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NDAB 
An B6rd Comhairleach Naisiunta Druganna 

National Drugs Advisory Board 

Reports of Side Effects 
Associated with the Use of Drugs 

1991 



INTRODUCTION 

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

Adverse Drug Reaction 

An adverse drug reaction is defined as a reaction which is noxious and 
unintended and which occurs at doses normally used in man tor the prophylaxis 
diagnosis or therap,t of disease or for the modification of physiological function. (This 
definition excludes accidental or deliberate excessive dosage or maladministration). 
(W.H.O. definition) 

Causative Factors which may be due to the Drug. 

1 . The basic pharmacological actions 
2. The formulation, inactive ingredients and dose form 
3. The chemical structure on manufacture or after storage and degradation 
4. Allergenicity 
5. Interaction with other drugs 
6. The kinetics of the drug 

Causative factors which may be due to the patient 

1. Idiosyncrasy 
2. Genetic differences 
3. Concomitant illness e.g. renal or hepatic dysfunction, thyroid dysfunction, etc. 
4. Age 
5. Pregnancy 
6. Enzyme induction or suppression 
7. Concurrent therapy either prescribed or self administered. 

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 dentists and pharmacists in 
reporting effects associated with drugs. 



GENERAL INFORMATION 

The majority of reports emanate from tne spontaneous monitoring of drugs 
and so do not indicate any incidence or relative risk of adverse reactions. 

Drugs are listed in alphabetical order according to their site and mode of 
action. 

lt is important to note that a patient may develop more than one suspected 
adverse reaction to a product 

The terms used to describe the adverse drug reactions included in the book 
are consistent with WHOART (WHO Adverse Reaction Terminology). 

GLOSSARY 

t This symbol indicates that a particular case resulted in a death. This 
outcome may or may not be associated with the drug used. 

& This symbol refers to drugs used in combination that have been 
considered (by the reporter or the Board) to have produced a suspected interaction. 

and The use of this term is included to indicate where 2 or more drugs 
were given and where any of the drugs or a combination of all may have given rise to 
the ensuing side-effects. 

with This term is used to identify combination products. 



1991 FIGURES & REPORT SOURCES 

During 1991 The National Drugs Advisory Board received 1 , 197 reports of 
adverse drug reaction, from which a total of 1 ,858 side-effects were recorded. 

Report Sources Number of reports 0k of Total 
Submitted 

General Practitioners 410 34.3 

Pharmaceutical Companies 254 21.2 

Intensive Hospital Monitoring 224 18.7 
Studies 

Hospital Doctors 195 16.3 

Community Pharmacists 73 6.1 

Personal reports from patients 17 1.4 

Dentists 10 0.8 

Hospital Pharmacists 7 0.6 

Nurses 7 0.6 

Total 1197 100% 
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COMMENTS ON SPECIAC DRUGS 

Phenothiazines 

Following a review of reports of a possible association between Promethazine 
and Sudden Infant Death Syndrome documenmted in the medical literature the Board 
recommended that use of such products should be contraindicated in children under 2 
years of age and should be confined to a prescription only basis in children under 12 
years of age. 

Beta Carotene 

The Committee on Drug Usage and Adverse Reactions considered 
requirements of toal Vrtamin A intake and made recommendations on the limits which 
should be applied to OTC vitamin preparations. lt was recommended that Beta 
Carotene in doses greater than 1 Omg should be limited to prescription availability 
only. 

L.trytophan 

Numerous reports of the development of a syndrome characterised by 
eosinophilia myalgia, arthralgia, breathlessness and pulmonary infiltrates (EMS) in 
patients taking oral tryptophan products, outside Ireland were notiried to the Board, 
throughout 1990. Most of the products involved were sold as heatth foods but a few 
were prescription medicines for use in the management of depression, insomnia etc,. 
lt was not known whether the cause was related to the trytophan itself or a 
contaminant from the manufacturing process. Although there were no reports of this 
syndrome in Ireland, the Board recommended that until all factors relating to the 
development of EMS had been clarified all oral prescription tryptophan products 
should only be available to named patients already on the medication. 

Terodiline 

A number of reports of adverse drug reactions including cardiac rate and 
rhythm disturbances associated with Terodiline were reported to the Board in 1991. 
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rhe majority of these reports were notified to the Board following a warning letter 
ssued to doctors and pharmacists in August 1991 which outlined risk factors for the 
jevelopment of such effects. Throughout the world 36 cases of ventricular 
tachycardia, 14 cases of bradyarrflythmia and 8 deaths were reported where a 
possible association between drug and effect were suspected. The majority of cases 
occurred in the U.K. In September 1991 the product was withdrawn by the company 
from all markets worldwide. 

Lamotrigine 

Special post marketing monitoring was carried out on this novel entiepileptic 
drug used in the treatment of refractory epilipsy. Most of the side-effects reported fell 
into the category of the type 'expected' for the product One case of acute manic 
behaviour progressing to psychosis was reported in a 26 year old woman who also 
had pronounced insomnia while en treatment. Insomnia persisted on reduced 
treatment and all sysptoms subsided on discontinuing therapy. 

Loratadine 

Few reports of adverse drug reactions were received for this novel 
antihistamine drug. Only one case of sedation was reported in Ireland and 
international data seems to indicate a 1ow incidence of such effects. 

Fluvoxamine 

A special post-marketing surveillance of Fluvoxamine was discontinued in the 
latter part of 1991. The majority of side-effects reported were of a stimulant nature as 
would be expected for this type of antidepressant drug. 

Non Steroidal Anti-inflammatory Drugs 

Reports of adverse drug reactions associated with this category of drugs 
continue to be among those most frequently submitted to the Board. Of particular 
concern are reports suspected as due to additive effects associated with the use of 
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concurrent medication including non-prescribed drugs such as Aspirin/Paracetamol 
and combination cough/cold remedies mainly comprising these ingredients. 

Diuretics 

A significant number of side-effects associated with the use diuretics have 
been reported, a number of which have been suspected as due to a combination of 
products. Practitioners are reminded to review patients medication regularly to avoid 
complications resulting from add-on therapy. 

DEATHS 

There were 42 deaths reported in association with drugs 1991 but 27 were 
related to the primary illness. In the remainder it is not possible to assign an 
aetiology, but equally the events constitute a warning of a potential risk. 

Deaths Possibly Drug Associated 

Amitriptyline 
Benztropine 
Clomipramine 
Perphenazine 

Amylobarbitone 
& 
Diaxepam 
(Drug interaction) 

Amylobarbitone 
& 
Lorazepam 
(Drug interaction) 

Cefixime 

Neuroleptic Malignant Syndrome 

Cardiorespiratory Arrest 

Cardiac Arrest 
Respiratory Depression 
Tachycardia 

Pseudomembranous Colitis 
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Deaths Possibly Drug Associated (continued) 

~efuroxime 

Cefuroxime 

Enoximone 

Ethinyloestradiol 
rvith 
Gestodene 

Ethinyloestradiol 
rvith 
Levonorgestrel 

Influenza Vaccine 

Lisinopril 

Lithium 
& 
Chlorphromazine 
& 
Clopenthixol 
(Drug interaction) 

Mianserin 

Ofloxacin 

Terbutaline 

Respiratory Depression 

Pancreatitis Acute 

Cardiac Arrhythmia 

Cerebral Oedema 
Cerebral Thrombosis 
Pulmonary Embolus 

Pulmonary Embolus 

Cerebrovascular Accident 

Renal Failure Acute 

Hepatic Falure 
Hepatitis Cholestatic 
Renal Failure 

Marrow Suppression 
Septicaemia 

Marrow Suppression 

Cardiac Arrhythmia 
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DRUG INTERACTIONS 

Interacting Drugs 

Amylobarbitone & Diazepam 

Amylobarbitone & Lorazepam 

Carbamazepine & Ethinyloestradiol 
with Norethisterone 

Phenobarbitone & Fluoxetine 

Phenytoin & Cefaclor 

Amitriptyline 
Imipramine & Guanfacine 

Dothiepin & Alcohol 

Lithium & Haloperidol 

Lithium & Chloropromazine 
& Clopenthixol 

Effects 

Cardiorespiratory Arrest 
Death 

Cardiac Arrest 
Respiratory Depression 
Tachycardia 
Death 

Pregnancy Unintended 

Convulsions 

Convulsions Increased 

Loss of antihypertensive effects 
of Guanfacine 

Bradycardia 
Dyspnoea 
Palpitation 
Ventricular Ectopics 

Ataxia 
Confusion 

Cholestatic Jaundice 
Hepatic Failure 
Renal Failure 
Death 
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DRUG INTERACTIONS 

Mianserin & lbuprofen & Mefenamic 
Acid & Cimetidine Eosinophilia 

Tiaprofenic Acid & Prednisolone Melaena 

Aminophylline & Ciprofloxacin Convulsions 

Theophylline & Misoprostol Cydosporin Levels Increased 

Warfarin & Cefaclor Prothrombin Time Prolonged 

Warfarin & Lofepramine Anaemia Haemolytic 

Warfarin & Phenytoin Prothrombin Increased 

Pravastatin & Alcohol Hallucinations Visual 

Frusemide with Amiloride & Amoxycillin 
with Clavulanate Gout 

Frusemide & Mefenamic Acid Renal Failure Acute 

Hepatitis B Vaccine & Ethinyloestradiol 
with Norethisterone Pregnancy Unintended 
(Drug interaction) 
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Reports of Adverse Events Occurring During CUnicaJ Trials 
Drug Event 
Benazepril Anergy 

Bunazosin 

Colestipol 

Dopexamine 

Fluticasone 

Glimepiride 

Levoprotilene 

Salme~erol 

Concentration Impaired 
Dizziness 

Diarrhoea 
• Headache 
* Photophobia 
Vomrti l'1g 

t Cardiorespiratory Arrest 

t Death 
Dyspnoea 
lnjectiol'l Site Reaction 
Malaise 
Sweating Increased 
Tachycardia 
t Therapeutic Response Decreased 

Bronchospasm 
Dyspnoea 
Pharyngitis 

t Cardiorespiratory Arrest 
t Myocardial Infarction 

t Suicide 

Abdominal Pain 
Asthma Exacerbated 
Constipation 
Headache 
Tremor 

• Symptoms associated with withdrawal of current anti-hypertensive treatment. 
t Outcome Fatal 
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SIDE-EFFECTS JANUARY • DECEMBER 1991 

Drug Action Approved Name 

Drugs Affecting Central Nervous System 

Anaesthetics 

Propobl 

Hypnotlcs Sedatives & Antlconvulsants 

t Outcome Fatal 

Alcohol 
& 
Dothiepin 
(Drug interaction) 

Alcohol 
& 
Pravastatin 
(Drug interaction) 

Amylobarbitone 
& 
Diazepam 

Amylobarbi!one 
& 
lorazepam 

Carbarnazepine 
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Reaction 

Nystagmus 
Rigors 
Therapeutic Response Decreased 
Tonsillitis 

Aggressive Reaction 

Hanucination 

t Cardo-Respiratory Arrest 

t Car<iac Arrest 
t Respiratory Depression 
t Tachycardia 

Allergy 
Alopecia 
Arthralgia 
Ataxia 
Dermatitis Exfoliative 
Erythema Multiforme 
Fatigue 
Fever 
Gastrointestinal Disorder 

No. of 
Cases 



SIDE-EFFECTS JANUARY· DECEMBER 1991 

Drug Action Approved Name Reaction No. of 
cases 

Drugs Affecting Central Nervous System 

Hypnotlcs Sedatives & Anticonwlsants 

Carbamazepine Headache 1 
ConVd lethargy 1 

lymphadenopathy 1 
Mouth Dry 1 
Nausea 1 
Psoriasis 1 
Rash 5 
Rash Photosensitive 1 
Somnolence 2 
Taste Pei"VefSion 1 
Vomiting 1 

Carbamazepine Pregnancy Unintended 1 
& 
E thinyloestraciol 
with 
Norethisterone 
(Drug interaction) 

Carbamazepine Dehydration 1 
and Gastrointestinal Disorder 
Naftidrofuryl Oxalate Vomiting 

Carbamazepine Rash 
and 
Phenytoin 

Chlormethiazole Hepatitis Cholestatic 1 
HepatiC Function Abnormal 1 

lamotrigine Agitation 
Asthenia 
Ataxia 
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SIDE-EFFECTS JANUARY • DECEMBER 1991 

Drug Action Approved Name Reaction No. of 
Cases 

Drugs Affecting central Nervous System 

Hypnotlcs Sedatives & Antlconvulsants 

Lamotrigine Constipation 1 
Cont/d Delerium 1 

Diplopia 1 
Eyelid Oedema 1 
Hepatic Function Abnormal 2 
Insomnia 1 
Lethargy 
Pharyngitis 1 
Pruritus 2 
Psychosis 2 
Rash Maculopapular 2 
Rash Morbilliform 3 
Rash Vascufltc 1 
Safivation Increased 1 
Skit Clammy 1 
Somnolence 2 
Tongue Oedema 1 
Urticaria 1 
Vomiting 2 

Nitrazepam Rash 

Phenobarbitone Convulsions 
& 
Ruoxetine 
(Drug interaction) 

Phenytoin Ataxia 
Dysphonia 
Hepatic Function Abnormal 
Hirsuitism 
Pruritus 1 
Rash 2 
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SIDE-EFFECTS JANUARY· DECEMBER 1991 

Drug Action Approved Name 

Drugs Affecting Central Nervous System 

Hypnotlcs Sedatives & Antlconvulsants 

Phenytoin 
& 
Cefaclor 
(Drug interaction) 

Phenytoin 
& 
Warfarin 
(Drug interaction) 

Sodum Valproate 

Temazepam 

Triazolam 
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Reaction 

Convulsions Increased 

Prothrombin Increased 

Abdominal Pain 
Agitation 
Aggressive Reaction 
Alopecia 
Anorexia 
Coma 
Hyperkinesia 
lethargy 
Somnolence 
Vomiting 
Weight loss 

Therapeutic Response Decreased 

Agitation 
Aggressive Reaction 
Amnesia 
Anxiety 
Apathy 
Confusion 
Depression 
Hallucination 
Headache 
Nausea 
Paronira 

No. of 
Cases 

1 
2 
2 

1 
1 
1 
1 

2 

1 
1 
2 
1 
1 
1 
6 
1 
3 
1 
1 



SIDE-EFFECTS JANUARY· DECEMBER 1991 

Drug Action Approved Name ReacH on 

Drugs Affecting Central Nervous System 

Hypnotics Sedatives & Anticonvulsants 

Vigabatrin Urticaria 

Zopiclone Apathy 
Behaviour Abnormal 
Cough 
Taste Perversion 

Zopiclone Amnesia 
and 
Bromazepam 

Tranquillizers 

Alprazolam Agitation 
Depression Exacerbated 
Paranoia 

Bromazepam ~) Cleft Up 
and (i) Cleft Palate 
Tranylcypromine 

Bromazepam Amnesia 
and 
Zopiclone 

Chlorpromazine Agitation 
Confusion 
Dysphonia 
Muscle Contraction Involuntary 
Rash Photosensitive 
Somnolence 

(i) Reaction occurred in an infant whose mother had been exposed 
to both drugs throughout pregnancy 
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No. of 
Cases 

1 
1 

1 
1 
1 
1 
2 
1 



SIDE-EFFECTS JANUARY- DECEMBER 1991 

Drug Action Approved Name Reaction No. of 
Cases 

Drugs Affecting central Nervous System 

Tranquillizers 
Chlorpromazine t Hepatitis Cholestatic 
& t Hepatic Failure 
Clopenthlxol t Renal Failure 
& 
lithium 
(Drug interaction) 

Chlorpromazine Agitation 
and Aggressive Reaction 
Promazine 

Clobazam Agitation 1 
Apathy 1 
Dysphonia 1 
Hypotonia 1 
Vomiting 1 

Clonazepam Somnolence 

Diazepam lncoordnaoon 1 
Somnolence 2 

Diazepam t Cardio-Respiratory Arrest 
& 
Amylobatbitone 
(Drug interaction) 

Aupenthixol Acne Rosacea 
Dyskinesia 
Rash-Photosensitive 

t Outcome Fatal 
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SIDE-EFFECTS JANUARY · DECEMBER 1991 

Drug Action Approved Name Reaction No. of 
Cases 

Drugs Affecting Central Nervous System 

TranquiiUzers 
Auphenazine Neuroleptic MafiQllant Syndrome 
with 
Nortriptyline 

Aurazepam Weight Increase 

Haloperidol Disorientation 1 
Extrapyramidal Symptoms 2 
Rash Photosensiti-..e 1 

Haloperidol Ataxia 
& Confusion 
Uthium 
(Drug interaction) 

Lorazepam t Cardiac Arrest 
& t Respiratory Depression 
Amylobatbitone t Tadlycarcia 
(Drug Interaction) 

Perphenazine t Neuroleptic Matignant Syndrome 
and 
Amitriptyline 
and 
Benztropine 
and 
Clomipramile 

Prochlorperazine Dizziness 1 
Oculogyric Crisis 1 
Opis100tonus 2 

Promazine Epileptiform Attacks 

• Fatal Outcome 
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SIDE-EFFECTS JANUARY • DECEMBER 1991 

Drug Action Approved Name Reaction No. of 
Cases 

Drugs Affecting Central Nervous System 

Tranqulntzers 

Svlpiride Galactorrhoea 
Menstrual Disorrer 
Paraesthesia 
Weight Gain 

Thioridazine Hypotension 
lmpoterx:e 
Netrolep!ic Mal9lant Syndrome 
Somnolence 

Trifluoperazine Extrapyramidal Symptoms 
Paraesthesia 

Trifluoperazine Agitation 
with Confusion 
Tranylcypromine Convulsion 

t Death 
Hallucination 
Headache 
Hypertension 1 
Nocturia 1 
Paranoia 1 
OQ Psyctx>sis 1 
Urinary Incontinence 1 

Trifluoperazine Convulsions 
with Mouth Dry 1 
Tranylcypromine, 
aOO 
Amitriptyline 
and 
Zuclopenthixol 

t Outcome Fatal 

(ii) Report associated with Drug Overoose 
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SIDE-EFFECTS JANUARY - DECEMBER 1991 

Drug Action Approved Name 

Drugs Affecting Central Nervous System 

Tranquillizers 

Trifluoperazine 
with 
Tranylcypromine 
and 
Phenelzine 

Antidepressants 
Amitriptyline 

Amitriptyline 
and 
Benztropine 
and 
Clomipramine 
and 
Perphenazine 

Amitriptyline 
and 
Imipramine 
& 
Guanfacine 
(Drug interaction) 

Amitriptyline 
and 
Tranylcypromine 
with 
Trifluoperazine 
and 
Zuclopenthixol 

Clomipramine 

t Outcome Fatal 
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Reaction 

Agitation 
Confusion 
Convulsion 
Hallucination 
Headache 
Hypertension 
Paranoia 

Constipation 

t Neuroleptic Malignant Syndrome 

Hypertension 

Convulsions 
Mouth Dry 

Somnolence 

No. of 
Cases 



SIDE-EFFECTS JANUARY· DECEMBER 1991 

Drug Action Approved Name 

Drugs Affecting Central Nervous System 

Antidepressants 

Dolhiepin 

Dolhiepin 
& 
Alcohol 
(Drug interaction) 

Fluoxetine 
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Reaction 

Bruising 
Muscle Contraction Involuntary 

Aggressive Reaction 

Abdominal Pain 
Agitation 
Aggressive Reaction 
AnOI'exia 
Ataxia 
Confusion 
Constipation 
Depression 
Diarrhoea 
Diplopia 
Dizziness 
Dyskinesia 
Ear Pain 
Eye Pain 
Fever 
Gastrointestinal Haemorrhage 
Hallucination 
Headache 
Hepatic Function Abnormal 
Hyperreflexia 
Hypertension 
Hypoglycaemia 
Hypomania 
Hypotension 
Insomnia 
Mouth Dry 
Muscle Contractions Involuntary 
Muscle Rigidity 

No. of 
Cases 

1 
2 
1 
1 
4 
1 
1 
2 
1 
1 
3 
1 
1 
1 
3 
1 
1 
1 
3 
1 
1 
1 
3 
1 
3 
1 
2 
1 



SIDE-EFFECTS JANUARY - DECEMBER 1991 

Drug Action Approved Name Reaction No. of 
Cases 

Drugs Affecting Central Nervous System 

Antidepressants 

Auoxetine Nausea 4 
Neurosis 1 

Cont'd .... Pancreatitis 1 
Paraesthesia 1 
Psychosis 1 
Pulmonary Embolus 1 
Rash 3 
SIADH 1 
Speech Disorder 1 
Suicidal Ideation 2 
Sweating Increased 2 
Tremor 2 
Urinary Frequency 1 
Urinary Retention 2 
Urticaria 1 
Vasculitis 1 
Vision Abnormal 1 
Vomiting 1 
Weight Loss 3 

Auoxetine (i) Convulsions 
and 
Orphenadrine 

Fluoxetine Bradycardia 
& Cardiac Arrhythmia 1 
Atenolol Dyspnoea 1 
(Drug interaction) Palpitation 1 

Fluoxetine Convulsions 
& 
Phenobarbitone 
(Drug interaction) 

Fluparoxan Anxiety 
(i) Due to overdose of both drugs 
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SIDE-EFFECTS JANUARY· DECEMBER 1991 

Drug Action Approved Name 

Drugs Affecting Central Nervous System 

Antidepressants 

t Outcome Fatal 

Auvoxamine 

Imipramine 

Lithium 

Uthium 
& 
Clopenthixol 
& 
Chlorpromazine 
(Drug interaction) 
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Reaction 

Abdominal Pain 
Agitation 
Anorexia 
Anxiety 
Depression 
Dyspepsia 
Flatulence 
Rushing 
Gastrointestinal Disorder 
Insomnia 
Nausea 
Palpitations 
Paraesthesia 
Pruritus 
Suicidal Ideation 
Sweating Increased 
Tachycardia 
Tremor 
Vasospasm 
Vomiting 

Fever 

Apathy 
Therapeutic Response Decreased 

t Hepatitis Cholestatic 
t Hepatic Failure 
t Renal Failure 

No. of 
cases 

4 
1 
1 
1 
1 
1 
2 
1 
1 
1 
6 
1 
1 
1 
1 
2 
1 
2 
1 
1 



SIDE-EFFECTS JANUARY· DECEMBER 1991 

Drug Action Approved Name Reaction No. of 
Cases 

Drugs Affecting Central Nervous System 

Antidepressants 

Uthium Ataxia 
& Confusion 
Haloperidol 
(Drug interaction) 

Lofepramine Agitation 1 
Angioedema 1 
Dizziness 2 
Hallucination 1 
Nausea 1 
Pruritus 1 
Rash 1 
Sweating Increased 2 
Urticaria 1 
Vomiting 1 

Lofepramine Prothrombin Decreased 
& 
Warfarin 
(Drug interaction) 

L.tryptophan Ataxia 
with Delerium 
Pyridoxine, Nausea 
Ascorbic Acid. Taste Perversion 

Mianserin Arthralgia 
Influenza Symptoms 1 
t Marrow Supression 1 
Myalgia 1 
t Septicaemia 1 
Tongue Oedema 
Tremor 

t Outcome Fatal 

22 



SIDE-EFFECTS JANUARY· DECEMBER 1991 

Drug Action Approved Name Reaction No. of 
Cases 

Drugs Affecting Central Nervous System 

Antidepressants 
Mianserin Eosinophilia 
& 
Cimetidine 
& 
lbuprofen 
& 
Mefenamic Acid 
(Drug interaction) 

Moclobemide Abdominal Pain 1 
Agitation 2 
Diarrhoea 1 
Flushing 1 
Headache 
Nausea 
Syncope 
Tachycardia 
Taste Perversion 

Nortriptyline Neuroleptic Malignant Syndrome 
with 
Ruphenazine 

Phenelzine Agitation 

Phenelzine Agitation 
and Confusion 
Tranylcypromine Convulsion 
with Hallucination 
Trifluoperazine Headache 

Hypertension 
Paranoia 
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SIDE-EFFECTS JANUARY· DECEMBER 1991 

Drug Action Approved Name Reaction No. of 
Cases 

Drugs Affecting Central Nervous System 

Antidepressants 
Paroxetine Anorexia 1 

Diarrhoea 2 
Insomnia 3 
Nausea 2 
Sweating Increased 1 
Weight loss 1 

Sertraline Aboominal Pain 
Mouth Dry 

Tranylcypromine (i) Cleft Up 
and (i) Cleft Palate 
Bromazepam 

Tranylcypromine Agitation 
with Confusion 
Trifluoperazine Convulsion 

t Death 
Hallucination 
Headache 
Hypertension 
Nocturia 
Paranoia 
(ii) Psychosis 
Urinary Incontinence 

Trazodone Bruising 1 
Pruritus 2 
Rash 1 

Trimipramine Aggressive Reaction 

t Report associated with drug overdose 

(i) Reaction occurred in an infant whose mother had been exposed 
to both drugs throughout pregnancy. 

(ii) Report associated with drug overdose. 
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SIDE-EFFECTS JANUARY· DECEMBER 1991 

Drug Action Approved Name 

Drugs Affecting Central Nervous System 

Stimulants 

Analgesics 
(Central Action) 

Caffeine 
with 
Aspirin, 
Chlorpheniramine, 
Phenylephrine. 

Phentermine 

Buprenorphine 

Codeine 

Codeine 
with 
Buclizine, 
Paracetamol. 

Dextromethorphan 
with 
Paracetamol 
Phenylpropanolamine 

Dextropropoxyphene 
with 
Paracetamol 
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Reaction 

Oesophagogastritis 

Rash Photosensitive 

Therapeutic Response Decreased 

Dizziness 
Dyspnoea 
Hallucination 
Vomiting 

Candidiasis 

Angioedema 
Nausea 
Urticaria 

Depression 
Nausea 

No. of 
Cases 



SIDE-EFFECTS JANUARY - DECEMBER 1991 

Drug Action Approved Name Reaction No. of 
cases 

Drugs Affecting Central Nervous System 

Analgesics 
(Central Action) 

Dextropropoxyphene Asthenia 
with Bradycardia 
Paracetamol Dizziness 
and Hypotension 
Indomethacin Somnolence 

Dihydrocodeine Anorexia 1 
Fever 1 
Hypotension 1 
Mouth Dry 1 
Nausea 2 
Oedema Facial 1 
Rash Erythematous 1 
Somnolence 1 
Vomiting 2 

Dihydrocodeine Ataxia 
and Dizziness 
lbuprofen Hepatic Function Abnormal 
and Hepatitis 
Mefenamic Acid 

Dihyciocodeine Dizziness 
with 
Paracetamol 

Morphine Ataxia 
Nausea 
Tremor 
Weakness 

Morphine Agnation 1 
with Ataxia 1 
Cycflzine Confusion 1 

Therapeutic Response Decreased 1 
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SIDE-EFFECTS JANUARY · DECEMBER 1991 

Drug Action Approved Name Reaction No. of 
Cases 

Drugs Affecting Central Nervous System 

Analgesics 
(Central Action) 

Nefopam Convulsions 
Dizziness 
Nausea 
Sweating Increased 
Weakness 

Analgesics 
(Peripheral Action) 

Aspirin Allergy 1 
Angioedema 1 
Asthenia 1 
Dyspepsia 1 
Gastrointestinal Haemorrhage 2 
Haematemesis 1 
Melaena 1 
Oedema Periorbital 1 
Urticaria 3 

Aspirin Oesophagogastritis 
with 
Caffeine, 
Chlorpheniramine, 
Phenylephrine. 

Aspirin Nausea 
with Vomiting 
Methocarbamol 

Aspirin Paraesthesia 
with 
Paracetamol 
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SIDE-EFFECTS JANUARY · DECEMBER 1991 

Drug Action Approved Name 

Drugs Affecting Central Nervous System 

Analgesics 
(Peripheral Action) 

Aspirin 
and 
Celiprolol 

Aspirin 
and 
lbuprofen 

Aspirin 
and 
Prednisolone 

Azapropazone 

Diclofenac 

28 

Reaction 

Oedema Peripheral 
Pruritus 
Rash 

Diarrhoea 
Melaena 

Nausea 
Vomiting 

Chest Pain 
Dyspepsia 
Duodenal Ulcer 
Rash Photosensitive 
Re~al Failure Acute 
Vomiting 

Abdominal Pain 
Anaemia 
Angioedema 
Anorexia 
Duodenal Ulcer 
Ratulence 
Gastritis 
Gastrointestinal Haemoohage 
Hepatic Function Abnormal 
Nausea 
Oedema Peripheral 
Pancytopenia 
Pruritus 
Rash 
Therapeutic Response Decreased 

No. of 
Cases 

1 
1 
1 
2 
1 

1 
1 
1 
1 
1 
2 
1 
1 
1 
2 
2 
1 
1 
3 
1 



SIDE-EFFECTS JANUARY· DECEMBER 1991 

Drug Action Approved Name Reaction No. of 
cases 

Drugs Affecting Central Nervous System 

Analgesics 
(Peripheral Action) 

Didofenac Thrombocytopenia 
Contd/ .... Urticaria 

Vertigo 
Weight loss 

Fenbufen Pruritus 2 
Rash 2 

Fenclofenac Oedema Periorbital 
Rash 

Fenoprofen Asthenia 
Skin Clammy 
Sweating Increased 

Flurbiprofen Bronchospasm 
Dyspepsia 
Rhinitis 

lbuprofen Anaemia Haemolytic 1 
Anaphylactoid Reaction 1 
Angioedema 1 
Bronchospasm 1 
Dizziness 1 
Rxed Drug Eruption 1 
Gastrointestinal Haemorrhage 1 
Intestinal Perforation 1 
Rash Photosensitive 1 
Somnolence 1 

lbuprofen Ataxia 
and Dizziness 
Dihydrocodeine Hepatic Function Abnormal 
and Hepatitis 
Mefenamic Acid 
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Drug Action Approved Name Reaction No. of 
Cases 

Drugs Affecting Central Nervous System 

Analgesics 
(Peripheral Action) 

lbuprofen Anaemia 
and Melaena 
Warfarin 

Indomethacin Abdominal Pain 
Asthenia 
Creatinine Increased 
Diplopia 
Dizziness 
Duodenal Ulcer 1 
Dyspepsia 2 
Gynaecomastia 1 
Haematemesis 1 
Headache 2 
HyJ,X>natraemia 1 
Nausea 2 
Oliguria 1 
Vertigo 1 

Indomethacin Asthenia 
and Bradycardia 
Dextropropoxyphene Dizziness 
with HyJ,X>tension 
Paracetamol Somnolence 

Indomethacin Nausea 
and Rash 
Mefenamic Acid 

Indomethacin Anaemia 
and Gastrointestinal Haemorrhage 
Paracetamol 

30 



SIDE-EFFECTS JANUARY ·DECEMBER 1991 

Drug Action Approved Name 

Drugs Affecting Central Nervous System 

Analgesics 
(Peripheral Action) 

Ketoprofen 

Ketoprofen 
and 
Cimetidine 

Mefenamic Acid 

Mefenamic Acid 
& 
Frusemide 
(Drug interaction) 

Mefenamic Acid 
& 
lbuprofen 
& 
Mianserin 
& 
Cimetidine 
(Drug interaction) 

31 

Reaction 

Diarrhoea 
Injection Site Reaction 
Nausea 

Diarrhoea 

Allergy 
Bronchospasm 
Cyanosis 
Diarrhoea 
Dizziness 
Hiccough 
Hypotension 
Nausea 
Oedema 
Pruritus 
Rash 
Vomiting 
Urticaria 

Renal Failure Acute 

Eosinophilia 

No. of 
Cases 

2 
2 
1 

4 
1 
1 
7 
1 

2 
3 
5 
3 
1 



SIDE-EFFECTS JANUARY • DECEMBER 1991 

Drug Action Approved Name Reaction No. of 
Cases 

Drugs Affecting Central Nervous System 

Analgesics 
(Peripheral Action) 

Mefenamic Acid Rash 
and 
ldoxuridine 

Mefenamic Acid Urticaria 
and 
Paracetamol 

Nabumetone Vomiting 

Naproxen Abdomina! Pain 
Haematemesis 
Melaena 
Nausea 

Naproxen Melaena 
and 
Warfarin 

N.S.A.I.D. Gastritis 
Unspecified 

Paracetamol Rash 1 
Urticaria 3 

Paracetamol Candidiasis 
with 
Buclizine, 
Codeine 

Paracetamol Amnesia 
with Dysphasia 
Chlormezanone Polydipsia 

Somnolence 
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Drug Action Approved Name Reaction No. of 
Cases 

Drugs Affecting Central Nervous System 

Analgesics 
(Peripheral Action) 

Paracetamol Angioedema 
with Nausea 
Dextromethorphan, Urticaria 
Phenylpropanolamine. 

Paracetamol Depression 
with Nausea 
Dextropropoxyphene 

Paracetamol Dizziness 
with 
Dihydrocodeine 

Paracetamol Anxiety 
with Confusion 
Metoclopramide Hallucination 

Oculogyric Crisis 
Somnolence 
Tremor 

Piroxicam Oedema Peripheral 
Stomatitis Ulcerative 
Taste Perversion 

Tenoxicam Anaemia 
Haematemesis 
Melaena 
Oedema Peripheral 
Urticaria 

Ttaprofenic Acid Depression 
Haematemesis 
Nocturia 
Rash 
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Drug Action Approved Name 

Drugs Affecting central Nervous System 

Analgesics 
(Peripheral Action) 

Tiaprofenic Acid 
& 
Prednisolone 
{Drug interaction) 

Drugs Affecting Peripheral Nerves 
Lignocaine 

Miscellaneous 

t Outcome Fatal 

Lignocaine 
with 
Cetrimide 

Mepivacaine 

Prilocaine 
with 
Felypressin 

Suxamethonium 

Baclofen 

Benztropine 
and 
Amitriptyline 
and 
Clomipramine 
and 
Perphenazine 

34 

Reaction 

Melaena 

Agitation 
Hypotension 
Oedema Facial 
Therapeutic Response Decreased 

Angioedema 

Rash 

Amnesia 
Confusion 

Rash 

Confusion 
Tremor 

t Malignant Neuroleptic Syndrome 

No. of 
Cases 

1 
6 
1 
6 



SlOE-EfFECTS JANUARY· DECEMBER 1991 

Drug Action 

Miscellaneous 

Approved Name 

Carbidopa 
with 
Levodopa 

Chlormezanone 
with 
Paracetamol 

Dantrolene 

Disulfiram 

Methocarbamol 
with 
Aspirin 

Orphenadrine 
and 
Acydovir 

Orphenadrine 
and 
Auoxetine 

Tetrabenazine 

(i) Due to overdose of both drugs 

Reaction 

Ataxia 

Amnesia 
Dysphasia 
Polydipsia 
Somnolence 

Muscle Weakness 

Encephalopa!hy 
Peripheral Neuropathy 

Nausea 
Vomiting 

Tachycardia 

(i) Convulsions 

Depression 

35 

No. of 
Cases 



SIDE-EFFECTS JANUARY· DECEMBER 1991 

Drug Action Approved Name Reaction 

Drugs Affecting Autonomic System 

Parasympathomimetics 

Nicotine Allergy 
Angioedema 
Dizziness 
Headache 
Nausea 
Pruritus 
Rash 
Vasospasm Peripheral 

Parasympatholytlcs 

Atropine Rash 

Mebeverine Vision Blurred 
with 
lspaghula Husk 

Oxitropium Muscle Contraction Involuntary 

Oxybutynin Dizziness 

Terodiline Aggressive Reaction 
Atrial Fibrillation 
Back Pain 
Bladycardia 
Cardiac Failure 
Depression 
Heart Block 
Hypokalaemia 
Hypotension 
leg Pain 
Tachycardia 
Torsade de Pointes 
Tremor 

36 

No. of 
Cases 

2 
1 

4 
4 

1 
1 
1 
4 
1 
1 
1 
1 
4 
1 
.1 
1 
1 
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Drug Action Approved Name 

Drugs Affecting Autonomic System 

Sympathomimetics 

Butethamate Citrate 

Dobutamine 

Orciprenaline 

Phenylephrine 
with 
Aspirin, 
Caffeine, 
Chlorpheniramine. 

Phenylpropanolamine 
with 
Dextromethorphan, 
Paracetamol 

Ritodrine 

Salbutamol 

Salbutamol 
and 
Beclomethasone 
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Reaction 

Stevens-Johnson Syndrome 

Hypotension 
Tachycardia 

Agitation 
Hyperreflexia 
Palpitation 
Tremor 

Oesphagogastritis 

Angioedema 
Nausea 
Urticaria 

Chest Pain 
Myocardial Infarction 

Agitation 
Hyperkinesia 
Mania 
Psychosis 
Respiratory Arrest 
Sweating Increased 
Tremor 

Jaundice 

No. of 
Cases 

2 
3 
1 
1 
1 
1 
3 



SIDE-EFFECTS JANUARY · DECEMBER 1991 

Drug Action Approved Name Reaction No. of 
cases 

Drugs Affecting Autonomic System 

Sympathomimetics 

Terbutaline t Cardiac Arrhythmia 
Urticaria 

Terbutaline Dyspnoea 1 
with Muscle Contractions Involuntary 2 
Guaiphenesin Tremor 2 

Sympatholytlcs 

Atenolol Bradycardia 2 
Diarrhoea 1 
Dyspnoea 1 
Gout 1 

Atenolol Hypokalaemia 
with Rash 
Chlorthalidone 

Atenolol Gingival Hypertrophy 
and 
Cyclosporin 
and 
Prednisolone 

Atenolol Bradycardia 
& Cardiac Arrhythmia 
Fluoxetine Dyspnoea 
(Drug interaction) Palpitation 

Bisoprolol Dizziness 
Nausea 
Raynaud's Syndrome 

t Outcome Fatal 
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Drug Action Approved Name 

Drugs Affecting Autonomic System 

Sympatholytlcs 

Celiprolol 

Celiprolol 
and 
Aspirin 

Guanfacine 
& 
Amitriptyline 
and 
Imipramine 
(Drug interaction) 

Levobunolol 

Usuride 

Methyldopa 

Metoprolol 

Propranolol 

Sotalol 

39 

Reaction 

Nausea 
Pruritus 

No. of 
Cases 

Respiratory Obstruction Exacerbated 
Urticaria 

Oedema Peripheral 
Pruritus 
Rash 

Hypertension 

Bronchospasm 
Dyspnoea 

Confusion 

Rash 
Tongue Atrophy 

Bradycardia 
Paraesthesia 
Therapeutic Response Decreased 
Vasospasm Peripheral 

Apathy 
Muscle Contractions Involuntary 
Eyes Dry 
Vasospasm Peripheral 

Dyspnoea 
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Drug Action Approved Name Reaction No. of 
Cases 

Drugs Affecting Autonomic System 

Sympatholytlcs 
Timolol Bradycardia 

Drugs Affecting cardiovascular System 

Drugs Acting on Heart Muscle 

Amiodarone Corneal Deposits 1 
Heart Block 1 
Hepatic Function Abnormal 4 
Hepatitis 3 
Neuropathy Motor 1 
Ph ototoxicity 1 
Pneumonitis 
Renal Impairment Exacerbated 
Thyrotoxicosis 
Vomiting 

Digoxin Cardiac Arrhythmia 1 
Atrial Fibrillation 1 
Bradycardia 3 
Bundle Branch Block 1 
Coma 1 
Diarrhoea 2 
Nausea 4 
Tachycardia Supraventricular 1 
Vomiting 4 

Enoximone t Carcfiac Arrhythmia 1 
t Cardiac Failure Exacerbated 1 
t Hepatic Function Abnormal 1 
Nausea 1 
Vomiting 1 

t Outcome Fatal 
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Drug Action Approved Name Reaction No. of 
cases 

Drugs Affecting Cardiovascular System 

Drugs Acting on Heart Muscle 

Flecainide Abdominal Pain 
Paraesthesia 
Vision Blurred 
Weight loss 

Mexiletine Nausea 
Vomiting 

Quinidine Hepatitis 
Nausea 
Pancytopenia 
Rash 

Coronary Vasodilators 

Aminophylline Anaphylactoid Reaction 1 
Anorexia 1 
Asthma Exacerbated 1 
Confusion 1 
Hypokalaemia 2 
Nausea 3 
Tachycardia 2 
Tremor 1 
Vomiting 2 

Aminophylline Convulsions 
& 
Ciprofloxacin 
(Drug interaction) 

Amlodipine Acne 
Arthralgia 
Dizziness 
Fracture Pathological 
Headache 
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Drug Action Approved Name Reaction No. of 
Cases 

Drugs Affecting Cardiovascular System 

Coronary Vasodllators 

Amlodipine Hypotension Postural 1 
ischaemia Transient 1 

Contd/ ... Oedema Peripheral 2 
Pruritus 1 
Purpura 
Rash 
Rigors 
Tachycardia 

Diltiazem Asthenia 1 
Bradycardia 1 
Dermatitis 1 
Erythema Multiforme 1 
Headache 2 
Mouth Dry 1 
Nausea 1 
Oedema • Macula 1 
Taste Perversion 1 
Vision Abnormal 1 
Vomiting 1 

Glyceryl Trinitrate Headache 1 
Rash 2 
Therapeutic Response Decreased 1 

lsosorbide Dinitrate Hypotension 
and 
Captopril 

lsosorbide Mononitrate Rushing 1 
Headache 2 
Hypotension PosturaJ 1 
Paraesthesia 
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Drug Action Approved Name Reaction No. of 
Cases 

Drugs Affecting cardiovascular System 

Coronary Vasodllators 
lsradipine Asthenia 1 

Angina Exacerbated 1 
Concentration Impaired 1 
Depression 1 
Flushing 4 
Headache 6 
Insomnia 1 
Leg Pains 1 
Lethargy 1 
Myocardial Infarction 1 
Paraesthesia 

Naftidrofury! Oxalate Dehydration 
and Gastrointestinal Disorder 
Carbamazepioe Vomiting 

Nicardipine Migraine 

Nifedipine Abdominal Pain 1 
Aggressive Reaction 1 
Dizziness 1 
Rushing 4 

Headache 2 
Hypotension 1 
Hypotension Postural 1 
Leg Pains 1 
Migraine 1 
Oedema Macula 1 
Oedema Peripheral 3 
Paraesthesia 1 
Urticaria 1 

Nifedipine Hypotension 
and 
Frusemide 
with 
Amiloride 
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Drug Action Approved Name Reaction No. of 
Cases 

Drugs Affecting Cardiovascular System 

Coronary Vasodilators 

Theophylline Agitation 3 
Anorexia 2 
Asthenia 1 
Badq)ain 
Coma 
Confusion 1 
Conjunctivitis 1 
Cyanosis 1 
Dizziness 2 
Headache 1 
Joint Pain 1 
Melaena 1 
Nausea s 
Oedema Peripheral 1 
Peptic Ulcer Aggravated 1 
Rash 1 
Tachycardia 1 

Theophylline t Tachycardia 
& 
Almitrene 
(Drug interaction) 

Verapamil Cardiac Failure 
Cardac Failure Exacerbated 
Cerebral Atrophy Exacerbated 
Rushing 
Headache 

Peripheral Vasodilators 

Cinnarazine Confusion 
Somnolence 

t Outcome Fatal 
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Drug Action Approved Name 

Drugs Affecting Cardiovascular System 

Peripheral Vasodilators 
Nicotinic Acid 
with 
Acetomenaphthone 

Nicotinic Acid 
with 
Allantoin, 
Chloramphenicol, 
Hydrocortisone, 
Sulphur. 

Rauwolfia 
with 
Hydroflumethiazide, 
Potassium Chloride. 

Trimetazidine 

Antihistamines, Histamine & Related Substances 

Astemizole 

Brompheniramine 

Buclizine 
with 
Codeine, 
Paracetamol 

45 

Reaction 

Dizziness 
Flushing 
Menstrual Disorder 
Rash 
Rigors 
Tremor 

Oedema 
Rash 

Muscle Contraction Involuntary 

Nausea 

Agitation 
Concentration Impaired 
Confusion 
Parkinsonian Symptoms 

Urinary Retention 

Candidiasis 

No. of 
Cases 

1 
1 
2 
1 
1 
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Drug Action Approved Name 

Drugs Affecting Cardiovascular System 

Antihistamines, Histamine & Related Substances 
Cetirizine 

Chlorpheniramine 
with 
Aspirin, 
Caffeine, 
Phenylephrine. 

Chlorpheniramine 
and 
Hydrocortisone 

Cimetidine 

Cimetidine 
and 
Ketoprofen 

Cimetidine 
& 
lbuprofen 
& 
Mefenamic Acid 
& 
Mianserin 
(Drug interaction) 
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Reaction 

Paronira 
Rash 

Oesophagogastritis 

Headache 
Hypotension 
Palpitation 
Tachycardia 

Diarrhoea 
Eosinophilia 
Gynaecomastia 
Hepatitis 
Nausea 
Pruritus 
Rash 
Somnolence 
Urticaria 
Vomiting 

Diarrhoea 

Eosinophilia 

No. of 
Cases 

2 
1 

6 
2 
2 
1 
3 
3 
7 
1 
1 
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Drug Action Approved Name 

Drugs Affecting Cardiovascular System 

Antihistamines, Histamine & Related Substances 

Cisapride 

Cisapride 
and 
Ranitidine 

Cyclizine 
with 
Morphine 

Cyproheptadine 

Ketotifen 

Loperamide 

47 

Reaction 

Alopecia 
Arm Pain 
Vomiting 
Diarrhoea 
Enuresis 
Nausea 
Paronira 
Pruritus 
Rash 
Tremor 
Urticaria 

Alopecia 

Agitation 
Ataxia 
Confusion 
Therapeutic Response Decreased 

Leg Pains 
Therapeutic Response Decreased 

Weight Increase 

Dyspnoea 
Eosinophilia 
Hepatitis 
Hypotonia 
Pruritus 
Somnolence 
Urticaria 

No. of 
Cases 

1 
1 
1 
2 
1 
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Drug Action Approved Name Reaction No. of 
Case$ 

Drugs Affecting Cardiovascular System 

Antihistamines, Histamine & Related Substances 

Loratidine Angioedema 
Somnolence 
Urticaria 

Metoclopramide Agitation 
Allergy 
Cogwheel Rigidity 
Coma 1 
Confusion 2 
Dystonia 2 
Extrapyramidal Reaction 2 
Hallucination 2 
Headache 1 
Hyperacusis 1 
Nerve Palsy 1 
Oculogyric Crisis 1 
Somnolence 1 
Vision Blurred 1 

Metoclopramide Anxiety 
with Confusion 
Paracetamol Hallucination 

Oculogyric Crisis 
Somnolence 
Tremor 

Omeprazote Confusion 1 
Depression 2 
Diarrhoea 2 
Dizziness 1 
Gastrointestinal Disorder 1 
Headache 1 
Nausea 1 
Paraesthesia 1 
Paronira 1 
Pruritus 1 
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Drug Action Approved Name 

Drugs Affecting Cardiovascular System 

Antihistamines, Histamine & Related Substances 
Omeprazole 
Contd/ .... 

Phenylpropanolamine 
with 
Dextromethorphan, 
Paracetamol. 

Ranitidine 

Ranitidine 
and 
Aluminium Hydroxide 
with 
Magnesium Alginate, 
Magnesium Carbonate, 
Potassium Bicarbonate 

49 

Reaction 

Rash 
Somnolence 
Therapeutic Response Decreased 
Tremor 

Angioedema 
Nausea 
Urticaria 

Agitation 
Alopecia 
Anorexia 
Anxiety 
Collapse 
Euphoria 
Gastrointestinal Disorder 
Gastrointestinal Haemorrhage 
Insomnia 
Ischaemia Transient 
Leucopenia 
Pallor 
Palpitations 
Pruritus 
Rash 
Tachycardia 
Tremor 
Vision Abnormal 
Vomiting 

Hepatic Function Abnormal 
Hepatitis Obstructive 

No. of 
Cases 

1 
2 
1 

1 
1 
1 
1 
1 
2 
2 
1 
1 
1 
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Drug Action Approved Name Reaction No. of 
Cases 

Drugs Affecting Cardiovascular System 

Antihistamines, Histamine & Related Substances 

Ranitidine Dyspnoea 1 
and Oedema Peripheral 2 
Cimetidine Tachycardia 

Urticaria 

Terfenadine Convulsions 
Somnolence 

Tramazoline Urticaria 
with 
Dexamethasone, 
lsonicotinate, 
Neomycin 

Drugs Affecting Haemopoietic System 

Antineoplastics and Antivirals 

Acydovir Allergy 1 
Asthenia 1 
Concentration Impaired 1 
Confusion 1 
Convulsions 1 
Diarrhoea 1 
Dysarthria 1 
Fatigue 2 
Hallucination 1 
Hypertension 1 
Nausea 2 
Paraesthesia 1 
Rash 1 
Urticaria 2 

Acydovir Tachycardia 
and 
Orphenadrine 
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Drug Action Approved Name 

Drugs Affecting Haemopoietic System 

Antlneoplastics and Antivirals 

Immunosuppressive Drugs 

Cyclophosphamide 

ldoxuridine 
and 
Mefenamic Acid 

Methotrexate 

Zidovudine 

Cyclosporin 

Cyclosporin 
and 
Atenolol 
and 
Prednisolone 

Cyclosporin 
& 
Misoprostol 
(Drug interaction) 

Interferon 

Orthodone 
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Reaction 

Alopecia 
Pancytopenia 

Rash 

Deafness 
Tinnitus 

Anaemia 
Neutropenia 
Therapeutic Response Decreased 

Gingival Hypertrophy 
Hypertrichosis 
Thrombocytopenia 

Gingival Hypertrophy 

Drug levels Increased 
(Cyclosporin) 

Depression 
Impotence 

Fever 
Nausea 
Rigors 

No. of 
Cases 

4 
1 
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Drug Action Approved Name Reaction No. of 
Cases 

Drugs Affecting Haemopoietic System 

Coagulants 

Acetomenapthone Dizziness 1 
with Flushing 1 
Nicotinic Acid Menstrual Disorder 1 

Rash 2 
Rigors 
Tremor 

Sodium Tetradacyl Sulphate 
Asthenia 
Rash 
Vomiting 

Haemostatics Collagen Vasculitis 

Blood Proteins 

Anti-thymocyte Globulin Fever 1 
Thrombocytopenia 1 
Myalgia 1 
Rigors 1 
Therapeutic Response Decreased 1 
Urticaria 1 
Thrombocytopenia 1 

Haematlnlcs 

Iron Dextran Cellulitis 
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Drug Action Approved Name 

Drugs Affecting Haemopoietic System 

Anticoagulants 

Heparin 

Heparin 
and 
Warfarin 

Warfarin 

Warfarin 
& 
Cefaclor 
(Drug interaction) 

Warfarin 
& 
Ciprofloxacin 
(Drug interaction) 

Warfarin 
and 
lbuprofen 

Warfarin 
& 
lofepramine 
(Drug Interaction) 
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Reaction 

Haemoptysis 
Thrombocytopenia 

Prothrombin Decreased 

Epistaxis 
Haemarthrosis 
Haematuria 
Melaena 
Purpura 
Rectal Haemorrhage 
Therapeutic Response Increased 
Urticaria 

Prothrombin Decreased 

Anaemia Haemolytic 

Anaemia 
Melaena 

Prothrombin Decreased 

No. of 
Cases 

3 
1 
4 
2 
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Drug Action Approved Name Reaction No. of 
Cases 

Drugs Affecting Haemopoietic System 

Anticoagulants 
Warfarin Melaena 
and 
Naproxen 

Warfarin Prothrombin Increased 
& 
Phenytoin 
(Drug interaction) 

Drugs Affecting Endocrine System 

Pituitary Hormones 

Felypressin Amnesia 
with Confusion 
Pr~ocaine 

Nafarelin Nausea 
Vertigo 
Vomiting 

Oestrogens 

Oestradiol Diabetes Mellitus 
Pruritus 
Rash 

Oestrogens Conjugated Pruritus 
Rash 
Venous Congestion 

Tamoxifen Pruritus 1 
Visual Acuity Reduced 2 
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Drug Action Approved Name 

Drugs Affecting Endocrine System 

Oestrogens with Progestogens 

t Outcome Fatal 

Ethinyloestradiol 
with 
Desogestrel 

Ethinyloestradiol 
with 
Gestodene 

Ethinyloestradiol 
with 
levonorgestrel 

Ethinyloestradiol 
with 
Norethisterone 
& 
Carbamazepine 
(Drug interaction) 

Ethinyloestradiol 
with 
Norethisterone 
& 
Hepatitis B. Vaccine 
(Drug interaction) 
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Reaction 

Breakthrough Bleeding 
Cerebrovascular Accident 
Deep Venous TI1rombosis 
Erythema Nodosum 
Nausea 

t Cerebral Thrombosis 
Deep Venous Thrombosis 
Headache 
Mastalgia 
t Oedema Cerebral 
Urticaria 
Pruritus 
t Pulmonary Embolus 
Rash 

Pancreatitis 
t Pulmonary Embolus 

Pregnancy Unintended 

Pregnancy Unintended 

No. of 
Cases 

1 
1 
1 
1 
1 

1 
2 
1 
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Drug Action Approved Name Reaction 

Drugs Affecting Endocrine System 

Oestrogens with Progestogens 

Progestogens 

Androgens 

Cortlcosterolds 

Oestradiol 
with 
Norethisterone, 
Oestriol. 

Hypertension 
Migraine 
Nausea 

Medroxyprogesterone Acetate 
Depression 
Fatigue 
Pruritus 
Tremor 

Progesterone 

Tibolone 

Stanazolol 

Beclomethasone 

56 

Weight Increase 

Atrial Fibrillation 
Dyspnoea 
Hearing Impaired 
Joint Pain 
Paraesthesia 

Hepatic Function Abnormal 
Jaundice 
Purpura 

Abdominal Pain 
Agitation 
Behaviour Abnormal 
Bronchospasm 
Cough 
Diarrhoea 
Epistaxis 

No. of 
Cases 
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Drug Action Approved Name 

Drugs Affecting Endocrine System 

Corti eo steroids 

Beclomethasone 
and 
Salbutarnol 

Cortisone Acetate 

Dexamethasone 

Dexamethasone 
with 
lsonicotinate, 
Neomycin, 
Tramazoline 

Hydrocortisone 

Hydrocortisone 
and 
Chlorpheniramine 

Hydrocortisone 
with 
Allantoin, 
Chloramphenicol, 
Nicotinic Acid 
Sulphur. 
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Reaction 

Jaundice 

Osteoporosis 

Euphoria 
Insomnia 

Urticaria 

Adrenal Insufficiency Acute 
Confusion 
Hyperkalaemia 
Hyponatraemia 
Psychosis 
Vaginal Haemorrhage 
Rash 

Headache 
Hypotension 
Palpitation 
Tachycardia 

Oedema 
Rash 

No. of 
Cases 
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Drug Action Approved Name 

Drugs Affecting Endocrine System 

Cortlcosteroids 
Prednisolone 

Prednisolone 
and 
Aspirin 

Prednisolone 
and 
Atenolol 
and 
Cyclosporin 

Prednisolone 
and 
Frusemide 

Prednisolone 
and 
Triamcinolone 

Prednisolone 
& 
Tiaprofenic Acid 
(Drug interaction) 
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Reaction 

Abdominal Pain 
Cataract 
Cushing's Syndrome 
Diabetes Mellitus 
Ecchymoses 
Gastric Ulcer 
Hypokalaemia 
Myopathy 
Nausea 
Oesteoporosis 
Purpura 
Psychosis 
Vomiting 
Weightless 

Nausea 
Vomiting 

Gingival Hypertrophy 

Diarrhoea 
Hypokalaemia 

Cushing's Syndrome 
Depression 

Melaena 

No. of 
cases 

1 
1 
6 
1 
1 
1 
1 
3 
1 
3 
1 
t 
1 
1 
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Drug Action Approved Name Reaction No. of 
Cases 

Drugs Affecting Endocrine System 

Cortlcosteroids 

Unspecified Corticosteroid Psychosis 

Special Hormones 

Bromocriptine Bradycardia 
Convulsion 
Syncope 

Captopril Abdominal Pain 1 
Agitation 1 
Angioedema 1 
Asthenia 1 
Confusion 1 
Cough 7 
Fatigue 1 
Flushing 1 
Hypotension 2 
Hypotension Postural 2 
Neutropenia 1 
Oedema 1 
Proteinuria 1 
Pruritus 1 
Rash 4 
Urea Increased 1 
Urticaria 1 

Captopril Hypotension 
and 
Frusemide 

Captopril Hypotension 
and 
lsosorbide Dinitrate 
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Drug Action Approved Name 

Drugs Affecting Endocrine System 

Special Hormones 

t Outcome Fatal 

Captopril 
with 
Hydrochlorothiazide 

Cyclofenil 

Gemeprost 

lloprost 

Usinopril 

Misoprostol 
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Reaction 

Cough 
Taste Perversion 

Hepatic Function Abnormal 
Oedema Peripheral 

Haemorrhage Excessive 

No. of 
Cases 

2 

Dizziness 1 
Flushing 1 
Headache 1 
Therapeutic Response Decreased 1 

Angioedema 2 · 
Cough 2 
Depression 1 
Dysphasia 1 
Fatigue 
Hypotension 
Insomnia 
t Renal Failure Acute 
Therapeutic Response Decreased 

Abdominal Pain 6 
Anaemia 1 
Anxiety 1 
Diarrhoea 5 
Dyspepsia 1 
Genital Erythema 1 
Myocardial Infarction 1 
Nausea 3 
Respiratory Tract Infection 1 
t Therapeutic Response Decreased 1 
Urinary Retention 1 
Urinary Tract Infection 1 
Vomiting 1 
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Drug Action Approved Name Reaction No. of 
Cases 

Drugs Affecting Endocrine System 

Special Hormones 

Misoprostol Drug Levels Increased 
& (Cyclosporin) 
Cyclosporin 
(Drug interaction) 

Ondansetron Ataxia 
Dysphasia 
Dyspnoea 
Somolence 
Vision blurred 

Perindopril Anorexia 
and Asthenia 
Frusemide Hyperkalaemia 
with Hypotension Postural 
Amiloride Renal Impairment Exacerbated 

Quinap;il Cough 2 

Ramipril Asthenia 2 
Chest Pain 2 
t Cerebrovascular Accident 1 
Cough 2 
Dizziness 1 
Hepatic Function Abnormal 
Icterus 
Nausea 
Palpitations 
Somnolence 
Syncope 

Tolrestat Abdominal Pain 1 
Ascites 1 
t Congestive Cardiac Failure 1 
Diarrhoea 1 

t Outcome Fatal 
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Drug Action Approved Name 

Drugs Affecting Endocrine System 

Special Hormones 
Tolrestat 
Contd/ .... 

Drugs Affecting Nutrition and Metabolism 

Vitamins 

t Outcome Fatal 
t t Outcome Fatal (2 cases) 

Ascorbic Acid 
with 
Pyridoxine, 
L.tryptophan. 

Calcipotriol 

Dihyciotachysterol 

Etretinate 
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Reaction No. of 
Cases 

Gastrointestinal Disorder 1 
Hepatic Function Abnormal 5 
Hepatomegaly 
Lymphadenopathy 
Ischaemia Transient 
t Myocardial Infarction 2 
Myopathy 1 
Rash 3 
Renal Failure 1 
Splenomegaly 1 
t Suicide 1 
ttTherapeutic Response Decreased 4 
Vision Blurred 1 
Vomiting 1 

Ataxia 
Delerium 
Nausea 
Taste Perversion 

Dermatitis 
Erythema 
Pruritus 
Rash 

Hypocalcaemia 

Up Dryness 

1 
2 
2 
2 
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Drug Action Approved Name Reaction No. of 
Cases 

Drugs Affecting Nutrition and Metabolism 

Vitamins 
lsonicotinate Urticaria 
with 
Dexamethasone, 
Neomycin, 
Tramazoline 

lsotretinoin Arthralgia 
Back Pain 
Conjunctivitis 
Epistaxis 
Hair Dryness 1 
Hepatic Function Abnormal 1 
Hypercholesterolaemia 1 
Up Dryness 1 
Rash Bullous 1 
Skin Dryness 3 
Vomiting 1 

Multivitamin Concentrate Apathy 
with Malaise 
Calcium Carbonate, Pallor 
Glucose 

Para-Aminobenzoic Acid Rash 

Vitamin E Complex Urinary Frequency 
with 
Evening Primrose Oil, 
Marine OiL 

Thyroid and Antithyroid Substances 

Carbimazole Alopecia 1 
Angioedema 1 
Arthralgia 1 
Pruritus 1 
Rash 1 
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Drug Action Approved Name Reaction No. of 
Cases 

Drugs Affecting Nutrition and Metabolism 

Drugs Affecting Blood Sugar Levels 

Glibenclamide Asthenia 
Pruritus 
Rash 
Sweating Increased 

Gliclazide Diarrhoea 

Glucose Cyanosis 
with Oedema Peripheral 
Potassium Chloride Rash 
Sodium Bicarbonate Urticaria 
Sodium Chloride 

Glucose Apathy 
with Malaise 
Calcium Carbonate, Pallor 
Multivitamin Complex 

Lipid & Fat Metabolism 

Cholestyramine Diarrhoea 
Nausea 
Vomiting 

Chenodeoxycholic Acid Diarrhoea 
Nausea 

Dexfenfturamine Asther~ia 1 
Diarrhoea 2 
Fatigue 2 
Paronira 1 
Therapeutic Response Decreased 1 

64 



SIDE-EFFECTS JANUARY· DECEMBER 1991 

Drug Action Approved Name 

Drugs Affecting Nutrition and Metabolism 

Lipid & Fat Metabolism 

Evening Primrose Oil 
with 
Marine Oil, 
Vitamin E. Complex. 

Pravastatin 

Pravastatin 
& 
Alcohol 
(Drug interaction) 

Simvastatin 

Salts and Ion Exchange Resins 

Calcium Carbonate 

Calcium Carbonate 
with 
Glucose, 
Multivitamin Concentrate. 
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Reaction 

Urinary Frequency 

Diarrhoea 
Dizziness 
Eyes Sore 
Fatigue 
Gastrointestinal Disorder 
Headache 
Myalgia 
Rash 

Hallucination 

Cataract 

No. of 
Cases 

1 
2 
1 
1 
4 
4 
3 
3 

Creatinine Phosphokinase Increased 
Hepatic Function Abnormal 
Myalgia 
Nausea 
Vomiting 

Anorexia 
Nausea 

Apathy 
Malaise 
Pallor 
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Drug Action Approved Name Reaction No. of 
Cases 

Drugs Affecting Nutrition and Metabolism 

Salts and Ion Exchange Resins 

Potassium Bicarbonate Hepatic Function Abnormal 
with Hepatitis Obstructive 
Aluminium Hydroxide, 
Magnesium Alginate, 
Magnesium Carbonate 
and 
Ranitidine 

Potassium Chloride Hypercalcaemia 
Hyperkalaemia 

Potassium Chloride Cyanosis 
with Oedema Peripheral 
Glucose. Rash 
Sodium Bicarbonate, Urticaria 
Sodium Chloride. 

Potassium Chloride Muscle Contraction Involuntary 
with 
Hydroflumethiazide, 
Rauwolfia 

Diuretics 
Bendroftuazide Hypokalaemia 2 
with Hypotension 1 
Potassium Ch!oride Impotence 1 

Bumetanide Therapeutic Response Decreased 
with 
Potassium Chloride 

Chlorthalidone Gout 

Chlorthalidone Hypokalaemia 1 
with Rash 1 
Atenolol 
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Drug Action Approved Name Reaction No. of 
Cases 

Drugs Affecting Nutrition and Metabolism 

Diuretics 

Frusemide Dehydration 1 
Hypochloraemia 2 
Hypokalaemia 6 
Hyponatraemia 3 
Renal Failure Acute 1 
Therapeutic Response Decreased 1 

Frusemide Hypokalaemia 
and Hypophosphataemia 
Bendrofluazide 
with 
Potassium Chloride 

Frusemide Renal Failure Acute 
& 
Mefenamic Add 
{Drug interaction) 

Frusemide Hypotension 
and 
Captopril 

Frusemide Hypotension 
and 
Metolazone 

Frusemide Diarrhoea 
and Hypokalaemia 
Prednisolone 

Frusemide Aggressive Reaction 1 
with Creatinine Increased 1 
Amiloride Dehydration 1 

Hypokalaemia 2 
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Drug Action Approved Name Reaction No. of 
Cases 

Drugs Affecting Nutrition and Metabolism 

Diuretics Frusemide Hyponatraemia 2 
with Nausea 1 
Amiloride SIADH 1 
Contd/ .... Urea Increased 2 

Frusemide Gout 
with 
Amiloride 
& 
Amoxycillin 
with Clavulanate 
(Drug interaction} 

Frusemide Hypokalaemia 
with 
Amiloride 
and 
Bendrcfluazide 
with 
Potassium Chloride 

Frusemide Dehydration 
with 
Amiloride 
and 
Metolazone 

Frusemide Hypotension 
with 
Amiloride 
and 
Nifedipine 

Frusemide Anorexia 1 
with Asthenia 1 
Amiloride Hyperkalaemia 1 
and Hypotension Postural 1 
Perindopnl Renal Impairment Exacerbated 1 
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Drug Action Approved Name Reaction No. of 
Cases 

Drugs Affecting Nutrition and Metabolism 

Diuretics 
Frusemide Hyperkalaemia 
with 
Amiloride 
and 
Spironalactone 

Hydrochlorothiazide Hypotension 
with 
Amiloride 

Hydrochlorothiazide Cough 2 
with Taste Perversion 1 
Captopril 

Hydroflumethiazide Muscle Contraction Involuntary 
with 
Potassium Chloride, 
Rauwolfia. 

lndapamide Confusion 1 
Gout 2 
Hypokalaemia 2 
Hyponatraemia 1 
Insomnia 1 
Polydipsia 
Renal Impairment Exacerbated 
Urea Increased 

Metolazone Abdominal Pain 
Constipation 
Dizziness 
Dry Mouth 
Dyspepsia 
Vasospasm 
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Drug Action Approved Name Reaction No. of 
Cases 

Drugs Affecting Nutrition and Metabolism 

Diuretics 
Metolazone Hyponatraemia 
and 
Frusemide 
and 
Frusemide 
with 
Amiloride 

Triamterene Myalgia 
with 
Hydrochlorothiazide 

Miscellaneous 
(Metabolism, Nutrition & Electrolyte Balance) 

Actilyse Hypotension 

Allopurinol Impotence 
Paronira 
Pruritus 
Rash 

Ascorbic Acid Ataxia 
with Delerium 
L. tryptophan Nausea 
Pyridoxine Taste Perversion 

Penicillamine Anorexia 
Weight Loss 
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Drug Action Approved Name Reaction No. of 
Cases 

Anti-Infective Drugs 

Antibiotics Amoxycillin Diarrhoea 
Erythemia Toxic 1 
Rash 3 

Amoxycillin with Abdominal Pain 
Clavulanate Aggressive Reaction 

Asthenia 
Candidiasis 4 
Diarrhoea 4 
Erythema 2 
Hepatic Function Abnormal 1 
Hepatitis Cholestatic 2 
Jaundice 1 
Loin Pain 1 
Nausea 4 
Pruritus 4 
Rash 2 
Therapeutic Response Decreased 3 
Urticaria 2 
Vomiting 3 

Amoxycillin t Candidiasis 
with 
Clavulanate 
and 
Ampicillin 
and 
Gentamicin 

Amoxycillin Gout 
with 
Clavulanate 
& 
Frusemide 
with 
Amiloride 
(Drug interaction) 

t Outcome Fatal 
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Drug Action Approved Name Reaction No. of 
Cases 

Anti-Infective Drugs 

Antibiotics 

Ampicillin Nausea 
Rash 
Skin Discolouration 

Ampicinin Muscle Contraction Involuntary 
and Nephritis Interstitial 
Homeopathic Remedies Rash 
(Various) 
and 
Tetanus Vaccine 

Bacitracin Zinc Erythema 
with Oedema 
Polymixin B 

Cefaclor Anaphylactoid Reaction 
Diarrhoea 
Rash 1 
Therapeutic Response Decreased 3 

Cefaclor Convulsions Increased 
& 
Phenytoin 
(Drug interaction) 

Gefaclor Prothrombin Decreased 
& 
Warfarin 
(Drug interaction) 

Cefixime Diarrhoea 1 
Headache 1 
t Pseudomembranous Colitis 2 
Rash 

t Outcome Fatal (1 case) 

72 



SIDE-EFFECTS JANUARY· DECEMBER 1991 

Drug Action Approved Name Reaction No. of 
Cases 

Anti-Infective Drugs 

Antibiotics 

Cefotaxime Candidiasis 2 

Cefotaxime Candidiasis 
and 
Amoxycillin 
with 
Clavulanate 

Cefotaxime Diarrhoea 
and 
Flucloxacillin 
and 
Gentamicin 

CefLCtzidime Rash 

Cefuroxime Agitation 
Contusion 
Glossitis 
Hiccough 
Hyperkinesia 
Oedema Facial 1 
tt Pancreatitis Acute 1 
Rash 1 
t Respiratory Depression 2 
Somnolence 1 
Therapeutic Response Decreased 1 

Chloramphenicol Erythema 
with Oedema 
Allantoin, 
Hydrocortisone, 
Nicotinic Acid, 
Sulphur. 

t Outcome Fatal ( 1 case) 
tt Outcome Fatal 
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Drug Action Approved Name Reaction No. of 
Cases 

Anti-Infective Drugs 

Antibiotics 

Clarithromycin Collapse 
Confusion 
Nausea 
Tremor 

Doxycycline Abdominal Pain 
Diarrhoea 
Rash 
Vomiting 

Erythromycin Agitation 1 
Candidiasis 1 
Diarrhoea 1 
Nausea 5 
Oedema Peripheral 2 
Pruritus 1 
Pseudomembranous Colitis 1 
Rash 2 
Vertigo 1 
Vomiting 5 

Ethambutol Nausea 
and Vomiting 
Pyrazinamide 

Rucloxacillin Dysphagia 

Rucloxacillin Nausea 
and 
GentamiCin 

Gentamicin Coordination Abnormal 
Deafness 
Vertigo 

Minocydine Urticaria 
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Drug Action Approved Name Reaction No. of 
Cases 

Anti-Infective Drugs 

Antibiotics 

Neomycin Urticaria 
with 
Dexamethasone, 
lsonicotinate, 
Tramazoline. 

Netilmicin Dizziness 
Flushing 

Penicillin Allergy 14 
Angioedema 1 
Nausea 1 
Rash 3 
Vomiting 

Penicillin G Anaphylactoid Reaction 
Candidiasis 

Penicillin V Fatigue 
Muscle Weakness 

Pivampicillin Diarrhoea 

Rifampicin Abdominal Pain 2 
Diarrhoea 2 

Rifampicin Hepatic Function Abnormal 
and Nausea 
Isoniazid 
and 
Pyrazinamide 

Tetracycline Episcleritis 
Glossitis 
Rash 
Tremor 
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Drug Action Approved Name Reaction No. of 
Cases 

Anti-Infective Drugs 

Synthetic Antibacterlals Ciprofloxacin Arthralgia 2 
Rash Photosensitive 1 
Renal Failure ACtJte 1 

Ciprofloxacin Convulsions 
& 
Aminophylline 
(Drug interaction) 

Ciprofloxacin Anaemia Haemolytic 
& 
Warfarin 
(Drug interaction) 

Clofazamine Hepatic Function Abnormal 

Dapsone Agranulocytosis 
Methaemoglobinuria 
Paraesthesia 

Isoniazid Hepatic Function Abnormal 
and Nausea 
Pyrazinamide 
and 
Rifampicin 

Mesalazine Headache 

Nalidixic Acid Collapse 
Muscle Contractions Involuntary 
Oedema 

Nitrofurantoin Urticaria 

Nitrofurantoin Chest Pain 
and Fever 
Flavoxate Myalgia 

Rash 
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Drug Action Approved Name Reaction 

Anti-Infective Drugs 

Synthetic Antibacterials 

Ofloxacin Angioedema 
Coma 
Incontinence 
Insomnia 
t Marrow Aplasia 
Paraesthesia 
Pruritus 
Rash 
Therapeutic Response Decreased 
Thrombocytopenia 

Ofloxacin Headache 
and Hypertension 
Metronidazole Sweating Increased 

Pyrazinamide Nausea 
and Vomiting 
Ethambutol 

Sulphasalazine Rash 
Urticaria 

Trimethoprim Anaphylactoid Reaction 
Angioedema 
(i) Hand Malformation 
Pruritus 
Rash 
Steven-Johnson Syndrome 
Stomatitis 
Urticaria 

t Outcome Fatal 

(i) Reaction occurred in a neonate whose mother was exposed 
to the drug during pregnancy 
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No. of 
Cases 

1 
3 
1 

1 
3 
1 
1 

1 
1 
1 
1 
4 
1 
1 



Drug Action 

Anti-Infective Drugs 

Synthetic Antlbacterials 

Antiprotozoals 

SIDE-EFFECTS JANUARY· DECEMBER 1991 

Approved Name Reaction 

Trimethoprim 
with 
Sulphamethoxazole 

Hydroxychloroquine Sulphate 

Lindane 
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Abdominal Pain 
Allergy 
Anaphylactoid Reaction 
Angioedema 
Anorexia 
Arthralgia 
Dreams vivid 
Dyspnoea 
Epiphora 
Erythema Multiforme 
Fever 
Glossitis 
Hallucination 
Headache 
Hepatic Function Abnormal 
Hypotension 
Malaise 
Nausea 
Oedema 
Paraesthesia 
Pharyngitis Ulcerative 
Pruritus 
Purpura 
Rash 
Steven Johnson Syndrome 
Thrombocytopenia 
Urticaria 
Vomiting 

Granulocytopenia 

Ataxia 
Headache 

No. of 
Cases 

1 
1 
1 
1 
1 
1 
1 
1 
1 
2 
1 
1 
1 
1 
1 
1 
1 
2 
1 
1 
1 
2 
2 
6 
2 
1 
3 
1 

2 
2 
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Drug Action 

Anti-Infective Drugs 

Antiprotozoals 

Approved Name 

Metronidazole 

Metronidazole 
and 
Oftoxacin 

Pentamidine 

Proguanil 

Anthelmintics and Filaricides 

Antifungals 

t Outcome Fatal 

Mebendazole 

Piperazine 

Piperazine 
with 
Sennoside B 

Griseofulvin 

lsoconazole 
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Reaction 

Abdominal Pain 
Nausea 
Rash 
Urticaria 

Headache 
Hypertension 
Sweating Increased 

Rash 

No. of 
Cases 

t Therapeutic Response Decreased 

Conjunctivitis 
Pruritus 

Anaphylactoid Reaction 

Collapse 
Pallor 
Proctitis 

Abdominal Pain 
Angioedema 
Dyspnoea 
Rash 

Erythema Multiforme 

Erythema 
Pruritus 
Vaginal Discomfort 

1 
2 
1 
1 
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Drug Action Approved Name Reaction No. of 
Cases 

Anti-Infective Drugs 

Antifungals 

Ketoconazole Asthenia 
Diarrhoea 
Erythema 
Oedema 
Skin Desquamation 
Somnolence 

Miconazole Taste Perversion 

Local Antiseptics 

Benzoyl Peroxide Rash 

Cetrimide Angioedema 
with 
Lignocaine 

Chlorhexidine Oral Mucosal Hyperaemia 
Ulceration Exacerbated 

Domiphen Allergy 

Menthol Erythema 
with 
Eucalyptus Oil, 
Methylsalicylate, 
Turpentine Oil 

Vaccines 

B.C.G. Vaccine Fever 1 
Skin Hypertrophy 3 
Supra-pubic pain 1 
Urinary Frequency 1 
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Drug Action Approved Name Reaction No. of 
Cases 

Anti-Infective Drugs 

Vaccines 

Diptheria Agitation 1 
Tetanus Vaccine Injection Site Reaction 8 

Pharyngitis 1 

Diptheria Fever 3 
Pertussis, Injection Site Reaction 3 
Tetanus Vaccine. Vomiting 1 

Diptheria Convulsions 2 
Pertussis, Fever 2 
Tetanus Vaccine. 
and 
Polio Vaccine 

Hepatitis B. Vaccine Abdominal Pain 3 
Asthenia 1 
Back Pain 1 
Diarrhoea 1 
Headache 1 
Hypertension 1 
Nausea 2 
Nephrosis 1 
Polyarthritis 1 
Rash 2 
Tachycardia 1 
Somnolence 1 
Vomiting 1 

Hepatitis B. Vaccine Bra~cardia 
and Hypotension 
Typhoid Vaccine Syncope 
and 
Yellow Fever Vaccine 
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Drug Action Approved Name Reaction No. of 
cases 

Anti-Infective Drugs 

Vacclnes 

Hepatitis B. Vaccine Pregnancy Unintended 
& 
Ethinyloestradiol 
with 
Norethisterone 
(Drug interaction) 

Influenza Vaccine Arthralgia 
Asthenia 
t Cerebrovascular Accident 
Cough 
Headache 
Influenza-like Symptoms 

Measles, Agitation 1 
Mumps Anaphylactoid Reaction 5 
Rubella Vaocine AnOI'exia 2 

Cough 1 
Cyanosis 
Deafness 1 
Dyspnoea 1 
Fever 3 
Hypotonia 1 
Malaise 2 
Meningitis 1 
Mini-Measles 5 
Mini-Mumps 4 
Rash 1 
Salivation Excessive 1 
Somnolence 2 
Therapeutic Response Decreased 3 
Urticaria 1 
Vomiting 1 

t Outcome Fatal 
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Drug Action Approved Name Reaction No. of 
Cases 

Anti-Infective Drugs 

Vaccines Rubella Vaccine Asthenia 1 
Dyspnoea 1 
Headache 2 
Myalgia 2 
Paraesthesia 1 
Therapeutic Response Decreased 1 
Vasodilation Peripheral 1 

Pneumococcal Vaccine Injection Site Reaction 

Tetanus Vaccine Interstitial Nephritis 1 
and Muscle Contraction Involuntary 1 
Ampicilin Rash 1 
and 
Homeopathic Remedies 
(Various) 

Typhoid Vaccine Pruritus 
Rash 

Diagnostic Agents 

Radiographic Agents 
lohexol Bradycardia 

Pallor 
Syncope 

Drugs Acting locally 

Preparations Affecting Gastrolntestlnal Tract 

Aluminium Hydroxide Hepatic Function Abnormal 1 
with Hepatitis Obstructive 1 
Magnesium Alginate 
Magnesium Carbonate 
Potassium Bicarbonate 
and 
Ranitidine 
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Drug Action Approved Name Reaction No. of 
Cases 

Drugs Acting Locally 

Preparations Affecting Gastrolntestlnal Tract 

Bismuth Potassium Citrate (i) Mouth Ulceration Resolved 
Dyspepsia 
Nausea 
Pruritus 

Domperidone Depression 1 
Dizziness 1 
Dystonia 3 
Fatigue 1 
Hypertonia 1 
Oculogyric Crisis 2 
Opisthotonus 1 
Sleep Disorder 1 

lspaghula Husk Nausea 

lspaghula Husk Vision Blurred 
with 
Mebeverine 

Peppermint Oil Diarrhoea 

Sodium Bicarbonate Cyanosis 1 
with Oedema Peripheral 1 
Glucose, Rash 1 
Potassium Chloride, Urticaria 1 
Sodium Chloride. 

Sennoside B. Abdominal Pain 1 
with Angioedema 2 
Piperazine Dyspnoea 1 

Rash 1 

(i) Unexpected Therapeutic Effect 
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Drug Action Approved Name 

Drugs Acting Locally 

Preparations Affecting Gastrolntestlnal Tract 
Sucralfate 

Preparations Acting Locally on the Respiratory Tract 

Almitrene 
& 
Theophylline 
(Drug interaction) 

Guaiphenesin 
with 
Terbutaline 

Nedocromil 

Disodium Cromoglycate 

Reaction 

Constipation 

t Tachycardia 

Dyspnoea 
Muscle Contractions Involuntary 
Tremor 

Agitation 
Depression 
Taste Perversion 
Tremor 

Allergy 
Nausea 

Preparations Acting Locally on Skin & Mucous Membranes 

t Outcome Fatal 

Allantoin 
with 
Chloramphenicol, 
Hydrocortisone, 
Nicotinic Acid, 
Sulphur. 

Methoxsalen 
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Erythema 
Oedema 

Erythema 
Pruritus 
Rash Bullous 

No. of 
Cases 

1 
2 
2 

1 
2 
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Drug Action Approved Name Reaction 

Drugs Acting Locally 

Preparations Acting Locally on Skin & Mucous Membranes 

Methylsalicylate 
with 
Eucalyptus Oil, 
Menthol, 
Turpentine Oil 

Erythema 

Heavy Metal Preparations, Radio-Isotopes & Chelating Agents 

Pharmaeutical Adjuncts 

Gadolinium DTPA 

Sodium Aurothiomalate 

Eucalyptus Oil 
with 
Menthol, 
Methylsalicylate, 
Turpentine Oil 

Homeopathic Remedies 
{various) 
and 
Ampicillin 
and 
Tetanus Vaccine 

Liquid Paraffin 

Tampon 
(Non-Medicine) 

86 

Nausea 
Flushing 

Pulmonary Fibrosis 

Erythema 

Muscle Contraction involuntary 
Nephritis Interstitial 
Rash 

Conjunctival inflammation 
Eyelid Inflammation 
Hyperaemia 

Erythema 
Pruritus 

No. of 
Cases 



DRUG INDEX 

Drug Name Page 

Acetomenaphthone with Nicotinic Add 45, 52 
~~ m 
Acyclovir 35, 50 
Alcohol 10, 19, 65 
Allantoin with Chloramphenicol, Hydrocortisone Nicotinic Acid and Sulphur 45, 57, 73, 85 
Allopurinol 70 
Almitrene 44,85 
Alprazolam 14 
Aluminium Hydroxide with Magnesium Alginate, Magnesium Carbonate, Potassium Bicarbonate 66, 83 
Amiloride with Frusemide 43, 61, 67, 68, 69, 70, 71 
Amiloride with Hydrochlorothiazide 69 
Aminophylline 41, 76 
~~ne ~ 
Amitriptyline 16, 17, 18, 34, 39 
Amfodipine 41, 42 
Amoxyci!lin 71 
Amoxycillin with Clavulanate 68, 71, 73 
Ampicillin 72, 83, 86 
Amylobarbitone 10, 15, 16 
Anti-thymocyte Globulin 52 
Ascorbic Add with l.tryptophan, Pyridoxine 22, 62, 70 
Aspirin 27, 28, 39, 58 
Aspirin with Caffeine, Chlorpheniramine, Phenylephrine 25, 27, 37, 46 
Aspirin with Paracetamol 27 
Astemizole 45 
Atenolol 20. 38, 51, 58 
Atenolol with Chlort1alidone 38, 66 
~~ ~ 
Azapropazone 28 

Bacitradn Zinc with Polymixin B. 
Baclofen 
BCG Vaccine 
Beclomethasone 
Benazepril 
Bendrofluazide with Potassium Chloride 
Benzoyl Peroxide 

87 

72 
34 
80 

37,56, 57 
9 

66,67,68 
80 



Drug Name 

Benztropine 
Bismuth Potassium Citrate 
Bisoprolol 
Bromazepam 
Brompheniramine 
Bromocriptine 
Buclizine with Codeine, Paracetamol 
Bumetanide with Potassium Chloride 
Bunazosin 
Buprenorphine 
Butethamate Citrate 

Caffeine with Aspirin, Chlorpheniramine and Phenylephrine 
Calcium Carbonate 
Calcium Carbonate with Glucose, Multivitamin Concentrate 
Calcipotriol 
Captopril 
Captopril with Hydrochlorothiazide 
Carbamazepine 
Carbidopa with Levodopa 
Carbimazole 
Cefaclor 
Cefixime 
Cefotaxime 
Ceftazidime 
Cefuroxime 
Celiprolol 
Cetirizine 
Cetrimide with Lignocaine 
Chenodeoxycholic Acid 
Chloramphenicol with Allantoin, Hyciocortisone, Nicotinic Acid, Sulphur 
Chlorhexidine 
Chlormethlazole 
Chlormezanone with Paracetamol 
Chlorpheniramine 
Chlorpheniramine with Aspirin, Caffeine, Phenylephrine 
Chlorpromazine 
Chlorthalidone 
Chlorthalidone with Atenolol 
Cholestyramine 
Cimetidlne 

88 

Page 

16, 18,34 
84 
38 

14, 24 
45 
59 

25, 32,45 
66 
9 

25 
37 

25,27,37,46 
65 

63, 64,65 
62 

42, 59,60,67 
60,69 

10,11,55 
35 
63 

13,53, 72 
72 
73 
73 
73 

28,39 
46 

34,80 
64 

45,57, 73, 85 
80 
11 

32,35 
46,57 

25,27,37,46 
14, 15,21 

66 
38,66 

64 
23, 31,46, 50 



Drug Name 

Cinnarazine 
Ciprofloxacin 
Cisapride 
Clarithromycin 
Clavulanate with Amoxycillin 
Clobazam 
Clofazamine 
Clomipramine 
Clonazepam 
Clopenthixol 
Ccdeine 
Codeine with Buclizine, Paracetamol 
Colestipol 
Collagen 
Corticosteroid -Unspecified 
Cortisone Acetate 
Cyclophosphamide 
Cyclizine with Morphine 
Cyclofenil 
Cyclosporin 
Cyproheptadine 

Dapsone 
Dantrolene 
Dexamethasone 
Dexamethasone with tsonicotinate, Neomycin, Tramazoline 
Dexfenfluramine 
Dextromethorphan with Paracetamol, Phenylpropanolamine 
Dextropropoxyphene with Paracetamol 
Diazepam 
Diclofenac 
Digoxin 
Dihydrocodeine 
Dihydrocodeine with Paracetamol 
Dihydrotachysterol 
Diltiazem 
Diptheria with Pertussis, Tetanus Vaccine 
Diptheria with Tetanus Vaccine 
Disodium Cromoglycate 
Disulfiram 
Dobutamine 
Domiphen 

89 

Page 

44 
42,53, 76 

47 
74 

68, 71, 73 
15 
76 

16,18,34 
15 

15, 21 
25 

25,32,45 
9 

52 
59 
57 
51 

26,47 
60 

38, 51, 58, 61 
47 

76 
35 
57 

50,57,63, 75 
64 

25,33,49 
25,26,30,33 

10, 15 
28,29 

40 
26,29 
26,33 

62 
42 
81 
81 
85 
35 
37 
80 



Drug Name 

Domperidone 
Dopexamine 
Dothiepin 
Doxycydine 

Enoximone 
Erythromycin 
Ethambutol 
Ethinyloestradiol with Desogestrel 
Ethinyloestradiol with Gestodene 
Ethinyloestradiol with Levonorgestrel 
Ethinyloestradiol with Norethisterone 
Etretinate 
Eucalyptus Oil with Menthol, Methylsalicylate, Turpentine Oil 
Evening Primrose Oil with Marine Oil and Vitamin E Complex 

Felypressin with Prilocaine 
Fenbufen 
Fenclofenac 
Fenoprofen 
Flavoxate 
Flecainide 
Fludoxacillin 
Fluoxetine 
Fluparoxan 
Flupenthixol 
Fluphenazine with Nortriptyline 
Flurazepam 
Flurbiprofen 
Fluticasone 
Fluvoxamine 
Frusemide 
Frusemide with Amiloride 

Gadolinium DTPA 
Gemeprost 
Gentamicin 
Gestodene with Ethinyloestradiol 
Glibendamide 
Gliclazide 
Glimepiride 
Glucose with Calcium Carbonate and Multivitamin Concentrate 

90 

Page 

84 
9 

10, 19 
74 

40 
74 

74. n 
55 
55 
55 

11,55,82 
62 

80,86 
63,65 

34,54 
29 
29 
29 
76 
41 

73, 74 
12,19, 20,38 

20 
15 

16,23 
16 
29 
9 

21 
31,58,59,67, 70 

43,61,67,68,69, 70,71 

86 
60 

71, 73, 74 
55 
64 
64 
9 

63, 64,65 



Drug Name 

Glucose with Potassium Chloride, Sodium Bicarbonate, Sodium Chloride 
Glyceryl Trinitrate 
Griseofulvin 
Guaiphenesin with Terbutaline 
Guanfacine 

Haloperidol 
Heparin 
Hepatitis B Vaccine 
Homeopathic Remedies (Various) 
Hydrochlorothiazide with Amiloride 
Hydrochlorothiazide with Captopril 
Hydrochlorothiazide with Triamterene 
Hydrocortisone 
Hydrocortisone with Allantoin, Chloramphenicol, Nicotinic Acid, Sulphur 
Hydroflumethiazide with Potassium Chloride, Rauwolfia 
Hydroxychloroquine Sulphate 

ldoxuridine 
lbuprofen 
lloprost 
Imipramine 
lndapamide 
Indomethacin 
Influenza Vaccine 
Interferon 
lohexol 
Iron Dextran 
lsoconazole 
Isoniazid 
lsonicotinate with Dexamethasone, Neomycin, Tramazoline 
lsosorbide Dinitrate 
lsosorbide Mononitrate 
lsotretinoin 
lspaghula Husk 
lspaghula Husk with Mebeverine 
lsradipine 

Ketoconazole 
Ketoprofen 
Ketotifen 

91 

Page 

64,66,84 
42 
79 

38,85 
18, 39 

16,22 
53 

81, 82 
72,83, 86 

69 
60, 69 

70 
57 

45,57, 73,85 
45,66,69 

78 

32,51 
23, 26, 28, 29,30,31,46,53 

60 
18,21,39 

69 
26,30 

82 
51 
83 
52 
79 

75, 76 
50,57,63, 75 

42, 59 
42 
63 
84 

36,84 
43 

80 
31,46 

47 



Drug Name 

Lamotrigine 
Levobunolo! 
Levodopa with Carbidopa 
Levonorgestrel with Ethinyloestradiol 
Levoprotiline 
Lignocaine 
Lignocaine with Cetrimide 
Lindane 
Liquid Paraffin 
Lisinopril 
Usuride 
Lithium 
Lofepramine 
Loperamide 
Loratidine 
Lorazepam 
L.tryptophan with Ascorbic Acid, Pyridoxine 

Page 

11,12 
39 
35 
55 
9 

34 
34 
78 
86 
60 
39 

15, 16, 21, 22 
22, 53 

47 
48 

10, 16 
22,62, 70 

Magnesium Alginate with Magnesium Carbonate, Aluminium Hydroxide, Potassium Bicarbonate 66, 83 
Marine Oil with Evening Primose Oil, Vitamin E. Complex 
Measles, Mumps, Rubella Vaccine 
Mebendazole 
Mebeverine with lspaghula Husk 
Medroxyprogesterone Acetate 
Mefenamic Acid 
Menthol with Eucalyptus Oil, Methylsalicylate, Turpentine Oil 
Mepivacaine 
Mesalazine 
Methocarbamol with Aspirin 
Methotrexate 
Methoxsalen 
Methylsalicylate with Eucalyptus Oil, Menthol, Turpentine Oil 
Methyldopa 
Metodopramide 
Metodopramide with Paracetamol 
Metolazone 
Metoprolol 
Metronidazole 
Mexiletine 
Mianserin 
Miconazole 
Minocycline 

92 

63,65 
82 
79 

36, 84 
56 

23,26, 29,30,31, 32,46,51, 67 
80,86 

34 
76 

27,35 
51 
85 

80,86 
39 
48 

33, 48 
67,68,69, 70 

39 
77, 79 

41 
22,23,31,46 

80 
74 



Drug Name 

Misoprostol 
Modobemide 
Morphine 
Morphine with Cydizine 
Multivitamin Concentrate with Calcium Carbonate, Glucose 

Nabumetone 
Nafarelin 
Nalidixic acid 
Naproxen 
Naftidrofuryl Oxalate 
Nedocromil 
Nefopam 
Neomycin with Dexamethasone, Jsonicotinate, Tramazoline 
Netitmicin 
Nicardipine 
Nicotine 
Nicotinic Add with Acetomenaphthone 
Nicotinic Add with Allantoin, Chloramphenicol, Hydrocortisone, Sulphur 
Nifedipine 
Nitrazepam 
Nitrofurantoin 
Norethisterone with Ethinyloestradiol 
Norethisterone with Oestradiol, Oestriol 
Nortriptyline with Ruphenazine 
NSAID- not specified 

Oestradiol 
Oestradiol with Norethisterone, Oestriol 
Oestriol with Norethisterone, Oestradiol 
Oestrogens Conjugated 
Ofloxadn 
Omeprazole 
Ondansetron 
Orciprenaline 
Orphenadrine 
Orthoc!one 
Oxitropium 
Oxybulynin 

Para-Aminobenzoic Add 
Paracetamol 
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Page 

51,60,61 
23 
26 

26, 47 
63,64,65 

32 
54 
76 

32,54 
11' 43 

85 
27 

50,57,63, 75 
75 
43 
36 

45,52 
45,57, 73,85 

43, 68 
12 
76 

55,82 
56 

16, 23 
32 

54 
56 
56 
54 

n, 79 
48,49 

61 
37 

20,35,50 
51 
36 
36 

63 
30,32 



Drug Name 

Paracetamol with Aspirin 
Paracetamol with Buclizine, Codeine 
Paracetamol with Chlormezanone 
Paracetamol with Dextromethorphan, Phenylpropanolamine 
Paracetamol with Dextropropoxyphene 
Paracetamol with Dihydrocodeine 
Paracetamol with Metoclopramide 
Paroxetine 
Penicillamine 
Penicillin 
Penicillin G 
Penicillin V 
Pentamidine 
Peppermint Oil 
Perindopril 
Perphenazine 
Pertussis, Diptheria, Tetanus Vaccine 
Phenelzine 
Phenobarbitone 
Phentermine 
Phenylephrine with Aspirin, Caffeine, Chlorampheniramine 
Phenylpropanolamine with Dextromethorphan, Paracetamol 
Phenytoin 
Piperazine 
Piperazine with Sennoside B 
Piroxicam 
Pivampicillin 
Pneumococcal Vaccine 

Page 

27 
25, 32,45 

32,35 
25, 33,49 

25, 26, 30,33 
26,33 
33,48 

24 
70 
75 
75 
75 
79 
84 

61, 68 
16,18, 34 

81 
18,23 
12,20 

25 
25,27, 37, 46 

25, 37,49 
11, 12, 13, 54, 72 

79 
79, 84 

33 
75 
83 

Polio Vaccine 81 
Polymixin 8 with Bacitracin Zinc 72 
Potassium Bicarbonate with Aluminium Hydroxide, Magnesium Alginate, Magnesium Carbonate 66, 83 
Potassium Chloride 66 
Potassium Chloride with Bendrofluazide 66, 68 
Potassium Chloride with Bumetanide 66 
Potassium Chloride with Hydroflumethiazide, Rauwolfia 45, 66, 69 
Potassium Chloride with Glucose, Sodium Bicarbonate, Sodium Chloride 64, 66, 84 
Pravastatin 10, 65 
Prednisolone 28, 34, 38, 51, 58, 67 
Prilocaine with Felypressin -34, 54 
Prochlorperazine 16 
Progesterone 56 
Proguanil 79 

94 



Drug Name 

Promazine 
Propofol 
Propranolol 
Pyrazinamide 
Pyridoxine with Ascorbic Acid, L. tryptophan 

Quinapril 
Quinidine 

Ramipril 
Ranitidine 
Rauwolfia with Hydroflumethiazide, Potassium Chloride 
Rifampicin 
Ritodrine 
Rubella Vaccine 
Rubella, Measles, Mumps Vaccine 

Salbutamol 
Salmeterol 
Sennosicle B with Piperazine 
Sertraline 
Simvastatin 
Sodium Aurothiomalate 
Sodium Bicarbonate with Sodium Chloride, Glucose, Potassium Chloride 
Sodium Tetradecyl Sulphate 
Sodium Valproate 
Sotalol 
Spironalactone 
Stanazolol 
Sucralfate 
Sulphamethoxazole with Trimethoprim 
Sulphasalazine 
Sulphur with Allantoin, Chloramphenicol, Hydrocortisone, Nicotinic Acid 
Sulpiride 
Suxamelhonium 

Tampon (non-medicated) 
Tamoxifen 
Temazepam 
Tenoxicam 
TertJutaline 
Terbutaline with Guaiphenesin 
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Page 

16 
10 
39 

74, 75. 76, 77 
22,62, 70 

61 
41 

61 
47,49,50, 66 

45,66,69 
75, 76 

37 
83 
82 

37, 57 
9 

79,84 
24 
65 
86 

64,66,84 
52 
13 
39 
69 
56 
85 
78 
n 

45,57, 73,85 
17 
34 

86 
54 
13 
33 
38 

38,85 



Drug Name 

Terfenadine 
Terodiline 

Tetrabenazine 
Tetracycline 
Tetanus Vaccine 
Tetanus, Oiptheria Vaccine 
Tetanus , Oiptheria, Pertussis Vaccine 
Theophylline 
Thioridazine 
Tlaprofenic Add 
Tibolone 
Timolol 
Tolrestat 
Tramazoline with Dexamethasone, lsonicotinate, Neomycin 
Tranylcypromine 
Tranylcypromine with Trifluoperazine 
Trazodone 
Triamcinolone 
Triamterene with Hydrochlorothiazide 
Triazolam 
Trifluoperazine 
Trifluoperazine with Tranylcypromine 
Trimetazidine 
Trimethoprim 
Trimethoprim with Sulphamethoxazole 
Trimipramine 
Turpentine Oil with Eucalyptus Oil, Menthol, Methylsalicylate 
Typhoid Vaccine 

Verapamil 
Vigabatrin 
Vitamin E. Complex with Evening Primrose Oil, Marine Oil 

Page 

50 
36 
35 
75 

72, 83,86 
81 
81 
44 
17 

33,34,58 
56 
40 

61,62 
50,57,63, 75 

14,24 
18,23,24 

24 
58 
70 
13 
17 

17,18,23,24 
45 
n 
78 
24 

80,86 
81,83 

44 
14 

63,65 

13,22,30,53,54, 72, 76 


