch:

ASPIRIN (Other drug) Reason:

Stopped:Started:Batch:

AMIODARONE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

RAMIPRIL (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1212418

Preferred Term Severity Report Description Treatment
Diarrhoea Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced overflow 
diarrhoea and vomiting.

Rehydrated. Methadone, 
Gabapentin and Amitriptyline 
ceased.

Constipation Caused or 
prolonged 
inpatient 
hospitalisation

Faecal incontinence Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 580 of 644

Case Number: Gender:
0.00Weight:11/10/2005

01/05/2005
Causality possibleRecovered
03/06/1918DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

86Age:

Additional Information:

Medicine Details:
Otr&unsp forms neuralg&neurit

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

PHYSEPTONE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily20.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralCapsule 600.0

GABAPENTIN (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1212418

Preferred Term Severity Report Description Treatment
Vomiting Caused or 

prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 581 of 644

Case Number: Gender:
0.00Weight:04/01/2006

Causality possibleUnknown
01/04/1959DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

DIABEX (Other drug) Reason:

Stopped:Started:Batch:

DIAMICRON (Other drug) Reason:

Stopped:Started:Batch:

PANADEINE (Other drug) Reason:

Stopped:Started:Batch:

DOLOBID (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1214540

Preferred Term Severity Report Description Treatment
Restlessness The patient became restless, had some 

difficulty breathing, had some palpitations, 
was agitated and she could not sleep.

Agitation
Dyspnoea
Insomnia
Palpitations

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 582 of 644

Case Number: Gender:
0.00Weight:04/01/2006

Causality possibleUnknown
01/04/1959DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

46Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

TRAMAL (Suspected)

29/11/2003

Reason:

Stopped:Started:Batch:

Oral

PROZAC (Suspected)

15/05/2005

Reason:

Stopped:Started:Batch:

OralTablet

AVAPRO (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ENDEP (Suspected)

15/03/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1214540

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 583 of 644

Case Number: Gender:
0.00Weight:

Had occurred previously whilst using Cipramil.

06/01/2006

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet

ENDEP (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ZOLOFT (Suspected)

10/10/2000 16/10/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1214654

Preferred Term Severity Report Description Treatment
Serotonin syndrome Caused or 

prolonged 
inpatient 
hospitalisation

The patient developed suspected 
serotonin syndrome.

Zoloft ceased.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 584 of 644

Case Number: Gender:
57.00Weight:20/01/2006

03/12/2004
Causality possibleRecovered

DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

16YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Oral1.0

PARACETAMOL (Other drug) Reason:

Pain

Stopped:Started:Batch:

Milligram 1 time OralTablet 50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

0

Reason:

Hospitalisation:

Report Details:
Seq: 1215131

Preferred Term Severity Report Description Treatment
Confusional state Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced a confusional state 
and delirium.

Supportive treatment.

Delirium Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 585 of 644

Case Number: Gender:
90.00Weight:27/01/2006

Causality possibleUnknown
01/09/1943DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

62Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram2.0

METFORMIN HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

DAONIL (Other drug) Reason:

Stopped:Started:Batch:

GLUCOBAY (Other drug) Reason:

Stopped:Started:Batch:

OralTablet

ENDEP (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1215320

Preferred Term Severity Report Description Treatment
Drug ineffective The patient is unable to sleep at night and 

spends time in bed during the day. He feels 
useless, has less interest in everything and 
has suicidal thoughts now and again. He 
has a poor appetite, has lost weight, has 
nerves, restlessness, tiredness, memory 
impairment, fevers, stiffness in his joints 
and vision problems. He has suspected 
serotonin syndrome.Pyrexia

Serotonin syndrome

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 586 of 644

Case Number: Gender:
150.00Weight:

Patient also taking Vitamin C, Zinc, Enoxaparin, Temazepam, Yakult, Iperamide, Omeprazole and Morphine.

06/02/2006

18/01/2006
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

06/02/2006 Eosinophils <0.4 12/01/2006 0.7
06/02/2006 Eosinophils <0.4 13/01/2006 0.7
06/02/2006 Eosinophils <0.4 15/01/2006 0.8
06/02/2006 Eosinophils <0.4 14/01/2006 0.9
06/02/2006 Eosinophils <0.4 18/01/2006 0.3
06/02/2006 Eosinophils <0.4 20/01/2006 0.6
06/02/2006 Eosinophils <0.4 19/01/2006 0.5

Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

PARACETAMOL (Other drug) Reason:

Stopped:Started:Batch:

METOPROLOL TARTRATE (Other drug) Reason:

Stopped:Started:Batch:

FRUSEMIDE (Other drug) Reason:

Stopped:Started:Batch:

CHLORVESCENT (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1215586

Preferred Term Severity Report Description Treatment
Neutropenia The patient developed neutropenia. Ceased Gabapentin, 

Pantoprazole, Ranitidine, 
Gliclazide and Amitriptyline.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 587 of 644

Case Number: Gender:
150.00Weight:

Patient also taking Vitamin C, Zinc, Enoxaparin, Temazepam, Yakult, Iperamide, Omeprazole and Morphine.

06/02/2006

18/01/2006
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

06/02/2006 Eosinophils <0.4 17/01/2006 0.3
06/02/2006 Eosinophils <0.4 16/01/2006 0.8
06/02/2006 Neutrophils 2-7.5 12/01/2006 5.1
06/02/2006 Neutrophils 2-7.5 13/01/2006 4.5
06/02/2006 Neutrophils 2-7.5 14/01/2006 3.2
06/02/2006 Neutrophils 2-7.5 15/01/2006 2.4
06/02/2006 Neutrophils 2-7.5 16/01/2006 1.5

Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

NILSTAT (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily80.0

PANTOPRAZOLE (Suspected)

12/12/2005

Reason:

Stopped:Started:Batch:

Milligram Daily Oral300.0

GABAPENTIN (Suspected)

13/01/2006 18/01/2006

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

GLIPIZIDE (Suspected)

16/01/2006

Reason:

Hospitalisation:

Report Details:
Seq: 1215586

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 588 of 644

Case Number: Gender:
150.00Weight:

Patient also taking Vitamin C, Zinc, Enoxaparin, Temazepam, Yakult, Iperamide, Omeprazole and Morphine.

06/02/2006

18/01/2006
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

06/02/2006 Neutrophils 2-7.5 17/01/2006 0.9
06/02/2006 Neutrophils 2-7.5 18/01/2006 0.3
06/02/2006 Neutrophils 2-7.5 19/01/2006 0.9
06/02/2006 Neutrophils 2-7.5 20/01/2006 1.3

Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily Oral75.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

14/01/2006 18/01/2006

Reason:

Stopped:Started:Batch:

Milligram Daily IntravenousInjection 80.0

OMEPRAZOLE (Suspected)

16/01/2006 18/01/2006

Reason:

Hospitalisation:

Report Details:
Seq: 1215586

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 589 of 644

Case Number: Gender:
70.00Weight:20/02/2006

17/07/2005
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

85YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily Oral10.0

TEMAZE (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily Oral20.0

AROPAX (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily5.0

DIAZEPAM (Other drug)

L TERM

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

ENDEP (Suspected)

15/07/2005 20/07/2005

Reason:

Hospitalisation: Required a visit to the doctor

Report Details:
Seq: 1216006

Preferred Term Severity Report Description Treatment
Constipation The patient experienced constipation, had 

a very parched, dry mouth, and a hangover 
feeling.Dry mouth

Hangover

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 590 of 644

Case Number: Gender:
0.00Weight:23/03/2006

26/12/2005
Causality possibleRecovered 28/12/2005

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

82YAge:

Additional Information:

Medicine Details:
Otr&nos disord of heart rhythm

Stopped:Started:Batch:

Milligram Daily OralTablet 320.0

SOTALOL HYDROCHLORIDE (Suspected)

27/12/2005

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

05/12/2005 27/12/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1216655

Preferred Term Severity Report Description Treatment
Electrocardiogram QT prolonged Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced prolonged QT, 
bradycardia and polymorphic ventricular 
tachycardia (Torsades), collapse.

Circulatory collapse Caused or 
prolonged 
inpatient 
hospitalisation

Torsade de pointes Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 591 of 644

Case Number: Gender:
106.00Weight:29/03/2006

01/09/2005
Causality possibleNot yet recovered
26/04/1931DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

74Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

SIMVASTATIN (Other drug) Reason:

Stopped:Started:Batch:

ASPIRIN (Other drug) Reason:

Stopped:Started:Batch:

OMEPRAZOLE (Other drug) Reason:

Stopped:Started:Batch:

ATENOLOL (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1216789

Preferred Term Severity Report Description Treatment
Hot flush Caused or 

prolonged 
inpatient 
hospitalisation

Patient presented with hot fluhes, tingling in 
the legs, falls racing heart, shortness of 
breath, dyskinetic movements, developed 
postural hypotension.

Serotoninergic 
symptoms/postural HT

Dyskinesia Caused or 
prolonged 
inpatient 
hospitalisation

Dyspnoea Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 592 of 644

Case Number: Gender:
106.00Weight:29/03/2006

01/09/2005
Causality possibleNot yet recovered
26/04/1931DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

74Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

AMIODARONE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

ALLOPURINOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

SERTRALINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1216789

Preferred Term Severity Report Description Treatment
Orthostatic hypotension Caused or 

prolonged 
inpatient 
hospitalisation

Paraesthesia Caused or 
prolonged 
inpatient 
hospitalisation

Tachycardia Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 593 of 644

Case Number: Gender:
80.00Weight:06/04/2006

18/02/2006
Causality possibleRecovered 20/02/2006

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99uAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ENDEP (Interaction) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

PAXTINE (Interaction) Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

TRAMAL SR (Interaction)

23/02/2006 0

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily100.0

TRAMAL (Interaction)

28/02/2006

Reason:

Hospitalisation:

Report Details:
Seq: 1217062

Preferred Term Severity Report Description Treatment
Serotonin syndrome Signs and symptoms of suspected 

serotonin syndrome, as diagnosed by 
emergency room doctor. Patient quite 
agitated, confused and hypomanic.

Tramal ceased, replaced with 
Oxycontin.

Agitation
Confusional state
Hypomania

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 594 of 644

Case Number: Gender:
80.00Weight:06/04/2006

18/02/2006
Causality possibleRecovered 20/02/2006

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

99uAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily OralCapsule 200.0

CELEBREX (Other drug)

0

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

CLOFEN (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1217062

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 595 of 644

Case Number: Gender:
105.00Weight:20/04/2006

Causality possibleRecovered 04/04/2006
12/11/1933DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

72Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram1.0

CIPROFLOXACIN (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

01/04/2006

Reason:

Stopped:Started:Batch:

Megabecquerel Daily IntravenousInjection 2.0

CEFTRIAXONE (Suspected) Reason:

Hospitalisation: Required a visit to the doctor

Report Details:
Seq: 1217554

Preferred Term Severity Report Description Treatment
Cellulitis Patient developed cellulitis left arm picc 

site, rash inner aspect right arm, rash on 
both legs and lower back

Amitripryline ceased and iv 
Ceftriaxone given 2gm. The 
next day rash more evident, 
ceftriaxone ceased, the next 
day rash completely gone. 
Recommenced on Amitripryline

Rash

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 596 of 644

Case Number: Gender:
0.00Weight:

Patient was on Prednisone for Crohns disease, this caused increased weight and sugar levels. Prednisone has been substituted 
with Azathioprine.

19/06/2006

10/12/2005
Causality possibleRecovered
21/06/1958DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

PARACETAMOL (Other drug) Reason:

Diabetes mellitus

Stopped:Started:Batch:

METFORMIN HYDROCHLORIDE (Other drug) Reason:

Diabetes mellitus

Stopped:Started:Batch:

GLICLAZIDE (Other drug) Reason:

Regional enteritis

Stopped:Started:Batch:

AZATHIOPRINE (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1219210

Preferred Term Severity Report Description Treatment
Serotonin syndrome Caused or 

prolonged 
inpatient 
hospitalisation

Serotonin syndrome - myoclonic jerks, 
shivering, sweating as a result of 
combination Tramadol, Amitriptyline and 
narcotics.

Tramadol ceased.

Chills Caused or 
prolonged 
inpatient 
hospitalisation

Hyperhidrosis Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 597 of 644

Case Number: Gender:
0.00Weight:

Patient was on Prednisone for Crohns disease, this caused increased weight and sugar levels. Prednisone has been substituted 
with Azathioprine.

19/06/2006

10/12/2005
Causality possibleRecovered
21/06/1958DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:
Incontinence of urine

Stopped:Started:Batch:

OXYBUTYNIN HYDROCHLORIDE (Other drug) Reason:

Other disturbance of sensation

Stopped:Started:Batch:

Milligram As necessary OralTablet 50.0

TRAMADOL HYDROCHLORIDE (Suspected)

10/12/2004 11/12/2005

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 180.0

OXYCODONE HYDROCHLORIDE (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

10/12/2004

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1219210

Preferred Term Severity Report Description Treatment
Myoclonus Caused or 

prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 598 of 644

Case Number: Gender:
0.00Weight:05/07/2006

01/03/2006
Causality possibleNot yet recovered
10/01/1940DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

66Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Weekly OralTablet 2.0

BACTRIM DS (Suspected)

15/06/2006

Reason:

Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily OralTablet, film coated 4.0

AVANDIA (Suspected)

01/03/2006 15/06/2006

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

AVAPRO (Suspected)

15/06/2006

Reason:

Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily OralTablet 120.0

DIAMICRON MR (Suspected)

15/06/2006

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1219724

Preferred Term Severity Report Description Treatment
Rash maculo-papular Caused or 

prolonged 
inpatient 
hospitalisation

Patient presented with a maculopapular 
rash involving the whole skin and mucous 
membrane with exfoliation. Started as itch 
only approximately 3.5 months ago then 
developed rash. Admitted with 
hypoglycaemia, rash and renal failure.

All medications ceased.

Renal impairment Caused or 
prolonged 
inpatient 
hospitalisation

suspected renal failure

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 599 of 644

Case Number: Gender:
0.00Weight:05/07/2006

01/03/2006
Causality possibleNot yet recovered
10/01/1940DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

66Age:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

NORVASC (Suspected)

15/06/2006

Reason:

Stopped:Started:Batch:

Milligram Daily150.0

AZATHIOPRINE (Suspected)

15/06/2006

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

NOTEN (Suspected)

15/06/2006

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Microgram Daily200.0

CATAPRES (Suspected)

15/06/2006

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1219724

Preferred Term Severity Report Description Treatment
Pruritus Caused or 

prolonged 
inpatient 
hospitalisation

Skin exfoliation Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 600 of 644

Case Number: Gender:
0.00Weight:05/07/2006

01/03/2006
Causality possibleNot yet recovered
10/01/1940DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

66Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

ENDEP (Suspected)

15/06/2006

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1219724

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 601 of 644

Case Number: Gender:
0.00Weight:04/08/2006

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

04/08/2006 ALT = SGPT Jul 2006:  ALT - 80.
04/08/2006 AST = SGOT Jul 2006:  AST - 80.
04/08/2006 GGT = SGGT = 

GGTP
Jul 2006:  GGT - 200.

04/08/2006 Other data Mar 2006 - liver function test normal.  
Jul 2006 - liver function test raised.

Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

OralCapsule

Lyrica (Suspected) Reason:

Stopped:Started:Batch:

OralTablet

ENDEP (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1220567

Preferred Term Severity Report Description Treatment
Vision blurred Blured vision. dry mouth, liver function tests 

raised.Dry mouth
Liver function test abnormal

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 602 of 644

Case Number: Gender:
68.00Weight:08/08/2006

05/07/2006
Causality probableRecovered 21/07/2006
15/08/1979DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram4.0

KALMA (Other drug)

01/07/2006

Reason:

Asthma

Stopped:Started:Batch:

Dose Unspecified InhalationInhalation 2.0

FLIXOTIDE (Other drug)

18/04/2006

Reason:

Otr ecz&der due otr&unsp cause

Stopped:Started:Batch:

BETNOVATE (Other drug)

15/03/2006

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ENDEP (Suspected)

02/07/2006 20/07/2006

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1220654

Preferred Term Severity Report Description Treatment
Oedema peripheral Caused or 

prolonged 
inpatient 
hospitalisation

Peripheral oedema of legs and arms, 
pharyngeal oedema, malaise, anorexia, 
vomiting and poor sleep.

Anorexia Caused or 
prolonged 
inpatient 
hospitalisation

Malaise Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 603 of 644

Case Number: Gender:
68.00Weight:08/08/2006

05/07/2006
Causality probableRecovered 21/07/2006
15/08/1979DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram4.0

KALMA (Other drug)

01/07/2006

Reason:

Asthma

Stopped:Started:Batch:

Dose Unspecified InhalationInhalation 2.0

FLIXOTIDE (Other drug)

18/04/2006

Reason:

Otr ecz&der due otr&unsp cause

Stopped:Started:Batch:

BETNOVATE (Other drug)

15/03/2006

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ENDEP (Suspected)

02/07/2006 20/07/2006

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1220654

Preferred Term Severity Report Description Treatment
Pharyngeal oedema Caused or 

prolonged 
inpatient 
hospitalisation

Poor quality sleep Caused or 
prolonged 
inpatient 
hospitalisation

Vomiting Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 604 of 644

Case Number: Gender:
0.00Weight:

Tay Sachs disease:autonomic neuropathy, previous reflux symptoms when eating too quickly.

17/08/2006

10/07/2006
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:
Constipation

Stopped:Started:Batch:

COLOXYL WITH SENNA (Other drug) Reason:

Constipation

Stopped:Started:Batch:

LACTULOSE (Other drug) Reason:

Constipation

Stopped:Started:Batch:

MOVICOL (Other drug) Reason:

Nausea and vomiting

Stopped:Started:Batch:

METOCLOPRAMIDE HYDROCHLORIDE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1220864

Preferred Term Severity Report Description Treatment
Dysphagia Caused or 

prolonged 
inpatient 
hospitalisation

Barium swollen (14/7): severe failure of 
lower oesophageal sphincter opening-not 
seen to open with peristalsis. Oesophagus 
mildly dilated and demonstrated impaired 
motility. High risk of reflux regurgitation. 
Oropharyngeal dysphagia.

Ceased amitriptyline, 
metoclopramide.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 605 of 644

Case Number: Gender:
0.00Weight:

Tay Sachs disease:autonomic neuropathy, previous reflux symptoms when eating too quickly.

17/08/2006

10/07/2006
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

05/07/2006 14/07/2006

Reason:

Hospitalisation:

Report Details:
Seq: 1220864

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 606 of 644

Case Number: Gender:
0.00Weight:01/09/2006

22/04/2006
Causality possibleNot yet recovered
22/05/1922DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

83Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

WARFARIN SODIUM (Other drug) Reason:

Stopped:Started:Batch:

FRUSEMIDE (Other drug) Reason:

Stopped:Started:Batch:

CELECOXIB (Other drug) Reason:

Stopped:Started:Batch:

DIGOXIN (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1221296

Preferred Term Severity Report Description Treatment
Delirium Caused or 

prolonged 
inpatient 
hospitalisation

Delerium secondary to serotonin 
syndrome, also myoclonic jerking and 
fever.

Myoclonus Caused or 
prolonged 
inpatient 
hospitalisation

Pyrexia Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 607 of 644

Case Number: Gender:
0.00Weight:01/09/2006

22/04/2006
Causality possibleNot yet recovered
22/05/1922DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

83Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

PANTOPRAZOLE (Other drug) Reason:

Stopped:Started:Batch:

SPIRONOLACTONE (Other drug) Reason:

Stopped:Started:Batch:

RAMIPRIL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralCapsule 150.0

TRAMADOL HYDROCHLORIDE (Suspected)

02/05/2006

Reason:

Hospitalisation:

Report Details:
Seq: 1221296

Preferred Term Severity Report Description Treatment
Serotonin syndrome Caused or 

prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 608 of 644

Case Number: Gender:
0.00Weight:01/09/2006

22/04/2006
Causality possibleNot yet recovered
22/05/1922DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

83Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

02/05/2006

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

PAROXETINE HYDROCHLORIDE (Suspected)

01/05/2006

Reason:

Hospitalisation:

Report Details:
Seq: 1221296

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 609 of 644

Case Number: Gender:
0.00Weight:

Previosuly prescibed an antidepressant for back pain and tingling. It gave him terrible noises in the head upon waking,

05/09/2006

22/08/2006
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

86YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

FISH OIL NOS (Other drug) Reason:

Stopped:Started:Batch:

Glucosamine Nos (Other drug) Reason:

Stopped:Started:Batch:

Milligram 1 time OralTablet 10.0

ENDEP (Suspected)

21/08/2006

Reason:

Hospitalisation:

Report Details:
Seq: 1221386

Preferred Term Severity Report Description Treatment
Hallucination, auditory Experienced auditory (wind blowing very 

loudly) and severe headache after taking 
endep 10mg at approx 9pm

Headache

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 610 of 644

Case Number: Gender:
0.00Weight:05/09/2006

19/08/2006
Causality possibleRecovered 19/08/2006
09/05/1928DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

78Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

ISCOVER (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily80.0

MICARDIS (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily10.0

NORVASC (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily100.0

ASPIRIN (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1221404

Preferred Term Severity Report Description Treatment
Tongue oedema Tongue swelled and lip tingly Endone ceased.
Paraesthesia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 611 of 644

Case Number: Gender:
0.00Weight:05/09/2006

19/08/2006
Causality possibleRecovered 19/08/2006
09/05/1928DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

78Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

ENDONE (Suspected)

18/08/2006 19/08/2006

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ENDEP (Suspected)

15/08/2006 19/08/2006

Reason:

Hospitalisation:

Report Details:
Seq: 1221404

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 612 of 644

Case Number: Gender:
80.00Weight:

Hayfever and eczema in history.

13/09/2006

19/08/2006
Causality possibleUnknown
03/01/1970DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:
Contraception

Stopped:Started:Batch:

LOGYNON ED (Other drug) Reason:

Headache

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

TRAMAL SR (Other drug)

27/06/2006

Reason:

Headache

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

ENDEP (Suspected)

18/08/2006 24/08/2006

Reason:

Hospitalisation: Required a visit to the doctor

Report Details:
Seq: 1221596

Preferred Term Severity Report Description Treatment
Pruritus Itching rash (worse in 12 hours following 

dose) and worsening of headache.
Drug ineffective
Headache
Rash

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 613 of 644

Case Number: Gender:
0.00Weight:27/09/2006

02/06/2006
Causality possibleRecovered 11/09/2006
23/06/1951DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54Age:

Additional Information:

Medicine Details:
Other diseases of esophagus

Stopped:Started:Batch:

PARIET (Other drug) Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

LIPITOR (Other drug) Reason:

Pain

Stopped:Started:Batch:

PANADEINE (Other drug) Reason:

Osteoarthritis

Stopped:Started:Batch:

MOBIC (Other drug) Reason:

Hospitalisation: Required a visit to the doctor

Report Details:
Seq: 1221995

Preferred Term Severity Report Description Treatment
Agitation Agitation, anxiety, headaches, dizziness, 

strange behaviour and anger.
Endep.

Abnormal behaviour
Anger
Anxiety
Dizziness
Headache

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 614 of 644

Case Number: Gender:
0.00Weight:27/09/2006

02/06/2006
Causality possibleRecovered 11/09/2006
23/06/1951DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

54Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 60.0

CIPRAMIL (Suspected)

09/10/2005

Reason:

Headache

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

ENDEP (Suspected)

02/06/2006 08/09/2006

Reason:

Hospitalisation: Required a visit to the doctor

Report Details:
Seq: 1221995

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 615 of 644

Case Number: Gender:
0.00Weight:

Patient was also taking Solprin, Quit-X, Mult-B Forte, Novomix-30.

01/12/2006

25/10/2006
Causality possibleNot yet recovered
02/04/1923DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

01/12/2006 ALT = SGPT 1-40 23/10/2006 59
01/12/2006 ALT = SGPT 1-40 25/10/2006 1628
01/12/2006 ALT = SGPT 1-40 26/10/2006 2090
01/12/2006 AST = SGOT 1-35 23/10/2006 45
01/12/2006 AST = SGOT 1-35 26/10/2006 1897
01/12/2006 AST = SGOT 1-35 25/10/2006 2245
01/12/2006 Bilirubin <20 23/10/2006 19

Laboratory Investigations:

83Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

CLOPIDOGREL (Other drug) Reason:

Stopped:Started:Batch:

SPIRIVA (Other drug) Reason:

Stopped:Started:Batch:

Symbicort Turbuhaler (Other drug) Reason:

Stopped:Started:Batch:

PROGOUT (Other drug) Reason:

Hospitalisation: Required a visit to the doctor

Report Details:
Seq: 1223697

Preferred Term Severity Report Description Treatment
Vomiting Patient complained of vomiting and 

nausea, elevated LFTs.
Suspected agents withdrawn, 
supportive care.

Liver function test abnormal
Nausea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 616 of 644

Case Number: Gender:
0.00Weight:

Patient was also taking Solprin, Quit-X, Mult-B Forte, Novomix-30.

01/12/2006

25/10/2006
Causality possibleNot yet recovered
02/04/1923DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

01/12/2006 Bilirubin <20 25/10/2006 39
01/12/2006 Bilirubin <20 26/10/2006 38
01/12/2006 GGT = SGGT = 

GGTP
<55 23/10/2006 53

01/12/2006 GGT = SGGT = 
GGTP

<55 25/10/2006 67
01/12/2006 GGT = SGGT = 

GGTP
<55 26/10/2006 94

01/12/2006 SAP = ALP 23/10/2006 63 35-115
01/12/2006 SAP = ALP 25/10/2006 82 35-115

Laboratory Investigations:

83Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

FRUSEMIDE (Other drug) Reason:

Stopped:Started:Batch:

KENACOMB (Other drug) Reason:

Stopped:Started:Batch:

PROTAPHANE (Other drug) Reason:

Stopped:Started:Batch:

KARVEZIDE 300/12.5 (Other drug) Reason:

Hospitalisation: Required a visit to the doctor

Report Details:
Seq: 1223697

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 617 of 644

Case Number: Gender:
0.00Weight:

Patient was also taking Solprin, Quit-X, Mult-B Forte, Novomix-30.

01/12/2006

25/10/2006
Causality possibleNot yet recovered
02/04/1923DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

01/12/2006 SAP = ALP 26/10/2006 136 35-115

Laboratory Investigations:

83Age:

Additional Information:

Medicine Details:
Pulmonary collapse

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

Profloxin (Suspected)

12/10/2006 17/10/2006 0

Reason:

Pulmonary collapse

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

RULIDE (Suspected)

12/10/2006 16/10/2006

Reason:

Stopped:Started:Batch:

Milligram DailyInjection 30.0

CLEXANE (Suspected)

14/10/2006 18/10/2006

Reason:

Stopped:Started:Batch:

Milligram DailyInjection 60.0

CLEXANE (Suspected)

18/10/2006 24/10/2006

Reason:

Hospitalisation: Required a visit to the doctor

Report Details:
Seq: 1223697

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 618 of 644

Case Number: Gender:
0.00Weight:

Patient was also taking Solprin, Quit-X, Mult-B Forte, Novomix-30.

01/12/2006

25/10/2006
Causality possibleNot yet recovered
02/04/1923DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

83Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ALDACTONE (Suspected)

19/10/2006 25/10/2006

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ENDEP (Suspected)

21/10/2006 22/10/2006 0

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

ENDEP (Suspected)

23/10/2006 25/10/2006

Reason:

Hospitalisation: Required a visit to the doctor

Report Details:
Seq: 1223697

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 619 of 644

Case Number: Gender:
74.00Weight:06/12/2006

05/09/2006
Causality probableRecovered 02/10/2006
10/07/1979DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

06/12/2006 Creatine 
phosphokinase

05/09/2006 1300 High ALTand LDH.
06/12/2006 Creatine 

phosphokinase
02/11/2006 94 High ALTand LDH.

Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:
Pain in joint

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

TRAMAL (Interaction)

18/07/2006 05/09/2006 Tramal ceased.

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ENDEP (Interaction)

18/07/2006

Reason:

Hospitalisation:

Report Details:
Seq: 1223841

Preferred Term Severity Report Description Treatment
Tremor Life 

threatening
Tremor, confusion, flushed twitches, 
nausea, myalgia, abnormal liver function 
tests.

Ceased Tramal.

Blood creatine phosphokinase increasedLife 
threateningConfusional state Life 
threateningFlushing Life 
threateningLiver function test abnormal Life 
threateningMuscle twitching Life 
threateningMyalgia Life 
threateningNausea Life 
threateningSerotonin syndrome Life 
threatening

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 620 of 644

Case Number: Gender:
0.00Weight:19/12/2006

26/09/2006
Causality possibleNot yet recovered
04/09/1924DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

82Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ENDEP (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily OralCapsule 20.0

LOVAN (Interaction) Reason:

Stopped:Started:Batch:

ASPIRIN (Other drug) Reason:

Stopped:Started:Batch:

INDAPAMIDE HEMIHYDRATE (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1224202

Preferred Term Severity Report Description Treatment
Ventricular tachycardia Caused or 

prolonged 
inpatient 
hospitalisation

Tachycardia ventricular and QT interval 
prolonged

Ceased amitriptyline and 
fluoxetine.

Electrocardiogram QT prolonged Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 621 of 644

Case Number: Gender:
0.00Weight:19/12/2006

26/09/2006
Causality possibleNot yet recovered
04/09/1924DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

82Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

PANTOPRAZOLE (Other drug) Reason:

Stopped:Started:Batch:

LISINOPRIL (Other drug)

0

Reason:

Stopped:Started:Batch:

DIAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

GRAPEFRUIT JUICE (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1224202

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 622 of 644

Case Number: Gender:
0.00Weight:08/01/2007

07/10/2006
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

18YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Microgynon 50 ED (Other drug) Reason:

Disturbance of sleep

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

ENDEP (Suspected)

05/10/2006 0

Reason:

Hospitalisation: Required a visit to the doctor

Report Details:
Seq: 1224404

Preferred Term Severity Report Description Treatment
Polyuria Increased freqency of urination. Ceased.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 623 of 644

Case Number: Gender:
80.00Weight:27/01/2007

23/01/2007
Causality certainUnknown 27/01/2007
04/10/1934DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

72Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet

ENDEP (Suspected)

21/01/2007 0

Reason:

Hospitalisation:

Report Details:
Seq: 1225117

Preferred Term Severity Report Description Treatment
Chest discomfort Incapacity/dis

ability
Tightness of chest, complaining of hard to 
breathe, lasts for approx 2 hours post dose. 
is dose related.

diazepam sometimes helps, 
but not lately

Dyspnoea Incapacity/dis
ability

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 624 of 644

Case Number: Gender:
0.00Weight:14/02/2007

30/01/2007
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

NEURONTIN (Other drug) Reason:

Stopped:Started:Batch:

ENDEP (Suspected) Reason:

Stopped:Started:Batch:

ZOLOFT (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily Oral300.0

Lyrica (Suspected) Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1225813

Preferred Term Severity Report Description Treatment
Fall Falling down and sleeping for 20 hours a 

day; fine tremor in both arms, more  
pronounced in the left; a few days later 
this was a whole body tremor, with   
weakness of arms.

Hypersomnia
Muscular weakness
Tremor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 625 of 644

Case Number: Gender:
0.00Weight:16/02/2007

Causality possibleRecovered
04/03/1968DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

16/02/2007 ALT = SGPT 10/10/2006 38
16/02/2007 ALT = SGPT 12/10/2006 317
16/02/2007 ALT = SGPT 17/10/2006 96
16/02/2007 ALT = SGPT 16/10/2006 125
16/02/2007 AST = SGOT 10/10/2006 19
16/02/2007 AST = SGOT 12/10/2006 238
16/02/2007 AST = SGOT 17/10/2006 18

Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 2000.0

PARACETAMOL (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CARBAMAZEPINE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

TRAMADOL HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

15/10/2006

Reason:

Hospitalisation:

Report Details:
Seq: 1225900

Preferred Term Severity Report Description Treatment
Hepatic function abnormal LFT's rasied. Decreased dose of 

Carbamazepine. Changed from 
Methadone to Hydromorphone 
and Fentanyl.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 626 of 644

Case Number: Gender:
0.00Weight:16/02/2007

Causality possibleRecovered
04/03/1968DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

16/02/2007 AST = SGOT 16/10/2006 23
16/02/2007 GGT = SGGT = 

GGTP
10/10/2006 226

16/02/2007 GGT = SGGT = 
GGTP

12/10/2006 663
16/02/2007 GGT = SGGT = 

GGTP
16/10/2006 497

16/02/2007 GGT = SGGT = 
GGTP

17/10/2006 468

Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily Oral180.0

METHADONE HYDROCHLORIDE (Suspected)

15/10/2006

Reason:

Hospitalisation:

Report Details:
Seq: 1225900

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 627 of 644

Case Number: Gender:
0.00Weight:19/02/2007

15/06/2004
Causality possibleRecovered 15/04/2005

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified8.0

DI-GESIC (Other drug) Reason:

Stopped:Started:Batch:

Milligram25.0

VIOXX (Other drug)

15/10/2004

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily8.0

VALIUM (Other drug)

15/02/2005

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily200.0

TRAMADOL HYDROCHLORIDE (Suspected)

15/02/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1225921

Preferred Term Severity Report Description Treatment
Convulsion Patient described seizures as "involuntary 

muscle movements and jerks of legs and 
arms, like intense muscle spasm and 
cramp". GP witnessed one episode and 
described it as a seizure, no loss of 
conciousness.

Epilim. All drugs ceased by 
patient.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 628 of 644

Case Number: Gender:
0.00Weight:19/02/2007

15/06/2004
Causality possibleRecovered 15/04/2005

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

15/03/2005

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily25.0

ENDEP (Suspected)

15/02/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1225921

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 629 of 644

Case Number: Gender:
0.00Weight:20/02/2007

Causality possibleNot yet recovered
10/08/1964DOB:

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

ROACCUTANE (Suspected)

15/08/2006 16/01/2007 0

Reason:

Stopped:Started:Batch:

Milligram Oral10.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

15/06/2003 0

Reason:

Hospitalisation:

Report Details:
Seq: 1225967

Preferred Term Severity Report Description Treatment
Syncope Life 

threatening
Patient experienced syncope/presyncope 
and AV block during the use of 
Roaccutane.Atrioventricular block

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 630 of 644

Case Number: Gender:
60.00Weight:27/02/2007

02/02/2007
Causality possibleRecovered 05/02/2007
24/08/1942DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

64Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

CIPRAMIL (Interaction)

19/01/2007

Reason:

Paralysis agitans

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

SINEMET (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

ENDEP (Interaction)

02/01/2007

Reason:

Hospitalisation:

Report Details:
Seq: 1226134

Preferred Term Severity Report Description Treatment
Serotonin syndrome Caused or 

prolonged 
inpatient 
hospitalisation

Serotonin Syndrome Supportive treatment

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 631 of 644

Case Number: Gender:
79.00Weight:06/03/2007

15/12/2006
Causality possibleNot yet recovered
15/10/1946DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

60Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily150.0

CYCLOSPORIN-A (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 32.0

ATACAND (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 240.0

ISOPTIN (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation: Required a visit to the doctor

Report Details:
Seq: 1226387

Preferred Term Severity Report Description Treatment
Hirsutism Hirsutism - facial, arms, abdomen, legs. Reduced dose Cyclosporin.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 632 of 644

Case Number: Gender:
79.00Weight:06/03/2007

15/12/2006
Causality possibleNot yet recovered
15/10/1946DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

60Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

TEMAZEPAM (Suspected) Reason:

Hospitalisation: Required a visit to the doctor

Report Details:
Seq: 1226387

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 633 of 644

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:

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

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 634 of 644

Case Number: Gender:
0.00Weight:04/05/2007

12/02/2007
Causality possibleRecovered 13/03/2007
05/04/1934DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

04/05/2007 Skin biopsy Skin biopsy consistent with drug eruption.

Laboratory Investigations:

72Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram OralTablet 70.0

FOSAMAX (Other drug)

11/08/2006 15/09/2006

Reason:

Stopped:Started:Batch:

DIAMICRON MR (Other drug) Reason:

Stopped:Started:Batch:

RENITEC (Other drug) Reason:

Stopped:Started:Batch:

LASIX (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1228219

Preferred Term Severity Report Description Treatment
Scrotal oedema Caused or 

prolonged 
inpatient 
hospitalisation

Patient developed a maculopapular 
eruption, had a generalised itchy rash, 
eosinophilia and peripheral hand and 
scrotal oedema.

Celestone wet wraps, 
prednisolone reducing dose 
(50mg and tapered), cessation 
of drugs.

Drug eruption Caused or 
prolonged 
inpatient 
hospitalisation

Eosinophilia Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 635 of 644

Case Number: Gender:
0.00Weight:04/05/2007

12/02/2007
Causality possibleRecovered 13/03/2007
05/04/1934DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

72Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

CALTRATE (Other drug) Reason:

Stopped:Started:Batch:

LIPITOR (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ENDEP (Suspected)

02/02/2007 05/03/2007

Reason:

Stopped:Started:Batch:

Milligram Daily100.0

TEGRETOL (Suspected)

02/02/2007 05/03/2007

Reason:

Hospitalisation:

Report Details:
Seq: 1228219

Preferred Term Severity Report Description Treatment
Oedema peripheral Caused or 

prolonged 
inpatient 
hospitalisation

Pruritus Caused or 
prolonged 
inpatient 
hospitalisation

Rash maculo-papular Caused or 
prolonged 
inpatient 
hospitalisation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 636 of 644

Case Number: Gender:
78.00Weight:

PHx: Recurrent UTIs, IHD/AMI, laminectomy, CCF, PVD, Narcolepsy, HT, sciatica.

11/05/2007

13/02/2007
Causality probableRecovered
20/11/1926DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

11/05/2007 Neutrophils 08/02/2007 2.52 1.8-8.0x10^9/L
11/05/2007 Neutrophils 13/02/2007 1.47 1.8-8.0x10^9/L
11/05/2007 Neutrophils 16/02/2007 1.45 1.8-8.0x10^9/L
11/05/2007 Neutrophils 06/03/2007 1.94 1.8-8.0x10^9/L
11/05/2007 Neutrophils 02/03/2007 1.57 1.8-8.0x10^9/L
11/05/2007 Neutrophils 23/02/2007 1.19 1.8-8.0x10^9/L
11/05/2007 White blood cells 08/02/2007 4.0 4-11x10^9/L

Laboratory Investigations:

80Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram20.0

LIPITOR (Other drug) Reason:

Stopped:Started:Batch:

Milligram50.0

CARVEDILOL HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Microgram25.0

DUROGESIC (Other drug) Reason:

Stopped:Started:Batch:

Gram1.5

KEFLEX (Other drug)

30/01/2007

Reason:

Hospitalisation:

Report Details:
Seq: 1228438

Preferred Term Severity Report Description Treatment
Neutropenia Life 

threatening
Patient developed decreased neutrophil 
count - neutropenia and leukopenia.

Endep stopped. Monitored 
FBE.

Leukopenia Life 
threatening

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 637 of 644

Case Number: Gender:
78.00Weight:

PHx: Recurrent UTIs, IHD/AMI, laminectomy, CCF, PVD, Narcolepsy, HT, sciatica.

11/05/2007

13/02/2007
Causality probableRecovered
20/11/1926DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

11/05/2007 White blood cells 13/02/2007 3.5 4-11x10^9/L
11/05/2007 White blood cells 16/02/2007 3.4 4-11x10^9/L
11/05/2007 White blood cells 23/02/2007 3.1 4-11x10^9/L
11/05/2007 White blood cells 02/03/2007 3.5 4-11x10^9/L
11/05/2007 White blood cells 06/03/2007 4.5 4-11x10^9/L

Laboratory Investigations:

80Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Microgram Daily50.0

THYROXINE SODIUM (Other drug)

0

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

LASIX (Other drug)

0

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ENDEP (Suspected)

22/01/2007 28/02/2007 0

Reason:

Hospitalisation:

Report Details:
Seq: 1228438

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 638 of 644

Case Number: Gender:
100.00Weight:21/05/2007

17/04/2007
Causality possibleRecovered 19/04/2007
27/12/1942DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

64Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram5.0

WARFARIN SODIUM (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily20.0

ENDEP (Interaction)

13/04/2007

Reason:

Stopped:Started:Batch:

Milligram50.0

TENORMIN (Other drug) Reason:

Stopped:Started:Batch:

Milligram10.0

COVERSYL (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1228703

Preferred Term Severity Report Description Treatment
International normalised ratio increasedCaused or 

prolonged 
inpatient 
hospitalisation

Post extraction of several teeth patient 
experienced one socket re-bleeding.

Phytomenadione 2mg IV, 2 
units of fresh frozen plasma. 
Further 2 units fresh frozen 
plasma and phytomenadione 
10mg IV. Articane with 
adrenaline 1:100,000.

Haemorrhage Caused or 
prolonged 
inpatient 
hospitalisation

haemorrhage post dental extraction

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 639 of 644

Case Number: Gender:
100.00Weight:21/05/2007

17/04/2007
Causality possibleRecovered 19/04/2007
27/12/1942DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

64Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram1.0

PARACETAMOL (Other drug)

17/04/2007

Reason:

Stopped:Started:Batch:

Gram2.0

AMOXYCILLIN SODIUM (Other drug)

17/04/2007 17/04/2007

Reason:

Stopped:Started:Batch:

Milligram Daily10.0

ENDEP (Other drug)

13/04/2007

Reason:

Hospitalisation:

Report Details:
Seq: 1228703

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 640 of 644

Case Number: Gender:
0.00Weight:

correlatedwith increase in tramadol dose. possible drug interaction with TCA

21/06/2007

03/04/2007
Causality possibleRecovered 05/04/2007

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:
Other disturbance of sensation

Stopped:Started:Batch:

Milligram Monthly OralTablet 200.0

TRAMAL SR (Interaction)

02/04/2007 04/04/2007

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

ENDEP (Interaction) Reason:

Stopped:Started:Batch:

Milligram40.0

LIPITOR (Other drug) Reason:

Stopped:Started:Batch:

CLIMARA (Other drug) Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1230026

Preferred Term Severity Report Description Treatment
Serotonin syndrome Patient experienced Serotonin Syndrome, 

dizziness, vomiting, nausea, dry mouth, 
hypotension, clammy.

Ceased Tramadol changed to 
Oxycontin, IV fluids, 
metoclopramide.Cold sweat

Dizziness
Dry mouth
Hypotension
Nausea
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 641 of 644

Case Number: Gender:
0.00Weight:

correlatedwith increase in tramadol dose. possible drug interaction with TCA

21/06/2007

03/04/2007
Causality possibleRecovered 05/04/2007

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified1.0

CALTRATE (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified1.0

OSTELIN 1000 (Other drug) Reason:

Stopped:Started:Batch:

Milligram20.0

METHOTREXATE (Other drug) Reason:

Stopped:Started:Batch:

FOLIC ACID (Other drug) Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1230026

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 642 of 644

Case Number: Gender:
0.00Weight:

correlatedwith increase in tramadol dose. possible drug interaction with TCA

21/06/2007

03/04/2007
Causality possibleRecovered 05/04/2007

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OMEPRAZOLE (Other drug) Reason:

Stopped:Started:Batch:

FOSAMAX (Other drug) Reason:

Stopped:Started:Batch:

PREDNISOLONE (Other drug) Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1230026

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 643 of 644

Case Number: Gender:
0.00Weight:

History of pancreatitis and long term ETOH usage.

27/07/2007

19/01/2007
Causality possibleNot yet recovered
21/07/1943DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

63Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

TRIMETHOPRIM-SULFAMETHOXAZOLE (Other drug) Reason:

Pain

Stopped:Started:Batch:

MORPHINE SULPHATE (Other drug) Reason:

Pain

Stopped:Started:Batch:

OXYCODONE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

CREON (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1231273

Preferred Term Severity Report Description Treatment
Convulsion Caused or 

prolonged 
inpatient 
hospitalisation

Seizures for investigation. Tonic clonic 
seizure.

Zyban ceased. Commenced 
sodium valproate 200mg/bd.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: 
AMITRIP,AMITRIPTYLINE HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 09:19AM Database: pusime02 ADRS004 Page 644 of 644

Case Number: Gender:
0.00Weight:

History of pancreatitis and long term ETOH usage.

27/07/2007

19/01/2007
Causality possibleNot yet recovered
21/07/1943DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

63Age:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

ALPRAZOLAM (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Smoker

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

Zyban (Suspected)

19/01/2007

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1231273

Causality:


	2093
	1

	2093
	1

	2112
	1

	2764
	1

	58056
	1

	58403
	1

	58793
	1

	59137
	1

	59427
	1

	60485
	1

	60485
	1

	60978
	1

	60978
	1

	61340
	1

	61573
	1

	62032
	1

	62935
	1

	63688
	1

	65623
	1

	65652
	1

	65903
	1

	66366
	1

	66366
	1

	66366
	1

	66370
	1

	66567
	1

	66567
	1

	66581
	1

	66581
	1

	66583
	1

	66824
	1

	66824
	1

	66940
	1

	67124
	1

	67124
	1

	67274
	1

	67336
	1

	68124
	1

	68177
	1

	68623
	1

	68696
	1

	68909
	1

	69138
	1

	69837
	1

	70290
	1

	70290
	1

	70357
	1

	70357
	1

	70362
	1

	70380
	1

	70837
	1

	70854
	1

	70854
	1

	71037
	1

	71666
	1

	71972
	1

	71972
	1

	71972
	1

	71972
	1

	72410
	1

	72745
	1

	73272
	1

	73489
	1

	73810
	1

	73810
	1

	74318
	1

	74829
	1

	75205
	1

	75205
	1

	75205
	1

	75639
	1

	75639
	1

	75848
	1

	75983
	1

	75983
	1

	76077
	1

	76101
	1

	76470
	1

	76470
	1

	76864
	1

	76864
	1

	77010
	1

	77010
	1

	77634
	1

	77803
	1

	77942
	1

	77942
	1

	78506
	1

	78561
	1

	78697
	1

	78697
	1

	78937
	1

	79091
	1

	79091
	1

	79500
	1

	80275
	1

	80275
	1

	80699
	1

	80699
	1

	80705
	1

	80705
	1

	81070
	1

	81211
	1

	81687
	1

	81687
	1

	81815
	1

	83054
	1

	83054
	1

	83054
	1

	83240
	1

	83240
	1

	83325
	1

	83325
	1

	83325
	1

	84010
	1

	84010
	1

	84104
	1

	85435
	1

	85435
	1

	85435
	1

	85435
	1

	85435
	1

	85435
	1

	85552
	1

	85830
	1

	85854
	1

	85928
	1

	85928
	1

	86657
	1

	87417
	1

	87630
	1

	87652
	1

	87652
	1

	87652
	1

	87684
	1

	87743
	1

	87743
	1

	87743
	1

	87743
	1

	87990
	1

	87990
	1

	88964
	1

	88964
	1

	88970
	1

	88971
	1

	88992
	1

	89179
	1

	89179
	1

	89616
	1

	89616
	1

	89616
	1

	89616
	1

	90103
	1

	90656
	1

	90656
	1

	91223
	1

	91223
	1

	91465
	1

	91754
	1

	91755
	1

	91756
	1

	92241
	1

	92419
	1

	92419
	1

	93240
	1

	93243
	1

	93243
	1

	93763
	1

	93763
	1

	93939
	1

	93939
	1

	93939
	1

	93939
	1

	93939
	1

	93939
	1

	93977
	1

	94033
	1

	94189
	1

	94289
	1

	94292
	1

	94437
	1

	94528
	1

	94667
	1

	94667
	1

	94838
	1

	95169
	1

	95376
	1

	95376
	1

	95635
	1

	95749
	1

	97000
	1

	97138
	1

	97439
	1

	97702
	1

	97828
	1

	97828
	1

	98655
	1

	98700
	1

	98808
	1

	98835
	1

	99547
	1

	99570
	1

	99570
	1

	100057
	1

	100066
	1

	100412
	1

	100412
	1

	100534
	1

	100551
	1

	100979
	1

	101009
	1

	101442
	1

	101442
	1

	101656
	1

	101656
	1

	102091
	1

	102543
	1

	102560
	1

	102560
	1

	102564
	1

	102569
	1

	102571
	1

	102854
	1

	103300
	1

	103303
	1

	103680
	1

	103867
	1

	103880
	1

	104818
	1

	104818
	1

	105055
	1

	105055
	1

	105288
	1

	105288
	1

	105517
	1

	105519
	1

	105686
	1

	105784
	1

	105818
	1

	105945
	1

	105945
	1

	106068
	1

	106197
	1

	106220
	1

	106220
	1

	106502
	1

	106815
	1

	107505
	1

	107505
	1

	107698
	1

	107698
	1

	107992
	1

	108212
	1

	108837
	1

	108846
	1

	109033
	1

	109105
	1

	109231
	1

	109232
	1

	109263
	1

	109273
	1

	109501
	1

	109511
	1

	109515
	1

	109516
	1

	109518
	1

	110039
	1

	110181
	1

	110414
	1

	110598
	1

	110598
	1

	110906
	1

	110906
	1

	111349
	1

	112600
	1

	112600
	1

	112600
	1

	113221
	1

	113345
	1

	113364
	1

	114016
	1

	114329
	1

	114342
	1

	114342
	1

	114833
	1

	115461
	1

	115685
	1

	115883
	1

	115883
	1

	115918
	1

	115918
	1

	116149
	1

	116389
	1

	116389
	1

	116660
	1

	116963
	1

	116967
	1

	117259
	1

	118032
	1

	118785
	1

	119078
	1

	119320
	1

	119320
	1

	119453
	1

	119814
	1

	119814
	1

	120019
	1

	120019
	1

	120069
	1

	120081
	1

	121290
	1

	121290
	1

	121581
	1

	121747
	1

	122428
	1

	122428
	1

	122731
	1

	123788
	1

	123816
	1

	123878
	1

	124561
	1

	124561
	1

	124609
	1

	124609
	1

	124612
	1

	124612
	1

	124762
	1

	125800
	1

	125801
	1

	125879
	1

	125879
	1

	125879
	1

	125879
	1

	126003
	1

	126003
	1

	126677
	1

	126696
	1

	126872
	1

	128085
	1

	128085
	1

	128334
	1

	128334
	1

	128510
	1

	128510
	1

	128782
	1

	128939
	1

	129149
	1

	130635
	1

	130773
	1

	130773
	1

	131352
	1

	133235
	1

	133235
	1

	133878
	1

	133878
	1

	134253
	1

	134289
	1

	134289
	1

	135295
	1

	135295
	1

	135295
	1

	135467
	1

	136232
	1

	136559
	1

	136591
	1

	136815
	1

	136860
	1

	137525
	1

	138518
	1

	138518
	1

	138646
	1

	138646
	1

	139194
	1

	140292
	1

	140777
	1

	141388
	1

	141601
	1

	143143
	1

	143144
	1

	143309
	1

	143309
	1

	143309
	1

	143309
	1

	143311
	1

	143311
	1

	144205
	1

	144448
	1

	144448
	1

	144448
	1

	145620
	1

	147521
	1

	148138
	1

	149035
	1

	149411
	1

	149657
	1

	151733
	1

	151733
	1

	151733
	1

	151778
	1

	153097
	1

	154639
	1

	154645
	1

	154969
	1

	156301
	1

	156301
	1

	156991
	1

	158045
	1

	158223
	1

	159597
	1

	159826
	1

	159922
	1

	159922
	1

	160197
	1

	160848
	1

	161069
	1

	161330
	1

	162180
	1

	162384
	1

	162384
	1

	162593
	1

	162604
	1

	163550
	1

	163727
	1

	163757
	1

	163757
	1

	165061
	1

	165563
	1

	165593
	1

	166528
	1

	166528
	1

	167243
	1

	167243
	1

	167243
	1

	167753
	1

	167753
	1

	167966
	1

	168122
	1

	168122
	1

	170287
	1

	170287
	1

	170300
	1

	170300
	1

	170300
	1

	170546
	1

	170605
	1

	170605
	1

	170616
	1

	170841
	1

	170842
	1

	172512
	1

	172512
	1

	172524
	1

	173741
	1

	173956
	1

	173956
	1

	173956
	1

	174125
	1

	174137
	1

	174137
	1

	175745
	1

	175963
	1

	176093
	1

	176678
	1

	176678
	1

	176678
	1

	177338
	1

	177338
	1

	179805
	1

	179805
	1

	180764
	1

	183721
	1

	184012
	1

	184012
	1

	184360
	1

	184961
	1

	185128
	1

	186104
	1

	186104
	1

	186104
	1

	186104
	1

	186382
	1

	186779
	1

	186937
	1

	188269
	1

	188269
	1

	188269
	1

	188269
	1

	188389
	1

	188436
	1

	188547
	1

	190213
	1

	190213
	1

	190727
	1

	190727
	1

	190727
	1

	190904
	1

	191095
	1

	191113
	1

	191114
	1

	191216
	1

	191233
	1

	191391
	1

	191473
	1

	193907
	1

	193930
	1

	194311
	1

	194437
	1

	194684
	1

	194684
	1

	195119
	1

	195274
	1

	195274
	1

	195292
	1

	196160
	1

	196478
	1

	196665
	1

	196682
	1

	196754
	1

	196958
	1

	197079
	1

	197583
	1

	197673
	1

	197889
	1

	199387
	1

	199505
	1

	199596
	1

	199796
	1

	199796
	1

	199988
	1

	199988
	1

	200190
	1

	200190
	1

	200342
	1

	200342
	1

	200396
	1

	200979
	1

	200979
	1

	201589
	1

	201589
	1

	204761
	1

	204761
	1

	204761
	1

	205132
	1

	205275
	1

	205275
	1

	205275
	1

	205621
	1

	205621
	1

	205621
	1

	205854
	1

	205854
	1

	205854
	1

	205854
	1

	206217
	1

	206347
	1

	206482
	1

	206482
	1

	206482
	1

	208190
	1

	208190
	1

	208670
	1

	208670
	1

	208670
	1

	209485
	1

	210086
	1

	210123
	1

	210123
	1

	210123
	1

	210214
	1

	210412
	1

	210412
	1

	212062
	1

	212062
	1

	212367
	1

	212405
	1

	212405
	1

	212405
	1

	212406
	1

	212418
	1

	212418
	1

	214540
	1

	214540
	1

	214654
	1

	215131
	1

	215320
	1

	215586
	1

	215586
	1

	215586
	1

	216006
	1

	216655
	1

	216789
	1

	216789
	1

	217062
	1

	217062
	1

	217554
	1

	219210
	1

	219210
	1

	219724
	1

	219724
	1

	219724
	1

	220567
	1

	220654
	1

	220654
	1

	220864
	1

	220864
	1

	221296
	1

	221296
	1

	221296
	1

	221386
	1

	221404
	1

	221404
	1

	221596
	1

	221995
	1

	221995
	1

	223697
	1

	223697
	1

	223697
	1

	223697
	1

	223841
	1

	224202
	1

	224202
	1

	224404
	1

	225117
	1

	225813
	1

	225900
	1

	225900
	1

	225921
	1

	225921
	1

	225967
	1

	226134
	1

	226387
	1

	226387
	1

	226975
	1

	228219
	1

	228219
	1

	228438
	1

	228438
	1

	228703
	1

	228703
	1

	230026
	1

	230026
	1

	230026
	1

	231273
	1

	231273
	1


