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: DEPTRAN,DOXEPIN HYDROCHLORIDE,QUITAXON,SINEQUAN

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
347 10/08/1977 60 M  [Unknown DOXEPIN HYDROCHLORIDE Suspected 3 Dry mouth

DOXEPIN HYDROCHLORIDE Suspected 1 Constipation
LARGACTIL Other drug 8 Diplopia
LARGACTIL Other drug 3 Visual disturbance
FORTRAL Other drug 6
DI-GESIC Other drug 4

1288 23/09/1986 86 M |[Recovered DYAZIDE Suspected 315 Leukopenia
BACTRIM DS Suspected 24 Thrombocytopenia
DOXEPIN HYDROCHLORIDE Suspected 148
RANITIDINE Suspected 8
VOLTAREN Suspected 20
NILSTAT Suspected 10

8165 06/08/1973 50 F |Unknown SINEQUAN Suspected 16 Angioedema
SINEQUAN Suspected 3 Rash

8508 04/10/1973 48 M |Not yet recovered |[SINEQUAN Suspected 0 Coordination abnormal
VALIUM Other drug Oedema
MELLERIL Other drug Arthralgia
BUTAZOLIDIN Other drug Osteoarthritis
PANADEINE Other drug

8528 05/10/1973 41 F |Not yet recovered |DOXEPIN HYDROCHLORIDE Suspected Photosensitivity reaction
PONDERAX Other drug Photosensitivity reaction

8732 28/11/1973 67 M |[Recovered SINEQUAN Suspected 30 Hepatitis
AMINOPHYLLINE Suspected Jaundice
EPHEDRINE Suspected

8988 29/01/1974 61 F [Recovered SINEQUAN Suspected 9 Jaundice
FERROMYN Suspected
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8988 29/01/1974 61 F |Recovered HYDROXOCOBALAMIN Suspected
9146 13/03/1974 73 M |Recovered SINEQUAN Suspected 3 Anxiety
BRUFEN Other drug 3 Hallucination
Nightmare
9182 28/03/1974 28 F |Not yet recovered |SINEQUAN Suspected 114 Rash maculo-papular
SERIAL-C Suspected 267 Photosensitivity reaction
THROAT LOZENGE Other drug 0
9290 22/04/1974 35 M |[Recovered SINEQUAN Suspected 244 Hepatic steatosis
9569 04/07/1974 ?? M |Recovered QUITAXON Suspected Pharyngitis
Pharyngitis
Dry mouth
Urinary incontinence
9606 30/06/1974 61 M |Recovered WARFARIN SODIUM Interaction 21 Haemoptysis
INDOCID Interaction Melaena
PENBRITIN Interaction 7
SINEQUAN Interaction 1
BENEMID Other drug
LASIX Other drug
SLOW-K Other drug
LANOXIN Other drug
9764 26/08/1974 47 M |Unknown SINEQUAN Suspected 3 Erythema multiforme
Erythema multiforme
Urticaria
10337 18/12/1974 58 F |Unknown QUITAXON Suspected 41 Hepatitis cholestatic
QUITAXON Suspected 31
10556 24/01/1975 30 M |[Recovered SINEQUAN Suspected 5 Gastritis
Oesophagitis
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  31/07/200 08:58AM Page 2 of29




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: DEPTRAN,DOXEPIN HYDROCHLORIDE,QUITAXON,SINEQUAN

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
10638 05/02/1975 48 M [Recovered DOXEPIN HYDROCHLORIDE Suspected 2 Hypoaesthesia
Arthralgia
10843 26/02/1975 43 F |Recovered SINEQUAN Suspected 4 Angioedema
10864 11/03/1975 35 M [Recovered DOXEPIN HYDROCHLORIDE Suspected Hyperhidrosis
ECOTRIN Suspected 0 Anxiety
Eczema
11512 15/05/1975 54 F |Not yetrecovered [SINEQUAN Suspected 4 Headache
PENSIG Suspected 4 Dry mouth
\Vomiting
Somnolence
Visual disturbance
11549 20/05/1975 46 M [Unknown SINEQUAN Suspected Rash
ATROMID-S Suspected
INDERAL Suspected
11733 10/06/1975 69 F |Not yetrecovered [SINEQUAN Suspected 41 Dermatitis
Photosensitivity reaction
11862 19/01/1974 53 F |Recovered SINEQUAN Suspected Rash maculo-papular
12040 03/07/1975 27 F |Not yet recovered |SINEQUAN Suspected 10 Tooth discolouration
VALIUM Suspected 39 Dental caries
12168 25/07/1975 42 F |Recovered SINEQUAN Suspected 40 Rash
VALIUM Other drug Purpura
Thrombocytopenia
12428 31/08/1975 29 F |Recovered SINEQUAN Suspected 0 Dizziness
Syncope
12471 05/09/1975 67 F |Recovered ALDOMET Suspected Rash
LAROXYL Suspected
SINEQUAN Suspected
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13036 22/12/1975 57 M  [Unknown SINEQUAN Suspected Rash
INDOMETHACIN Other drug
13198 27/01/1976 40 M |Not yet recovered |[SINEQUAN Suspected 183 Tinnitus
VALIUM Other drug 183
13210 06/02/1976 46 F |Recovered SINEQUAN Suspected 5 Urticaria
13566 28/04/1976 42 M [Recovered DOXEPIN HYDROCHLORIDE Suspected 0 Insomnia
DICYCLOMINE HYDROCHLORIDE Other drug 0 Chromatopsia
Headache
Asthenia
Confusional state
Tachycardia
Dry mouth
Ageusia
Nightmare
13621 06/05/1976 40 F |Recovered MODECATE Other drug 1212  |Rash erythematous
DOXEPIN HYDROCHLORIDE Suspected 0 Dyspnoea
MINOVLAR Other drug 392 Nervousness
Lymphopenia
14067 23/07/1976 67 F |Recovered SINEQUAN Suspected 1 Tremor
14156 12/08/1976 22 M |[Recovered SINEQUAN Suspected 14 Rash maculo-papular
14351 07/09/1976 37 F [Recovered PENICILLIN NOS Suspected Urticaria
DOXEPIN HYDROCHLORIDE Suspected Chills
Pruritus
Face oedema
14589 04/11/1976 31 F |Recovered DOXEPIN HYDROCHLORIDE Suspected 1 Headache
14698 29/11/1976 47 F |Recovered SINEQUAN Suspected 8 Face oedema
SINEQUAN Suspected
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14712 27/11/1976 50 M |Recovered SINEQUAN Suspected 7 Grand mal convulsion
14856 16/12/1976 30 F |Recovered DALMANE Suspected 70 Encephalopathy

DOXEPIN HYDROCHLORIDE Suspected 70
CELESTONE Suspected 6
VALIUM Suspected
LIBRIUM Suspected 1
ALCOHOL Suspected 1
15053 18/01/1977 44 F |Recovered SINEQUAN Suspected 13 Erythema multiforme
15300 14/03/1977 57 F |Recovered SINEQUAN Suspected 78 Orthostatic hypotension
SOLPRIN Other drug 778
PERSANTIN Other drug 778
UROLUCOSIL Other drug 413
15386 23/03/1977 48 M [Not yet recovered |DOXEPIN HYDROCHLORIDE Suspected Hyperhidrosis
15556 08/03/1977 51 F |Recovered DOXEPIN HYDROCHLORIDE Suspected 24 Bone marrow failure
Thrombocytopenia
Pancytopenia
15578 28/04/1977 45 F |Recovered SINEQUAN Suspected 0 Headache
15697 25/05/1977 36 M |Unknown QUITAXON Suspected 3 Dry mouth
ASPIRIN SOLUBLE Other drug 1 Visual disturbance
MOGADON Other drug 11
15705 26/05/1977 61 F |Unknown QUITAXON Suspected 1 Dry mouth
GRANOCOL Other drug 23
LARGACTIL Other drug 23
LASIX Other drug 23
SLOW-K Other drug 23
ASPIRIN SOLUBLE Other drug 16
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15705 26/05/1977 61 F |Unknown GENTAMICIN SULPHATE Other drug 14
MOGADON Other drug 23
FORTRAL Other drug 22
INSULIN-BIPHASIC Other drug 23
HEPARIN CALCIUM Other drug 32

15822 21/06/1977 63 F |Recovered SINEQUAN Suspected 0 Hyperkinesia
BETALOC Other drug 63
LASIX Other drug 856
MIDAMOR Other drug 491
LANOXIN Other drug 491
RHUSAL Other drug 94
DI-GESIC Other drug 856

16052 11/08/1977 67 F |Recovered DOXEPIN HYDROCHLORIDE Suspected 1 Somnolence
BECOTIDE Other drug 6 Visual disturbance
LASIX Other drug 13 Dry mouth
MIDAMOR Other drug 12 Dizziness
MYLANTA Other drug 13
PREDNISOLONE Other drug 12

16384 12/09/1977 22 F |Recovered QUITAXON Suspected 7 Oedema peripheral
NITRAZEPAM Other drug 17
CHLORPROMAZINE Other drug 7
CITRADEX Other drug 13

16414 20/10/1977 73 F |Recovered DOXEPIN HYDROCHLORIDE Suspected 0 Tremor
DIGOXIN Other drug 31 Agitation
FERRO-GRADUMET Other drug 15 Anxiety
SALAZOPYRIN Other drug 16
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16517 02/11/1977 48 F |Recovered CARBIMAZOLE Suspected Paranoia
THYROXINE SODIUM Suspected
DOXEPIN HYDROCHLORIDE Suspected
16837 12/01/1978 ?? M |[Recovered DOXEPIN HYDROCHLORIDE Suspected Jaundice
16986 09/05/1974 ?7? U [Recovered LANOXIN Suspected \Vomiting
APRINOX Suspected Anorexia
K-LYTE Suspected
SINEQUAN Suspected
17244 13/04/1978 57 F |Recovered SINEQUAN Suspected 30 Mouth ulceration
Vulval disorder
17517 22/05/1978 51 M |Not yet recovered |DOXEPIN HYDROCHLORIDE Suspected Somnolence
VALIUM Suspected
17529 08/05/1978 20 F |Recovered SINEQUAN Suspected Muscle twitching
17547 15/05/1978 44 F |Not yetrecovered [SINEQUAN Suspected 14 Palpitations
17574 05/05/1978 51 M |[Recovered SINEQUAN Suspected 17 Renal pain
DI-GESIC Other drug 1034 |Anorexia
Nausea
Hyperhidrosis
17729 26/05/1978 70 F |Recovered SINEQUAN Suspected 15 Hepatitis cholestatic
Hepatocellular damage
17870 30/06/1978 34 F |Recovered SINEQUAN Suspected 1 Amnesia
Depersonalisation
Agitation
17986 18/07/1978 35 F |Not yetrecovered [SINEQUAN Suspected Congenital hand malformation
COLOXYL Suspected Congenital hand malformation
18009 04/08/1978 60 F |Not yet recovered |QUITAXON Suspected 99 Photosensitivity reaction
18201 10/08/1978 77 F |Recovered SINEQUAN Suspected 5 Encephalopathy
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18201 10/08/1978 77 F |Recovered MELLERIL Suspected 3 Aggression
Confusional state
Confusional state
18577 28/09/1978 46 F |Unknown SINEQUAN Suspected 0 Paraesthesia
DIAZEPAM Other drug 797
18834 09/11/1978 62 M [Unknown SINEQUAN Suspected 286 Tinnitus
VALIUM Suspected 286
19279 11/01/1979 58 M |[Recovered SINEQUAN Suspected 119 Conjunctivitis
PRO-PAM Other drug 119
NOCTEC Other drug 119
19446 02/02/1979 46 M [Not yet recovered |DOXEPIN HYDROCHLORIDE Suspected Dry mouth
Erectile dysfunction
Erectile dysfunction
19471 07/02/1979 67 M [Not yet recovered |SINEQUAN Suspected 19 Purpura
MELLERIL Other drug
MOGADON Other drug
19486 01/02/1979 46 F |Recovered SINEQUAN Suspected 9 Syncope
19536 13/02/1979 33 M |Not yet recovered |MELLERIL Suspected 31 Ejaculation failure
DOXEPIN HYDROCHLORIDE Suspected 31 Erectile dysfunction
MODECATE Suspected 12
19910 21/03/1979 38 M |Recovered LITHICARB Suspected 1608 [Coronary artery thrombosis
SINEQUAN Suspected 1040
19974 22/01/1978 65 F |Unknown DOXEPIN HYDROCHLORIDE Suspected 5 Chest pain

Coordination abnormal
Visual disturbance

Purpura
Somnolence
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20045 24/04/1979 25 F |Recovered SINEQUAN Suspected 4 Abdominal pain
DIAZEPAM Other drug 4 Urinary retention
20199 25/05/1979 59 F |Death IMIPRAMINE HYDROCHLORIDE Suspected 842 Aplastic anaemia
DOXEPIN HYDROCHLORIDE Suspected 842
20484 27/06/1979 49 F |Recovered SINEQUAN Suspected 1 Stupor
MACRODANTIN Other drug 1 Confusional state
20495 02/07/1979 38 F |Recovered SINEQUAN Suspected 11 Convulsion
INSULIN NOS Suspected Hallucination
Hyperglycaemia
20535 24/03/1979 51 F |Recovered SINEQUAN Suspected 1 Rash
TETRACYCLINE NOS Other drug 158
20758 23/07/1979 55 M |[Recovered SINEQUAN Suspected 2 Nightmare
SLOW-K Other drug
LASIX Other drug
LANOXIN PG Other drug
PERSANTIN Other drug
WARFARIN SODIUM Other drug
20815 08/08/1979 25 F |Recovered TRIMIPRAMINE MALEATE Suspected 25 Urticaria
DOXEPIN HYDROCHLORIDE Suspected 25
21332 01/11/1979 57 M [Not yet recovered |PREDNISONE Other drug Prothrombin level decreased
TERBUTALINE SULPHATE Other drug Purpura
QUITAXON Interaction
MAREVAN Interaction 178
21349 01/11/1979 42 F |Recovered MELLERIL Suspected 20 Breast pain
DOXEPIN HYDROCHLORIDE Suspected 30 Galactorrhoea
21617 05/12/1979 ?? M |[Recovered SINEQUAN Suspected Hyperkinesia
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21617 05/12/1979 ?? M [Recovered ZYLOPRIM Other drug
LASIX Other drug
CARDOPHYLLIN Other drug
INDOCID Other drug
VALIUM Other drug
BRICANYL Other drug
22039 01/02/1980 66 F |Recovered SINEQUAN Suspected 1 Nightmare
BRUFEN Other drug 270 Insomnia
DI-GESIC Other drug 270
22081 11/02/1980 27 F |Recovered SINEQUAN Suspected 2 Nightmare
Headache
22154 15/12/1979 44 U |Not yet recovered |DOXEPIN HYDROCHLORIDE Suspected 1 Hallucination
22255 17/03/1980 41 F |Recovered CITANEST-OCTAPRESSIN Interaction 0 Hypotension
SINEQUAN Interaction 75 Bradycardia
Stupor
Hyperhidrosis
22406 02/04/1980 55 M |Recovered SINEQUAN Suspected 138 Convulsion
Muscle twitching
22662 14/05/1980 28 F |Recovered SINEQUAN Suspected 0 Aggression
Nervousness
22949 10/06/1980 65 F |Not yet recovered [SINEQUAN Suspected 8 Rash maculo-papular
Pruritus
23418 20/08/1980 51 F [Unknown CHLOTRIDE Interaction Extrasystoles
SEREPAX Other drug Ventricular tachycardia
SINEQUAN Interaction 550
ALDOMET Interaction
23456 09/08/1980 44 F |Recovered TEGRETOL Suspected 694 Leukopenia
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23456 09/08/1980 44 F |Recovered DOXEPIN HYDROCHLORIDE Suspected 694 Neutropenia
CAPADEX Other drug 784
DIAZEPAM Other drug 1149
NITRAZEPAM Other drug 1149
23459 21/08/1980 60 F |Unknown SINEQUAN Suspected 0 Constipation
23487 29/08/1980 29 F [Recovered QUITAXON Suspected Palpitations
ALERTONIC Other drug Rash maculo-papular
Palpitations
23634 18/09/1980 64 M [Recovered DOXEPIN HYDROCHLORIDE Suspected 5 Extrasystoles
Dizziness
23820 08/10/1980 23 F [Unknown SINEQUAN Suspected 5 Galactorrhoea
INSULIN NOS Other drug
INSULIN ISOPHANE Other drug
24695 24/02/1981 65 F |Recovered SINEQUAN Suspected 3 Hyperkinesia
NORMISON Other drug 10 Insomnia
Paraesthesia
24814 13/03/1981 79 F |Not yetrecovered [SINEQUAN Suspected 1073 |Rash erythematous
Rash maculo-papular
24856 25/03/1981 69 M |Recovered SINEQUAN Suspected 1 Agitation
Nervousness
25108 22/04/1981 50 M |[Recovered SINEQUAN Suspected Orthostatic hypotension
ALCOHOL Other drug
25121 08/05/1981 72 F |Recovered SINEQUAN Suspected Nightmare
Nightmare
25177 20/05/1981 38 M |[Recovered SINEQUAN Suspected 1 Dizziness
CATAPRES Other drug Nervousness
FABAHISTIN Other drug
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25177 20/05/1981 38 M |[Recovered PALAPRIN Other drug
25202 22/05/1981 50 F |Recovered SINEQUAN Suspected 24 Nightmare
SINEQUAN Suspected 17
25205 19/05/1981 74 F |Recovered MIDAMOR Other drug Aphasia
SINEQUAN Suspected 9 Hallucination
SINEQUAN Suspected 3 Tremor
BETALOC Other drug
TAGAMET Other drug
LASIX Other drug
MIDAMOR Other drug
25404 16/04/1981 52 M [Recovered SINEQUAN Suspected 2328 |Amnesia
VALIUM Suspected 653
EPHEDRINE HYDROCHLORIDE Suspected 1749
25415 25/06/1981 38 F |Not yetrecovered [SINEQUAN Suspected 7 Breast enlargement
Breast pain
25495 09/07/1981 41 F [Recovered SINEQUAN Suspected 19 Urticaria
Face oedema
Oedema peripheral
25657 27/07/1981 ?? U |Recovered DOXEPIN HYDROCHLORIDE Suspected 0 Somnolence
Somnolence
Visual disturbance
Dry mouth
25724 11/08/1981 37 M |[Recovered SINEQUAN Suspected Weight increased
Libido decreased
Purpura
26228 22/09/1981 79 F [Not yet recovered |HALOPERIDOL Suspected Jaundice
DOXEPIN HYDROCHLORIDE Suspected
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26228 22/09/1981 79 F |Not yetrecovered |NITRAZEPAM Other drug
SENOKOT Other drug
26350 23/11/1981 59 F |Recovered SINEQUAN Suspected 1 Coordination abnormal
Dizziness
26592 05/01/1982 29 M |[Recovered SINEQUAN Suspected 0 Myalgia
Myalgia
27053 18/03/1982 32 F |Not yet recovered |SINEQUAN Suspected 2 Dry mouth
Somnolence
27072 16/03/1982 67 F [Recovered SINEQUAN Suspected 114 Nausea
LITHIUM CARBONATE Other drug 114 Nausea
NAPROSYN Other drug 359 Drug withdrawal syndrome
Headache
27520 08/03/1982 57 F |Unknown SINEQUAN Suspected 1 Hypoglycaemia
THYROXINE SODIUM Other drug 11313
27779 18/06/1982 50 F |Recovered MITOTANE Interaction Abdominal pain
SINEQUAN Interaction Syncope
MAXOLON Other drug Dizziness
LACTULOSE Other drug Nausea
\Vomiting
Hyperhidrosis
27796 28/06/1982 42 M |[Recovered SINEQUAN Suspected Hallucination
MELLERIL Other drug Nightmare
Tachycardia
27815 01/07/1982 65 F |Recovered DOXEPIN HYDROCHLORIDE Suspected 2 Nausea
27886 02/07/1982 68 F |Recovered CEFOTAXIME SODIUM Suspected 28 Neutropenia
MYCOSTATIN Suspected 18
DEQUADIN Suspected 18
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27886 02/07/1982 68 F [Recovered SINEQUAN Suspected 35
27952 16/07/1982 27 F |Recovered DOXEPIN HYDROCHLORIDE Suspected Arthralgia
TRIQUILAR Other drug Somnolence
PANADOL Other drug Pyrexia
Malaise
Hyperhidrosis
\Vomiting
Jaundice
28742 15/10/1982 64 F |Recovered ONCOVIN Suspected 10 Urinary retention
CYCLOPHOSPHAMIDE Suspected
DOXEPIN HYDROCHLORIDE Suspected
ADRIAMYCIN Other drug 10
SLOW-K Other drug
BENDROFLUAZIDE Other drug
TIMOLOL MALEATE Other drug
ALLOPURINOL Other drug
URECHOLINE Other drug
29538 25/01/1983 67 F |Recovered SINEQUAN Suspected 147 Coordination abnormal
TAGAMET Other drug 79 Paraesthesia
ASPIRIN Other drug 0
29660 27/01/1983 41 F |Recovered DOXEPIN HYDROCHLORIDE Suspected 36 Anorexia
MICRONOR Other drug Malaise
Hepatitis
Arthralgia
Headache
29789 22/02/1983 39 M |Not yet recovered |[SINEQUAN Suspected Hyperhidrosis
ROHYPNOL Suspected Tremor
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29793 28/02/1983 62 M |[Recovered SINEQUAN Suspected 3 Vertigo
30070 01/04/1983 50 F |Recovered SINEQUAN Suspected 111 Photosensitivity reaction
K.H.3 Other drug 386
30430 14/04/1983 39 F |Recovered QUITAXON Suspected 0 Dizziness
Palpitations
Hyperhidrosis
Insomnia
Tachycardia
Hypertension
30617 16/05/1983 62 F |Not yetrecovered [DOXEPIN HYDROCHLORIDE Suspected Rash erythematous
DILANTIN Other drug Rash erythematous
AGAROL Other drug
30866 01/06/1983 63 M [Not yet recovered [(CAPOTEN Suspected 29 Renal failure acute
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
30962 09/06/1983 ?? F |Unknown ATARAX Suspected Dyskinesia
SINEQUAN Suspected
31042 08/07/1983 41 F |Recovered SINEQUAN Suspected 14 Oedema peripheral
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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: DEPTRAN,DOXEPIN HYDROCHLORIDE,QUITAXON,SINEQUAN

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
31169 12/07/1983 32 M [Recovered with seqiSINEQUAN Suspected 517 Pemphigoid
OSPOLOT Suspected 30
SANDOMIGRAN Other drug 456
31257 23/07/1983 53 F |Unknown SINEQUAN Suspected 19 Weight increased
31309 15/07/1983 80 F |Recovered SINEQUAN Suspected Delirium
31813 25/08/1983 41 F |Recovered SINEQUAN Suspected 8 Oedema
31897 10/09/1983 ?? F |Recovered SINEQUAN Suspected Suppressed lactation
31898 10/09/1983 ?? F |Recovered SINEQUAN Suspected Suppressed lactation
31899 10/09/1983 ?? F |Recovered SINEQUAN Suspected Suppressed lactation
32291 20/11/1983 52 F |Recovered QUITAXON Suspected 28 Nightmare
TAGAMET Other drug 28
32299 25/10/1983 33 F |Not yet recovered [DOXEPIN HYDROCHLORIDE Suspected Photosensitivity reaction
LASIX Suspected Weight increased
32566 21/11/1983 ?? F |Recovered SINEQUAN Suspected 0 Insomnia
33027 03/01/1984 50 M |Not yet recovered |[SINEQUAN Suspected Weight increased
VALIUM Other drug
33447 27/02/1984 35 M |[Recovered SINEQUAN Suspected 7 Leukopenia
33888 04/04/1984 34 F [Recovered SINEQUAN Suspected 0 Visual disturbance
BRUFEN Other drug 1 Dizziness
34005 06/04/1984 49 F |Recovered BRUFEN Suspected Erythema multiforme
NAPROSYN Suspected 4
SEPTRIN FORTE Suspected 40
SEPTRIN FORTE Suspected 10
SEREPAX Suspected
DOXEPIN HYDROCHLORIDE Suspected
34333 25/05/1984 35 F |Not yet recovered |SINEQUAN Suspected 51 Erythema multiforme
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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: DEPTRAN,DOXEPIN HYDROCHLORIDE,QUITAXON,SINEQUAN

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

35110 23/07/1984 56 F |Recovered SINEQUAN Suspected 0 Pain
CLINORIL Other drug 5 Tremor
NORMISON Other drug 84 Tremor
ESTIGYN Other drug 84

35242 22/08/1984 46 F |Recovered SINEQUAN Suspected 16 Oedema peripheral
ISOPTIN Other drug 39 Abdominal pain

Headache

35279 23/07/1984 52 F |Unknown SINEQUAN Suspected Paraesthesia
SINEQUAN Suspected Muscle spasms
SINEQUAN Suspected Nervousness
CAFERGOT Other drug
TENORMIN Other drug
VALIUM Other drug

35283 29/08/1984 ?? F |Recovered DOXEPIN HYDROCHLORIDE Suspected 138 Anxiety

Paresis

35419 10/09/1984 79 M |Recovered SINEQUAN Suspected Gynaecomastia
ISORDIL Other drug
RYTHMODAN Other drug
NAPROSYN Other drug

35489 18/09/1984 72 M [Not yet recovered |VIBRA-TABS 50 Suspected 154 Photosensitivity reaction
NAPROSYN Suspected 1
SINEQUAN Suspected 28

35715 15/10/1984 32 F |Recovered QUITAXON Suspected 14 Hepatitis
SEREPAX Suspected 30

35787 16/10/1984 64 F [Recovered TAGAMET Suspected 14 Hepatitis
ATARAX Suspected 14
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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: DEPTRAN,DOXEPIN HYDROCHLORIDE,QUITAXON,SINEQUAN

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
35787 16/10/1984 64 F |Recovered DOXEPIN HYDROCHLORIDE Suspected 97
35970 31/10/1984 74 F |Recovered DOXEPIN HYDROCHLORIDE Suspected 0 Confusional state
DOXEPIN HYDROCHLORIDE Other drug 3 Hallucination
Insomnia
Agitation
36040 02/11/1984 71 F |Unrelated death MODURETIC Suspected 13 Rash maculo-papular
TENORMIN Suspected 119 Dermatitis bullous
SINEQUAN Suspected 126
36171 16/11/1984 ?? M [Recovered SLOW-K Suspected 7 Hepatic function abnormal
DOXEPIN HYDROCHLORIDE Suspected 4 Hepatomegaly
BISOLVON Suspected 10
MODURETIC Suspected 2
INSULIN MONOTARD Other drug 37
THEO-DUR Other drug
ASPIRIN Other drug
FRUSEMIDE Other drug 38
36174 15/11/1984 45 M |[Recovered DOXEPIN HYDROCHLORIDE Suspected Dry mouth
36240 19/11/1984 54 M |Not yet recovered |[SINEQUAN Suspected Erectile dysfunction
DYAZIDE Other drug
36581 17/12/1984 60 M |Recovered DOXEPIN HYDROCHLORIDE Suspected 8 Paraesthesia
Hyperaesthesia
Paraesthesia
36827 15/01/1985 27 F |Not yet recovered |SINEQUAN Suspected 29 Rash erythematous

Photosensitivity reaction
Rash erythematous

Pain
Oedema
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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: DEPTRAN,DOXEPIN HYDROCHLORIDE,QUITAXON,SINEQUAN

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
36827 15/01/1985 27 F |Not yetrecovered [SINEQUAN Suspected 29 Dermatitis
36829 15/01/1985 36 M |Recovered SINEQUAN Suspected 1 Dizziness
LEXOTAN Other drug 192 Coordination abnormal
37285 13/02/1985 56 M [Not yet recovered |SINEQUAN Suspected 42 Rash erythematous
EUHYPNOS Suspected Skin hypertrophy
Photosensitivity reaction
Pruritus
Skin exfoliation
37901 04/04/1985 59 F |Death, maybe drug [DOLOBID Suspected 82 Aplastic anaemia
DOXEPIN HYDROCHLORIDE Suspected 82 Sepsis
ERYTHROMYCIN Suspected 51
NORMISON Suspected 82
38044 24/04/1985 51 F |Not yet recovered [SINEQUAN Suspected 7 Urticaria
BI-QUINATE Other drug 7
PREDNISONE Other drug
TENORMIN Other drug
MINIPRESS Other drug
38088 19/04/1985 84 F [Recovered DOXEPIN HYDROCHLORIDE Suspected 108 Coordination abnormal
Tremor
Eructation
Dry mouth
Dyspepsia
Confusional state
38561 03/04/1985 48 F |Recovered SINEQUAN Interaction Headache
PROTEIN EXTRACT Interaction
38649 13/06/1985 66 M |Recovered RIVOTRIL Suspected Confusional state
FELDENE Suspected 39 Agitation
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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: DEPTRAN,DOXEPIN HYDROCHLORIDE,QUITAXON,SINEQUAN

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
38649 13/06/1985 66 M |Recovered DOXEPIN HYDROCHLORIDE Suspected Hallucination
CARBAMAZEPINE Suspected Paranoia
MORPHINE NOS Suspected Depression
Hypokinesia
39226 12/08/1985 33 F |Recovered SINEQUAN Suspected Neuropathy
Neuropathy
39341 20/08/1985 64 M [Not yet recovered |CARDIPRIN 100 Suspected 121 Gastric ulcer haemorrhage
BURINEX Suspected 14
SINEQUAN Suspected 121
MINIPRESS Suspected 27
ISORDIL Suspected
MAGMIN Suspected 14
BETALOC Other drug
SLOW-K Other drug
NIFEDIPINE Other drug 272
DIGOXIN Other drug
39446 06/09/1985 36 F |Not yet recovered |QUITAXON Suspected 9 Weight increased
39560 17/09/1985 42 F |Unknown SINEQUAN Suspected 17 Rash
Pruritus
39662 01/10/1985 61 F |Recovered SINEQUAN Suspected 0 Agranulocytosis
INSULATARD (NORDISK) Other drug
39671 02/10/1985 39 M |[Recovered QUITAXON Suspected 49 Tremor
Hypertension
39944 07/10/1985 57 M |Recovered VANCOMYCIN HYDROCHLORIDE Suspected 10 Neutropenia
SINEQUAN Suspected 13 Agranulocytosis
DIGOXIN Other drug 14
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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: DEPTRAN,DOXEPIN HYDROCHLORIDE,QUITAXON,SINEQUAN

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
39944 07/10/1985 57 M [Recovered AMPHOTERICIN Suspected 10
ALU-TAB Other drug 13
NILSTAT Suspected 10
LACTULOSE Suspected 14
MULTI-B FORTE Other drug 13
FOLIC ACID Other drug 14
39954 16/10/1985 37 F |Recovered SINEQUAN Suspected 0 Somnolence
40184 12/11/1985 68 F |Not yetrecovered [ISOPTIN Suspected Constipation
SINEQUAN Suspected
SEREPAX Suspected
40231 19/11/1985 59 F [Recovered SINEQUAN Suspected Coordination abnormal
CLINORIL Other drug
VALIUM Other drug
AGAROL Other drug
40304 20/11/1985 40 F |Not yet recovered |SINEQUAN Suspected 3 Rash morbilliform
40421 29/11/1985 54 F |Not yetrecovered [SINEQUAN Suspected 1 Visual disturbance
Glaucoma
40601 18/11/1985 52 F |Not yetrecovered [SINEQUAN Suspected 17 Pyrexia
NORMISON Suspected 16 Lymphopenia
Neutropenia
Fatigue
Chills
Pharyngitis
40669 13/12/1985 46 F |Not yetrecovered [SINEQUAN Suspected 0 Hepatitis
ZADINE Suspected
POLARAMINE Suspected
SUDAFED Suspected
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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: DEPTRAN,DOXEPIN HYDROCHLORIDE,QUITAXON,SINEQUAN

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
40669 13/12/1985 46 F |Not yetrecovered |[CIMETIDINE Suspected
PANADOL Suspected
41063 31/01/1986 55 M |[Recovered SINEQUAN Suspected 5 Somnolence
Headache
Bruxism
Tremor
Myalgia
Coordination abnormal
41068 29/01/1986 27 M |Recovered SINEQUAN Suspected Nightmare
Nightmare
41271 21/02/1986 30 F |Recovered SINEQUAN Suspected 48 Thrombocytopenia
Epistaxis
41746 08/04/1986 43 M [Not yet recovered |[SINEQUAN Suspected 2 Deafness
Tinnitus
Deafness
41819 23/04/1986 53 F |Unknown SINEQUAN Suspected Generalised oedema
41907 30/04/1986 59 M |[Recovered SINEQUAN Suspected 4 Hepatitis
Hepatitis
42129 22/05/1986 60 M |Recovered QUITAXON Suspected 2 Anorexia
42320 21/05/1986 34 F [Recovered QUITAXON Suspected 308 Pruritus
Rash maculo-papular
42346 29/05/1986 72 F |Unknown SINEQUAN Suspected 0 Tremor
CLINORIL Suspected 0 Somnolence
Coordination abnormal
42818 09/07/1986 66 F |Unknown CORDILOX Suspected 7 Rash
SINEQUAN Suspected 40
NORMISON Suspected 2
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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: DEPTRAN,DOXEPIN HYDROCHLORIDE,QUITAXON,SINEQUAN

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
42818 09/07/1986 66 F |Unknown SEREPAX Suspected 271
DYAZIDE Suspected 44
42932 24/07/1986 38 M |[Recovered SINEQUAN Suspected 3 Headache
Headache
Myalgia
43375 02/09/1986 57 F |Recovered SINEQUAN Suspected Hypoaesthesia
43950 29/09/1986 30 F |Not yetrecovered [DOXEPIN HYDROCHLORIDE Suspected 211 Galactorrhoea
44006 23/09/1986 86 M |Recovered DYAZIDE Suspected 277 Purpura
DOXEPIN HYDROCHLORIDE Suspected 110
44080 10/10/1986 65 F |Recovered CAPTOPRIL Suspected Neutropenia
SPIRONOLACTONE Suspected
DOXEPIN HYDROCHLORIDE Suspected
TETRACYCLINE HYDROCHLORIDE Suspected
44105 20/10/1986 62 F |Recovered SINEQUAN Suspected 0 Speech disorder
Somnolence
Gait disturbance
44163 22/10/1986 58 M |Not yet recovered |XYLOCAINE Suspected 2 Urticaria
CELESTONE Suspected 2
INDOCID Suspected 1
CODEINE Suspected 2
PANADEINE Suspected 4
DOXEPIN HYDROCHLORIDE Suspected 4
MOGADON Suspected 4
PREDNISONE Suspected 7
44978 24/01/1987 51 M |[Recovered SINEQUAN Suspected 2 Tremor
SINEQUAN Suspected 0 Anxiety
Agitation
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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: DEPTRAN,DOXEPIN HYDROCHLORIDE,QUITAXON,SINEQUAN

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
45045 03/02/1987 40 F |Notyetrecovered |CYTOSAR Suspected 4 Cerebellar syndrome
AMPHOTERICIN Suspected 5
METHADONE HYDROCHLORIDE Suspected 2
DOXEPIN HYDROCHLORIDE Suspected 5
MODURETIC Suspected 14
RIFAMPICIN Suspected 14
45278 21/02/1987 ?? U |Recovered QUITAXON Suspected Abdominal pain
45559 02/03/1987 ?? U |Recovered with seqSINEQUAN Suspected 14 Conversion disorder
Insomnia
45582 16/03/1987 32 F |Unknown DOXEPIN HYDROCHLORIDE Suspected 314 Leukopenia
45630 18/03/1987 38 M [Not yet recovered [FRISIUM Suspected 27 Hyperkinesia
SINEQUAN Suspected 0 Hypokinesia
45739 31/03/1987 65 F |Recovered SINEQUAN Suspected 32 Orthostatic hypotension
45867 01/04/1987 39 F |Recovered VALIUM Suspected Coma
SINEQUAN Suspected
THEO-DUR Other drug
VALIUM Other drug
45889 10/04/1987 75 F |Not yetrecovered [SERENACE Suspected Dystonia
FERRO-GRADUMET Suspected
TOFRANIL Suspected
SINEQUAN Suspected
46153 05/02/1987 56 F |Unknown SINEQUAN Suspected 18 Nightmare
46203 01/05/1987 31 F |Recovered DOXEPIN HYDROCHLORIDE Suspected Drug withdrawal convulsions
OXAZEPAM Suspected 219
46324 28/03/1987 92 F |Recovered DOLOBID Suspected 20 Haematemesis
SINEQUAN Suspected Melaena
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Case Line Listing

Date Range: 1 Jan 1960 To 31 Dec 1988 Unclear causality excluded GM medicines Only Tradenames: DEPTRAN,DOXEPIN HYDROCHLORIDE,QUITAXON,SINEQUAN

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
46324 28/03/1987 92 F |Recovered TRIAMTERENE Suspected
LANOXIN PG Other drug
46491 19/05/1987 56 F [Unknown QUITAXON Suspected Increased appetite
Weight increased
46501 20/05/1987 66 F |Not yetrecovered [DOXEPIN HYDROCHLORIDE Suspected 32 Dry mouth
Neuritis
Visual disturbance
46721 15/06/1987 83 F [Recovered FELDENE Suspected Orthostatic hypotension
DOXEPIN HYDROCHLORIDE Suspected Nausea
PARACETAMOL Suspected Weight decreased
Anorexia
46935 18/06/1987 ?? F |Recovered DOXEPIN HYDROCHLORIDE Suspected Respiratory disorder
Nervousness
Hyperhidrosis
47203 16/06/1987 65 F |Unknown TRIMETHOPRIM-SULFAMETHOXAZ( Suspected 11 Pancytopenia
RANITIDINE Suspected 21
CHLORAMBUCIL Suspected 162
PREDNISOLONE Suspected 162
CEPHALOTHIN SODIUM Suspected 13
IDOXURIDINE Suspected 13
DOXEPIN HYDROCHLORIDE Suspected 4
47205 31/07/1987 ?? F |Not yetrecovered [MODURETIC Suspected Hyponatraemia
DEXCHLORPHENIRAMINE MALEATE| Suspected
DOXEPIN HYDROCHLORIDE Suspected
DI-GESIC Suspected
FERRO-GRADUMET Suspected
FOLIC ACID Suspected
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Date Range: 1 Jan 1960 To 31 Dec 1988 Unclear causality excluded GM medicines Only Tradenames: DEPTRAN,DOXEPIN HYDROCHLORIDE,QUITAXON,SINEQUAN

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
47205 31/07/1987 ?? F |Not yet recovered |OXAZEPAM Suspected
48095 15/09/1987 53 F |Recovered SINEQUAN Suspected Weight increased
KINIDIN DURULES Other drug
PREMARIN Other drug
48462 14/10/1987 43 M |Unknown METHOTREXATE Suspected 21 Conjunctivitis
DOXORUBICIN HYDROCHLORIDE Suspected 27 Photophobia
CYCLOPHOSPHAMIDE Suspected 27
BLEOMYCIN SULPHATE Suspected 7
VINCRISTINE SULPHATE Suspected 21
DOXEPIN HYDROCHLORIDE Suspected 7
HYDROCORTISONE Suspected 7
48928 03/11/1987 38 F |Not yet recovered |SINEQUAN Suspected 0 Breast pain
Breast enlargement
Breast enlargement
49705 02/12/1987 63 F |Recovered SINEQUAN Suspected 0 Agitation
50664 03/02/1988 74 M |Unknown DOXEPIN HYDROCHLORIDE Suspected 30 Jaundice
AMOXIL Suspected 5 Pyrexia
PRIADEL Other drug 30 Abdominal pain
VENTOLIN Other drug 30 Eosinophilia
NORMACOL Other drug
TEMAZEPAM Other drug
51035 15/02/1988 34 F |Recovered DEPTRAN Suspected 6 Confusional state
Thinking abnormal
Agitation
51482 27/03/1988 60 F [Not yet recovered |DOXEPIN HYDROCHLORIDE Suspected Systemic lupus erythematosus rash
NEULACTIL Suspected
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Date Range: 1 Jan 1960 To 31 Dec 1988 Unclear causality excluded GM medicines Only Tradenames: DEPTRAN,DOXEPIN HYDROCHLORIDE,QUITAXON,SINEQUAN

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
51482 27/03/1988 60 F |Not yet recovered [ANAFRANIL Suspected
VALIUM Suspected
MOGADON Suspected
THYROXINE SODIUM Suspected
51484 20/03/1988 67 M |Recovered RENITEC Suspected 9 Pancreatitis
ISOPTIN Suspected 1360
SINEQUAN Suspected 1146
51549 29/03/1988 38 F |Recovered DEPTRAN Suspected 0 Drug ineffective
51581 07/04/1988 64 F |Not yetrecovered [SINEQUAN Suspected 14 Photosensitivity reaction
VOLTAREN Suspected
51652 08/04/1988 47 F |Recovered PRIMOLUT-N Suspected 429 Acne
SEREPAX Suspected 1067
SINEQUAN Suspected 1067
VOLTAREN Suspected 121
51873 05/05/1988 79 M [Not yet recovered |DISPRIN Suspected 0 Diarrhoea
SINEQUAN Suspected 336
PERIACTIN Suspected 1583
MIDAMOR Suspected 1948
TEGRETOL Suspected 153
TAGAMET Suspected 2313
THEOPHYLLINE Suspected 2313
MOGADON Suspected 2313
LASIX Suspected 2313
LANOXIN PG Suspected 2313
VENTOLIN Suspected 2313
DICHLOTRIDE Suspected 2313
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Date Range: 1 Jan 1960 To 31 Dec 1988 Unclear causality excluded GM medicines Only Tradenames: DEPTRAN,DOXEPIN HYDROCHLORIDE,QUITAXON,SINEQUAN

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
52221 18/05/1988 60 F |Not yet recovered |FELDENE Suspected 38 Rash
NORMISON Suspected Pruritus
FASIGYN Suspected 38
SINEQUAN Suspected
KOLPON Suspected
52339 22/05/1988 60 F |Recovered with seqtMACRODANTIN Suspected Pulmonary fibrosis
MOTILIUM Suspected Dyspnoea
DYAZIDE Suspected
PROTHIADEN Suspected
NORMISON Suspected
FELDENE Suspected
SINEQUAN Suspected
VENTOLIN Suspected
BECOTIDE Suspected
52779 07/06/1988 51 F |Recovered SINEQUAN Suspected 1 Convulsion
PREMARIN Other drug 1 Agitation
52915 03/05/1988 ?7? F [Unknown DEPTRAN Suspected Depression
55627 13/08/1988 74 M [Recovered DI-GESIC Suspected Hepatic function abnormal
SINEQUAN Suspected 8
THEO-DUR Suspected 4
56061 07/09/1988 62 M |Not yet recovered [RADIAN B Suspected 25 Vomiting
ALDACTONE Suspected 92 Dizziness
VENTOLIN Suspected 92 Blindness
LANOXIN PG Suspected
SINEQUAN Suspected
WARFARIN SODIUM Suspected
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Date Range: 1 Jan 1960 To 31 Dec 1988 Unclear causality excluded GM medicines Only Tradenames: DEPTRAN,DOXEPIN HYDROCHLORIDE,QUITAXON,SINEQUAN

Case Number Date Age | Sex Outcome Medicine Suspect Onset Time Reaction Term
56378 15/09/1988 25 M [Unknown SINEQUAN Suspected Face oedema
56388 16/09/1988 46 M |Unknown DEPTRAN Suspected Affect lability
Nervousness
56642 27/09/1988 76 F |Not yet recovered [RENITEC Suspected 243 Alopecia
LASIX Suspected
SLOW-K Suspected
LANOXIN Suspected
ZYLOPRIM Suspected
SINEQUAN Suspected
57255 12/08/1988 65 M |Not yet recovered [PHENYTOIN SODIUM Suspected 94 Hepatic function abnormal
WARFARIN SODIUM Suspected
LOPRESOR Suspected
SINEQUAN Suspected
STEMETIL Suspected
57574 01/12/1988 46 F |Recovered SINEQUAN Suspected 4 Oedema peripheral

Weight increased
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