TGA

THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 1988 Unclear causality excluded GM medicines Only Tradenames: AMITRIP,AMITRIPTYLINE

THERAPEUTIC GOODS ADMINISTRATION

Case Line Listing

HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL, TRYPTINE

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
49 12/06/1973 49 M |Recovered AVIL RETARD Interaction 2 Agitation
TRYPTANOL Interaction 0 Dry mouth
TRILAFON Interaction 0 Tachycardia
353 12/09/1977 25 F |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected 7 Oedema peripheral
DOXEPIN HYDROCHLORIDE Other drug 26
NITRAZEPAM Other drug
CITRADEX Other drug
CHLORPROMAZINE Other drug
411 12/04/1978 ?? F |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected Orthostatic hypotension
731 20/07/1983 58 M |Unknown ELAVIL Suspected Hyperhidrosis
1341 04/02/1987 72 F [Unknown CAPTOPRIL Suspected Oesophagitis
FRUSEMIDE Suspected
AMITRIPTYLINE HYDROCHLORIDE Suspected
ALLOPURINOL Suspected
FELDENE Suspected 7
7023 28/11/1972 42 F |Recovered ELAVIL Suspected Abdominal pain
ELAVIL Suspected Visual disturbance
Glossitis
Anorexia
Dizziness
Hypokinesia
Thirst
Dizziness
7146 15/10/1972 36 F |Not yetrecovered [AMITRIPTYLINE HYDROCHLORIDE Suspected 222 Neutropenia
VALIUM Other drug 193 Platelet disorder
PARAPHENYLINE DIAMINE Other drug
7377 16/02/1973 42 M [Unknown TRYPTANOL Suspected 5 Purpura
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Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
7482 13/12/1972 79 F |Recovered TRYPTANOL Suspected Fatigue
TRYPTANOL Suspected Visual disturbance
Abdominal pain
Weight decreased
7518 26/03/1973 19 M |Unknown TRYPTANOL Interaction 46 Confusional state
ANAESTHETIC LOCAL NOS Interaction 0
7625 27/04/1973 57 M |[Recovered TRYPTANOL Suspected Ejaculation failure
7831 12/06/1973 49 M |[Recovered AVIL RETARD Interaction 0 Somnolence
TRYPTANOL Interaction 2379
TRILAFON Interaction 887
7934 07/07/1973 ?? M |Recovered with seqUAMITRIPTYLINE HYDROCHLORIDE Suspected 1 Urinary retention
DORIDEN Other drug
7940 29/05/1973 64 M  [Unknown TRYPTANOL Suspected Polyuria
Micturition disorder
Micturition disorder
8009 20/07/1973 43 M [Unknown TRYPTANOL Suspected 4 Rash erythematous
8155 26/07/1973 40 F |Recovered LAROXYL Suspected Nightmare
8163 10/08/1973 52 F [Recovered LAROXYL Suspected 30 Purpura
VVALIUM Other drug Haemoptysis
Gastrointestinal haemorrhage
Vaginal haemorrhage
Platelet adhesiveness decreased
8175 10/08/1973 54 M |[Recovered TRYPTANOL Suspected 7 Coordination abnormal
DIGOXIN Other drug
HYGROTON Other drug
SLOW-K Other drug
8228 22/07/1973 71 F [Death PHENELZINE SULPHATE Interaction Cerebral haemorrhage
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8228 22/07/1973 71 F |Death CHLORPROMAZINE Interaction Cerebral haemorrhage
GUANETHIDINE SULPHATE Interaction Sudden death
AMITRIPTYLINE HYDROCHLORIDE Interaction
TRIFLUOPERAZINE Interaction
SLOW-K Other drug
FRUSEMIDE Other drug
CYCLOPENTHIAZIDE Other drug
NITRAZEPAM Other drug
ETHCHLORVYNOL Other drug
8331 05/09/1973 61 F |Notyetrecovered [LAROXYL Suspected 3 Dermatitis
BUTOBARBITONE Suspected 3
8427 29/08/1973 75 F |Recovered TRYPTANOL Suspected Orthostatic hypotension
TRYPTANOL Suspected 1
8648 18/10/1973 26 F |Recovered CONCORDIN Suspected 11 Pruritus
TRYPTANOL Suspected 11 Photosensitivity reaction
8716 23/11/1973 ?? M |Recovered CHLOTRIDE Interaction 10 Gout
TRYPTANOL Interaction 1
8718 20/11/1973 64 M |Death, maybe drug [CITANEST-OCTAPRESSIN Suspected Pain
LANOXIN Other drug Myocardial infarction
ANGININE Other drug
LAROXYL Suspected
INDOCID Other drug
VALIUM Suspected
8817 13/12/1973 39 M |[Recovered CONCORDIN Suspected 12 Rash erythematous
TRYPTANOL Suspected 56 Rash maculo-papular
8869 10/12/1973 77 M |[Recovered TRYPTANOL Suspected Dizziness
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8869 10/12/1973 77 M |Recovered LANOXIN Other drug Electrocardiogram abnormal
Syncope
Vomiting
8880 27/12/1973 43 M |Recovered TRYPTANOL Suspected 200 Dry mouth
Hyperhidrosis
Visual disturbance
8904 06/12/1973 23 F |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected Dyspnoea
Tachycardia
8924 29/12/1973 66 F [Recovered PHENYLBUTAZONE Suspected Thrombocytopenia
PALAPRIN Suspected Thrombocytopenia
TRYPTANOL Suspected
MOGADON Other drug
DISPRIN Other drug
8943 16/01/1974 33 F |Recovered PARNATE Interaction 7 Hypertension
AMITRIPTYLINE HYDROCHLORIDE Interaction 14 Confusional state
MELLERIL Interaction
9007 10/01/1974 32 M [Recovered STELAZINE Suspected 7 Haemorrhage
ELAVIL Suspected 7 Haemorrhage
9016 08/02/1974 68 F |Death PHENYTOIN SODIUM Suspected 40 Agranulocytosis
FLAGYL Suspected Neutropenia
VALIUM Suspected
SANDOMIGRAN Suspected
NYSTATIN Suspected
AMITRIPTYLINE HYDROCHLORIDE Suspected
DIGOXIN Suspected
DRINAMYL Suspected
BEX Suspected
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9016 08/02/1974 68 F |Death BEX Suspected
ASPALGIN Suspected
ASPALGIN Suspected

9023 12/02/1974 46 M |Recovered VISKEN Suspected 256 Somnolence
VALIUM Suspected 345
AMITRIPTYLINE HYDROCHLORIDE Suspected
CATAPRES Suspected
CYCLOPENTHIAZIDE Suspected
SLOW-K Suspected

9040 15/02/1974 61 F [Recovered TRYPTANOL Suspected 7 Hallucination

9046 27/06/1973 27 M |Death HEMINEURIN Suspected Cardiac disorder
METHAQUALONE HYDROCHLORIDE| Suspected
STELAZINE Suspected 68
COGENTIN Suspected 68
AMITRIPTYLINE HYDROCHLORIDE Suspected 50
ORAP Suspected 29
HEMINEURIN Suspected 20

9238 11/02/1974 52 M |Recovered TEGRETOL Suspected 11 Lichenoid keratosis
TEGRETOL Suspected Lichenoid keratosis
TRYPTANOL Suspected 4 Stomatitis

Stomatitis

9296 06/04/1974 56 M |Recovered TRYPTANOL Suspected Anorexia
LASIX Other drug Faeces discoloured
MIDAMOR Other drug Hyperbilirubinaemia
DIGOXIN Other drug Hepatitis cholestatic
ZYLOPRIM Other drug
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9307 01/05/1974 26 F |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected 2 Oliguria

9403 22/05/1974 81 F |Recovered ANTI-NAUS Interaction Dyskinesia
AMITRIPTYLINE HYDROCHLORIDE Interaction 0

9599 30/06/1974 68 F |Recovered PROPRANOLOL HYDROCHLORIDE Suspected Dyspnoea
AMITRIPTYLINE HYDROCHLORIDE Suspected Chest pain
ANGININE Suspected Productive cough
VALIUM Suspected
LASIX Other drug
POTAVESCENT Suspected
COLOXYL Suspected

9664 05/08/1974 28 M |Unknown TRYPTANOL Suspected 3 Erectile dysfunction

9780 10/08/1974 82 F |Recovered DISIPAL Suspected 0 Confusional state
ANALGESIC NOS Other drug Hallucination
SONERYL Suspected 182
TRYPTANOL Suspected 182
LIBRIUM Suspected 182

9854 20/09/1974 54 M |Unknown MELLERIL Suspected 52 Libido decreased
VALIUM Suspected 52
LAROXYL Suspected 52

10101 15/10/1974 61 F |Recovered CARBRITAL Suspected 5750 |Encephalopathy
CHLORDIAZEPOXIDE Suspected 59 Agitation
AMITRIPTYLINE HYDROCHLORIDE Suspected 248 Confusional state
THIORIDAZINE HYDROCHLORIDE Suspected 5 Hallucination

Incoherent
Abnormal behaviour
10508 20/12/1973 61 M |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected Intestinal obstruction
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10721 21/02/1975 36 F |Recovered TRIPTIL Suspected 71 Rash erythematous
TRYPTANOL Suspected 71
10736 14/02/1975 32 F |Recovered TRYPTANOL Suspected Meningomyelocele
11112 01/04/1975 26 F |Not yet recovered [VALIUM Suspected 65 Vitiligo
LAROXYL Suspected 65
11155 01/04/1975 50 M |Recovered ELAVIL Suspected 2 Dry mouth
Dizziness
Pain
Urinary retention
11247 01/04/1975 54 F |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected 14 Rash
TOLBUTAMIDE Other drug 245 Rash
METFORMIN HYDROCHLORIDE Other drug 273
11388 01/05/1975 26 F [Recovered TRYPTANOL Suspected 6 Constipation
11460 09/05/1975 22 F [Unknown AMITRIPTYLINE HYDROCHLORIDE Suspected Exomphalos
LARGACTIL Other drug
11586 16/05/1975 48 F |Recovered TRYPTANOL Suspected 15 Constipation
Abdominal pain
11620 14/04/1975 27 M |Not yet recovered [TRYPTANOL Suspected 7 Rash maculo-papular
VALIUM Other drug 830 Face oedema
MULTI-B Other drug 830
11659 26/05/1975 76 M [Recovered LAROXYL Suspected 11 Hepatitis
MOGADON Other drug Anorexia
Jaundice
11696 30/05/1975 75 F |Not yetrecovered [LAROXYL Suspected 104 Confusional state
CEDILANID Other drug Confusional state
LASIX Other drug lllusion
K-LYTE Other drug Vertigo
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11696 30/05/1975 75 F |Not yet recovered |DECLINAX Other drug Coordination abnormal
11758 13/06/1975 50 M |Recovered TRYPTANOL Suspected 0 Nervousness

Libido increased
Insomnia
12008 04/07/1975 34 F |Recovered TRYPTANOL Suspected 0 Pruritus
PRIMOLUT-N Other drug Pruritus
ESTIGYN Other drug 0
12081 16/07/1975 65 F [Recovered TRYPTANOL Suspected 3 Hallucination
12175 25/07/1975 18 F [Recovered TRYPTANOL Suspected 1 Hypoaesthesia
Eye disorder
12220 07/08/1975 66 F |Not yet recovered [TRYPTANOL Suspected Nail disorder
HYGROTON Other drug
MOGADON Other drug
12351 01/06/1975 70 M |[Recovered TOFRANIL Suspected Hepatitis
TRYPTANOL Suspected
LANOXIN Other drug
MIDAMOR Other drug
APRINOX Other drug
VALIUM Other drug
12390 29/08/1975 34 F |Unknown AMITRIPTYLINE HYDROCHLORIDE Suspected 26 Skin exfoliation
Pruritus
Skin exfoliation
12415 29/08/1975 64 F [Recovered with seqUDECLINAX Suspected Breast cancer female
STELAZINE Suspected
AMITRIPTYLINE HYDROCHLORIDE Suspected
CATAPRES Suspected
12423 20/05/1975 65 F |Recovered PROPRANOLOL HYDROCHLORIDE Suspected Fatigue
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12423 20/05/1975 65 F [Recovered LANOXIN Suspected Chest pain
AMITRIPTYLINE HYDROCHLORIDE Suspected Atrioventricular block
Cardiac failure
12440 06/10/1975 60 M [Recovered TRYPTANOL Suspected 32 Urinary retention
Pollakiuria
Urinary incontinence
12471 05/09/1975 67 F |Recovered ALDOMET Suspected Rash
LAROXYL Suspected
SINEQUAN Suspected
12480 15/08/1975 ?? M |[Recovered TRYPTANOL Suspected Oliguria
Constipation
12484 23/06/1975 37 F |Unknown INDERAL Other drug Palpitations
LAROXYL Suspected
12496 12/09/1975 42 F |Not yetrecovered [TRYPTANOL Suspected 1 Pruritus
SEREPAX Other drug Nervousness
Tachycardia
12638 18/10/1975 67 F |Recovered TRYPTANOL Suspected 0 Convulsions local
12649 19/12/1974 85 F [Unknown LARGACTIL Suspected Hypotension
LAROXYL Suspected
LANOXIN Other drug
DIURETIC NOS Suspected
12659 20/10/1975 57 F |Recovered BACTRIM Suspected 19 Neutropenia
DIGOXIN Suspected
LASIX Suspected
POTASSIUM CHLORIDE Suspected
AMITRIPTYLINE HYDROCHLORIDE Suspected
VALIUM Suspected
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12659 20/10/1975 57 F [Recovered VITAMIN B COMPLEX Suspected 6
12875 24/11/1975 23 F [Recovered TRIPTIL Suspected 79 Dermatitis bullous
LAROXYL Suspected 79 Pruritus
12913 04/12/1975 27 F |Recovered TRYPTANOL Suspected 18 Rash erythematous
VIBRAMYCIN Suspected 18
12933 05/12/1975 56 M [Recovered TRYPTANOL Suspected 395 Rash erythematous
NOCTEC Other drug
SEREPAX Other drug
ARTANE Other drug
13287 23/02/1976 74 F [Recovered TRYPTANOL Suspected 2 Hallucination
13305 20/02/1976 59 F [Unknown ELAVIL Suspected Nausea
ENDURON Other drug Hyperhidrosis
MIDAMOR Other drug Headache
Palpitations
Insomnia
13347 01/03/1976 53 M |[Recovered TRYPTANOL Suspected Muscle spasms
13353 14/02/1976 29 U |Recovered TRYPTANOL Suspected Somnolence
VALIUM Suspected
13454 30/03/1976 32 F |Recovered TRYPTANOL Suspected 0 Syncope
13578 29/04/1976 58 F [Unknown TRYPTANOL Suspected Tremor
Dyskinesia
Extrapyramidal disorder
13669 14/05/1976 41 F [Recovered with seqTRYPTANOL Suspected 6 Dizziness
MOGADON Other drug 6 Tachycardia
Chest pain
Hypertension
Dyspnoea
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13669 14/05/1976 41 F |Recovered with seqi{MOGADON Other drug 6 Dizziness
Chest pain
13719 01/06/1976 7 F [Recovered TRYPTANOL Suspected 1 Dizziness
Hyperhidrosis
Dry mouth
Tremor
Tachycardia
13949 12/07/1976 66 M |[Recovered TRYPTANOL Suspected 172 Intestinal obstruction
14046 20/07/1976 70 F |Not yetrecovered [TRYPTANOL Suspected 0 Dizziness
Confusional state
14259 27/08/1976 40 F [Unknown TEGRETOL Suspected 2 Dizziness
DILOSYN Suspected 11 Syncope
ELAVIL Suspected 11 Paresis
AMOXIL Other drug 11 Coordination abnormal
CHLOTRIDE Other drug 11
14329 06/09/1976 44 F [Recovered TRYPTANOL Suspected 120 Thrombocytopenia
TRANXENE Suspected 38
MYSTECLIN Other drug
DI-GESIC Other drug
AMOXIL Other drug
14644 15/11/1976 47 F [Recovered LAROXYL Suspected 55 Leukopenia
14691 25/11/1976 42 F |Recovered TRYPTANOL Suspected 14 Rash maculo-papular
14727 30/11/1976 5 F [Recovered LAROXYL Suspected 0 Delirium
Dystonia
Aggression
14737 22/11/1976 45 F [Not yet recovered |ELAVIL Suspected 7 Tinnitus
Dry mouth
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14737 22/11/1976 45 F |Not yet recovered |ELAVIL Suspected 7 Visual disturbance
Headache
Malaise
Insomnia
Tremor
14834 01/12/1976 43 F [Recovered TRYPTANOL Suspected Tachycardia
NORDETTE 28 Other drug
MOGADON Other drug
14846 15/12/1976 ?? F |Recovered LAROXYL Suspected 71 Hallucination
MOGADON Other drug 36
VISKEN Other drug
15055 17/01/1977 39 F |Not yetrecovered [TRYPTANOL Suspected 0 Increased appetite
Dry mouth
15137 11/02/1977 62 F |Recovered TRYPTANOL Suspected Dysphagia
15292 16/03/1977 40 F |Not yetrecovered [TRYPTANOL Suspected 31 Purpura
Pruritus
15353 22/03/1977 28 F |Recovered LAROXYL Suspected Tremor
Speech disorder
15364 21/03/1977 33 M |Recovered TRYPTANOL Suspected 6 Headache
Accommodation disorder
15737 17/06/1977 21 M |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected 0 Somnolence
Agitation
15839 25/02/1977 65 F |Not yet recovered |PROPYLTHIOURACIL Suspected 19 Pancytopenia
PROPYLTHIOURACIL Suspected 1
INDERAL Suspected 29
DIAZEPAM Other drug 28
AMITRIPTYLINE HYDROCHLORIDE Suspected 20
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15856 30/06/1977 48 F |Recovered LAROXYL Other drug 7 Somnolence
LAROXYL Other drug 2 Dizziness
LAROXYL Suspected 0
LANOXIN Other drug 7
LASIX Other drug 7
SLOW-K Other drug 7
MINIPRESS Other drug 7
INSULIN MONOTARD Other drug 7
15935 25/07/1977 36 F |Not yet recovered |TRYPTANOL Suspected 11 Photosensitivity reaction
16253 31/10/1977 42 F |Not yet recovered (IMIPRAMINE HYDROCHLORIDE Suspected Hyperhidrosis
TRYPTANOL Suspected
16415 24/10/1977 65 F |Recovered TRYPTANOL Suspected 228 Hallucination
STEMETIL Suspected 0
DI-GESIC Suspected 0
16505 11/11/1977 56 F |Recovered ELAVIL Suspected 0 Myalgia
16793 04/08/1977 64 F |Recovered CHLORPROMAZINE Suspected 0 Psychotic disorder
AMITRIPTYLINE HYDROCHLORIDE Suspected 3
DIGOXIN Other drug 3
CYCLOPENTHIAZIDE Other drug 3
PYRIDOSTIGMINE BROMIDE Other drug 3
16868 16/09/1977 44 F |Recovered TRYPTANOL Suspected 15 Mouth ulceration
BIOGASTRONE Other drug 21
VALIUM Other drug 21
MOGADON Other drug 21
16955 14/02/1978 71 F |Recovered ELAVIL Suspected Face oedema
MOGADON Other drug Stomatitis
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16955 14/02/1978 71 F |Recovered STELAZINE Other drug
VISKEN Other drug
CHLOTRIDE Other drug
K-LYTE Other drug
17042 06/03/1978 30 F [Recovered TRYPTANOL Suspected 0 Extrapyramidal disorder
17108 17/03/1978 49 M [Not yet recovered |TRYPTANOL Suspected 16 Hyperhidrosis
17152 01/02/1978 51 M |Death TRYPTANOL Suspected 2588 |Sudden death
17223 12/12/1977 56 F |Unknown AMITRIPTYLINE HYDROCHLORIDE Suspected Amnesia
DIAZEPAM Other drug Anxiety
NITRAZEPAM Other drug Dysarthria
Coordination abnormal
17245 14/04/1978 69 F |Not yetrecovered [TRYPTANOL Suspected Tardive dyskinesia
CHLOTRIDE Other drug
SLOW-K Other drug
17296 19/04/1978 34 F |Not yetrecovered [MELLERIL Suspected 2 Orthostatic hypotension
TRYPTANOL Suspected 2
17314 11/04/1978 29 M [Unknown ELAVIL Suspected 22 Tinnitus
17418 08/05/1978 63 F |Recovered CONCORDIN Suspected 16 Tachycardia
LAROXYL Suspected Hypotension
INDERAL Other drug 826 Dizziness
MUCAINE Other drug 1556
ISORDIL Other drug 1921
17522 30/05/1978 27 M [Recovered TRYPTANOL Suspected 2 Cerebellar syndrome
TRYPTANOL Suspected 0
17678 06/06/1978 34 F |Recovered TRYPTANOL Suspected 8 Constipation
MELLERIL Other drug 8
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17678 06/06/1978 34 F |Recovered MELLERIL Other drug 0
17864 03/07/1978 53 F |Notyetrecovered [TRYPTANOL Suspected Tardive dyskinesia
STELAZINE Suspected
MOGADON Other drug 93
17900 14/07/1978 54 F [Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected 0 Confusional state
THYROXINE SODIUM Other drug 176 Amnesia
18050 31/07/1978 40 F |Unknown TRYPTANOL Suspected 60 Dry mouth
Constipation
Dyspnoea
Oedema peripheral
18068 23/03/1978 78 F [Unknown TRYPTANOL Suspected Orthostatic hypotension
18183 27/07/1978 65 F |Recovered ALDOMET Suspected Rash erythematous
TRYPTANOL Suspected Pain
DIGOXIN Suspected 0
AMOXIL Suspected 6
LASIX Suspected
18185 10/08/1978 17 M |Recovered TRYPTANOL Suspected 8 Convulsion
18205 14/08/1978 29 M [Not yet recovered |TRYPTANOL Suspected 0 Rhinitis
18207 24/08/1978 51 M |[Recovered MELLERIL Suspected 34 Constipation
TRYPTANOL Suspected 34
18428 09/09/1978 57 F |Recovered LIGNOCAINE HYDROCHLORIDE Suspected 0 Tachycardia
AND ADRENALINE
DIAZEPAM Other drug 0 Dyspnoea
PONDERAX Other drug Respiratory disorder
ALDOMET Suspected 1194  |Hyperhidrosis
TRYPTANOL Suspected
LASIX Other drug
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 1988 Unclear causality excluded GM medicines Only Tradenames: AMITRIP,AMITRIPTYLINE

THERAPEUTIC GOODS ADMINISTRATION

Case Line Listing

HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL, TRYPTINE

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
18504 29/08/1978 58 M |Unknown AMITRIPTYLINE HYDROCHLORIDE Suspected 7 Hallucination
AMITRIPTYLINE HYDROCHLORIDE Suspected 3 Delirium
AMITRIPTYLINE HYDROCHLORIDE Suspected 1
NITRAZEPAM Other drug 22
PARACETAMOL Other drug 19
PETHIDINE CO. Other drug 5
CODEINE Other drug 2
18544 21/09/1978 85 F |Recovered TRYPTANOL Suspected 10 Syncope
LASIX Other drug
MIDAMOR Other drug
NYSTATIN Other drug
ASCORBIC ACID Other drug 22
LOMOTIL Other drug
18801 03/11/1978 46 M |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected Migraine
AMITRIPTYLINE HYDROCHLORIDE Suspected
NAPROXEN Other drug
19007 29/11/1978 76 F [Recovered TRYPTANOL Suspected Hallucination
19380 26/10/1978 57 F |Not yetrecovered [ALLEGRON Suspected Tinnitus
DESIPRAMINE HYDROCHLORIDE Suspected
TRYPTANOL Suspected
TRYPTANOL Suspected
19399 30/01/1979 56 F |Recovered TRYPTANOL Suspected 1 Tachycardia
Dry mouth
Confusional state
Insomnia
19404 31/01/1979 64 M [Not yet recovered |TRYPTANOL Suspected 2 Hallucination
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

Case Line Listing

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 1988 Unclear causality excluded GM medicines Only Tradenames: AMITRIP,AMITRIPTYLINE
HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
19404 31/01/1979 64 M [Not yet recovered |PREDNISONE Other drug Nightmare
NUELIN Other drug
19475 14/02/1979 ?? F |Recovered TRYPTANOL Suspected 1 Muscle contractions involuntary
19597 22/02/1979 48 F |Death, maybe drug |LARGACTIL Suspected 21 Aplastic anaemia
TRYPTANOL Suspected 37
ZYLOPRIM Suspected 283
DYTAC Suspected 283
TRASICOR Suspected 283
HYDRALAZINE HYDROCHLORIDE Suspected 43
METHYLDOPA Suspected 43
19717 28/08/1978 64 F [Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected 11 Orthostatic hypotension
NITRAZEPAM Other drug 19
CHLORPROMAZINE Other drug 10
CHLORPROMAZINE Other drug 3
HALOPERIDOL Other drug 1
19718 13/11/1978 30 F |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected 9 Tremor
HEMINEURIN Other drug 10
19831 09/03/1979 35 F |Recovered TRYPTANOL Suspected Breast pain
19840 16/02/1979 69 F |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected Pruritus
19876 20/03/1979 63 F |Recovered TRYPTANOL Suspected 195 Tachycardia
19889 16/03/1979 54 F |Not yet recovered |ELAVIL Suspected 28 Tachycardia
Oedema
19912 15/03/1979 61 F |Unknown AMITRIPTYLINE HYDROCHLORIDE Suspected 0 Myocardial infarction
19973 23/02/1979 31 F |Recovered TRYPTANOL Suspected 0 Somnolence
Suicide attempt
19990 15/03/1979 79 M |Unknown TRYPTANOL Suspected 259 Gynaecomastia
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 1988 Unclear causality excluded GM medicines Only Tradenames: AMITRIP,AMITRIPTYLINE

THERAPEUTIC GOODS ADMINISTRATION

Case Line Listing

HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL, TRYPTINE

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
19990 15/03/1979 79 M  [Unknown SEREPAX Other drug
DORIDEN Other drug
20003 11/04/1979 64 M |Recovered with seq{LAROXYL Suspected 5143  |Neutropenia
20004 11/04/1979 61 F |Recovered LAROXYL Suspected 1923 |Neutropenia
AMITRIPTYLINE HYDROCHLORIDE Other drug 2317
TRILAFON Suspected
20070 04/04/1979 45 F |Not yetrecovered [TRYPTANOL Suspected 357 Dry mouth
Gingival hyperplasia
20073 12/01/1979 36 F |Recovered TRYPTANOL Suspected 5 Tremor
MELLERIL Suspected 10 Somnolence
MELLERIL Suspected 3
20157 14/05/1979 35 F |Not yetrecovered [TRYPTANOL Suspected 2 Alopecia
Orthostatic hypotension
20159 12/05/1979 54 M [Recovered INDOMETHACIN Other drug Gout
INDOMETHACIN Other drug Gout
ALLOPURINOL Other drug
AMITRIPTYLINE HYDROCHLORIDE Suspected
20423 12/06/1979 37 F |Unknown NAPROXEN Interaction 14 Dizziness
AMITRIPTYLINE HYDROCHLORIDE Interaction 0 Hallucination
Accommodation disorder
20537 24/04/1979 30 M |Recovered LAROXYL Suspected Hyperhidrosis
Hyperhidrosis
20619 14/07/1979 87 F [Recovered SENEGA AND AMMONIA Suspected 7 Pruritus
AMOXIL Suspected 7 Rash maculo-papular
TRYPTANOL Suspected 916
20644 06/06/1979 58 F |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected Hyponatraemia
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 1988 Unclear causality excluded GM medicines Only Tradenames: AMITRIP,AMITRIPTYLINE

THERAPEUTIC GOODS ADMINISTRATION

Case Line Listing

HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL, TRYPTINE

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
20644 06/06/1979 58 F |Recovered HALOPERIDOL Other drug
BENZTROPINE MESYLATE Other drug
ROTER Other drug
20853 13/08/1979 21 F |Recovered MELLERIL Suspected 12 Orthostatic hypotension
TRYPTANOL Suspected 12 Asthenia
Dizziness
Agitation
20861 15/08/1979 79 F [Recovered TRYPTANOL Suspected 3 Hallucination
21171 27/09/1979 64 F |Not yet recovered |TRYPTANOL Suspected Tardive dyskinesia
ANATENSOL Suspected
LASIX Other drug
DIGOXIN Other drug
TOLVON Other drug
21255 25/10/1979 56 F |Recovered LAROXYL Other drug Alopecia
TRYPTANOL Suspected
LAROXYL Other drug
21291 25/10/1979 21 F |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected 7 Jaundice
21370 01/10/1979 48 F |Not yetrecovered [AUSTRAPEN Suspected 17 Rash maculo-papular
LAROXYL Suspected 2 Rash erythematous
HEPARIN CALCIUM Other drug 20
NITRAZEPAM Other drug 22
METOCLOPRAMIDE Other drug 35
21566 29/11/1979 62 F |Recovered LAROXYL Suspected Orthostatic hypotension
MODURETIC Other drug Conjunctivitis
SEREPAX Other drug Dry mouth
MOGADON Other drug Skin disorder
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Case Line Listing

Date Range: 1 Jan 1960 To 31 Dec 1988 Unclear causality excluded GM medicines Only Tradenames: AMITRIP,AMITRIPTYLINE
HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL,TRYPTINE

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
21571 22/11/1979 37 F |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected Urinary retention
LORAZEPAM Other drug Visual disturbance
Tremor
Dry mouth
21950 18/01/1980 36 F |Recovered TRYPTANOL Suspected 369 Face oedema
Confusional state
Urticaria
21980 24/01/1980 57 F |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected Orthostatic hypotension
APRINOX Suspected
22015 09/11/1979 59 M |Recovered OXAZEPAM Suspected 0 Somnolence
AMITRIPTYLINE HYDROCHLORIDE Suspected 0
COLOXYL WITH DANTHRON Other drug 28
GASTROGEL Other drug 28
HEPARIN SODIUM Other drug
CARBAMAZEPINE Other drug 4
THEOPHYLLINE Other drug 28
TRIMETHOPRIM-SULFAMETHOXAZ(Q Other drug 28
22400 01/04/1980 41 F [Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected 8 Consciousness fluctuating
Amnesia
22440 11/03/1980 54 M |[Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected 52 Urinary retention
CHLOROTHIAZIDE Other drug
HYDRALAZINE HYDROCHLORIDE Other drug
PROPRANOLOL HYDROCHLORIDE Other drug
MYLANTA Other drug
22485 14/04/1980 70 F |Unknown TRYPTANOL Suspected 59 Urinary retention
HYGROTON Other drug 48 Haematuria
22574 28/04/1980 45 F |Recovered LARGACTIL Suspected 16 Neutropenia
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THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 1988 Unclear causality excluded GM medicines Only Tradenames: AMITRIP,AMITRIPTYLINE

THERAPEUTIC GOODS ADMINISTRATION

Case Line Listing

HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL, TRYPTINE

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
22574 28/04/1980 45 F |Recovered TRYPTANOL Suspected 1547  |Eosinophilia
VALIUM Suspected 1547
DALMANE Suspected 816
CODRAL FORTE Suspected 16
22766 15/05/1980 33 M |Not yet recovered [TRYPTANOL Suspected 13 Coordination abnormal
Headache
22839 21/05/1980 30 F |Recovered LAROXYL Suspected Somnolence
LAROXYL Suspected Somnolence
Nausea
Dizziness
Oedema
Dizziness
Face oedema
Nausea
23084 26/06/1980 82 F |Recovered TRYPTANOL Interaction 2629 |Intestinal obstruction
MELLERIL Interaction 2629 |Urinary retention
FERGON Other drug 438
COLOXYL WITH DANTHRON Other drug
23126 18/03/1980 74 F [Recovered TRYPTANOL Suspected Orthostatic hypotension
23183 05/03/1980 72 F |Recovered LAROXYL Suspected 30 Confusional state
LAROXYL Suspected 5 Hallucination
23283 29/07/1980 42 F |Recovered ELAVIL Suspected Vaginal infection
ELAVIL Other drug Tinnitus
Visual disturbance
23355 10/08/1980 87 F |Recovered PANAMAX Other drug Orthostatic hypotension
ANATENSOL Suspected
AMITRIPTYLINE HYDROCHLORIDE Suspected

Report: d:\iwr\reports_prod\adrs\apps\adr002 - case line listing.imr

Catalog: d:\iwr\reports_prod\adrs\apps\Adrs.cat

Database: pusime02

Report Run

01/08/200

10:15AM Page 21

of 41



TGA

THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 1988 Unclear causality excluded GM medicines Only Tradenames: AMITRIP,AMITRIPTYLINE

THERAPEUTIC GOODS ADMINISTRATION

Case Line Listing

HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL, TRYPTINE

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
23437 15/08/1980 46 F [Recovered TRYPTANOL Suspected Diarrhoea
Diarrhoea
23460 18/08/1980 83 F [Recovered ELAVIL Suspected 8 Agitation
PENTA-VITE ADULT Other drug 8 Confusional state
AMOXYCILLIN TRIHYDRATE Other drug 8 Delusion
LANOXIN Other drug 8 Hallucination
LASIX Other drug 8
SLOW-K Other drug 8
23534 08/09/1980 48 F |Recovered TRYPTANOL Suspected Libido decreased
MOGADON Other drug Paraesthesia
23542 04/09/1980 60 M [Recovered TRYPTANOL Suspected Coordination abnormal
CHLOTRIDE Other drug
23769 30/09/1980 55 F |Recovered TRYPTANOL Suspected 32 Dry mouth
ROHYPNOL Other drug 158 Constipation
Arthralgia
Dehydration
Pruritus
Malaise
24261 10/12/1980 76 F |Recovered ALDOMET Interaction 147 Hypotension
TRYPTANOL Interaction 40
MODURETIC Interaction 0
24507 29/01/1981 36 F |Recovered ELAVIL Suspected Photosensitivity reaction
LARGACTIL Other drug
24614 29/01/1981 60 F |Not yet recovered |AMITRIPTYLINE HYDROCHLORIDE Suspected 2936 |Paralysis
LITHIUM CARBONATE Other drug
24630 28/10/1980 53 M |Recovered MORPHINE NOS Other drug Hallucination
MAXOLON Other drug Confusional state
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HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL, TRYPTINE

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term

24630 28/10/1980 53 M [Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected Encephalopathy
AGAROL Other drug
NORMACOL Other drug

24635 11/02/1981 51 F |Not yet recovered |ELAVIL Suspected 4 Confusional state
CYTAMEN Suspected

24657 16/02/1981 72 F |Recovered INDOCID Other drug Coordination abnormal
LAROXYL Suspected Urinary incontinence
PANADOL Suspected Constipation
DI-GESIC Other drug
COLOXYL Other drug

24678 19/02/1981 50 F |Recovered TRYPTANOL Interaction 2 Tremor
LOPRESOR Interaction 134 Agitation

Dry mouth

24729 04/03/1981 69 F [Unknown ELAVIL Suspected 608 Hallucination
DALMANE Suspected 608

24738 04/03/1981 53 M |Recovered ANTABUSE Suspected 21 Encephalopathy
ANTABUSE Suspected 10 Orthostatic hypotension
TRYPTANOL Suspected 4429
TRYPTANOL Suspected 0

25109 10/02/1981 46 F |Not yetrecovered [AMITRIPTYLINE HYDROCHLORIDE Suspected Hepatic function abnormal

25140 06/05/1981 48 F |Not yetrecovered [TRYPTANOL Suspected 0 Pruritus
TRYPTANOL Suspected

25265 02/06/1981 54 F |Death NARDIL Suspected 25 Hypertonia
TRYPTANOL Suspected 10 Sudden death
VALIUM Other drug 10

25408 23/06/1981 63 F |Not yet recovered |CHLORPROMAZINE Suspected 9925 |Breast cancer female
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ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 1988 Unclear causality excluded GM medicines Only Tradenames: AMITRIP,AMITRIPTYLINE

THERAPEUTIC GOODS ADMINISTRATION

Case Line Listing

HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL, TRYPTINE

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
25408 23/06/1981 63 F |Not yet recovered |FLUPHENAZINE DECANOATE Suspected 1159
HALOPERIDOL Suspected 794
AMITRIPTYLINE HYDROCHLORIDE Suspected 794
BENZHEXOL HYDROCHLORIDE Suspected 1524
25518 09/07/1981 70 M |Not yet recovered [LAROXYL Suspected 1643 |Gynaecomastia
25718 13/08/1981 69 F |Unknown ROHYPNOL Suspected 0 Nightmare
ELAVIL Suspected 0 Confusional state
26118 22/10/1981 89 F |Recovered MOGADON Suspected Agitation
ELAVIL Suspected Hypertension
Confusional state
26202 05/10/1981 71 F [Recovered SALAZOPYRIN Suspected 65 Hepatitis cholestatic
VISKEN Suspected
AMITRIPTYLINE HYDROCHLORIDE Suspected
FERRO-GRADUMET Suspected
CHLOROTHIAZIDE Suspected
26314 12/11/1981 69 F |Recovered without tifTRYPTANOL Suspected 3593 |Tardive dyskinesia
STELAZINE Suspected 3593
26525 20/10/1981 36 M |Recovered TRYPTANOL Suspected 57 Hepatitis
Dermatitis exfoliative
26713 22/01/1982 26 F [Recovered TRYPTANOL Suspected 10 Orthostatic hypotension
VALIUM Other drug 10
26751 29/01/1982 61 M |[Recovered TRYPTANOL Suspected Hallucination
26848 15/02/1982 13 M [Not yet recovered [LAROXYL Suspected 1 Rash
Photosensitivity reaction
26852 15/02/1982 76 M |Recovered with seq {TRYPTANOL Suspected 6 Glaucoma
LASIX Other drug
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HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL, TRYPTINE

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
26852 15/02/1982 76 M [Recovered with seq {SLOW-K Other drug
MINIPRESS Other drug
LITHICARB Other drug
ZYLOPRIM Other drug
EUHYPNOS Other drug
26860 11/02/1982 ?? M |Recovered TRYPTANOL Suspected 365 Tremor
VALIUM Other drug 1095
27684 25/05/1982 30 F |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected 396 Pruritus
Drug withdrawal syndrome
27685 11/06/1982 34 M |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected 395 Pruritus
Drug withdrawal syndrome
27686 25/05/1982 26 F |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected 334 Pruritus
Drug withdrawal syndrome
27707 17/06/1982 81 F |Recovered TRYPTANOL Suspected Hallucination
BRUFEN Other drug Confusional state
SLOW-K Other drug
LASIX Other drug
LANOXIN Other drug
28068 06/08/1982 53 F |Not yetrecovered [TRYPTANOL Suspected 3 Dysphagia
Hyperhidrosis
Insomnia
Face oedema
Rash erythematous
Rash pustular
Dyspnoea
28154 19/05/1982 61 F [Recovered DI-GESIC Suspected 17 Hepatocellular damage
ELAVIL Suspected 17

Report: d:\iwr\reports_prod\adrs\apps\adr002 - case line listing.imr

Catalog: d:\iwr\reports_prod\adrs\apps\Adrs.cat

Database: pusime02

Report Run

01/08/200

10:15AM Page 25

of 41



TGA

THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 1988 Unclear causality excluded GM medicines Only Tradenames: AMITRIP,AMITRIPTYLINE

THERAPEUTIC GOODS ADMINISTRATION

Case Line Listing

HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL, TRYPTINE

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
28494 17/09/1982 54 F |Recovered CITANEST-OCTAPRESSIN Interaction 0 Hypertension
TRYPTANOL Interaction 990
28617 13/09/1982 58 M [Recovered MIANSERIN HYDROCHLORIDE Suspected 0 Nightmare
AMITRIPTYLINE HYDROCHLORIDE Suspected 822 Drug withdrawal syndrome
METOPROLOL TARTRATE Other drug 822
WARFARIN SODIUM Other drug 822
OXAZEPAM Other drug 822
28690 04/10/1982 58 F |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected 0 Nausea
Visual disturbance
Hyperhidrosis
Tongue paralysis
28792 04/08/1982 69 M [Not yet recovered [AMITRIPTYLINE HYDROCHLORIDE Suspected 5478 |Tardive dyskinesia
BETALOC Other drug 852
CHLOTRIDE Other drug 852
ISORDIL Other drug 852
NITRO-BID OINTMENT Other drug 274
28841 02/11/1982 67 M  [Unknown AMITRIPTYLINE HYDROCHLORIDE Suspected 1460 |Muscle twitching
NAPROXEN Other drug 364 Tremor
Tremor
29092 08/12/1982 53 M [Unknown TRYPTANOL Suspected 1524  |Gynaecomastia
ANTURAN Other drug 3529
SOLPRIN Other drug 1524
29376 29/12/1982 24 F |Not yetrecovered [ELAVIL Suspected 29 Neuropathy
29396 10/01/1983 59 M |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected 1 Convulsion
CODALGIN Other drug
ALLOPURINOL Other drug
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29396 10/01/1983 59 M |Recovered NAPROXEN Other drug
SULINDAC Other drug
NITRAZEPAM Other drug
29966 25/03/1983 29 F |Recovered SEREPAX Suspected Drug dependence
TRYPTANOL Suspected Drug withdrawal syndrome
NOCTEC Suspected
30408 16/04/1983 56 F |Recovered CLINORIL Suspected 26 Hepatic function abnormal
OXAZEPAM Suspected
PENICILLIN NOS Suspected 8
AMITRIPTYLINE HYDROCHLORIDE Suspected
WINSPRIN Other drug
PANADOL Other drug
COLOXYL Other drug
30535 29/04/1983 79 M |Recovered LAROXYL Suspected 1 Constipation
NOCTEC Other drug 5
ATIVAN Other drug 5
PHENERGAN Other drug 68
MOGADON Other drug 68
MYLANTA Other drug 32
SEREPAX Other drug 68
30542 28/04/1983 47 M |[Recovered SODIUM VALPROATE Interaction 42 Somnolence
AMITRIPTYLINE HYDROCHLORIDE Interaction 0
30670 24/05/1983 46 F |Recovered TRYPTANOL Suspected 1 Headache
\Vomiting
30721 30/05/1983 79 F |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected Confusional state
30866 01/06/1983 63 M [Not yet recovered [CAPOTEN Suspected 29 Renal failure acute
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30866 01/06/1983 63 M [Not yet recovered [LASIX Suspected
TENORMIN Suspected 316
APRESOLINE Suspected 316
TRYPTANOL Suspected
LANOXIN PG Suspected
TAGAMET Suspected
GRISEOFULVIN Suspected
SINEQUAN Suspected
EUHYPNOS Other drug
AMYTAL Other drug
SLOW-K Other drug
31023 05/07/1983 37 F |Recovered TRYPTANOL Suspected 1 Vomiting
31068 07/07/1983 69 F |Recovered NORMISON Suspected 12 Drug withdrawal convulsions
TRYPTANOL Suspected 40
31143 14/07/1983 43 F |Not yetrecovered [TRYPTANOL Suspected 21 Anorexia
LARGACTIL Suspected 21 Jaundice
SEREPAX Other drug Pruritus
Nausea
31924 12/09/1983 72 M |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected 2 Confusional state
Hallucination
32939 16/12/1983 31 F |Recovered TRYPTANOL Suspected 26 Bone pain
33394 22/02/1984 46 F |Recovered GANTRISIN Interaction 2 Depression
TRYPTANOL Interaction 1875
33445 23/02/1984 73 F |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected 1 Hepatic function abnormal
IMIPRAMINE HYDROCHLORIDE Suspected 4
NAPROSYN Other drug
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THERAPEUTIC GOODS ADMINISTRATION

Case Line Listing

HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL, TRYPTINE

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
33445 23/02/1984 73 F |Recovered METHYLDOPA Other drug
PETHIDINE HYDROCHLORIDE Other drug 32
CODEINE PHOSPHATE Other drug
GLIBENCLAMIDE Other drug
33865 11/04/1984 59 F [Death LITHIUM CARBONATE Suspected 76 Intestinal obstruction
LITHIUM CARBONATE Suspected 41 Sudden death
AMITRIPTYLINE HYDROCHLORIDE Suspected 76
AMITRIPTYLINE HYDROCHLORIDE Suspected 41
DIAMOX Suspected
33919 02/11/1983 37 F |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected 0 Insomnia
Paraesthesia
34339 26/05/1984 76 F |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected 7 Agitation
Nausea
Inappropriate antidiuretic hormone st
Depression
34414 04/06/1984 59 F [Recovered TRYPTANOL Suspected 8 Rash
ASPRO CLEAR Suspected
34523 14/06/1984 60 F [Recovered with seqiINDOCID Suspected Bone marrow failure
CATAPRES Suspected Malaise
MELLERIL Suspected Mouth ulceration
TRYPTANOL Suspected Myalgia
Pyrexia
34841 12/07/1984 52 F [Not yet recovered |NAPROXEN Suspected 1 Dermatitis exfoliative
TRYPTANOL Suspected 1
35075 01/08/1984 69 F |Recovered LAROXYL Suspected 2714  |lleus
CODALGIN Suspected 528 lleus paralytic
CLINORIL Other drug 74 Intestinal obstruction
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Case Line Listing

HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL, TRYPTINE

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term

35075 01/08/1984 69 F |Recovered SEREPAX Other drug

35121 10/08/1984 73 F |Recovered MAXOLON Suspected Tardive dyskinesia
AMITRIPTYLINE HYDROCHLORIDE Suspected
TAGAMET Other drug
ARTANE Other drug

35126 02/08/1984 45 F |Not yet recovered |LAROXYL Suspected 11 Pain

35130 09/08/1984 76 F |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected 23 Thrombocytopenia

35623 19/07/1984 73 F |Not yet recovered |MACRODANTIN Suspected 725 Dyspnoea
ECOTRIN Suspected 85 Pulmonary fibrosis
MODURETIC Suspected
MELLERIL Suspected
AMITRIPTYLINE HYDROCHLORIDE Suspected

35698 04/10/1984 47 M [Not yet recovered |FORTRAL Suspected 152 Deafness
CODEINE PHOSPHATE Suspected
TRYPTANOL Suspected

36050 30/10/1984 68 F |Death TIGASON Suspected 30 Hepatocellular damage
PUVA Suspected 30 Confusional state
ALDOMET Suspected 1346 |Sudden death
ZYLOPRIM Suspected
COLCHICINE Suspected
QUININE SULPHATE Suspected
TRYPTANOL Suspected
SEREPAX Suspected

36057 31/10/1984 54 F |Recovered TAGAMET Suspected 1006 |Neutropenia
TRYPTANOL Suspected 1006
CLINORIL Suspected 1006
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ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 1988 Unclear causality excluded GM medicines Only Tradenames: AMITRIP,AMITRIPTYLINE

THERAPEUTIC GOODS ADMINISTRATION

Case Line Listing

HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL, TRYPTINE

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
36057 31/10/1984 54 F |Recovered DI-GESIC Suspected 1006
K.H.3 Suspected
MOGADON Other drug
36175 15/11/1984 62 F |Recovered with seqiPROTRAN Interaction 4 Muscle twitching
METRIZAMIDE Interaction 0 Confusional state
DOLOBID Other drug Amnesia
MORPHINE MIXTURE, Interaction Dysphagia
GOVERNMENT STORES
TRYPTANOL Interaction Sensory disturbance
Agitation
Urinary incontinence
Confusional state
36459 06/12/1984 65 F |Unknown LAROXYL Suspected 5 Mouth ulceration
Skin exfoliation
36469 06/12/1984 64 F |Recovered DOLOBID Suspected 42 Pruritus
TRYPTANOL Suspected 15 Photosensitivity allergic reaction
ALDOMET Other drug 86
36484 04/12/1984 59 U |Death MITOZANTRONE HYDROCHLORIDE Suspected 8 Sepsis
PREDNISOLONE Suspected 7 Leukopenia
TEMAZEPAM Suspected Sudden death
SEREPAX Suspected
TRYPTANOL Suspected
ASPRO CLEAR Suspected
PANADEINE FORTE Suspected
PROLADONE Suspected
36864 16/01/1985 48 F |Not yetrecovered [D-PENAMINE Suspected Myositis
TRYPTANOL Suspected Pyrexia
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36864 16/01/1985 48 F |Not yet recovered [ROHYPNOL Suspected
36949 15/10/1984 57 F |Recovered PANADEINE Suspected 5 Tachycardia
PANADEINE FORTE Suspected 1 Orthostatic hypotension
SANDOCAL 1000 Other drug 11 Pyrexia
AMITRIPTYLINE HYDROCHLORIDE Suspected 4 Rash
BACTRIM DS Suspected 1
36985 05/02/1985 57 F |Recovered GENTAMICIN SULPHATE Suspected 7 Rash morbilliform
FLUCLOXACILLIN SODIUM Suspected 7
PIPERACILLIN SODIUM Suspected 7
AMITRIPTYLINE HYDROCHLORIDE Suspected 0
VENTOLIN Other drug 6
LASIX Other drug
37137 07/02/1985 39 F |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected Purpura
37213 29/01/1985 78 M [Death, maybe drug [INDOMETHACIN Suspected Peptic ulcer
AMITRIPTYLINE HYDROCHLORIDE Suspected Duodenal ulcer perforation
FRUSEMIDE Suspected
ISOSORBIDE DINITRATE Suspected
BETHANECHOL CHLORIDE Suspected
FLUCYTOSINE Suspected 37
TOLBUTAMIDE Suspected
URAL Suspected
SEPTRIN Suspected 0
QUININE BISULPHATE Other drug
NITRAZEPAM Other drug
GLYCERYL TRINITRATE Other drug
37365 04/03/1985 30 F |Recovered TRYPTANOL Suspected 0 Nightmare
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37365 04/03/1985 30 F |Recovered TRYPTANOL Suspected 0 Tremor
Hyperhidrosis
Confusional state
Dry mouth
Personality disorder
37378 22/02/1985 65 M |Not yet recovered [RANITIDINE Suspected 299 Rash morbilliform
PROPANTHELINE BROMIDE Suspected 299
AMITRIPTYLINE HYDROCHLORIDE Suspected 299
ALDOMET Other drug
DIGOXIN Other drug
LASIX Other drug
37393 22/02/1985 86 F |Recovered MODURETIC Suspected Fatigue
CLINORIL Suspected Confusional state
TRYPTANOL Suspected Asthenia
SOLPRIN Suspected Skin discolouration
Weight decreased
37530 15/03/1985 59 M |Not yet recovered [LAROXYL Suspected 2230 |Cardiomyopathy
37557 21/02/1985 48 F |Unknown AMITRIPTYLINE HYDROCHLORIDE Suspected 0 Dyskinesia
Dyskinesia
37731 27/03/1985 52 F [Recovered TRYPTANOL Interaction Bradycardia
METOPROLOL TARTRATE Interaction Syncope
37835 03/04/1985 46 F |Recovered PROPANTHELINE BROMIDE Suspected 1 lleus paralytic
BACLOFEN Other drug
TRYPTANOL Suspected
NOCTEC Other drug
VALIUM Other drug
38005 14/03/1985 65 M |[Recovered SAROTEN Suspected 4 Confusional state
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38005 14/03/1985 65 M |Recovered NAPROSYN Suspected 3 Aggression
Thinking abnormal
Hypotension
Tachycardia
38172 01/05/1985 49 M |Recovered TRYPTANOL Suspected Hepatic function abnormal
VOLTAREN Other drug Serum ferritin increased
DOLOBID Other drug
38460 04/12/1984 40 F [Recovered AMINOGLUTETHIMIDE Suspected 10 Rash morbilliform
PANADEINE FORTE Suspected 1063
AMITRIPTYLINE HYDROCHLORIDE Suspected
ERYTHROMYCIN Suspected
38562 31/05/1985 70 F |Recovered NORMACOL Suspected Dyspnoea
TRYPTANOL Suspected
39103 25/07/1985 53 F |Not yetrecovered [PAROVEN Suspected 2 Rosacea
TRYPTANOL Suspected 5677
ZADINE Suspected 2025
39108 30/07/1985 45 F |Not yet recovered |TRYPTANOL Suspected 942 Drug withdrawal syndrome
SEREPAX Other drug 942 Dyskinesia
VALIUM Other drug
39297 14/08/1985 80 F [Not yet recovered |TENORMIN Suspected Nightmare
SEREPAX Suspected
LAROXYL Suspected
39676 01/10/1985 43 F |Not yet recovered |LAROXYL Suspected 2 Dry mouth
DUCENE Other drug 2
ESTIGYN Other drug 2
39700 09/10/1985 43 F [Recovered TRYPTANOL Suspected 0 Amenorrhoea
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39700 09/10/1985 43 F [Recovered TRYPTANOL Suspected 0 Amenorrhoea

40015 22/10/1985 43 F |Recovered VOLTAREN Suspected Hepatic function abnormal
TRYPTANOL Suspected Myalgia

40453 21/11/1985 48 F |Not yetrecovered [TRYPTANOL Suspected Tardive dyskinesia
INDERAL Suspected 364
EUHYPNOS Suspected 1095

40729 20/12/1985 63 M [Not yet recovered |CLINORIL Suspected Hepatic function abnormal
F.G.F. Suspected
PANADEINE FORTE Suspected
AMITRIPTYLINE HYDROCHLORIDE Suspected
COLOXYL WITH DANTHRON Suspected
AZATHIOPRINE Other drug

40739 18/12/1985 63 F [Death TRYPTANOL Suspected 2 Cardiac failure
DIGOXIN Other drug Sudden death
BUMETANIDE Other drug
SPIRONOLACTONE Other drug
ISOSORBIDE DINITRATE Other drug
GLICLAZIDE Other drug

40781 31/12/1985 61 F |Death, maybe drug [PROGOUT Suspected 1 Toxic epidermal necrolysis
LARGACTIL Suspected 8 Renal impairment
AMITRIPTYLINE HYDROCHLORIDE Suspected 8
CYTARABINE Suspected 1
METHOTREXATE Suspected 1
FOLINIC ACID Suspected

40864 21/01/1986 80 F |[Death VOLTAREN Suspected 119 Diarrhoea
AMITRIPTYLINE HYDROCHLORIDE Suspected 119 Haematemesis
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Case Line Listing
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Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
40864 21/01/1986 80 F |Death DIAZEPAM Suspected 119 Peptic ulcer perforation
Sudden death
41458 04/03/1986 61 F [Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected 0 Micturition disorder
41483 08/01/1986 78 F |Death, maybe drug [CAPTOPRIL Suspected 41 Leukopenia
PREDNISOLONE Suspected 60
TRYPTANOL Suspected 486
LASIX Suspected 486
CHLOTRIDE Suspected 0
AMOXIL Suspected 4
PENICILLIN NOS Suspected 5
41963 13/05/1986 68 F |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected 973 Pancytopenia
42098 02/05/1986 33 F |Recovered LAROXYL Suspected 57 Pruritus
Rash
42505 29/05/1986 55 F |Recovered STREPTOZOTOCIN Suspected 0 Nausea
FLUOROURACIL Suspected 0 Diabetic coma
LASIX Suspected 0 Diabetes mellitus
PREDNISOLONE Suspected 52
ALDACTONE Suspected 0
TRYPTANOL Suspected 96
VOLTAREN Suspected 295
42795 09/07/1986 51 F |Not yetrecovered [TRYPTANOL Suspected 41 Rash
Pruritus
42858 15/07/1986 53 F |Recovered TRYPTANOL Suspected 0 Arthralgia
Arthralgia
43029 29/07/1986 66 F |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected 2 Pruritus
DYAZIDE Other drug Rash
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Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
43029 29/07/1986 66 F |Recovered NUELIN Other drug Tongue oedema
PANADEINE Other drug 37 Constipation
43335 28/08/1986 74 M [Recovered TRYPTANOL Suspected 17 Urinary retention
Constipation
44023 08/10/1986 25 F |Recovered TRYPTANOL Suspected 159 Vertigo
44583 16/12/1986 63 F |Recovered TRANXENE Suspected Paraesthesia
TRYPTANOL Suspected Dysphagia
45034 04/02/1987 72 F [Unknown CAPTOPRIL Suspected Abdominal pain
FRUSEMIDE Suspected
AMITRIPTYLINE HYDROCHLORIDE Suspected
ALLOPURINOL Suspected
45450 10/03/1987 75 M |[Recovered TRYPTANOL Suspected Urinary retention
NUELIN-SR Suspected
ENDURON Other drug
CLINORIL Other drug
VIBRA-TABS 50 Other drug
TAGAMET Other drug
45533 24/03/1987 39 F |Recovered ENDEP Suspected 91 Drug ineffective
45943 08/04/1987 50 F |Not yetrecovered [TRYPTANOL Suspected 824 Photosensitivity reaction
PREDNISOLONE Suspected 95 Rash erythematous
FELDENE Suspected 5 Pruritus
46616 20/05/1987 84 M |Recovered TRYPTANOL Suspected 9 Rash maculo-papular
FELDENE Other drug 782 Pruritus
Purpura
Rash maculo-papular
46738 09/06/1987 25 M |Recovered LAROXYL Suspected Visual disturbance
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Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
46738 09/06/1987 25 M |Recovered LAROXYL Suspected Urinary retention
Tachycardia
46865 25/06/1987 87 F [Recovered TEGRETOL Suspected Nervousness
TRYPTANOL Suspected Aggression
STEMETIL Suspected Diplopia
MOGADON Other drug
PANADOL Other drug
47197 31/07/1987 37 M [Recovered FLUPHENAZINE NOS Suspected 7 Neuroleptic malignant syndrome
AMITRIPTYLINE HYDROCHLORIDE Suspected 7
HALOPERIDOL Suspected 7
BENZTROPINE MESYLATE Suspected 7
48854 05/11/1987 29 M [Not yet recovered |TRYPTANOL Suspected 44 Urticaria
Photosensitivity reaction
48892 09/11/1987 75 F |Unknown ISOPTIN Suspected 2 Confusional state
HALOPERIDOL Suspected 7
PROLADONE Suspected 7
LASIX Suspected 7
AMITRIPTYLINE HYDROCHLORIDE Suspected 7
PANADEINE FORTE Suspected 4
SLOW-K Suspected 7
LANOXIN Suspected 7
VALIUM Suspected 0
49794 20/09/1987 65 M |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected 5 Photosensitivity reaction
AMITRIPTYLINE HYDROCHLORIDE Suspected 3
AMITRIPTYLINE HYDROCHLORIDE Suspected 1
THIORIDAZINE HYDROCHLORIDE Other drug 7
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51448 09/03/1988 70 M [Not yet recovered [ASPIRIN Suspected 95 Duodenal ulcer haemorrhage
INDOMETHACIN Suspected
CHLOROTHIAZIDE Suspected 95
AMITRIPTYLINE HYDROCHLORIDE Suspected 95
SENOKOT Suspected 95
51543 05/04/1988 65 M [Recovered TRYPTANOL Suspected Orthostatic hypotension
FERRO-GRADUMET Other drug
FOLIC ACID Other drug
OXAZEPAM Other drug
THEO-DUR Other drug
51627 28/03/1988 67 F [Unknown AMITRIP Suspected 274 Cardiac failure
51638 06/04/1988 65 F |Notyetrecovered [TRIMETHOPRIM-SULFAMETHOXAZQ Suspected 12 Pruritus
ERYTHROMYCIN Suspected 0 Face oedema
SALBUTAMOL Suspected
ATROVENT Suspected
THEO-DUR Suspected
PREDNISOLONE Suspected 31
FRUSEMIDE Suspected
SLOW-K Suspected
AMITRIPTYLINE HYDROCHLORIDE Suspected
TEMAZEPAM Suspected
AGAROL Suspected 9
51719 14/04/1988 70 F [Recovered METHOTREXATE Suspected 170 Pancytopenia
TETRACYCLINE NOS Suspected Mouth ulceration
ECOTRIN Suspected Pallor
PREDNISOLONE Suspected Fatigue
Report: d:\iwr\reports_prod\adrs\apps\adr002 - case line listing.imr Database: pusime02
Catalog: d:\iwr\reports_prod\adrs\apps\Adrs.cat Report Run  01/08/200 10:15AM Page 39 of 41



TGA

THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 1988 Unclear causality excluded GM medicines Only Tradenames: AMITRIP,AMITRIPTYLINE

THERAPEUTIC GOODS ADMINISTRATION

Case Line Listing

HYDROCHLORIDE,ELAVIL,ENDEP,LAROXYL,SAROTEN,TRYPTANOL, TRYPTINE

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
51719 14/04/1988 70 F [Recovered VOLTAREN Suspected Purpura
NICOTINIC ACID Suspected Diarrhoea
CODALGIN Suspected
CALTRATE Suspected
DYAZIDE Suspected
SLOW-K Suspected
AMYTAL Suspected
TRYPTANOL Suspected
52892 14/06/1988 71 F |Death, maybe drug [LAROXYL Suspected Cardiac failure
THIORIDAZINE HYDROCHLORIDE Suspected Electrocardiogram abnormal
DIGOXIN Suspected Cardiomyopathy
LASIX Suspected
MODURETIC Suspected
CAPTOPRIL Suspected
55405 04/08/1988 63 F [Recovered TRYPTANOL Suspected 0 Stupor
Insomnia
Tremor
Stupor
55412 03/08/1988 46 F |Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected Thrombocytopenia
56357 07/09/1988 81 F [Not yet recovered |CIPROXIN Suspected 8 Renal failure acute
ENDEP Suspected
NILSTAT Suspected 6
ENDONE Suspected 2
56638 26/09/1988 54 F |Recovered LAROXYL Suspected 7 Stomatitis
Tooth discolouration
Visual disturbance
Dry mouth
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56638 26/09/1988 54 F |Recovered LAROXYL Suspected 7 Fatigue
Urinary retention
57155 21/10/1988 48 F [Recovered PREDNISOLONE Suspected 9 Rash maculo-papular
TEGRETOL Suspected 9
TRYPTANOL Suspected 9
57244 10/10/1988 56 M [Recovered AMITRIPTYLINE HYDROCHLORIDE Suspected 5 Oedema peripheral
Flatulence
Face oedema
57443 10/11/1988 66 F |Recovered CEFOTAXIME SODIUM Suspected 16 Neutropenia
ROHYPNOL Suspected 15
AMITRIPTYLINE HYDROCHLORIDE Suspected
LOMOTIL Suspected 3
57460 17/11/1988 73 F [Unknown TRYPTANOL Suspected Extrapyramidal disorder
MOGADON Suspected Confusional state
ASCORBIC ACID Suspected
SERENACE Suspected 73
MODURETIC Suspected
57718 19/12/1988 60 F [Recovered SAROTEN Suspected Insomnia
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