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INT RODUCTION 

Any drug which is therapeutically active may be associated with side effects. These in many circumstances are tolerable 
because of the ultimate beneficial action of the drug. 

Side effects to drugs may be defined as those effects which are : 

1. Unintended 
2. Unexpected but undesirable 
3. Additional to the desired therapeutic one 
4. Excessive in response 
5. Due to a relative overdose 
6. Due to the chemical nature of the drug 
7. Due to the drug's capacity to alter the metabolism of otht:~ drugs taken by the patient 
8. Due to lack of expected response 
9 . Due to failure of absorption 

10. Inexplicable 

All the above side effects may occur at doses normally used in man. 

Causative Factors which may be d ue to the Drug. 

1 . The basic pharmacological actions. 
2. The Formulation. 
3. The Chemical Structure on manufacture and after storage. 
4. Allergenicity. 
5. Interaction with other drugs. 

Causative Factors which may be due to the pat ient. 

1. Idiosyncrasy. 
2. Genetic differences. 
3. Concomitant illness. 
4. Age. 
5. Pregnancy. 
6 . Enzyme induction or suppression . 

In order that drugs for therapeutic use should be given under the best and safest circumstances, it is important that 
practitioners be aware of potential hazards in their use . 

To help practitioners, The National Drugs Advisory Board circulates these lists of side-effects reported in Ireland at 
yearly intervals. The compilation of such a list is limited almost entirely by the interest and concern of doctors and den­
tists and pharmacists in reporting effects associated wit h drugs. 
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COMMENTS ON SIDE-EFFECTS 1982 

The National Drugs Advisory Board received 540 reports during 1982 from which 1051 side-effects were reported. 39% 
of the reactions received occurred in association with drugs affecting the central nervou s system, over half concerned anal­
gesics, 18% of reactions involved anti-infective agents and 15% concerned drugs affecting the cardiovascular system (excluding 
the Beta-adrenoceptors blockers). 

There were 13 records of adverse interactions between drugs used concurrently. Four of these invo lved Nifedipine, in three 
cases used concurrently with B-blockers. The severe postural hypotension and collapse reported underline the need for cau­
tion when prescribing this combination of drugs. lt is preferable to achieve the optimum dose level of Nifedipine before intro­
ducing another agent. The dose of the second agent should begin at a low level with slow increments until the appropriate 
response is achieved . Two interactions of severe hypertension occurred in association with a combination of a monoamine 
oxidase inhibitor i.e. phenelzine, one with a sympathom imetic and one with a antidepressant. 

Previous experience has already suggested that it is unwise to use triazolam with other psychotropic therapy, since there 
is increased frequency of interactions such as confusion and disorders of cerebral function. 

Nine deaths were reported in association with various drugs. 

Particular attention is drawn to the death of an asthmatic patient associated with the use of tetracosactrin . While it is 
impossible to be certain of the cause of death, there have been reports o f severe allergic reactions following the use of this 
drug. On this basis it would be wise to avoid its use in patients with asthma and other allergic disorders. 

Chlormethiazole plus alcohol accounted for another death. Patients should not be discharged from hospital on chlor­
methiazole after alcohol withdrawal, since return to alcohol consumption while on the drug may have serious consequences. 

Intravenous acetylcysteine was associated with one death during treatment of paracetamol overdosage. Its use may be 
life-saving in such cases but the drug must be infused slowly and under close supervision. 

In a report of 13 patients with arrhyt hmias who received amiodarone, one death was recorded in a patient with a recent 
myocardial infarctio n. Four others developed corneal deposits on prolonged therapy and one possible interaction with war· 
farin was noted. 

The death associated with amitriptyline probably was due to the cardiodepressant effects of the drug. 

A death in a young child occurred follow ing concurrent use of diphenoxylate and atropine with prochlorperazine sup­
positories. The excessive anticholinergic effects of such combinations should be avoided particularly in children. 

Two more reports were received of jaundice associated with the use of cimetidine. In addition another interaction was 
reported with prednisolone, in which concurrent cimetidine therapy reduced the effectiveness of prednisolone. lt is sug­
gested that special attention to liver function should be maintained during cimetidine therapy. 
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Clavulanate combination with amoxycillin has been associated with a number of unexpected central nervous system 
side-effects, as well as bronchospasm and chest pain. While the number of adverse affects is not excessive, their character 
is ul)expected . Further surveillance is required. 

Zimelidine is currently the subject of a special post-marketing surveillance programme. Eighteen side-effects have been 
reported during 1982 in association with its use in six patients. Of these adverse effects two are noteworthy - reversible 
jaundice and hepatitis of the hypersensitivity type occurred in two patients, and malignant pyrexia in one. The total number 
of patients who received the drug during th is period Vl(as 503. 

Buprenorphine is also under special monitoring and 28 side-effects reports were received. Most were similar to those 
associated with other centrally acting analgesics and included light headedness, headache, nausea and vomiting, restlessness 
and paraesthesia, hypotension, confusion, hallucinations and excessive sweating were also seen. 4800 patients received the 
drug during this period. 

An unusual report was received of a patient who developed pulmonary fibrosis and nail pitting and nail deformity after 
prolonged use of senna. This specific syndrome is another risk to which chronic laxative users are exposed. 
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SIDE EFFECTS JANUARY - DECEMBER 1982 

Drug Action Approved Name 

Drugs Affecting Central Nervous System 

Anaesthetics 

Hypnotics, Sedatives and 
Anticonvulsants 

Alphaxalone with 
Alphadolone 

Alcohol with Aspirin 

Carbamazepine 

Interaction 

Chlormethiazole 
Interaction 

Nitrazepam 

Phenobarbitone 

Phenobarbitone with 
Phenytoin 

Reaction 

Convulsions 
Cyanosis 
Hypotension 
Muscle Spasm 

Dyspnoea 
Gastrointestinal Bleeding 
Hypotension 
Pallor 
Shock 
Tachycardia 

Ataxia 
Caries of Primary Teeth 
Dermatitis 
Drowsiness 
Headache 

Interaction with Rifampicin 
(Ataxia 
(Drowsiness 
(Semi-Coma 
Obstructive Jaundice 
Syncope 
Sudden Death 

Interaction with Alcohol 
(Death due to Overdose) 

Lack of Efficacy 

Cerebral Irritation 
Irritability 
Restlessness 

Depression 
Lethargy 
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No. of 
Cases Deaths 

0 
0 
0 
0 

0 
0 
0 
0 
0 
0 

0 
0 
0 
0 
0 

0 
0 
0 
0 
0 
1 
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0 

0 
0 
0 

0 
0 



SIDE-EFFECTS JANUARY- DECEMBER 1982 

No. of 
Drug Action Approved Name Reaction Cases Deaths 

Drugs Affecting Central Nervous System 

Hypnotics, sedatives and Phenytoin Ataxia 0 
Anticonvulsants Confusion 0 

Dysarthria 0 
Slurred Speech 0 
Tremor 0 

Sodium Valproate Depression 3 0 
Reyes Syndrome 1 1 
Septicaemia 1 0 

Triazolam Aggression 2 0 
Anxiety 1 0 
Concentration-Impaired 1 0 
Depression 1 0 

Interaction Interact ion with Trimipramine 
(Confusion 1 0 
(Disorientation 1 0 
(Hallucinations 1 0 
Irr itability 2 0 
Nausea 1 0 
Paraesthesia 1 0 
Vomit ing 1 0 

Tranquillizers Bromazepam Concentratio n Impaired 0 
Drowsiness 0 
Fatigue 0 
Grand Mal Attack 0 
Muscle Pain 0 
Vertigo 0 
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SIDE-EFFECTS JANUARY - DECEMBER 1982 

N.o. of 
Drug Action Approved Name Reaction Cases Deaths 

Drugs Affecting Central Nervous System 

Tranquillizers Chlorpromazine Constipation 1 0 
Diz.ziness 1 0 
Glossitis 1 0 
Gum Soreness 1 0 
Hypotension 2 0 
Injection Site lnduration 1 0 
Jaundice 2 0 
Tachypnoea 1 0 
Vision Blurred 1 0 

Diazepam Agitation 0 
Drowsiness 0 
Hyperparaesthesia 0 
Restlessness 0 
Withdrawal Syndrome 0 

Flupenthixol Jaundice of Newborn Baby 1 0 
Male Type Alopecia 1 0 
Nausea 2 0 
Vomit ing 2 0 

Fluphenazine Dreaming 0 
Hypertension 0 
Injection Site Pain 0 
Injection Site lnduration 0 
Neurogenic Obstruction of Lower 

Pelvic Colon 0 
Oculogyria 0 
Tremor 0 
Vision Blurred 0 

Lorazepam Acute Confusion 0 

Prochlorperazine Convulsions 1 0 
Dystonia 1 0 
Sudden Death 1 1 
Tremor 1 0 
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SIDE-EFFECTS JANUARY - DECEMBER 1982 

No. of 
Drug Actio n Approved Name Reaction Cases Death 

Drugs Affecting Central Nervous System 

Tranquillizers Thioridazine Amenorrhoea 2 0 
Cholestatic Jaundice 1 0 
Glossitis 1 0 
Granulocytic Hypoplasia 1 0 
Gum Soreness 1 0 

T r ifluorperazine Dystonia 0 
Intestinal Pseudo·Obstruction 0 

Trifluoperazine with Interaction with Chlorpropamide 
Tranylcypromine (Confusion 0 
Interaction (Drowsiness 0 

(Hypoglycaemia 0 
(Vomiting 0 

Trimeprazine Urinary Suppression 0 

Antidepressants Amitriptyline Coma 1 0 
Death 1 1 
Glossitis 1 0 
Hypertension 1 0 
Mouth Dryness 1 0 
Rash 1 0 

Dothiepin Drowsiness 0 
E.C.G. Changes 0 
Hallucinations 0 
Insomnia 0 
Nightmares 0 
Tremor 0 

Imipramine Insomnia 0 
Urinary Retention 0 

Maprotiline Epileptic Attack 0 
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SIDE-EFFECTS JANUARY - DECEMBER 1982 

Drug Action Approved Name 

Drugs Affecting Central Nervous System 

Antidepressants Mianserin 

Nomifensine 

Phenelzine 
Interaction 

Interaction 

Protriptyline 

Tranylcypromine 

Tranylcypromine with 
Trifluoperazine 
Interaction 

Trazodone 

Reaction 

Insomnia 
Nightmares 

Headache 
Influenza-like Symptoms 
Jaundice 
Liver Function Tests Abnormal 
Malaise 

Interaction with Trimipramine 
(Headache 
(Hypertension 

Interaction with Pseudoephedrine 
with Triprolidine 

(Dyspnoea 
(Hypertension 
(Palpitations 
(Sweating - Excessive 

Photosensitivity 

Nausea 
Vomiting 

Interaction with Chlorpropamide 
(Confusion 
(Drowsiness 
(Hypoglycaemia 
(Vomiting 

Hyperactivity 
Insomnia 
Palpitat ions 
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No. of 
Cases Deaths 

1 
1 
1 
1 
1 

1 
1 
1 
1 

0 
0 

0 
0 
0 
0 
0 

0 
0 

0 
0 
0 
0 

0 

0 
0 

0 
0 
0 
0 

0 
0 
0 



SIDE-EFFECTS JANUARY- DECEMBER 1982 

No. of 
Drug Action Approved Name Reaction Cases Deaths 

Drugs Affecting Central Nervous System 

Antidepressants Trimipramine Interaction with Triazolam 
Interaction (Confusion 0 

(Disorientation 0 
(Hallucinations 0 
Joint Pains 0 
Muscle Pa ins 0 

Zimelidine Blackouts 1 0 
Dyspepsia 1 0 
Erythema 1 0 
Headache 2 0 
Heart Failure 1 0 
Hot and Cold Sensations 1 0 
Jaundice 2 0 
Malignant Pyrexia 1 0 
Nausea 1 0 
Paraesthesia 2 0 
Petechiae 1 0 
Rash 2 0 
Vision Blurred 1 0 
Weakness 1 0 

Stimulants Caffeine with As~irin Dizziness 1 0 
with Dextro~ro~ox~Qhene Dysarthria 1 0 

Malaise 3 0 
Numbness 1 0 
Rash 1 0 
Vertigo 3 0 

Caffeine with As~irin Rash 0 
with Quinine 

Fenfl uramine Insomnia 0 

Levallorphan with Pethidine Dizziness 0 
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SIDE-EFFECTS JANUARY- DECEMBER 1982 

Drug Action Approved Name 

Drugs Affecting Central Nervous System 

Analgesics (Central Action) Buprenorphine 

Codeine Phos~hate with 
PseudoeQhedrine with 
TriQrolidine 

Dextropropoxyphene 

DextroQrOQOXYQhene 
with AsQirin with Caffeine 

Dextro~ro~oxy~hene 
with Paracetamol 

Reaction 

Anaphylactic Shock 
Confusion 
Drowsiness 
Euphoria 
Hallucinations 
Headache 
Hypotensive Shock 
Light Headedness 
Nausea 
Palpitations 
Paraesthesia 
Peripheral Vascular Failure 
Respiratory Distress 
Restlessness 
Rhinitis 
Rigor 
Sweating Excessive 
Thrombosis-Femoral 
Tremor 
Vomiting 

Vertigo 

Vertigo 

Dizziness 
Dysathria 
Malaise 
Numbness 
Rash 
Vertigo 

Dizziness 
Drowsiness 
Light Headedness 
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No. of 
Cases 

1 
3 
1 
1 
1 
2 
1 
1 
5 
1 
1 
1 
1 
1 
1 
1 
1 
1 
1 
2 

1 
3 
1 
1 
3 

Deaths 

0 
0 
0 
0 
0 
0 
0 
0 
0 
0 
0 
0 
0 
0 
0 
0 
0 
0 
0 
0 

0 

0 

0 
0 
0 
0 
0 
0 

0 
0 
0 



SIDE-EFFECTS JANUARY - DECEMBER 1982 

Drug Action Approved Name Reaction 

Drugs Affecting Central Nervous System 

Analgesics (Central Action) Di hydrocodeine Apnoea 
Coma 
Drowsiness 

Dihy:drocodeine with Duodenal Ulcer Perforation 
Paracetamol 

Hy:drocodeine with Constricted Pupils 
Pheny:ltoloxamine Convulsions 

Loss of Consciousness 
Respiratory Depression 

Papaveretum Hypotension 

Pentazocine Agitation 
Fear 
Hallucinations 
Insomnia 

Pethidine with Levallo r~han Dizziness 

Pholcodine with Phenyl· Bronchospasm 
propanolami_ne with Chest Pain 
Promethazine Dyspnoea 

Tachycardia 

Analgesics (Peripheral Action} A l lopurinol Exacerbation of Syst emic L.E. Nephritis 
Jaundice 
Pruritus 
Rash 

Aspirin Abdominal Pain 
Anaphylactic Shock 
Dyspnoea 
Gastrointestinal Haemorrhage 
Lethargy 
Nausea 
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No. of 
Cases 

2 
1 

1 
1 
2 
2 

2 
1 
1 
1 
1 
2 

Deaiths 

0 
0 
0 

0 

0 
0 
0 
0 

0 

0 
0 
0 
0 

0 

0 
0 
0 
0 

0 
0 
0 
0 

0 
0 
0 
0 
0 
0 



SIDE-EFFECTS JANUARY - DECEMBER 1982 

Drug Action Approved Name 

Drugs Affecting Central Nerv·ous System 

Analgesics (Peripheral Action) Aspirin 

Aspirin with Alcohol 

Aseirin with Caffeine with 
Dextropropoxyphene 

Aspirin with Caffeine 
with Quinine 

Azapropazone 

Benorylate 

Diclofenac 

Diflunisal 

Fenbufen 

Reaction 

Pyrexia 
Urticaria 
Vomiting 

Dyspnoea 
Gastrointesti nal Haemorrhage 
Hypotension 
Pallor 
Shock 
Tacycardia 

Dizziness 
Dysarthria 
Malaise 
Numbness 
Rash 
Vertigo 

Rash 

Melaena 
Rash 

Arthralgia 
Joint Pains 

Epigastric Pain 
Rash 
Urticaria 

Vertigo 
Vomiting 

Dyspepsia 
Gastric Ulceration 
Haematemesis 
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No. of 
Cases 

1 
1 
3 
1 
1 
3 

1 
2 
1 

Deaths 

0 
0 
0 

0 
0 
0 
0 
0 
0 

0 
0 
0 
0 
0 
0 

0 

0 
0 

0 
0 

0 
0 
0 

0 
0 

0 
0 
0 



SIDE-EFFECTS JANUARY- DECEMBER 1982 

No. of 
Drug Action Approved Name Reaction Cases Deaths 

Drugs Affecting Central Nervous System 

Analgesics (Peripheral Action) Fenbufen Rash 0 
Steven's Johnson Syndrome 0 

Fenclofenac Diarrhoea 0 
Leucopenia 0 
Malaena 0 
Rash 0 

Feprazone Rash 8 0 

Flurbiprofen Gastritis 0 
Gastrointesti nal Haemorrhage 0 
Haematemesis 0 
Hypertension 0 
Leucopenia 0 

l buprofen Dermat itis 1 0 
Dyspepsia 2 0 
Gastric Ulcer 1 0 
Haematemesis 1 0 
Rash 1 0 

Indomethacin Al lergic Reaction 1 0 
Alopecia 1 0 
Diarrhoea 1 0 
Gastritis 2 0 
Haematemesis 2 0 
Hepatit is 1 0 
Syncope 1 0 
Vision Blurred 1 0 

Ketoprofen Abdominal Pain 1 0 
Gastritis 1 0 
Melaena 1 0 
Nausea 2 0 
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SIDE-EFFECTS JANUARY - DECEMBER 1982 

No. of 
Drug Action Approved Name Reaction Cases Deaths -

Drugs Affecting Central Nervous System 

Analgesics (Peripheral Action) Mefenamic Acid Diarrhoea 4 0 
Dysuria 1 0 
Epigastric Pain 1 0 

Mefenamic Acid Interaction with Nifedipine 
Interaction (Dreaming) 1 0 

Pruritus 1 0 
Rash 2 0 
Urticaria 2 0 

Naproxen Anorexia 0 
Duodenal Ulcer Perforation 0 
Dyspepsia 0 
Rash 0 
Vomiting 0 

Oxyphenbutazone Rash 0 

Paracetamol Asthma 0 

Paracetamol with Dextro· Dizziness 0 
QrOQOX~Qhene Drowsiness 0 

Light Headedness 0 

Paracetamol with Duodenal Ulcer Perforation 0 
Dih:(drocodeine 

Paracetamol with Anxiety 2 0 
Orphenadrine Hyperactivity 1 0 

Rigor 1 0 
Tremor 2 0 

Paracetamol with Erythema 0 
Tartrazine Headache 0 

Nasal Congestion 0 

Phenylbutazone Abdominal Pain 0 
Duodenal Ulcer - Exacerbated 0 
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SIDE-EFFECTS JANUARY- DECEMBER 1982 

No. of 
Drug Action Approved Name React ion Cases Deaths 

Drugs Affecting General Nervous System 

Analgesics (Peripheral Action) Phenylbutazone Gastritis 2 0 
Gastrointestinal Haemorrhage 1 0 
Haematemesis 2 0 
Haematemesis - Breast Fed Baby 1 0 

Piroxicam Duodenal Ulcer 1 0 
Duodenitis 1 0 
Erythema Multiforme 1 0 
Gastric Erosions 1 0 
Gastric Ulcer 1 0 
Gastrointestinal Haemorrhage 1 0 
Gastrointestinal Upset 1 0 
Haematemesis 2 0 
Headache 1 0 
Malaena 2 0 
Nausea 2 0 
Peptic Ulcer Reactivated 2 0 
Photosensitivity 1 0 
Shock 1 0 
Vomiting 1 0 

Salicylate with Titanium Erythema 0 
(Topical) Skin Desquamation 0 

Sulindac Diarrhoea 0 

Tiaprofenic Acid Allergic Cheilitis 0 
Angioneurotic Oedema 0 
Rash 0 

Local Anaesthetics Lignocaine Anaphylactic Shock 0 
Angioneurotic Oedema 0 
Bradycardia 0 
Grand Mal Attack 0 
Shock 0 
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SIDE-EFFECTS JANUARY - DECEMBER 1982 

Drug Action Approved Name 

Drugs Affecting Central Nervous System 

Miscellaneous Benztropi ne 
Interaction 

Disulfiram 

Levodopa with Benserazide 

Methocarbamol 

Orphenadrine with 
Paracetamol 

Reaction 

Interaction with Emepronium 
(Stokes Adams Asystoles) 
Intestinal Pseudo-obstruction 
Neurogenic obstruction of Lower Pelvic 

Colon 
Vision Blurred 

Peripheral Neuritis 

Hypotension - Postural 
Ventricular Tachycardia 

Rash 
Tongue Oedema 

Anxiety 
Hyperactivity 
Rigor 
Tremor 

19 

No. of 

Cases 

1 
2 

Deaths 

0 
0 

0 
0 

0 

0 
0 

0 
0 

0 
0 
0 
0 



SIDE-EFFECTS JANUARY - DECEMBER 1982 

Drug Action Approved Name 

Drugs affecting Autonomic Nervous System 

Parasymphatholytics 

Parasympathomimetics 

Sympatholytics. 

Atropine with Diphenoxyl­
ate 

Emepronium 

Interaction 

Nicotine (Chewing Gum) 

Atenolol 

Interaction 

Atenolol with Chlor­
thal idone 

Labetolol 

Methyldopa 

Reaction 

Dystonia 
Opisthotonus 
Sudden Death 

Dysphagia 

Interaction with Benztropine 
(Stokes Adams Asystoles) 

Depersonalisation 

Abdominal Pain 
Dyspnoea 
Headache 

Interaction with Nifedipine 
(Angioneurotic Oedema 
(Flushing 
(Hypotension - Postural 
Lack of Efficacy 
Lassitude 
Myalgia 

Raynaud's Disease Exacerbated 

Erythema 
Pruritus 
Skin Desquamation 
Urticaria 

Anaemia- Haemolytic 
Anaemia - Macrocytic 
Angioneurotic Oedema 
Depression 
Depression Exacerbated 
Drowsiness 
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No. of 

Cases 

1 
1 
1 
1 
2 
2 

Deaths 

0 
0 
0 

0 

0 

0 
0 
0 

0 
0 
0 
0 
0 
0 

0 

0 
0 
0 
0 

0 
0 
0 
0 
0 
0 



SIDE-EFFECTS JANUARY - DECEMBER 1982 

Drug Action Approved Name Reaction 

Drugs Affecting Autonomic Nervous System 

Sympat holytics Methyldopa Jaundice 
No Response to Drug 
Personality Change 
Vomiting 

Metroprolol Cholinergic Syndrome 
Dizziness 
Fear 
Hallucinations 

Interaction Interaction with Nifedipine 
(Circulatory Collapse) 
Nightmares 
Peripheral Vasospasm 
Rash 

Nadolol Rhinitis 

Oxprenolol Myalgia 

Prazosin Angioneurotic Oedema 
Dizziness 
Drowsiness 
Hypotension 
Palpitations 
Taste Perversion 

Propanolol Bifascicular Block 
Bradycardia 
Fatigue 
Gangrene of Finger 

Interaction Interaction with Nifedipine 
(Keratoconjunctivitis) 
Vertigo 
Weakness 

21 

No. of 
Cases 

1 
2 
1 
1 

Deaths 

0 
0 
0 
0 

0 
0 
0 
0 

0 
0 
0 
0 

0 

0 

0 
0 
0 
0 
0 
0 

0 
0 
0 
0 

0 
0 
0 



SIDE-EFFECTS JANUARY- DECEMBER 1982 

No. of 
Drug Action Approved Name Reaction Cases Deaths 

Drugs Affecting Autonomic Nervous System 

Sympathol ytics Sot alol Bradycardia 0 
Keratocon j u ncti viti s 0 

Timolol Con ju ncti vi tis 0 

Timolol with Ami loride Coldness 1 0 
with H~drochlorothiazide Fatigue 1 0 

Peripheral Vasospasm 2 0 

Timolol with Bendro· 
f luazide 

Nightmares 0 

Sympathomimetics Carbuterol Paraesthesia 0 
Tremor 0 

Phen~leghrine with Erythema 0 
Phen~l groQanolami ne Pruri tus 0 
with BromQheniramine Rash 0 

Phen~IQroganotamine Hallucinations 0 
with Megiramine with Hypertensive Crisis 0 
Pheniramine 

Phen~l QrOQa no I ami ne Bronchospasm 1 0 
with Pho lcodine with Chest Pain 1 0 
Promethazine Dyspnoea 2 0 

Tachycardia 2 0 

Pseudoephedrine Drowsiness 0 
Pyrexia 0 
Tremor 0 

PseudoeQhedrine with Vertigo 0 
Codeine Phosghate with 
Trigrolidine 
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SIDE-EFFECTS JANUARY·- DECEMBER i982 

No. of 
Drug Action Approved Name Reaction Cases Deaths 

Drugs Affecting Autonomic Nervous System 

Sympathomimetics PseudoeQhedrine with Aggression 5 0 
Triwolidine Hyperactivity 5 0 

Interaction Interaction with Phenelzine 
{Dyspnoea 0 
{Hypertension 0 
(Palpitations 0 
(Sweating - Excessive 0 

Salbutamol Aggression 0 
Arrhythmia 0 

Salbutamol Interaction with Tetracosactrin 
Interaction (Anaphylactic Shock 1 0 

(Death 1 1 
Irritability 1 0 
Muscle Cramps 1 0 
Paroxysmal Atrial Tachycardia 1 0 
Tremor 5 0 

Terbutaline Agitation 0 
Amnesia 0 
Concentration Impaired 0 
Incoordinat ion 0 
Stupor 0 
Sweating - Excessive 0 
Tachycardia 0 
Weakness 0 

Ganglion Blocking Agents Bretylium Nausea 0 
Vomiting 0 
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SIDE-EFFECTS JANUARY- DECEMBER 1982 

No. of 

Drug Action Approved Name Reaction Cases Deaths 

Drugs Affecting Cardiovascular System 

Drugs acting on Heart Muscle Amiodarone Abnormal Liver Function Tests 1 0 
Ataxia 1 0 
Cardiac Arrest 1 1 
Corneal Deposits 5 0 
Depression 1 0 
Extrapyramidal Disorder 1 0 
Muscle Wasting 1 0 
Pneumonitis 1 0 
ProthrombinTime Prolonged 1 0 
Skin Desquamation 1 0 
Tremor 1 0 

Disopyramide Heart Block 0 

Mexiletine Nausea 0 
Vomiting 0 

Quinidine Jaundice 0 
Rash 0 
Ventricular Tachycardia Exacerbated 0 

Tocainide Nausea 2 0 
Vom.ting 1 0 

Coronary Vasolidators Aminophylline Gastrointestinal Upset 1 0 
Headache 1 0 
Insomnia 1 0 
Nausea 1 0 
Syncope 1 0 
Weakness 1 0 
Vertigo 1 0 
Vomiting 1 0 

Glycery l Trinitrate Headache 0 

lsosorbide Eye Irritation 1 0 
Headache 2 0 
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SIDE-E FFECTS JANUARY - DECEMBER 1982 

Drug Action Approved Name Reaction 

Drugs Affecting Cardiovascular System 

Coronary Vasolidators lsosorbide Hypotension 
Light Headedness 
Syncope 
Tachycardia 

Naftidrofuryl Dyspepsia 
Oesophageal Ulcer 

Nifedipine Angioneurotic Oedema 
Drowsiness 
Flushing 
Headache 
Hypotension 

Interact ion Interaction wi th Atenolol 
(Angioneurotic Oedema 
(Flushing 
(Hypotension - Postural 
(Weakness 

Interaction Interaction with Mefenamic Acid 
(Dreaming) 

Interaction Interaction with Metoprolol 
(Circulatory Collapse) 

Interaction Interaction with Propranolol 
(Keratoconjunctivitis) 
Nausea 

Perhexiline Abnormal Liver Function Tests 
Jaundice 
Raised Alkaline Phosphatase 
Raised S.G.O.T. 
Raised S.G.P.T. 
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No. of 

Cases 

1 
1 
1 
2 
1 

Deaths 

0 
0 
0 
0 

0 
0 

0 
0 
0 
0 
0 

0 
0 
0 
0 

0 

0 

0 
0 

0 
0 
0 
0 
0 



SIDE-EFFECTS JANUARY- DECEMBER 1982 

No. of 
Drug Action Approved Name Reaction Cases Deaths 

Drugs Affecting Cardiovascular System 

Coronary Vasodilators Prenylamine Myocardial Infarction- Exacerbated 0 

Theophyl line Irritability 0 
Leg Weakness 0 
Urinary Obstruction 0 

Verapamil Angioneurotic Oedema 0 

Peripheral Vasodilators Dipyridamole Asthenia 1 0 
Headache 1 0 
Migraine 1 0 
Ocular Spasm 1 0 
Paraesthesia 1 0 
Petechial Haemorrhage 1 0 
Rash 2 0 
Senile Purpura Exacerbated 1 0 
Visual Disturbance 1 0 

lndoramin Angioneurotic Oedema 0 

Rauwolfia Vertigo 0 

Rauwolf ia with H~dro- Lack of Efficacy 0 
flumethia zide with 
Potassium Chloride 

Antihistamines, Histamine Antazoline Angioneurotic Oedema 0 
and Related Substances Pruritus 0 

Brom~heniramine with Erythema 0 
Phen~le~hrine with Pruri tus 0 
Phen~l~ropanolamine Rash 0 

Cimetidine Alopecia Areata - Beard Area 1 0 
Breast Pa in 2 0 
Diarrhoea 1 0 
Fatigue 1 0 
Galactorrhoea 2 0 
Insomnia 1 0 
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SIDE-EFFECTS JANUARY - DECEMBER 1982 

No. of 
Drug Action Approved Name Reaction Cases Deaths 

Drugs Affecting Cardiovascular System 
Cimetidine 

Antihistamines, Histamine Interaction Interaction with Prednisolone 
and Related Substances (Reduced Efficacy of Prednisolone) 0 

Jaundice - Intra-Hepatic 0 
Jaundice - Obstructive 0 
Myocardial Infarction 0 
Nocturia 0 
Paraesthesia 0 
Peripheral Oedema 0 
Sweating - Excessive 0 
Systemic Sclerosis 0 
Tinnitus 0 

QiQhenh::tdramine with Ataxia 2 0 
Ammonium Chloride 

Ketotifen Drowsiness 0 
Excessive Appetite 0 
Pruritus 0 
Vesicular Bullae 0 
Weight Gain 0 

Metoclopramide Agitation 2 0 
Drowsiness 1 0 
Dyskinesia 1 o· 
Emotional Upset 1 0 
Extrapyramidal Disorder 2 0 
Lack of Efficacy 1 0 
Malaise 1 0 
Torticollis - Acute 1 0 

Pheniramine Reversible Hair Colour Change 0 

Pheniramine with MeQy:r- Hallucinations 0 
amine with Phen::tiQroQa- Hypertensive Crisis 0 
nolamine 
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SIDE-EFFECTS JANUARY- DECEMBER 1982 

No. of 
Drug Action Approved Name Reaction Cases Deaths 

Drugs Affecting Cardiovascular System 

Antihistamines, Histamine Phenyltoloxamine with Coma 0 
and Related Substances Hydrocodone Constricted Pupils 0 

Convulsions 0 
Respiratory Depression 0 

Promethazine Dizziness 0 

Promethazine with Bronchospasm 1 0 
PhenyiQroQanolamine Chest Pain 1 0 
with Pholcodine Dyspnoea 2 0 

Tachycardia 2 0 

Ranitidine Epigastric Pain 0 

TriQrolidine with Codeine Vertigo 0 
PhosQhate with Pseudo-
ephedrine 

TriQrolidine with Agression 5 0 
Pseudoephedrine Hyperactivity 5 0 

Interaction Interaction with Phenelzine 
(Dyspnoea 0 
(Hypertension 0 
(Palpitations 0 
(Sweating - Excessive 0 

Xylometazoline Psychological Addiction 2 0 
Rhinitis 2 0 

28 



SIDE-EFFECTS JANUARY- DECEMBER 1982 

No. of 

Drug Action Approved Name Reaction cases Deaths 
'• 

Drugs Affecting Haemopoietic System 

Atineoplastics and Antivirals Azathioprine Neutropenia 0 

Cisplatin Raised Serum Creatinine 0 
Renal Function Impairment 0 

Cyclophosphamide Haemorrhagic Cystitis 0 
Shivering 0 
Tachycardia 0 

Haematinics Ferrous SuiQhate with Purpura 0 
Ascorbic Acid 

Iron Dextran Complex Diarrhoea 1 0 
Headache 1 0 
Hyperpyrexia 1 0 
Joint Pains 1 0 
Myalgia 2 0 
Nausea 1 0 
Polyarthralgia 1 0 
Pyrex ia 2 0 
Vomiting 1 0 
Weakness 1 0 

Anticoagulants Heparin Anaphylactic Shock 0 
Hypotension 0 
Pyrex ia 0 
Rash 0 
Tachycardia 0 

Warfarin Congenital Abnormality (Chondrodysplasia) 0 

Fibrinolytics Aminocaproic Acid Abdominal Pain l 0 
Diarrhoea 1 0 
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SIDE-EFFECTS JANUARY- DECEMBER 1982 

Drug Action Approved Name 

Drugs Affecting Endocrine System 

Affecting Pituitary Gland 

Oestrogens 

Corticotrophin 

T etracosactr in 
Interaction 

Oestrogens Conjugated 

Tamoxifen 

Oestrogens with Progestogens Ethinyloestradiol w ith 
Norethisterone 

Progestogens 

Corticosteroids 

Ethinyloestradiol with 
Levonorgestrel 

Dydrogesterone 

Norethisterone 

Beclomethasone 

Hydrocortisone Cream 

Prednisolone 
Interaction 

Reaction 

Bronchospasm 
Malaise 
Nausea 
Palpitations 
Sweating - Excessive 
Ventricular Ectopic Beats 

Interaction with Salbutamol 
(Anaphylactic Shock 
(Death 

Frequency of Micturition 

Endometrial Hyperplasia 
Post Menopausal Bleeding 

Thrombocytopenic Purpura 

Angioneurotic Oedema 
Budd Chiari Syndrome 
Deep Venous Thrombosis 
Thrombocytopenic Purpura 
Ur ticaria 

Drowsiness 
Headache 
Nausea 
Vomiting 

No. of 
Cases 

1 
1 
1 
1 
1 
1 

1 
2 

1 
1 
2 
1 
1 

1 
2 
2 
1 

Congenital Abnormality (Hypoplasia of Toes) 

Gum Hyperplasia 

Cushings Syndrome due to gross overuse 

Interaction with Cimetidine 
(Reduced Efficacy of Prednisolone) 
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Deaths 

0 
0 
0 
0 
0 
0 

0 
1 

0 

0 
0 

0 

0 
0 
0 
0 
0 

0 
0 
0 
0 

0 

0 

0 

0 



SIDE-EFFECTS JANUARY - DECEMBER 1982 

Drug Action Approved Name 

Drugs Affecting Endocrine System 

Special Hormones Alprostadil 

Bromocri pti ne 

Captopril 

Clomiphene 

Reaction 

Diarrhoea 
Flushing 
Nausea 
Pyrexia 

Anorexia 
Nausea 

Nausea 

Iron Deficiency Anaemia 

31 

No. of 

Cases Deaths 

0 
0 
0 
0 

0 
0 

0 

0 



SIDE-EFFECT JANUARY- DECEMBER 1982 

Drug Action Approved. Name 

Drugs Affecting Nutrition and Metabolism 

Vitamins and Related Substances 

Drugs Affecting Blood Sugar 
levels 

Lipid, Metabolic Agents 

Ascorbic Acid with 
Ferrous Sulphate 

Etretinate 

Hydroxymethyl rutosides 

Pyridoxine 

Chlorpropamide 

Interaction 

Metformin 

Chenodeoxycholic Acid 

Phospholipids- Essential 

Reaction 

Purpura 

Rash 

Depression 
Malaena 
Fear 

Dizziness 
Drowsiness 
Headache 

Hypoglycaemia 
Hyponatraemia 

Interaction with Tranylcypromine with 
Trifluoperazine 

{Confusion 
(Drowsiness 
(Hypoglycaemia 
{Vomit ing 

Diarrhoea 
Erythema 
Hyperpyrexia 
Nausea 
Rash 
Weakness 

Epigastric Pain 
Nausea 

Dyspnoea 
Hot Flushes 
Tachycardia 
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No. of 

Cases Deaths 

0 

0 

0 
0 
0 

0 
0 
0 

0 
0 

0 
0 
0 
0 

0 
0 
0 
0 
0 
0 

0 
0 

0 
0 
0 



SIDE-EFFECTS JANUARY- DECEMBER 1982 

No. of 
Drug Action Approved Name Reaction Cases Deaths 

Drugs Affecting Nutrition and Metabolism 

Salts and Iron Exchangers Ammonium-Chloride w ith Ataxia 2 0 
Di!:!henh~dramine 

Potassium Chloride with lassitude 1 0 
Bendrofluazide leg Cramps 1 0 

Malaena 1 0 
Myalgia 1 0 

Potassium Chloride with l ack of Efficacy 0 
H~drof lumethiazide with 
Rauwolfia 

Diuretics Amiloride Hypokalaemia 0 
lack of Efficacy 

Amiloride with Angioneurotic Oedema 1 0 
H~drochlorothiaiide Hypoglycaemia 1 0 

Nausea 1 0 
Periorbital Oedema 1 0 
Rash 2 0 

A miloride with Coldness 1 0 
Hydrochlorothiazide Exhaustion 1 0 
wit h Timolol Vasospasm 3 0 

Bendrof luazide Gout 0 
lack of Efficacy 0 
Muscle Cramps 0 

Bendrofluazide with Lassitude 0 
Potassium Chloride leg Cramps 0 

Melaena 0 
Myalgia 0 

Bendrofluazide with Cholinergic Syndrome 0 
Timolol Nightmares 0 
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SIDE-.EFFECTS JANUARY- DECEMBER 1982 

Drug Action Approved Name Reaction 

Drugs Affecting Nutrition and Metabolism 

Diuretics Bumetanide 

Chlorthalidone 

Chlorthalidone with Atenolol 

Frusemide 

Hydrochlorthiazide 
Triamterene 

Hydroflumethiazide with 
Potassium Chloride 
with Rauwolfia 

lndapamide 

Metolazone 

Metolazone with 
Triamterene 

Polythiazide 

Xipamide 

Lack of Efficacy 
Respiratory Disease Exacerbated 

Muscle Cramps 

Raynauds Disease Exacerbated 

Muscle Cramps 

Photosensitivity 

Lack of Efficacy 

Rash 

Dizziness 
Glaucoma 
Hypokalemia 
Keratoconjunctivit is 
Li~ht Headedness 
Nausea 
Necrotizi ng Vasculitis 
Peripheral Ischaemia 
Syncope 
Thirst 
Vasculitis 

Vomiting 

Dizziness 

Hypokalaemia 
Ventricular Fibrillation 
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No. of 
Cases Deaths 

0 
0 

0 

0 

0 

0 

0 

0 

0 
0 
0 
0 
0 
0 
0 
0 
0 
0 
0 

0 

0 

0 



SIDE-EFFECTS JANUARY- DECEMBER 1982 

Drug Action Approved Name 

Drugs Affecting Nutrition and Metabolism 

Miscellaneous Aminogluteth imide 

Clavulanic Acid wit h 
Amoxvcillin 

Penicillamine 

Reaction 

Angioneurotic Oedema 
Facial Oedema 
Rash 
Respiratory Distress 

Anginal Pain 
Bronchospasm 
Headache 
Nausea 
Sweating Excessive 
Urticaria - Papular 
Vertigo 
Weakness 

Erythema 
Glossitis 
Mouth Soreness 
Pemphigus Vulgaris 
Rash 

35 

No. of 
Cases Deaths 

1 0 
1 0 
2 0 
1 0 

0 
0 
0 
0 
0 
0 
0 
0 

0 
0 
0 
0 
0 



SIDE-EFFECTS JANUARY- DECEMBER 1982 

No. of 
Drug Action Approved Name Reaction Cases Deaths 

Anti-Infective Drugs 

Antibiotics Amoxycillin Ataxia 0 
Disorientation 0 
Nausea 0 
Paraesthesia 0 
Periorbital Oedema 0 
Rash 0 
Tachycardia 0 

Amoxycillin with Anginal Pain 0 
Clavulanic Acid Bronchospasm 0 

Headache 0 
Sweating Excessive 0 
Urt icaria - Papular 0 
Vertigo 0 
Weakness 0 

Ampicillin Diarrhoea 1 0 
Dyspnoea 1 0 
Erythema 1 0 
Nausea 1 0 
Pruritus 1 0 
Rash 3 0 
Stomatitis 1 0 
Urticaria 2 0 
Vomiting 1 0 

Am(;!icillin with Behavioural Problem 0 
Cloxacillin Enuresis 0 

Excitability 0 

Benzylpen ici llin Angioneurotic Oedema 0 

Ceftazidine Resistant Pseudomonas Infection 0 

Cephradine Candidiasis Infection 0 
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SIDE-EFFECTS JANUARY - DECEMBER 1982 

No. of 
Drug Action Approved Name Reaction Cases Deaths 

Anti-Infective Drugs 

Antibiotics Chloramphenicol Erythema - Eyelids 0 
(Eyedrops) Eye Irritation 0 

Pruritus - Eyelids 0 

Demecloc~cline with Photosensi tivity 0 
Chlortetracycline with Residual Vitiligo 0 
Tetracycline 

Erythromycin Abdominal Pain 1 0 
Dehydration 1 0 
Diarrhoea 2 0 
Drowsiness 1 0 
Influenza Type Reaction 1 0 
Malaise 1 0 
Nausea 3 0 
Pruritus 1 0 
Rash 2 0 
Shivering 1 0 
Syncope 1 0 
Vomiting 4 0 

Flucloxacillin Hypotension 0 
Purpura 0 
Shock 0 
Vomiting 0 

Penicillin Allergic Reaction 0 
Rash 0 
Urticaria 0 

Pivampici!lin Diarrhoea 0 
Dizziness 0 
Nausea 0 
Pruritus 0 
Rash 0 
Stomatitis 0 
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SIDE-EFFECTS JANUARY- DECEMBER 1982 

No. of 
Drug Action Approved Na me Reaction Cases Deaths 

Anti-Infective Drugs 

Antibiotics Rifampicin Interaction with Carbamazepine 0 
Interaction (Ataxia 0 

(Drowsiness 0 
(Semi-Coma 0 

Rolitetracycl ine Nausea 0 
Paraesthesia 0 
Weakness 0 

Tetracycline Dizziness 1 0 
Dyspepsia 1 0 
Epigast ric Pain 1 0 
Erythema 1 0 
Exacerbation of j:cthyma 1 0 
Lack of Efficacy 1 0 
Nausea 1 0 
Rash 3 0 
Urt icaria 1 0 

Synthetic Anti bacteria Is Isoniazid Agranulocytosis 0 

Nalidi x ic Acid Bizarre Behaviour 1 0 
Blurred Vision 1 0 
Nausea 1 0 
Pruritus 1 0 
Rash 2 0 
Tremor 1 0 
Urt icaria 3 0 
Vomiti ng 2 0 
Yellow Vision 1 0 

Nitrofurantoin Nausea 0 
Urt icaria 0 

Sulphasalazine Duodenal Ulcer Bleeding 0 
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SIDE-EFFECTS JANUARY- DECEMBER 1982 

No. of 

Drtlg Action Approved Name Reaction Cases Deaths 

Anti-Infective Drugs 

Synthetic Antibacterials Trimethoprim Anxiety 1 0 
Nausea 1 0 
Periorbital Oedema 1 0 
Pruritus 1 0 
Rash 2 0 
Tachycardia 1 0 
Weakness 1 0 

Trimetho12rim with Abdominal Pain 2 0 
SuiQhamethoxazole Alopecia - Total 1 0 

Ataxia 1 0 
Bronchospasm 1 0 
Bullae of Tongue and Lips 1 0 
Carpo-Pedal Spasm 1 0 
Dizziness 1 0 
Dyspepsia 1 0 
Flushing 1 0 
Gastritis 1 0 
Jaundice 1 0 
Nausea 4 0 
Pruritus 3 0 
Pyrexia 1 0 
Rash 6 0 
Tachycardia 1 0 
Tongue Oedema 1 0 
Urticaria 2 0 
Vomiting 5 0 

Anti protozoals Metronidazole Dizziness 1 0 
Peripheral Neuropathy 2 0 
Pyrexia 1 0 
Speech Disorder 1 0 
Vertigo 1 0 

Quinine Bilateral Bl indness 0 

Quinine with AsQirin Rash 
with Caffeine 

1.. 0 
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SIDE-EFFECTS JANUARY - DECEMBER 1982 

No. of 
Drug Action Approved Name Reaction Cases Deaths 

Anti-Infective Drugs 

Anthelmintics Viprynium Angioneurotic Oedema 0 
Pruritus 0 
Urticaria 0 

Antifungals Amphotericin Dizziness 0 

Clotrimazole Bullae 0 
Erythema 0 

Econazole Angioneurotic Oedema 0 
Erythema 0 
Vesicular Eczema 0 

Ketoconazole Fatigue 0 
Headaches 0 
Jaundice 0 
Mastalgia 0 
Rash 0 

Miconazole Rash 0 

Natamycin Vaginal Bleeding 0 

Nystatin Pruritus 0 
Vaginitis 0 

local Antiseptics Cetrimide Conjunctivitis 0 
Corneal Epithelium Damage 0 

Chlorhexidine Buccal Mucosa Soreness 0 
Urticaria 0 

Menthol Conjunctivitis 0 
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SIDE-EFFECTS JANUARY - DECEMBER 1982 

No. of 
Drug Action Approved Name Reaction Cases Deaths 

Anti-Infective Drugs 

Vaccines Di~htheria with Pertussis Convulsions 1 0 
with Tetanus Emotional Upset 1 0 

Hyperpyrexia 1 0 
Injection Site Oedema 1 0 
Injection Site Reaction 1 0 
Irritability 2 0 
Mental Retardation 1 0 
Pyrexia 1 0 
Unconciousness 1 0 

Influenza Virus Vaccine Chest Infection 0 
Hepatit is 0 

Poliomyelitis Vaccine (Oral) Allergic Reaction 0 

Tetanus Vaccine Rash 0 
Taste Perversion 0 

Diagnostic Agents 

Radiographic Agents Sodium lpodate Urticaria 0 
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SIDE-EFFECTS JANUARY- DECEMBER 1982 

No. of 

Drug Action Approved Name Reaction Cases Deaths 

Drugs Acting Locally 

Affecting Gastrointestinal DiQhenoxylate with Sudden Death 
Tract Atropine 

Domperidone Extrapyramidal Disorder 0 
Lethargy 0 
Oculogyric Crisis 0 
Opisthotonus 0 

Senna Nail Pitting and Deformity 0 
Pulmonary Fibrosis 0 
Respiratory Distress 0 

Affecting Respiratory Tree Acetylcysteine Collapse 1 
Cyanosis 1 
Hypotension 0 
Tachycardia 0 

Carbocystei ne Hyperactivity 0 

Bromhexine Diarrhoea 0 

Affecting Skin and Mucous Zinc Oxide Blisters 0 
Membranes Erythema 0 

Pruritus 0 
Rash 0 
Urticaria 0 

Heavy Metals, Radioisotopes Sodium Aurothiomalate Marrow Aplasia 2 0 
and Chelating Agents 

Titanium with Salicylates Erythema 0 
Skin Desquamation 0 
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Drug Ac t ion 

Pharmaceutical Adjuncts 

SIDE-EFFECTS JANUARY - DECEMBER 1982 

Approved Name Reaction 

Tartrazine with ParacetallJpl Erythema 
Headache 
Nasal Congestion 

Turpentine Ataxia 

43 

No. of 

Cases Deaths 

0 
0 
0 

0 



SUSPECTED SIDE-EFFECTS FOR 1982 BY SYSTEM AFFECTED 

Drugs Affecting Central Nervous System No. of Side-Effects No. of Deaths 

Anaesthetics 4 0 
Hypnotics, Sedatives and Anticonvulsants 47 3 
Tranquillizers 54 1 
Antidepressants 61 1 
Stimulants 14 0 
Analgesics (Central Action) 64 0 
Analgesics {Peripheral Action) 150 0 
Local Anaesthetics 5 0 
Miscel laneous 13 Q 

Totals 412 Q 

Drugs Affecting Autonomic Nervous System No. of Side-Effects No. of Deaths 

Parasympatholytics 5 1 
Pa rasympathomi met i cs 1 0 
Sympatholytics 58 0 
Sympathomimetics 51 1 
Ganglion-Blocking Agents 2 0 

Totals ill 2 

Drugs affecting Cardiovascular System No. of Side-Effects No. of Deaths 

Drugs acting on Heart Muscle 24 1 
Coronary Dilators 42 0 
Peripheral Vasodilators 13 0 
Antihistamines, Histamine and Related Substances 75 0 

Totals 154 1 

Drugs Affecting Haemopoietic System No. of Side-Effects No. of Deaths 

Antineoplastics and Antivirals 6 0 
Haematinics 13 0 
Anticoagulants 6 0 
Fibrinolytics 2 0 

Totals 27 Q 
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SUSPECTED SIDE-EFFECTS FOR 1982 BY SYSTEM AFFECTED 

Drugs Affecting Endocrine System No. of Side-Effects No. of Deaths 

Affecting Pituitary Gland 8 1 
Oestrogens 4 0 
Oestrogens with Progestoge:1s 7 0 
Progestogens 7 0 
Costicosteroids 3 0 
Special Hormones 8 0 

Total 37 1 

Drugs Affecting Nutrition and Metabolism No. of Side-Effects No. of Deaths 

Drugs affecting Blood Sugar Levels 12 0 
Lipid Metabolic Agents 4 0 
Salts and Ion Exchangers 7 0 
Diuretics 45 0 
Miscellaneous 18 Q. 

Totals 86 0 

Anti-Infective Drugs No. of Side-Effects No. of Deaths 

Antibiotics 86 0 
Synthetic Antibacterials 60 0 
Anti protozoals 8 0 
Anthelmintics 3 0 
Antifungals 14 0 
Local Antiseptics 5 0 
Vaccines 15 0 

Totals }g.! 0 

Diagnostic Agents No. of Side-Effects No. of Deaths 

Radiographic Agents 1 0 

Totals 1 0 
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SUSPECTED SIDE-EFFECTS FOR 1982 BY SYSTEM AFFECTED 

Drugs Acting Locally 

Affecting Gastrointestinal Tract 
Affecting Respiratory Tree 
Affecting Skin and Mucous Membranes 
Heavy Metals, Radioisotopes and Chelating Agents 

Pharmaceutical Adjuncts 

Totals 

Totals 

SOURCES OF SIDE-EFFECTS - 1982 

General Practioners 
Ophthalmologists 
Dentists 
Hospital Pharmacists 
Retail Pharmacists 
Nurses Reports 
Clinics and Health Centres 
Company Reports 
Patient Reports 
Special Studies etc. 
Hospitals - General 
Hospitals - Children 
Hospitals - Maternity 
Hospitals - Psychiatric 
Hospitals- Skin 
Hospitals -Eye and Ear 
Hospitals - Dental 

Total No. of Side Effect Reports 
Total No. of Side Effects 
Total No. of Deaths 
Total No. of Interactions 
Quality Defect Reports 
TOTAL No. of Reports Received 
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No. of Side-Effects 

8 
6 
5 
~ 
23 

No. of Side-Effects 

~ 

i 

No. of Reports 

241 
2 
4 
7 

62 
1 

14 
45 

6 
39 
99 

7 
1 
9 
1 
1 
1 

540 
1051 

8 
13 
18 

558 

No. of Deaths 

1 
1 
0 
Q 

l 

No. of Deaths 

Q 
.Q 

%of Total 

44.62% 
0.37% 
0.74% 
1.29% 

11.48% 
0.18% 
2.59% 
8.33% 
1.11% 
7.22% 

18.33% 
1.29% 
0.18% 
1.66% 
0.18% 
0.18% 
0.18% 



DEATHS DUE TO SUSPECTED SIDE-EFFECTS- 1982 

Acetylcysteine 

Amiodarone 

Amitriptyline 

Atropine with Diphenoxylate or 
Prochlorperazine 

Carbamazepine 

Chlormethiazole 
Interaction with Alcohol 

Salbutamol 
Interaction with Tetracosactrin 

Sodium Valproate 

Collapse and Death 

Cardiac Arrest & Death 

Death 

Sudden Death 

Sudden Death 

Death due to overdose 

Anaphylactic Shock 
& Death 

Reyes Syndrome & Death 
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Total 

1 

!! 



INTERACTIONS 1982 

Alcohol with Chlormethiazole 

Atenolol with Nifedipine 

Carbamazepine with Rifampicin 

Chlorpropamide with Tranlcypromine and Trifluoperazine 

<:::imetidine with Prednisolone 

Emepronium with Benztropine 

Mefenamic Acid with Nifedipine 

Nifedipine with Metoprolol 

Nifedipine with Propranolol 

Phenelzine with Pseudoephedrine with Triprolidine 

Phenelzine with Tripramine 

Salbutamol with Tetracosactrin 

Triazolam with Trimipramine 
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Death due to overdose 

Angioneurotic Oedema 
Flushing 
Postural Hypotension 
Weakness 

Ataxia 
Drowsiness 
Semi-coma 

Confusion 
Drowsiness 
Hypoglycaemia 
Vomiting 

Reduced Efficacy of Prednisolone 

Stokes Adams Asystoles 

Dreaming 

Circulatory Collapse 

Keratoconjunctivitis 

Dyspnoea 
Hypertension 
Palpitations 
Sweating - Excessive 

Headache 
Hypertension 

Anaphylactic Shock 
Death 

Confusion 
Disorientation 
Hallucinations 

Total 



SPECIAL MONITORING STUDIES 1982 

1. Amiodarone (Cordarone X) 

Sixteen side-effects have been reported in association with the use of this drug in the management of serious 
arrhythmia during the two years of its surveillance. These included 6 cases of corneal deposits, one patient with abnormal· 
ities in liver function and two fata lities. In the circumstances of use of this product it is improbable that the deaths were 
due solely to the drug. 

One instance of prolongation of prothrombi ntime occurred in a patient maintained on warfarin. 

2. Buprenophine (Temgesic) has been available for subcutaneous and sublingual administration . Total usage over the 
period o f surveillance involved 5100 patients. Thirty side-effects have been reported. Most of these were similar to those 
seen with other central ly acting analgesics and included headache, nausea, vomiting, excessive sweating, urine retention, 
light headedness, hypotension and confusion. One case of hallucinations and one of respiratory depression were noted, 
the latter was also on diazepam. 

3. Clavulanate and Amoxycillin (Augmentin) 

Th is product has only been on the market for a year. Side-effects to date have included nausea, sweating, urticaria 
and bronchospasm and more unusual ly vertigo, weakness and headache. Experience has been too short to permit any con­
clusive comments. 

4. Piroxicam (Feldene) 

During 1982, nineteen further reports of side-effects involving two patients were received in association with use 
of this product. Four of t he eleven were over the age of 65 years. Three had duodenal ulceration (in two the ulcers were 
known to be present before use of the drug) and one suffered from haematemesis. Only two had t reatment exceeding 4 
weeks. In no case was dosage above 20 mg daily. 

Doctors should st il l exercise great care in selecting patients for use of piroxicam. lt is possible that in the elderly 
dosage should be reduced after the first few days of t herapy . 

5. Zimelidine (Zelmid) 

This product has not yet completed two years of its special monitoring. During 1982 about 500 patients received 
this antidepressant. In si x patients a total of 18 side-effects were recorded , of which 2 cases of hepatitis (reversible o n 
d iscontinu ing therapy) and one case of malignant hyperpyrexia were particularly of interest. 

6. Product:; in which post marketing surveillance has commenced late in 1982. 

Noctamid (Lormetazepam) 
Xanax (Aiprazolam} 
Zantac (Ranitid ine) 

49 



QUALITY DEFECTS REPORTED (1982) 

Class of Total Adverse No Container Label- Physical Formu- Con-
Preparation Reports Reaction Effects ling Character- lation tarn-

of istics ination 
Quality 
Defects 

Large Volume 
Parenterals 0 0 0 0 0 0 

Small Volume 
Parenterafs 3 0 2 0 0 0 0 

Liquids (oral) 2 0 0 0 0 0 

Tablets 5 0 0 3 0 0 

Capsules 0 0 0 0 0 0 

Inhalant Capsules 0 0 0 0 0 0 

Aerosol Devices 2 0 0 2 faul ty 0 0 0 0 
delivery 

Bio logicals 2 0 0 0 0 0 0 

Suppositories 0 0 0 0 0 0 

Cream 0 0 0 0 0 0 
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BENZODIAZEPINES, HYPNOTICS AND TRANQUILLISERS 

In 1976- 1977 the National Drugs Advisory Board carried out an assessment of the quality, safety and efficacy of all 
hypnotics, sedatives and tranqui ll isers on the market in Ireland . Those products which received authorisations to con­
tinue on the market were reviewed again during 1982 for the purposes of ensuring that these drugs met the criteria of 
safety and efficacy now applied. The opportunity was taken to obtain information on usage of various agents in Ireland 
and to evaluate the side-effects reported both here and in other countries . 

1 . The Board noted that the use of barbiturates for purposes other than seizure control has fallen sharply over the 
past 5 years. 

2. Products containing a barbiturate in combination with another agent eg. bronchodilator, antispasmodic, etc. are 
being progressively withdrawn over 1980 to 1983. The Board has made a recommendation on this matter in 1979. 

3. t11 the interim 5 years period a number of new benzodiazepine hypnotics had been introduced which were more 
rapidly eliminated from the body (i .e. had a shorter half-life) than the benzodiazepines introduced earlier. All these 
were subject to special monitoring after introduction and the co-operation of medical practitioners in this surveillance 
was much appreciated by the Board. 

4. As a result of the experience gained in these monitoring programmes, and the published reports from other 
countries, the Board has recommended a number of modifications to the conditions associated with the use of benzo­
diazepines. These include: 

1) Limitation to the duration of use so that 4 weeks is the maximum time of use in any one course. 

2) Dosages in the elderly are reduced from those recommended for the younger adult age group, so that the usual 
dose in the elderly is one half that recommended for adults in general. 

3 ) Literature statements for precautions and contra indications as follows: 

BE NZOD IAZEP IN ES 

Precautions and Warnings 

1) Prolonged or excessive use of benzodiazepines may result in dependence development with wit hdrawal symptoms 
on cessation of use. These effects are particularly likely to occur in patients with pre-existent psychological disorders 
or a propensity for drug and alcohol abuse. 

2) Paradoxical react ions with excitability, hallucinatio ns, confusion and agression may occur in certain individuals. 
Should such idiosyncratic responses develop the benzodiazepine should be discontinued. 

3) Concomitant use of benzodiazepines with central nervous system depressants including alcohol, general anaesthetics, 
narcotic analgesics, antidepressants, tranqui ll isers, wi ll result in an accentuation of the central depressant effect. 
Patients receiving such combinations of medications should be kept under close supervision. 
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4) Benzodiazepines should only be used during pregnancy or lactation if considered essential by the physician. Animal 
studies with benzodiazepines have shown minor effects on the foetus while a few studies have reported late beha­
vioural disturbances in offspring exposed in utero. Use in the third trimester of pregnancy may result in such fea­
tures as hypotonia, hypothermia in the neonate. 

5) This product should only be used with great caution in patients with impairment of renal or hepatic function, in the 
elderly or the debi litated or those with chronic pulmonary insufficiency. Dosage should generally be reduced . 

6 ) For the hypnotic 
This product may cause drowsiness and amnesia (occasionally retrograde) in the post hypnotic period. Patients 
receiving this medication should not drive or operate machinery unless the drug has been shown not to interfere 
with physical or mental ability. 

7) For the tranquilliser 
Th is product may cause drowsiness and poor incoordination . Patients rece1vtng this medication should not drive 
or operate machinery unless the drug has been shown not to interfere with physical or mental ability. 

Contraindications 

1) Use in patients with idiosyncracy or hypersensitivity to benzodiazepines. 

2) Use in patients with acute pulmonary insufficiency. 
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