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: LUMIN,MIANSERIN HYDROCHLORIDE,TOLVON

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
574 21/09/1981 35 F [Recovered SERENACE Suspected 3 Hypotension
TOLVON Suspected 138 Tachycardia
616 28/06/1982 42 M [Recovered TOLVON Suspected Tachycardia
723 14/07/1983 39 F |Recovered BACTRIM DS Suspected 28 Neutropenia
TOLVON Suspected 25
742 01/08/1983 34 F |Recovered TOFRANIL Interaction 37 Orthostatic hypotension
TOFRANIL Interaction 7
TOLVON Interaction 90
SEREPAX Interaction 391
934 15/11/1984 45 M [Recovered MIANSERIN HYDROCHLORIDE Suspected 7 Urinary incontinence
DOXEPIN HYDROCHLORIDE Other drug
976 29/01/1985 87 M |[Recovered MIANSERIN HYDROCHLORIDE Suspected 0 Agitation
Confusional state
1408 23/06/1987 75 F |Recovered TOLVON Suspected Pruritus
Dermatitis
1526 12/01/1988 38 M |Recovered TOLVON Suspected 9 Pericarditis
TOLVON Suspected 8
1692 27/06/1988 50 M |[Recovered RENITEC Suspected Diarrhoea
PRAZOSIN HYDROCHLORIDE Suspected
ZYLOPRIM Suspected
FRUSEMIDE Suspected
MIANSERIN HYDROCHLORIDE Suspected
20049 27/04/1979 23 F |Not yet recovered |MELLERIL Suspected 12 Dizziness
SANDOMIGRAN Suspected 8 Orthostatic hypotension
TOLVON Suspected 8
20116 05/05/1979 60 M [Not yet recovered [TOLVON Suspected 5 Palpitations
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20116 05/05/1979 60 M [Not yet recovered [TOLVON Suspected 2 Extrasystoles
Malaise
20209 16/05/1979 64 M |Not yet recovered [TOLVON Suspected 1 Periorbital oedema
INDOCID Other drug 11
DI-GESIC Other drug 3
MOGADON Other drug 3
INDOCID Other drug 11
20475 29/06/1979 35 F |Not yet recovered [TOLVON Suspected 5 Somnolence
ORAP Suspected 5 Speech disorder
Nausea
Gait disturbance
20616 11/07/1979 35 F |Recovered NOCTEC Other drug Skin necrosis
VALIUM Other drug
TOLVON Suspected
20762 24/07/1979 55 M |[Recovered TOLVON Suspected 1 Palpitations
INDERAL Other drug
20989 07/09/1979 38 F |Recovered TOLVON Suspected 18 Oedema peripheral
COLOFAC Other drug 56 Arthralgia
CHLORDIAZEPOXIDE Other drug 56
COLOXYL WITH DANTHRON Other drug 56
21394 29/10/1979 30 M [Recovered TOLVON Suspected 16 Fatigue
TOLVON Suspected 8 Arthralgia
Myalgia
21397 30/10/1979 37 F |Recovered TOLVON Suspected 36 Neutropenia
TOFRANIL Other drug 179
TOFRANIL Other drug 147
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21397 30/10/1979 37 F |Recovered TRYPTANOL Other drug 116
TRYPTANOL Other drug 92
TOFRANIL Other drug 92
21578 23/11/1979 55 M |[Recovered TOLVON Suspected 1 Angioedema
NAPROSYN Other drug Face oedema
Pruritus
Oedema
22207 06/03/1980 71 M |Recovered MIANSERIN HYDROCHLORIDE Suspected 190 Anaemia
Neutropenia
22234 21/01/1980 72 F |Recovered TOLVON Suspected 42 Agranulocytosis
STELAZINE Suspected 36
MOGADON Other drug 42
22466 03/04/1980 65 F [Recovered TOLVON Suspected 92 Jaundice
Neutropenia
22775 16/05/1980 52 F |Recovered TOLVON Suspected 2 Tremor
Visual disturbance
Paresis
Hypertonia
22776 16/05/1980 54 M |Recovered TOLVON Suspected Somnolence
Somnolence
22854 28/05/1980 40 F [Not yet recovered |TOLVON Suspected 13 Hypoaesthesia
TOLVON Suspected 12
TOLVON Suspected 7
TOLVON Suspected 0
SEREPAX Other drug 30
DALMANE Other drug 30
PREDNEFRIN FORTE Other drug 19
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23000 06/06/1980 57 M |Recovered TOLVON Suspected Pyrexia
Malaise
Weight decreased
Jaundice
23069 15/04/1980 41 M |Recovered MIANSERIN HYDROCHLORIDE Suspected 17 Pyrexia
MIANSERIN HYDROCHLORIDE Suspected 14 Eosinophilia
23981 19/08/1980 64 F |Unrelated death TOLVON Suspected 3 Thrombocytopenia
24118 23/11/1980 42 M |Recovered TOLVON Suspected Grand mal convulsion
DILANTIN Suspected
24289 08/12/1980 57 F |Recovered TOLVON Suspected 16 Fatigue
Somnolence
24299 16/12/1980 67 M [Recovered TOLVON Suspected 3 Lacrimal disorder
NAPROSYN Other drug 74 Periorbital oedema
PHYSEPTONE Other drug
24526 22/01/1981 46 F |Recovered TOLVON Suspected 157 Dyskinesia
24590 09/02/1981 57 F |Recovered MIANSERIN HYDROCHLORIDE Suspected 37 Pyrexia
MIANSERIN HYDROCHLORIDE Suspected 19 Diarrhoea
ENDURON Other drug Cough
VVALIUM Other drug Dehydration
SEREPAX Other drug 19 Bone marrow failure
MOGADON Other drug Agranulocytosis
COLOXYL WITH DANTHRON Other drug
NORMACOL Other drug
MEDAZEPAM Other drug
24591 09/02/1981 61 M [Recovered MIANSERIN HYDROCHLORIDE Suspected 8 Fatigue
PREDNISOLONE Other drug Dizziness
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24591 09/02/1981 61 M [Recovered PANADEINE FORTE Other drug Pneumonia
MYLANTA Other drug Bone marrow failure
TAGAMET Other drug Agranulocytosis
24665 18/02/1981 41 M [Recovered MIANSERIN HYDROCHLORIDE Suspected Agranulocytosis
Splenomegaly
Thrombocytopenia
24684 20/02/1981 72 M |[Recovered TOLVON Suspected 23 Somnolence
PANADOL Other drug 0 Asthenia
ABBOCILLIN-V Other drug 0 Coordination abnormal
Anorexia
24895 30/03/1981 46 F [Recovered TOLVON Suspected 88 Somnolence
25906 15/09/1981 76 F |Recovered TOLVON Suspected 30 Neutropenia
TOLVON Suspected 24
TOLVON Suspected 20
NUELIN Other drug 48
BACTRIM DS Suspected 16
25944 21/09/1981 65 M |Recovered TOLVON Suspected 0 Hallucination
Insomnia
Anxiety
26316 17/11/1981 64 F |Recovered TOLVON Suspected 22 Pyrexia
NORMISON Other drug 64 Anorexia
LEXOTAN Other drug 22 Jaundice
26675 18/01/1982 7 F [Recovered TOLVON Suspected 0 Diplopia
Visual disturbance
27005 09/03/1982 52 F |Not yetrecovered [TOLVON Suspected 80 Photosensitivity reaction
27258 22/04/1982 53 M [Recovered TOLVON Suspected 31 Agranulocytosis
METHYLDOPA Other drug Cellulitis
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27258 22/04/1982 53 M |[Recovered MODURETIC Other drug Lymphangitis
27285 04/05/1982 47 F |Recovered TOLVON Suspected 6 Paraesthesia
27399 02/03/1982 57 M [Recovered MIANSERIN HYDROCHLORIDE Suspected Urinary retention
27624 03/06/1982 76 F |Recovered TOLVON Suspected 17 Hepatitis cholestatic

MINIPRESS Other drug 294
MODURETIC Other drug 82
ZYLOPRIM Other drug 386
SEREPAX Other drug 294
BUTAZOLIDIN Other drug 1602
LANOXIN PG Other drug 1602
ISORDIL Other drug 1602
ANGININE Other drug 1602
POLARAMINE Other drug 1602
27661 02/06/1982 77 M |[Recovered TOLVON Suspected 42 Neutropenia
MODURETIC Suspected 7
OXAZEPAM Other drug 22
HONVAN Other drug 169
27717 17/06/1982 65 F [Recovered TOLVON Suspected 78 Convulsion
TOLVON Suspected 0 Convulsion
TEGRETOL Other drug
DIGOXIN Other drug
SANDOCAL 1000 Other drug
NAPROSYN Other drug
27819 03/07/1982 82 F |Recovered TOLVON Suspected Somnolence
CARDOPHYLLIN Other drug Neutropenia
LANOXIN PG Other drug
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27819 03/07/1982 82 F |Recovered LASIX Other drug
CHLORAL HYDRATE Other drug
27830 05/07/1982 51 M |Recovered TOLVON Suspected 0 Muscle spasms
AQUAMOX Other drug Muscle spasms
27882 15/07/1982 81 F [Recovered TOLVON Suspected 38 Hypotension
Hepatic function abnormal
27982 30/07/1982 41 F |Recovered TOLVON Suspected 26 Rash
ROHYPNOL Other drug 26 Urticaria
28244 13/08/1982 62 F |Recovered TOLVON Suspected 2 Orthostatic hypotension
PROPRANOLOL HYDROCHLORIDE Other drug 17
STEMETIL Other drug 16
PROPYLTHIOURACIL Other drug 17
DIAZEPAM Other drug 8
PANADOL Other drug 7
28388 02/09/1982 52 F |Recovered TOLVON Suspected 14 Arthralgia
ROHYPNOL Other drug Myalgia
SEREPAX Other drug Headache
Hepatic function abnormal
Nausea
Pyrexia
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
28744 19/10/1982 65 M [Recovered TOLVON Suspected 54 Osteoarthritis
Back pain
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28744 19/10/1982 65 M |Recovered TOLVON Suspected 54 Gravitational oedema
28801 27/10/1982 37 M |Recovered TOLVON Suspected 16 Somnolence

Dry mouth
Paraesthesia
29044 06/10/1982 67 F |Recovered TOLVON Suspected 76 Agranulocytosis
ECOTRIN Other drug 76
INDOCID Other drug 622
SLOW-K Other drug 622
SODIUM CHLORIDE Other drug 622
FLUDROCORTISONE Other drug 379
29564 19/01/1983 47 F |Recovered with seqTOLVON Suspected Arthralgia
DIAZEPAM Other drug 885
29942 25/03/1983 51 M  [Unknown MIANSERIN HYDROCHLORIDE Suspected 2 Myalgia
DIPOTASSIUM CLORAZEPATE Other drug 25
29943 25/03/1983 58 M [Recovered MIANSERIN HYDROCHLORIDE Suspected 0 Myalgia
30479 29/04/1983 61 F |Recovered TOLVON Suspected 8 Agranulocytosis
TRIMETHOPRIM-SULFAMETHOXAZ(Q Suspected 11
ATIVAN Suspected 59
DISOPYRAMIDE Other drug
LANOXIN Other drug
FOLIC ACID Other drug 17
ASCORBIC ACID Other drug
MULTI-B FORTE Other drug
30595 11/04/1983 70 F |Death, maybe drug [TOLVON Suspected Leukopenia
LASIX Other drug
ALDACTONE Other drug
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30597 29/04/1983 ?? F |Recovered TOLVON Suspected 4 Phlebitis
LASIX Other drug 1250
SLOW-K Other drug 1250
INDERAL Other drug 1250
MOGADON Other drug
BRUFEN Other drug 57
30702 27/05/1983 50 F |Recovered TOLVON Suspected 0 Hypotension
VALIUM Suspected 0
VALIUM Suspected 0
30761 07/06/1983 56 M [Recovered TOLVON Suspected Arthralgia
Rash erythematous
31015 28/06/1983 59 F |Recovered TOLVON Suspected 17 Arthralgia
Hepatic function abnormal
Pyrexia
31046 08/07/1983 58 F |Recovered TOLVON Suspected 15 Arthralgia
Pyrexia
31107 11/07/1983 31 M [Not yet recovered [TOLVON Suspected 3 Dizziness
TOLVON Other drug 19 Headache
INDERAL Other drug 98 Somnolence
SEREPAX Other drug 98 Tremor
TRYPTANOL Other drug Rhinitis
31371 15/07/1983 26 F |Recovered TOLVON Suspected 0 Extrapyramidal disorder
31570 08/08/1983 67 F |Recovered TOLVON Suspected Nightmare
ISORDIL Other drug Increased appetite
INDERAL Other drug Chills
SLOW-K Other drug Oedema peripheral
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31570 08/08/1983 67 F |Recovered LASIX Other drug Pain
ANGININE Other drug
31715 12/08/1983 25 M |Recovered MIANSERIN HYDROCHLORIDE Suspected 116 Neutropenia
31883 08/09/1983 55 F |Recovered with seq {TOLVON Suspected 35 Arthralgia
32135 07/10/1983 76 M |Recovered MIANSERIN HYDROCHLORIDE Suspected Agranulocytosis
SOLPRIN Suspected
MODURETIC Other drug
ALDOMET Other drug
NORTAB Other drug
DUCENE Other drug
32242 31/10/1983 60 F |Recovered MIANSERIN HYDROCHLORIDE Suspected 31 Dermatitis bullous
32301 26/10/1983 ?? F |Recovered TOLVON Suspected 0 Bronchospasm
32334 20/10/1983 49 M |[Recovered TOLVON Suspected 0 Pruritus
VERAPAMIL HYDROCHLORIDE Other drug 657 Pruritus
ISORDIL Other drug 657
MODURETIC Other drug
32590 17/11/1983 71 M |Recovered TOLVON Suspected 36 Chills
BENEMID Other drug 1405 |Arthralgia
PANAMAX Other drug Rash
Albuminuria
Tongue oedema
32644 30/10/1983 56 F |Unknown TOLVON Suspected 10 Arthritis
Oedema
32770 29/11/1983 52 F |Not yetrecovered [TOLVON Suspected 7 Arthralgia
SEREPAX Other drug
32862 09/12/1983 85 F |Death, maybe drug [SULINDAC Suspected 211 Haematemesis
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32862 09/12/1983 85 F |Death, maybe drug [SULINDAC Suspected 176 Melaena
CODALGIN Suspected 400
TOLVON Suspected 330
MODURETIC Other drug 373
33020 06/01/1984 49 F [Recovered TOLVON Suspected 16 Hypothyroidism
NORMISON Suspected
SURMONTIL Other drug 29
SEREPAX Other drug 29
33117 13/01/1984 49 F |Recovered MIANSERIN HYDROCHLORIDE Suspected 37 Arthralgia
33194 23/01/1984 63 F |Unknown TOLVON Suspected 0 Nightmare
DUCENE Other drug 4
33666 26/03/1984 71 M |[Recovered BACTRIM DS Suspected 15 Neutropenia
PANADOL Suspected 16
TOLVON Suspected 35
SEREPAX Other drug 56
BACTRIM DS Other drug 60
TOLVON Other drug 43
33758 28/03/1984 72 F |Not yet recovered [TOLVON Suspected 19 Hepatic function abnormal
TEMAZEPAM Other drug 20
ATIVAN Other drug 0
KEMADRIN Suspected 9
MELLERIL Suspected
INDERAL Other drug
33816 11/04/1984 70 F |Recovered TOLVON Suspected 21 Hepatic function abnormal
SEREPAX Other drug 405 Anorexia
AGAROL Other drug 5153 |Pyrexia
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33816 11/04/1984 70 F |Recovered DIGOXIN Other drug 1501 Nausea
33818 09/04/1984 63 M |Recovered MIANSERIN HYDROCHLORIDE Suspected Diarrhoea
33852 10/04/1984 85 F |Not yet recovered [TOLVON Suspected 11 Jaundice
33855 09/04/1984 53 M |Not yet recovered |[MIANSERIN HYDROCHLORIDE Suspected 424 Arthralgia
Myalgia
Tenosynovitis
33948 30/03/1984 61 F |Recovered TOLVON Suspected 803 Neutropenia
MOGADON Other drug Mouth ulceration
NEMBUDEINE Other drug Dysgeusia
33967 13/04/1984 68 F |Unknown TOLVON Suspected 3 Bronchospasm
MADOPAR M Other drug
BACTRIM DS Other drug
34001 16/04/1984 64 M [Recovered TOLVON Suspected 9 Arthralgia
34011 16/04/1984 62 F |Recovered TOLVON Suspected 26 Jaundice
SEREPAX Suspected
TEMAZEPAM Suspected
34111 26/04/1984 50 F |Recovered TOLVON Suspected Nausea
INDERAL Other drug Diarrhoea
LIBRAX Other drug
34182 03/05/1984 80 F |Not yet recovered [TOLVON Suspected 14 Rash erythematous
K.H.3 Other drug 485
CITRAVESCENT Other drug 6
CYANOCOBALAMIN Other drug
34202 08/05/1984 39 F |Recovered TOLVON Suspected 12 Oedema peripheral
34310 31/05/1984 53 F |Recovered TOLVON Suspected 54 Agranulocytosis
ROHYPNOL Suspected 23

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

02:17PM Page 12

of 27



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: LUMIN,MIANSERIN HYDROCHLORIDE,TOLVON

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
34509 13/06/1984 71 M |Recovered MIANSERIN HYDROCHLORIDE Suspected Left ventricular failure
PRAZOSIN HYDROCHLORIDE Other drug
FRUSEMIDE Other drug
34510 13/06/1984 66 F |Recovered MIANSERIN HYDROCHLORIDE Suspected Atrial fibrillation
MIANSERIN HYDROCHLORIDE Other drug
FRUSEMIDE Other drug
35024 27/07/1984 81 F |Not yetrecovered [TOLVON Suspected 0 Palpitations
Somnolence
35136 08/08/1984 20 F |Recovered with seqi{MIANSERIN HYDROCHLORIDE Suspected 20 Rash
LITHIUM CARBONATE Other drug 36 Arthritis
COLOXYL WITH DANTHRON Other drug 15
NORDETTE NOS Other drug 13
35159 10/08/1984 66 F |Recovered MIANSERIN HYDROCHLORIDE Suspected 27 Myalgia
Fatigue
Pyrexia
Hyperhidrosis
35204 21/08/1984 64 M [Recovered TOLVON Suspected 24 Haematoma
Thrombocytopenia
Bone marrow failure
35272 29/08/1984 45 M |[Recovered TOLVON Suspected Headache
35332 04/09/1984 52 F [Recovered with seqTOLVON Suspected 0 Arthralgia
Arthritis
35395 12/09/1984 56 M |[Recovered TOLVON Suspected 261 Hepatic steatosis
Hepatic function abnormal
35420 10/09/1984 80 F |Recovered TOLVON Suspected 15 Pyrexia
BRUFEN Other drug Chills
MINIPRESS Other drug Gait disturbance
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35420 10/09/1984 80 F |Recovered LANOXIN PG Other drug Somnolence
VALIUM Other drug
SOLPRIN Other drug
35472 20/09/1984 ?? F [Recovered MIANSERIN HYDROCHLORIDE Suspected 57 Extrapyramidal disorder
35475 18/09/1984 64 F [Recovered TOLVON Suspected 10 Jaundice
SINEQUAN Other drug 3
35586 02/10/1984 38 F |Recovered TOLVON Suspected Oedema peripheral
Oedema peripheral
35597 04/10/1984 53 M |Not yet recovered |TOLVON Suspected 0 Rhinitis
Lacrimal disorder
Dysphonia
Conjuncitivitis
35711 05/10/1984 42 M |Death MELLERIL Suspected Pulmonary embolism
TOLVON Suspected Pulmonary embolism
35852 12/10/1984 62 F |Death TOLVON Suspected Pulmonary embolism
SERENACE Suspected Coronary artery disease
ATROPINE Other drug 29 Sudden death
MELLERIL Other drug
LITHIUM CARBONATE Other drug
35933 29/10/1984 32 F |Recovered TOLVON Suspected 416 Neutropenia
PRIADEL Other drug 162 Fatigue
Infection
Depression
36080 30/10/1984 79 M |Recovered TOLVON Suspected 0 Urinary retention
36420 22/11/1984 43 F |Recovered TOLVON Suspected 23 Arthritis
LITHIUM CARBONATE Other drug 411 Oedema peripheral
MELLERIL Other drug 20 Hepatic function abnormal
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36612 17/12/1984 62 M |Recovered AMOXIL Suspected 4 Tachycardia
TOLVON Suspected 4
TOLVON Suspected 1
36620 31/12/1984 51 F |Not yet recovered |MIANSERIN HYDROCHLORIDE Suspected 0 Neutropenia
36955 24/01/1985 65 M |Not yet recovered [TOLVON Suspected 1642 |Pseudolymphoma
CIMETIDINE Suspected 942 Thrombocytopenia
Lymphopenia
Anaemia
37149 03/02/1985 30 F |Recovered TOLVON Suspected 25 Neutropenia
TETREX F Suspected Pyrexia
FLAGYL Suspected Fatigue
Lymphadenopathy
Pharyngitis
37796 30/04/1985 49 M [Recovered TOLVON Suspected 42 Pyrexia
BACTRIM Suspected 34 Hepatic function abnormal
GENTAMICIN SULPHATE Other drug Leukopenia
Hyperglycaemia
37808 04/04/1985 53 F [Recovered TOLVON Suspected 14 Somnolence
VOLTAREN Other drug 0
NORMISON Other drug 30
NORMISON Other drug 0
38061 12/04/1985 49 F |Recovered TOLVON Suspected 0 Nausea
MODECATE Other drug Hypotension
Pallor
Hypotension
Syncope
38136 03/05/1985 59 F |Recovered TOLVON Suspected 3 Grand mal convulsion
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THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 1988 Unclear causality excluded GM medicines Only Tradenames: LUMIN,MIANSERIN HYDROCHLORIDE,TOLVON

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
38136 03/05/1985 59 F |Recovered OROXINE Other drug
38179 01/05/1985 37 F |Unknown MIANSERIN HYDROCHLORIDE Suspected 18 Pyrexia
Hepatic function abnormal
Malaise
38184 02/05/1985 65 F |Recovered MIANSERIN HYDROCHLORIDE Suspected 52 Fatigue
MIANSERIN HYDROCHLORIDE Suspected Neutropenia
OXAZEPAM Suspected Infection
MELLERIL Suspected
38340 15/05/1985 69 F [Recovered TOLVON Suspected 13 Rash
SEREPAX Other drug 1228
38363 03/05/1985 55 M [Recovered MIANSERIN HYDROCHLORIDE Suspected Pyrexia
Pleural effusion
Hyperhidrosis
Chills
38427 17/05/1985 63 M |Recovered TOLVON Suspected Nightmare
LANOXIN Other drug Sleep disorder
BETALOC Other drug Muscle spasms
MODURETIC Other drug
38594 05/06/1985 37 F [Recovered TOLVON Suspected Rash
TRANXENE Other drug Pyrexia
RONDOMYCIN Other drug Pharyngitis
Furuncle
Neutropenia
38670 05/06/1985 73 M [Recovered TOLVON Suspected 37 Neutropenia
VIBRAMYCIN Other drug 4 Sepsis
VOLTAREN Other drug
PENICILLAMINE Other drug 2270
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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: LUMIN,MIANSERIN HYDROCHLORIDE,TOLVON

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
38670 05/06/1985 73 M |Recovered BURINEX Other drug 66
PREDNISONE Other drug 1027
THEO-DUR Other drug 570
38880 07/06/1985 78 F |Not yet recovered [TOLVON Suspected Pruritus
LASIX Suspected
AMILORIDE HYDROCHLORIDE Other drug
TIMOLOL MALEATE Other drug
CARBACHOL Other drug
38979 12/07/1985 84 F |Death, maybe drug [TOLVON Suspected 6 Cardiac failure
LASIX Other drug
LANOXIN PG Other drug
MINIPRESS Other drug
39003 04/07/1985 48 M |Recovered MIANSERIN HYDROCHLORIDE Suspected 49 Neutropenia
ATENOLOL Other drug
ISORDIL Other drug
NITROLATE OINTMENT Other drug
39075 23/07/1985 39 F [Not yet recovered |PRIADEL Suspected 2 Rash maculo-papular
TOLVON Suspected 404 Flushing
39079 23/07/1985 38 F |Recovered TOLVON Suspected Dysphagia
Asthenia
Diarrhoea
Somnolence
39082 24/07/1985 67 M |[Recovered TOLVON Suspected 6 Orthostatic hypotension
DUPHALAC Suspected 6
TENORMIN Suspected 5
BETALOC Other drug
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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: LUMIN,MIANSERIN HYDROCHLORIDE,TOLVON

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
39235 06/08/1985 73 F |Recovered MIANSERIN HYDROCHLORIDE Suspected Hypertension
INDOMETHACIN Other drug Headache
THYROXINE SODIUM Other drug 7478
PERICYAZINE Other drug
QUININE Other drug
PREDNISOLONE Other drug 173
39273 19/08/1985 ?? F |Not yetrecovered [TOLVON Suspected Agranulocytosis
SLOW-K Other drug
39429 28/08/1985 80 F |Recovered HEPARIN SODIUM Suspected 11 Thrombocytopenia
MIANSERIN HYDROCHLORIDE Suspected 5
AMOXYCILLIN TRIHYDRATE Suspected 10
DIGOXIN Other drug 11
39622 25/09/1985 66 F |Not yet recovered [MIANSERIN HYDROCHLORIDE Suspected Neutropenia
STELAZINE Suspected
39623 27/09/1985 77 M [Recovered MIANSERIN HYDROCHLORIDE Suspected Pharyngitis
ALLOPURINOL Suspected Sepsis
DIGOXIN Other drug Agranulocytosis
CHLORAL HYDRATE Other drug
39655 30/09/1985 54 F |Recovered TOLVON Suspected 13 Hepatitis
Pyrexia
Arthralgia
Red blood cell sedimentation rate inc
Lymphadenopathy
40223 01/11/1985 71 F |Recovered MIANSERIN HYDROCHLORIDE Suspected 41 Neutropenia
BENDROFLUAZIDE Suspected 121
SLOW-K Other drug 121
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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: LUMIN,MIANSERIN HYDROCHLORIDE,TOLVON

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
40223 01/11/1985 71 F |Recovered METAMUCIL Other drug 49
PARACETAMOL Other drug 47
TEMAZEPAM Other drug 47
40665 16/12/1985 31 F |Not yet recovered |TOLVON Suspected 2 Arthralgia
40693 15/12/1985 81 F [Recovered CAPTOPRIL Suspected 6 Pyrexia
CAPTOPRIL Suspected 5 Dementia
CAPTOPRIL Suspected 4 Renal impairment
NITRO-BID OINTMENT Suspected 6 Rash
AMOXIL Suspected 5
LASIX Suspected 6
TOLVON Suspected 1
40705 07/10/1985 55 F |Recovered MIANSERIN HYDROCHLORIDE Suspected 8 Rash maculo-papular
40706 09/10/1985 79 F |Recovered INDERAL Suspected 93 Bradycardia
TOLVON Suspected 0 Syncope
SEREPAX Other drug 1005
40769 23/12/1985 71 F |Death TOLVON Suspected 10 Myocardial infarction
MINIPRESS Suspected Sudden death
MODURETIC Suspected
CAPADEX Other drug
41110 03/02/1986 ?? U |Recovered MIDAMOR Suspected 710 Hepatitis
LASIX Suspected 710 Angiopathy
TOLVON Suspected 11
TOLVON Suspected 10
DIGOXIN Other drug 710
41120 15/02/1986 55 F |Not yet recovered |TOLVON Suspected 1 Gravitational oedema
ISOPTIN Other drug 328 Somnolence
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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: LUMIN,MIANSERIN HYDROCHLORIDE,TOLVON

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
41120 15/02/1986 55 F |Not yetrecovered [CHLORALIX Other drug
SEREPAX Other drug 394
41243 29/01/1986 68 M |Recovered MIANSERIN HYDROCHLORIDE Suspected 1 Orthostatic hypotension
LASIX Other drug
SLOW-K Other drug
41274 25/02/1986 74 F |Not yet recovered [TOLVON Suspected 26 Hepatic function abnormal
RANITIDINE Suspected 19 Pyrexia
GAVISCON Suspected 19
41379 08/03/1986 39 F |Not yet recovered [TOLVON Suspected 9 Headache
ALDACTONE Suspected 787 Conjunctivitis
Periorbital oedema
Arthritis
41468 14/03/1986 41 M |Recovered TOLVON Suspected 10 Osteoarthritis
41626 18/03/1986 48 F |Recovered TOLVON Suspected 14 Convulsion
41745 10/04/1986 70 M |Recovered TOLVON Suspected Neutropenia
THIORIDAZINE HYDROCHLORIDE Other drug
LASIX Other drug
POTASSIUM NOS Other drug
LANOXIN PG Other drug
41765 24/03/1986 56 F |Recovered TOLVON Suspected Arthralgia
Anaemia
Pyrexia
41797 21/03/1986 ?? F |Recovered TOLVON Suspected Arthralgia
Dysphagia
Myalgia
Asthenia
Arthralgia
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 02:17PM Page 20 of27



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: LUMIN,MIANSERIN HYDROCHLORIDE,TOLVON

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
42050 05/05/1986 37 F |Recovered MIANSERIN HYDROCHLORIDE Suspected 36 Arthralgia
42135 26/05/1986 73 M |Recovered MIANSERIN HYDROCHLORIDE Suspected 48 Agranulocytosis
LANOXIN Other drug
VENTOLIN Other drug
ATROVENT Other drug
BECOTIDE Other drug
42177 16/05/1986 84 F |Recovered TOLVON Suspected 34 Asthenia
DYAZIDE Other drug 908 Vomiting
ALDOMET Other drug 6293 |Anorexia
SLOW-K Other drug 2908 |Weight decreased
NAPROSYN Other drug 845 Hepatic function abnormal
PANADEINE Other drug Jaundice
42334 23/05/1986 67 M |Recovered MIANSERIN HYDROCHLORIDE Suspected 0 Nausea
Dizziness
Hyperhidrosis
42581 05/06/1986 34 F |Not yet recovered [TOLVON Suspected Alopecia
43133 21/08/1986 86 F |Recovered TOLVON Suspected 77 Neutropenia
Sepsis
43232 25/08/1986 80 F |Unknown TOLVON Suspected Sleep disorder
Somnolence
43326 26/08/1986 77 F |Recovered MIANSERIN HYDROCHLORIDE Suspected 25 Neutropenia
43345 30/08/1986 47 F |Recovered TOLVON Suspected 9 Hepatitis
43376 28/08/1986 47 F [Recovered TOLVON Suspected 10 Nervousness
43385 22/08/1986 80 F |Not yet recovered [TOLVON Suspected 0 Somnolence
LASIX Other drug
CAPTOPRIL Other drug
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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: LUMIN,MIANSERIN HYDROCHLORIDE,TOLVON

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

43385 22/08/1986 80 F [Not yet recovered [MIDAMOR Other drug
ORABOLIN Other drug
SANDOCAL 1000 Other drug

44255 05/11/1986 74 M |Recovered MIANSERIN HYDROCHLORIDE Suspected 24 Agranulocytosis
MIANSERIN HYDROCHLORIDE Suspected 6
AMOXYCILLIN TRIHYDRATE Suspected 4

44378 12/11/1986 80 M |[Recovered MIANSERIN HYDROCHLORIDE Suspected 5 Pyrexia

44578 02/12/1986 86 F |Recovered TOLVON Suspected 1 Arthralgia
CLINORIL Other drug 1783 |Fatigue
PANAMAX Other drug 2514
SEREPAX Other drug 1418

45144 26/09/1986 86 F |Recovered TOLVON Suspected Purpura
KEFLEX Suspected 8 Thrombocytopenia
CLINORIL Suspected 840 Epistaxis
THYROXINE SODIUM Other drug

45560 26/03/1987 60 F |Recovered TOLVON Suspected 0 Headache

Chills

45813 10/04/1987 73 F |Not yet recovered |TOLVON Suspected 25 Hyperglycaemia
PANADOL Other drug 57 Hepatic function abnormal
LASIX Other drug 2645
MIDAMOR Other drug 2645
INDERAL Other drug 1549

45874 07/04/1987 56 F [Recovered with seqTOLVON Suspected Face oedema
BETALOC Other drug Oedema peripheral

Arthritis
Hyperglycaemia
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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: LUMIN,MIANSERIN HYDROCHLORIDE,TOLVON

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
45874 07/04/1987 56 F |Recovered with seqUBETALOC Other drug Arthralgia
45913 09/04/1987 25 F |Unknown STELAZINE Suspected Gastrointestinal malformation
MIANSERIN HYDROCHLORIDE Suspected
46238 07/05/1987 66 M |[Recovered VALIUM Suspected Agranulocytosis
MIANSERIN HYDROCHLORIDE Suspected 30
46239 07/05/1987 65 F |Not yet recovered [TOLVON Suspected 19 Hepatic function abnormal
ADALAT 20 Suspected 25
NATRILIX Suspected 19
VOLTAREN Suspected 489
46643 20/05/1987 80 F [Recovered TOLVON Suspected 19 Hallucination
VOLTAREN Other drug 865
LASIX Other drug 1596
MIDAMOR Other drug 1596
DIGOXIN Other drug 1596
SANDOCAL 1000 Other drug 2326
46720 10/06/1987 43 F |Recovered TOLVON Suspected 210 Arthralgia
Myalgia
Myalgia
46867 23/06/1987 76 F |Recovered MIANSERIN HYDROCHLORIDE Suspected 135 Hepatic function abnormal
ISORDIL Other drug 1231 Eosinophilia
AMILORIDE HYDROCHLORIDE Other drug 1231
FRUSEMIDE Other drug 1231
46938 23/06/1987 75 F [Recovered TOLVON Suspected 0 Diarrhoea
47192 09/07/1987 54 M |Recovered MIANSERIN HYDROCHLORIDE Suspected Leukopenia
CAPTOPRIL Suspected
47501 10/07/1987 27 F |Recovered MIANSERIN HYDROCHLORIDE Suspected 2 Leukopenia
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THERAPEUTIC GOODS ADMINISTRATION

Case Line Listing

Date Range: 1 Jan 1960 To 31 Dec 1988 Unclear causality excluded GM medicines Only Tradenames: LUMIN,MIANSERIN HYDROCHLORIDE,TOLVON

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
47501 10/07/1987 27 F |Recovered AZLOCILLIN SODIUM Suspected 21
47660 24/08/1987 ?? F |Unknown TOLVON Suspected Hepatic function abnormal
48036 10/09/1987 47 F |Recovered TOLVON Suspected Myalgia
Arthralgia
48048 27/08/1987 75 M |[Recovered TOLVON Suspected 13 Hepatic function abnormal
TOLVON Suspected 8 Rash
48098 25/09/1987 85 F |Recovered with seqTOLVON Suspected 47 Agranulocytosis
TOLVON Suspected 13
48419 12/10/1987 66 F |Recovered RENITEC Interaction 0 Depression
TOLVON Interaction
48730 08/10/1987 67 F |Recovered TOLVON Suspected 608 Leukopenia
48769 21/10/1987 54 F |Recovered MIANSERIN HYDROCHLORIDE Suspected 0 Anxiety
Nightmare
Sleep disorder
49563 30/11/1987 63 F |Recovered TOLVON Suspected Arthralgia
CARDIZEM Other drug
49618 01/12/1987 72 M |Recovered TOLVON Suspected 1 Diplopia
Diplopia
49639 21/12/1987 43 F |Not yet recovered [TOLVON Suspected 72 Hypercholesterolaemia
49640 21/12/1987 62 F |Not yetrecovered [TOLVON Suspected 2003 |Hypercholesterolaemia
49691 21/12/1987 78 F |Unknown VOLTAREN Suspected 324 Hepatic function abnormal
MIANSERIN HYDROCHLORIDE Suspected 234
49740 08/12/1987 74 F [Recovered MIANSERIN HYDROCHLORIDE Suspected 47 Neutropenia
DIGOXIN Suspected Sepsis
DYAZIDE Suspected
STEMETIL Suspected
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THERAPEUTIC GOODS ADMINISTRATION

Case Line Listing

Date Range: 1 Jan 1960 To 31 Dec 1988 Unclear causality excluded GM medicines Only Tradenames: LUMIN,MIANSERIN HYDROCHLORIDE,TOLVON

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
49740 08/12/1987 74 F [Recovered ASPIRIN Suspected
49768 24/12/1987 60 M |[Recovered TOLVON Suspected 8 Agranulocytosis
50047 11/01/1988 30 F [Recovered TOLVON Suspected 136 Purpura
TOLVON Suspected 14 Gingival bleeding
50950 17/02/1988 69 F [Recovered TOLVON Suspected 171 Jaundice
Rash maculo-papular
Pyrexia
Myalgia
Headache
51216 22/02/1988 61 M |Recovered MIANSERIN HYDROCHLORIDE Interaction Syncope
ENALAPRIL MALEATE Interaction Electrocardiogram abnormal
51254 07/03/1988 47 M |Recovered TOLVON Suspected 7 Rash
Oedema peripheral
51825 26/04/1988 45 F |Recovered MIANSERIN HYDROCHLORIDE Suspected 0 Urticaria
LORAZEPAM Other drug Urticaria
52335 20/05/1988 64 F [Recovered TOLVON Suspected 25 Constipation
DILTIAZEM HYDROCHLORIDE Suspected 168 Rash maculo-papular
DYAZIDE Suspected 382 Pruritus
TEMAZEPAM Suspected 46 Hepatocellular damage
52729 04/05/1988 72 F |Recovered MIANSERIN HYDROCHLORIDE Suspected 44 Agranulocytosis
MIANSERIN HYDROCHLORIDE Suspected 25
MIANSERIN HYDROCHLORIDE Suspected 15
MIANSERIN HYDROCHLORIDE Suspected 8
55033 23/06/1988 65 M |Recovered TOLVON Suspected Photosensitivity reaction
55044 27/06/1988 50 M |Recovered RENITEC Suspected 91 Pyrexia
PRAZOSIN HYDROCHLORIDE Suspected 2221  |Vomiting
ZYLOPRIM Suspected 2221 Hypoaesthesia
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Case Line Listing

Date Range: 1 Jan 1960 To 31 Dec 1988 Unclear causality excluded GM medicines Only Tradenames: LUMIN,MIANSERIN HYDROCHLORIDE,TOLVON

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
55044 27/06/1988 50 M |Recovered FRUSEMIDE Suspected 579
MIANSERIN HYDROCHLORIDE Suspected 336
55508 09/08/1988 38 F [Recovered TOLVON Suspected 164 Anaemia
Neutropenia
55509 10/08/1988 63 F |Recovered TOLVON Suspected 36 Grand mal convulsion
ISOPTIN Other drug
VOLTAREN Other drug
NORMISON Other drug
STEMETIL Other drug
DYAZIDE Other drug
55653 24/08/1988 79 F |Recovered TOLVON Suspected 57 Fatigue
CARDIZEM Suspected 57 Hepatic function abnormal
LANOXIN Suspected Albuminuria
ISORDIL Suspected 57 Renal impairment
SPAN-K Suspected
METOPROLOL TARTRATE Suspected 57
55683 17/08/1988 78 F |Recovered TOLVON Suspected Pruritus
OROXINE Other drug Paraesthesia
COLOXYL Other drug
55975 28/07/1988 69 M |[Recovered MIANSERIN HYDROCHLORIDE Suspected 47 Agranulocytosis
56600 19/09/1988 79 M |Recovered MIANSERIN HYDROCHLORIDE Suspected 45 Agranulocytosis
56762 07/10/1988 50 F [Recovered TOLVON Suspected 0 Hyperkinesia
Hyperkinesia
Insomnia
57506 11/11/1988 65 F |Recovered TOLVON Suspected 36 Agranulocytosis
ISORDIL Other drug 36
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Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
57506 11/11/1988 65 F |Recovered THYROXINE SODIUM Other drug 36
FRUSEMIDE Other drug 36
ANGININE Other drug 36
SLOW-K Other drug 36
57543 03/11/1988 58 F [Recovered TOLVON Suspected 2189 |Urticaria
57910 21/12/1988 70 F |Death MIANSERIN HYDROCHLORIDE Suspected 47 Neutropenia
MELLERIL Suspected 63 Sudden death
DILTIAZEM HYDROCHLORIDE Suspected 131
THEO-DUR Suspected
NITRADISC Suspected
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