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INTRODUCTION

Arry drug which ls therspeutically active may be associsted with side effects. Thess in many circumstances are tolerable
becawse of the ultimate bemsficial action of the drug.

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

= IER R O L

—

Unintanded

Linaxpected but undesirable

&dditional to the desired therapeutic one

Excessive In responss

Dhiss 1o & relative overdoss

D2 1o the chembcsl nature of the drug

Cue to the drog's capacity 1o alter the metabolism of other drugs taken by the patient
Dwe 1o lack of expected responss

Dwae 1o failure of absorprion

Inexplicable

All the above side effects may occur at doses normally used in man.,
Causative Factors which may be due to the Drug.

P e

The basic pharmatological actons,

The Farmulation.

The Chemical Structure on manufaciune and after storage,
Allgrganicity.

Interaction with ather drugs.

Causative Fectors which may be dus 1o the patient.

2

Idfigsyncrasy.

Genetic differences,

Concomitant liness.

Age,

Pragnancy.

Enzvme induction or supprassion.

In order that drugs for therapeutic use should be given under the Dest and safest circumstances, it is important that

practitioners be aware of potential hazards in their use.

To help practitioness, The National Drugs Advisary Board circulates these lists of side-effects raported in Ireland at

yearly intervals, The compilation of such a list i limited almost entirely by the interest and concern-of doctors #nd den-
tists and phareescists In reporting effects asociated with drugs



Comments A e
Drugs Affecting Central Nervous System
Anaesthetics .
Hvpnotics, Sedatives, .ﬁm-ﬂunmlnnl:
Tranguillizers ..
Antdepressants i o e al
Stimulants = e . LLE
Analgesics (Central A:m:-n]
Analgesics [Peripheral Action] .,
Local &nasesthetics i
Mizcellaneous ... B 121 i 5
Drugs affecting Autonomic Nervous System
Paragympathofytics
Paresympathomimetics ...
Sympatholytics
Sympathomimetics

Ganglion Blocking Agents . i1
Drugs Affecting Cardiovascular System

Drugs scting on Heart Muscle ..

Coronary Vasodilators ...
Peripheral Vasodilaton .. -~

Antihistamings, Histamine and Hillﬂ.'d S-I-lbqtﬂ'uts

Drugs Affecting Hasmopoietic System

Antnsoplastcs and Antivirals =
Hasmatinics ..
A itssqulants s L i

Fibrmalvtics .. L i

Drugs Affecting Endocrine System

Aftecting Piouitary Gland —

Destrogens ..
Cestrogens with F'rugummm 11
Progastogens ..
Corticosteroids

Specisl Hormones

CONTENTS

mam
s
=
=i -
aze
.
] i
=
i i
¥
(T [

8=
10-=12
12
13-4
14—18
18
5]

2022
2223
23

74
2470

26-28



Drugs Affecting Mutrition and Metabolism

Vitaming and Related Substances
Drugs Affecting Blood Sugar Levals
Lipid, Matabolic Agents i i
Salts and Ign Exchangers -
Diuretics e

Macellansowes .. e

Anti-Infective Drugs

Antibdotics =
Synihetic Antlbi-cwml: it
Antiprotozoals L H” =
Anthefmintics ... - =
Antifungals .. s (51 T

Lacal Antiseprics 0
Vaccines i
Disgnostic Agants

Radiagraphic Agents .
Drugs Acting Locally

Affecting Gastroant=tinal Tract ., F2E, (0,
Affecting Resgiratory Treg
Affesting Skim and Mucows Mambranes -l

Heayy Metal:, Radiolcotopss and Chelating Agants ..
Pharmaceutical Adjuncts .
Suspacted Side Effects by System Affected for 1083
Sowrces of Side-Effects 1982 o
Deathe due 1o Suspacted Side-Effects for 15&?
Interactions for 1582 .. i
Special Monitoring Studies 1982 ... e
Quality Defects Reported 1982 i

Benzodiazepines, I-i-.rpnntiu-:a and Tranguillisars

sssa;g GEBREe
' G

I
.

.
3

E & BESS

=
=11

&7



COMMENTS ON SIDE-EFFECTS 1982

The Mational Druot Advisory Board received 540 reports during 1982 from which 1051 side-nffects wers reported. 39%
of the reactions received ocouwrred in astociation with drugs affecting the central neryous system, over half concermed anal-
gesics, 18% of reactions involved anti-infective agents and 15% concerned dregs affecting the cardiovascular $ystem ﬂ-u:tl;lu:bin;
the Beta-adrenoceptons blockers)

There wers 13 records of adverse intersctions betwesn drugs wsed concurrently, Four of these invelved Nifedipine, in three
catel wed eoncurrantly with A-blockers. The wevere pestural hypatention end collapse reparted underline the need for ciu.
tion when prescribing this combination of drugs. 1t is preferable to achieve the optimum doss lewsl of Nifedipine belare intro-
ducing another sgent.. The dose of the second sgent should begin at & low [evel with siow increments until the sppropriate
responss s achisved, Two interactions of severs hypertsnsion ocourred in association with 8 combination of 8 moncaminag
oxidese inhibiter ie. phenelzine, one with a sympethomimetic and ane with 8 antidepresant.

Provious experience has already suggested that it s unwise to wse triazolam with other peychotrople therapy, since there
is incressed frequency of interactions such 25 confusion and disordars of cerabral function.

Mine draths were reported in association with warious dnegs.

Particular sttention i drawn to the death of an asthmatic patient associated with the use of teiracosactrin. While it is
impossible to be certain of the cause of death, there have been reports of severe allergic reactions following the use of this
drug. On this basis it woulbd be wise 1o avobd jts use in patients with asthme and other allergic disardars.

Chiormethiazols plus abcobel sccounded for another death. Patients should not be discharged from hospital on chior-
methiazole after alcohaol withdrawal, singe retum be alcohel consemption while on the drug may have serious consaquences.

Intravencas acetylcysteine was associzted with one desth during treatment of paracetamol overdomge. It5 use may be
life-fawing in fch cases but the drug must be infused slowly and under close Reparvision,

In & repart of 13 patients with arrhythmias whe regeived amiodasone, one death was recorded in a patient with a recent
miyocardial infarction. Fowr others devaloped corneal deposits on prolonged therapy and one possible interaction with war-
farin was noted,

The desth amsociated with amitriptyline probably was dus 1o the cardicdepressant sffects of the drug.

& death in & young child occurred following concurrant use of diphenoxylate and atropline with prochlorperazine sup-
positories, The excessive anticholinergic affects of sech combinations should be aveided partieularly in children.

Two morg reports were recaived of jaundice sssociated with the use of cimetidine. In sddition another intersction was
reported with prednisolone, in which concurrent cimetidine therapy reduced the effectiveness of prednisolone, It i sug-
gested that special attention to liver function should be maintained during cimetidine therapy.,



Clavulanate combination with amoxycillin has been assoclated with a number of unexpected central nermcus systerm
sido-offocts. a5 wall & bronchospesm and chest pain. While the number of adverse affecte I8 not excessive, thalr character
Is wnexpactad. Further sureeillance i required.

Zimelidine is currently the subject of a special post-merketing survedllance programme. Eightesn sideaffects hawe been
reportad during 1882 in association with ifs use in six patients. OF these adwverse effects two are notewoarthy — resersible
jaundice and hapatitis of the hyperssnsitivity type occered in hwo patients; and malignant pyrexia in one. The total number
of patients who received the drug during this period was 503,

Buprenarphine &= alss under special monitoring and 28 side-sffects reports were recelved. Mogt ware similar to those
associated with oiher centrally acting analgesics and includad light headednass, headache, neugesa and womiting, restiessness
and parassthesia, hypotenson, confusion, hallucinations and excessive sweating were also sean. 4800 patients received the
dirug during this pericd,

An unusual report was recelved of & pathent who developed pulmonary fibrosis end nail pitting and naill deformity after
profonged use of senna. This spacific syndrome I8 anather risk to which chroric laxative users are exposed.,



SIDE EFFECTS JANUARY — DECEMBER 1882

[
Dirug Action Bpproved Marmo Rasslion Casas Dlestrn
Drugs Affecting Central Nervous System
Anapsthatics &l walong with Comvulsions 1 [1]
Alphadolone Cyanosis 10
Hyportensisn i a
Muscha Spasm 1 0
Hyprotics, Sedatives snd Alcohol with Aspirin Dyspnoes 1 L]
Antieonvulsants Gastrobniestimal Bleading 1 L]
Hypotension 1 Q
Pslior 1 a
shock 1 0
Tachycardia 1 o
Carbamazepins Ataia 1 0
Caries of Primary Testh 1 Lo
Creremaritic i a
Crrowsiness i 0
Headachs 1 a
Imteraction interaction with Rifarmpicin
LATaxia 1 0
iDrowsiness 1 a0
1Semi-Coma 1 0
Osruciive Jaundice i 1]
Syncopa 1 0
Sudden Death 1 1
Chlormeth@azole Interaction with Aloahol
Inseraction |Death due to Overdaze} 1 1
Mitrazepam Lack of Efficacy 1 1]
Fhenobarbitons Carebral frritation 1 0
Irritability 1 a
Mestinssness 1 il
Phenabarbitone with Depression 1 o
Phanyicin Lathargy i D




SIDE-EFFECTS JANUARY — DECEMBER 1982

Drug Actian Approved Mema

Feaction

Mo, of

Cosms  Dowths

Drugs Affecting Central Nervous System

Hyprotics, ssdatives and Fhenyioin
Apiconuleants

Sadium Valproate

Triazalam

IntEraction

Ataxig
Canfusion
Ohysarthria
Slurred Speach
Tramor

Deprassion
Reyves Syndrome
Septicaemia

Bograssion

Aniety
Concentration-impaired
Depression

Interaction with Trimipraming
(Confusson

[Disarientation
[Hallucinations

Frritability

Mauses

Parpsathesia

Vomiting
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Tranguillizers Bromazepam

Concentration Impaired
Diroveesinass

Fatigue

Grand Mal Attack
Wiugele Pain

Yertigo
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SIDE-EFFECTS JANUARY — DECEMBER 1982

Dirag Action Approved Mama

Rasction

N, af

Cass Dwatha

Drugs Affecting Central Nervous Systam

Tranguillizess Chiorpromagzine

Diazepam

Flupenthixgl

Fluphenazins

Lorafepam

Prochlorperazine

Constipation

Dizziness

Glossitis

Gum Soreness
Hypotension

Injection Site Induration
Jaundice

Tachypnosa
Vision Blurred

Agitation

Direvesiness

Hyper paraesthesis
Fostlessness
Withdrawal Syndrome

Jdaundice of Mewborn Baby
Male Type Alopecia
Mausea

Vamiting

Dreaming

Fiypertension

Injaction Site Pain

Injection Site nduration

Mieuragenic (bstruction of Lower
Pelvic Colon

Ceulogyria

Timmar

Vigion Blurred

Acute Confusion

Comvulsions
Dywtonda
Sudden Death
Tramor
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SIDE-EFFECTS JANUARY — DECEMBER 1982

Approved Mama

Mg of

Drugs Affecting Cantral Nervous System

Tranguillizars

Thioridazine

Tritluorperazing

Trifluoperazine with

Trany oy promine
mLEracTion

Trimaprazine

Auvignod riDes
Chaolestatic Jsundice
Glossitis

Granuiocytic Hypoplasia
Gum Soreness

Crysronia
Inestingl Peedo-Obstruction

Interaction with Chiorpropamide
(Confugion

{Drowwsiness

[Hiypoglycsermia

[Womiting

Lirfnary Suporassion

—_ — = = =t il

e R R

oD DoooD

o Dooo

Smitrimtyline

Dathiepin

I praming

Maprotiling

Coma

Dtk

Glossitis
Hypartonsion
Mouth Dryness
Hash

Drowsiness
E.C.G. Changes
Halfucirations
Insamnia
MNightmeases
Tramor

Imeomnia
Urinary Retention

Epilaptic Armack
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SIDE-EFFECTS JANUARY — DECEMBER 1982

Mo, of
Daag fstion Aparaved Mame Rasctsnn Caam Dinathn
Drugs Affecting Central Nervous Systam
Antidspressants hiansarin Imsomnia 1 0
MNightmares 1 Q
Momifensine Headschsa 1 a
Influenza-like Symptoms 1 o
Jaundice 1 0
Liver Function Tasts Abnormal 1 0
falaise 1 o
Phenglzine Interaction with Trimipeamine
Interaction {Headache 1 1]
|Hypertenshon 1 o
Irteraction Interaction with Pseudoaphedrine
with Triprolidina
\Dyspnoea 1 o
{Hypertansion 1 1]
\Palpitations 1 o
\Sweating — Excessive 1 ]
Prowiptyliine Photosensitivity 1 4]
Tranyloypromine Mausea 1 (]
Vomiting 1 a
Tran armine with Intaraction with Chiarpropamide
Trifluoperazine {Confusion i 0
Interaction | Drowsiness i i}
{Hypoglycaemia 1 i
{Vomiting 1 1]
Trazodone Hyperactivwity 1 a
Insarmnia 1 i}
Falpitations i 0

"



SIDE-EFFECTS JANUARY — DECEMBER 1982

Mo, of
Dirug Acticn Appraved Mams Fasction Camms Daaths
Dirugs Affecting Cantral Nervous System
Mﬂduprmnﬂ lrim:prami ne Interaction with Triazalam
Inperaction [Confision 1 a
B A [ Discrieration 1 1]
[Hatlucinat homs 1 |
Joint Pains 1 0
Muzcle Palns | 0
Zimalidine Blackouns 1 0
Dyepepsia 1 0
Erythama 1 0
Heasdacha 2 o
Hezrt Falkure 1 0
Hot and Cold Sensations 1 a
Jaundice 2 o
Baligrnant Pyrexia 1 1]
Mausea 1 0
Parassrhesia Z o
Petechise 1 0
Rash z D
Vision Blurred 1 0
Weaknews 1 a
Srimulants "',,-_'EHEiI-'It with @'nn Cizziness 1 [n}
with Dextropropoxyphene  Dysarthria 1 o
Mialaise | 0
Mumbness 1 0
Aazh 1 o
Wertiga 4 Q
Caffeine with Aspirin Atk | o
Fenfluramine | armrtia i i
Levallos with j ine Dizriness . | o

12



SIDE-EFFECTS JANUARY — DECEMBER 1982

13

Mo, of
Approvad Mama Reactisn Cases Creaths
Drugs Affecting Central Nervous System
Analgestes {Canral Action] Buprenos phing Anaphylacthc Shock 1 1]
Confusion 3 o
Drowsiness 1 ]
Eupharia 1 a
Hallucirations i | 0
Floadache £ ]
Hypotensive Shock 1 i}
Light Headedness 1 4]
MaLIsas B 1]
Palpitations 1 o
Paraesthesia 1 o
Peripharal Vascular Fallure i i}
Rezpiratory Distress 1 o
Restlessnass 1 o
Rhinitis 1 o
Rigor 1 o
Sweating Excessive 1 o
Thrombosis-Famdaral ] 1]
Tremor 1 i
Vomiting 2 1]
Codeine Phosphate saih
Pusudoaphedring with
Triproliding Yertsgo 1 o
Daxropropocy phans Vartign 1 o
Dextropropoxyphene Dizzingss 1 i
with Aspirin with Caffeine  Dysathria 1 o
hlplaise 3 o
Mumbress 1 i
Fash 1 a
Vertign 3 i
Dextropropoxyphens Dizrzinass 1 a
with Paracetarnol Direrdasinenis 1 i}
Lsght Headedness 1 ¥



SIDE-EFFECTS JANUARY — DECEMBER 1982

Mo, of
Dirug Arrtion Approved Name Rastenm [ Do
Drugs Affecting Central Nervous System
Analgesics {Central Action) Dirydrocodeine Apncea 2 0
Coma 1 1]
Drowsiness i 0
Dy drocodeing with Crindenal LHcer Perforation 1 a
Paracatamal
Hydrocgdaina with Constricted Pupsls 1 i}
Phenviioloxamine Convulsions 1 Q
Los: of Consclousnass 2| 0
Respiratory Deprassion 1 0
Papaveratum Hypotension 1 |
Pentazocine Agitation 1 |
Faar 1 0
Halluscinations 1 0
Imsmnia 1 {
Pethidine with Levsllorphan Dizziness 1 0
Phodcodine with Phanw!- Braonchospasm 1 o
propanciaming with Chast Pain 1 o
Fromathazine Dyspnu“ 2z O
Tachycardi 2 0
Analgesics {Peripheral Action)  Allopuring Exacarbation of Systemic L.E. Nephritis 1 o
Jaundice 1 0]
Pruritis 1 0
Rash 1 o
Aapirin Aldominal Pain b o
Anaphylactic Shock 1 o
Cryspnoea 1 1]
Gaswointestinal Hasmarthage 1 1]
Lethargy i 0
Mawsea Z o

14



SIDE-EFFECTS JANUARY — DECEMBER 1982

Appraved Marmae

Rasctmn

Mo of

Cases Dienihs

Drugs Affecting Central Menfous System
Analgesics {Peripheral Action)

Bzpirin

ALpirin withﬂqphu-l

fapirin with Caffeine with
Dextrogropoxyphang

BAspirin with Caffeine
with Clyining
Azaproparons

Benprylate

Diclafenac

Diflunisal

Fanbufan

Pyraxis
Lirricarsa
Vomiting

Dyspnoss

Gastrointestinal Hasmaorrhags
Hypotension

Pallgs

Shock

Tacycardia

Dizziness
Drysarthria
Malaise
Mumbnoss
Fash
Vertigo

Hash
Malaena
Hash

Arthealgia
Joint Pains

Epigasiric Pain
Razh
Lirtitaria

Vertigo
Viamiting

Diyspepsia
Gastric Lilosration
Haamaternasis
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SIDE-EFFECTS JANUARY — DECEMBER 1982

Cirag AcTios Approved Mamss Rastian

Drugs Affecting Central Nervous Systam

Anaigesics (Periphersl Action]

Fenbufan

Fanclofensc

Fenrubune

Flurisiprofes

Ibuprafan

Irdomethacin

Keropraben

Hath

Sreven’s Johnson Syndrome

Diarrhosa
Leucopenia
Mala=na
Hash

Hash

Gastritis

Gastrointetinal Hpemorrhage

Hapmatemasiz
Hypertension
Lauecogania

Dermatitic
Dhyspepsiz
Gaswric Ulcer
Haamaramedis
Rash

Allzrgic Heaction
Alppacia
Digrrhosa
Gastritis
Haematerresis
HegaTiria
Syncope

Wision Biurred

Abdominal Pain
Gastritis
Welzena

Mausea

16
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SIDE-EFFECTS JANUARY — DECEMBER 1982

Mo, of
Dwag Action Appraved Name Rasction Cone Disasha
Drugs Affacting Cantral Mervous System
Analpesies (Paripheral Aetion]  Mefenamic Acid Diarrioes 4 1}
Dysuria 1 4]
Epigastrac Pain 1 a
Mefenamic Acid Interaction with Nifedipine
Interaction {Draarning) 1 a
Pruritus | i}
Razh 2 i
Urticaria 2 i}
MNaproxen Snorexiz 1 1}
Duodenal Ulcer Perforatsan 1 (]
Drhyspepsia 1 2]
Rash 1 (]
\Wamiting 1 o
OryphenbuTazons Ratky i i}
Paracatamod Asthma 1 0
Paracatamol with Dextro-  Dizziness 1 o
propoxyphene Drowsiness 1 o
Lighs Headednes 1 1]
Paracatamaol with Dusdenal Uleer Perforation 1 i}
Faracet=mal with Anxicty ) ]
Orphenadrine Hyparactivity 1 (]
Rigor 1 it}
Tremoe z i}
Parscaramal with Erythema 1 o
Tartrazine Haadache E o
MNasal Congestion | ]
Phamy|butazone Sbdominal Paim 1 i}
Buodenal Ulecar — Exacarbated | i}
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SIDE-EFFECTS JANUARY — DECEMBER 1982

Drug &ction Approved Name Reaction

Ma. aof

Coases Dwaths

Drugs Affecting General Mervous System

Analgesics (Peripharal Action)  Phenyibutazone Gastritis
Gastrointestinal Haemorrhage
Hasmatemasi
Haematernesis — Breast Fed Baby

Piroxicam Cundenal Ubcar
Dundenitis
Erythema Multiforme
Gastric Ercgions
Gastric Woar
Gastrointestinal Hasmorrhage
Gastrointestinal Lipset
Hasmatermesis
Headache
Malarna
Mausea
Peptic Llcer Reactivated
Phatosersitivity
Shock
Yomiting

Salicylate with Titanivm Erythema
i Topscal) Skin Desgquamation

Sulindac Diarrhoea
Tiaprofenis Ackd Allergic Cheilitis
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Local Anassthetics Lignocalne Anaphylactic Shock
Angioneurotic Dederma
Bradhycardia
Gread Mal Artack
Shock
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SIDE-EFFECTS JANUARY — DECEMBER 1982

Dwug Astion Bppraved Mame Fancisgn

Comes  Dusitw

Drugs Affacting Central Nervous System

Misoelanaois Banrtroping Interaction with Emepronium
Interasction (Stokes Adams Asystoles)
e —— | ntesting Pseudo-abstrusction
Meurogenic obstruction of Lover Peivic
Colon
Vigion Blurred

Disuifiram Peripheral Meurits

Levpdopa with Benserazide Hypotension — Posiural
Wertricular Tachycardia

Methocarbamol Rash

Tongue Dedama
Orphenadrine with Anziaty
Paracetamol Hyparactivity

Rigor

Tramor
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SIDE-EFFECTS JANUARY — DECEMBER 1982

Agpeoegd Mama

Rsaction

Mo, af

Drugs affecting Autonomic Nervous System

Parasymphatholytics

ine with e
ate

Emapronium

Imteraction

Drystonia
Dpisthotonus
Sudden Death

Chysphagia

Interaction with Benztropine
[Stokes Adarms Aayitoles)

Paragympathomimstics

Micotine {Chewing Gum)

Deparsonalisation

o | &

Sympatholytics

Atsnolal

Imeraction

Arenolol with Chior-
thalidana

Labatodol

Methyldopsa

Abdominal Paln
Dnvapnoes
Haadashe

Inersction with Nifedrpine
{Angioneurotie Cedemna
{Flisshing

{Hypotansion — Postursl
Lack of Efficacy

Lassitirde

Mwalgia

Aaynaud’s Disease Exacerbated

Erythema

Pruritus

kin Desguamation
Urficaria

anaemia — Hoemolytic
Argamia — Macrocytic

Angioneuratic Dedema

Deprassion

Depression Exacerbared
Dvowsiness
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Brug Action

SIDE-EFFECTS JANUARY — DECEMBER 1982

Approved Name

Mg, of

Coven Daatha

Drugs Affecting Autonomic Nervous System

Sympatholytics

Mathyldopa

Mewropralol

Interaction

Madolol
Oxprenolal

Prazosin

Propanoiol

Interaction

Jdsundice

Mo Responis te Drug
Fersanality Changs
Vamiting

Chalinergic Syndrome
Dizziness

Faar

Hallusinations

Interaction with Mifedipine
iClrculatory Collapse!
Nighimares

Peripheral Vasospasm

Hazh

Hhinites
Myalgia

Angignauratic Dedgma
Dizziness

Drowsginess
Hypotersion
Palpitations

Taste Perversion

Bifascicular Block
Bradycardia
Fatigus

Gangrens of Finges

Interaction with Nifediping
{Keratoconjunctivitis)
Vartigo

Waakness

21
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SIDE-EFFECTS JANUARY — DECEMBER 1882

Mo of
Drug Action Approead Mame Asuclion s Cianths
Drugs Affecting Autonomic Mervous System
Sympatholytics Sotalol Bradyeardia i i}
Eeratocanjunctivitia 1 4]
Timgrial Conjunctivitis 1 o
Timglol with Amiloride Coldness 1 o
with Hydrochlorothiszids  Fatigue 1 0
Peripheral Vasosipesm Zz (1]
Timclol with Bandrg- Migfrtmares | i
fiuazide
Sympathomimetics Carbutaral Parsasthesia 1 o
Tremaor 1 [}
Ipphrine with Erythemsa i i)
Fhenylpropanclarming Pruritus 1 0
with Brompheniraming Hash 1 0
Phenyipropangiamine Hallucinations 1 1]
with Mepiraming with Hypartensive Crisis i 1]
Pheniraming
Phenyipe opanclaming Bironchespatm 1 4]
with Phobeodine with Chest Pain 1 1
Promethazine Dryspnoes 2 0
Teachyeardia z (1]
Psaudoephedrine Oroiasiness 1 i
Pyrexia 1 (1]
Treraor 1 ]}
Pseudoephedrine with Wertigo 1 o
Codeing Phosphate with
TriErnligl_r_lg_
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Drug Astinn

SIDE-EFFECTS JANUARY -- DECEMBER i982

Agpprovad Mems

Rpaction

Drugs Affacting Autonomic Nervous System

Sympathomimetics

Przudosphedring with
Tripradidine

Intaraction

Salbutamol

Salbutamod
Intarection

Terburaline

Aggrestion
Hiy peractivity

Interaction with Phenalzine
{Dyspnoea

{Hypertension
{Palpatations

iSweating — Excessive

Sggression
Arrhythmia

Interaction with Tetracosactrin
{Anaphylactic Shock

{Desth

Irritatility

Iescle Cramps

Paroxysmal Atrial Tachycardia
Tremor

Agitaticn

FuminEsia

Concantration Impakred
Incoordination

Stepor

Swieating — Excassive
Techyeardia

‘Woakness
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Ganglion Blocking Agants

Bratylium

MNausesz
Vamiting
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Dirug Acticn

SIDE-EFFECTS JANUARY — DECEMBER 1982

Appirovad Marms

P, ot

Drugs Affecting Cardiovascular System

Dirugs acting on Heart Muscle

Amiodarone

Disopyramide
Mexilaring

Chuimidime

Tocainide

Abnormal Liver Function Tests
Ataxia

Cardiat Arnest

Corneal Deposits

Depression

Extrapyramiedal Disarder
Muscle Wasting

Preumonitis

ProthrombinTimea Prodonged
Skin Desquamation

Tremar
He=art Biock

Mauses
Viomiting

Jeundics
Rash
Varmricular Tachycardia Exacerbatad

Mausza
Vamiting
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Coronary Yasolidators

Aminophylline

Glyeeryl Trinitrate

Hosormede

Gastrointestinal Upset
Headache

Insammia

MaLs=a

Syneopsa

Weakness

Vartigo

WVamiting

Headache

Eve Irritation
Haadache
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Dirug Aetion

SIDE-EFFECTS JANUARY — DECEMBER 19382

Appraved Mame

Resstiom

Mo of

Drugs Affecting Cardiovascular System

Coronary ‘Yasolidators

Isosorbida

Maftidrofuryl

Mifedipine

Interaction

Interaction
Imteraction

Imteraction

Parhexilina

Hypotension
L'b-uhl Headedness
Syncope
Tachyeardea

Dhv=papsia
Uesophageal Lkcer

Angioneurotic Qedema
Drowsineess

Flushing

Headachs

Hypoatension

Imreraction with Atenalol
[Angioneuromc Desama
[Flushing

[Hypotension — Postural
(Weakness

Imteraction with Mefenamic Acid
(Dreaming)

Interaction with Matoprolol
(Circulatory Collapsa)

Interaction with Propranoicd
(Keratoconjunctivitis)

Abnormal Liver Function Tests
Jaundica

Aaized Alkaline Phosphotase
Raited 5.G.0.T-

Asised 5.G.P.T.
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SIDE-EFFECTS JANUARY — DECEMEER 1982

Mo, af
Drug Action Approved Mame Asaction Cazes Duaths
Drugs Affecting Cardiovascular System
Coronary Vasodilators Prenylamine Myocardial Infarction — Exacerbated 1 o
Thsoptnglime lrritability 1 a
Leg Weakness 1 i
Urinary Okatruction 1 a
Verapamil Angioneurotic Oedema 1 a
Peripharal Vasodilators Dipyridamaole Acthenia i 0
Headache 1 o
Migraine 1 a
Ceular Spasm 1 a
Parassthesia 1 ]
Petechial Haemorrhooe 1 i}
Rash 2 1]
tanile Purpura Exacerbated 1 a
Wisus! Disturbence 1 0
| doramiin Angloneurotic Oedema 1 a
Rauwallka Vertiga 1 0
Rauwolfia with Hydro- Lack of Efficacy 1 o
Humethiazide with
Potsssium Chigride
Antihistamines, Histamine &ntazoline Anglonevrotic ODedema i 0
amed Holated Subsiances Prurinus i 0
Brompheniraming with Erythema 1 0
Ph 1 e with Pruritus 1 0
Phemyloropancamineg Bash 1 0
Cimatiding Alopecia Areata = Beard Area 1 (1]
Breast Pain 2 a
Diarrhoga 1 |
Fatigue 1 a
Galactorrhoea . 0
Insemnia 1 o

26



SIDE-EFFECTS JANUARY — DECEMBER 1982

Diruig Actinn Approved Mame

Mo o

Drugs Affecting Cardiovascular System
Cimetiding

Antihistamines, Histamine Interaction

and Relaied Substances =

Diphenhydramins with
Ammanium Chigride

keotfen

Metoclopramidg

Pheniramine

Phenlcamine with Mepyr-
Smiene with lgro
nolam e

Interaction with Prednisolona

{Reduced Efficacy of Prednisolona}

Jaundece = |ntra-Hepatic
Jaundice — Obstructive
Myocardial Infarction
Mocturia

Paraesthasia

Peripheral Oedema
Sweating — Excessive
Systemic Selerosis
Tinniug

Ataxia

Drovwsiness
Exesisive Apgetite
Prurftus

Vesicular Bullae
Weight Gain

Agitation

Dirgrwsiness

Dyskingsia

Emotionsl Lipset
Extragnyramibdal Disorder
Lack of Efficacy
BMalaise

Tarticollis — Acute

Rawersibia Hair Codour Changs

Hallucinations
Hypertensive Criss
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SIDE-EFFECTS JANUARY — DECEMBER 1982

Ma. af
Drug AEtisn Aparoved Name R0 Casas Duatkis
Drugs Affecting Cardiovascular System
Antihistamines, Histamine Phanyitoloxaming wﬂh Carma 1 4]
and Feleted Substances Hydrocodone Constricted Pupils 1 1]
Comsulsions 1 1]}
Respiratory Depression 1 a
Promethazineg Dizziness 1 g
Promethazine with Aronchospesm 1 0
Phenylpropanolarmine Chest Pain i a
with Phoicoding Dyspaiea 2 0
Tachyeardia 2 L]
Ranitidine Eptgastric Pain 1 a
Triprediding with Codeing  Vertigo 1 0
Phosphate with Psgudo
ephedring
IﬂE. alldine with Agression 5 4]
Pssurdoephedring Hyporactivity 5 Q
Intersction |nteraction with Phenelzzne
e {Dy=proes 1 i
| Hypertension 1 [ 1]
{Palpitations 1 0
[Sweating — Excessive 1 i
Hylometazeling Puychological Addiction 2 a
Rhinitis 2 a




SIDE-EFFECTS JANUARY — DECEMBER 1982

DPrug Action Apgrovwed Nams

Daatis

Drugs Affecting Haemopoietic System
Arineopiastics and Antivirals Azathiopring

Cizplatin

Cyelaphospharmide

Meutropenia

Razted Serum Creatinine
Rlemal Function Impairment

Hasmorrhagic Cystitis
Shivering
Tachycardia

=)

Haematinics Ferrous Sulphate with

iron Dextran Complex

Purpura

Diarrhoes
Headachs
HyparpyTexia
Joint Pains
Myalgia
Mauses
Palyarihralgis
Pyrexia
Vomiting
Weakness

e BNk gk P ek ks
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Anticosgulants Hegparin

Warfarin

Anaphyiactic Shock
Hypotensian
Pyrexia

Rash

Tachycardia

Congenital Abnormality (Chondrodysplasial
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Fibrimalytics Aminocaproic Acid

Ahdominal Pain
Diarrhosa
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SIDE-EFFECTS JANUARY — DECEMBER 1982

Mo, of
Druag SE106 Bppravis MNamas Fasciian Conma sk ]
Drugs Affecting Endocrine System
Affectang Pituitary Gland Corticotnophin Bronchospasm 1 a
Mafaize 1 Q
i RIREEE] 1 (4]
Palpitations 1 a
Sweating — Excassive 1 a
Ventricular Ectopic Baat 1 0
Tetracosacirin Interaction with Salbutamol
Interaction {Anaphylactic Shock 1 0
{Death 1 1
Ohestrogens Destroger Conjugated Freguency of Micturition 1 Q
Tamoxifan Endometrial Hyperplasia 1 0
Post Manopausal Bleeding 2 1]
Oestrogens with Progestogens  EThinyloestradiol with Thrombooytopenic Purpura 1 ]
Norgthistarone
Eshinytoestradiol with Angloneurotic Dedema 1 a
Lrl'l'ﬂll'llD{Etl'Bi Budd Chiari Syndrome 1 a
Deep Venous Thrombosis 2 a
Thrombocytopenic Purpura 1 i
Urticaria 1 i}
Progestogens Dwdrogesterane Dronasiness 1 0
Hearlache ? 0
Nausea 2 0
W omiting 1 0
Morethisterone Congenital Abnormality [Hypopiasia of Toesi 1 o
Corticosteroids Beclomethasons Gum Hyperplasia 1 0
Hydrocortisone Cream Cushings Syndrome duse to gross oueruse 1 0
Prednisalone Ingeraction with Cimeticing
Imteraction ({Reduced Efficacy of Pradnisolona) 1 0]
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SIDE-EFFECTS JANUARY — DECEMBER 1982

Mo. of
Dvug Astbon Approvied Nome REastan Cases Dipmiis
Drugs Affacting Endocrineg System
Special Hormomes Alprastadil Dimrrhona 1 Q
Fhashing 1 a
Mausea 1 a
Pyrexia 1 a
Bromocriptins Anoraxia 1 0
Maussa 1 1]
Captopril Maugen 1 i}
Clomiphens Iron Defrciancy Anasmia 1 i}
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SIDE-EFFECT JANUARY — DECEMBER 1982

Mo of
Dirug Action ﬂmﬂ.ﬂm B aaction Cases Dipathes
Drugs Affecting Nutrition and Metabolism
Vitaming and Related Substances
Ascorbic Acid with Purpura 1 D
Fesrous Sulphate
Etretiname Razh 1 0
Hydroxymethylrutoshdes Ciepression 1 [}
Malzena 1 (]
Faar i Q
Pyridoxing Dizziness 1 0
Dirowiness 1 L]
Headashe 1 LF]
Drugs Affecting Blood Sugar  Chlorpropemide Hypoglycaermia | 0
Levals Hyponatrasmia 1 0
Interaction Interaction with Tranyicypromine with
Trifluoperazine
{Confusion 1 L]
{ Drowsiness 1 0
{Hypoglycasmia 1 (1]
[ Wosmiting 1 L]
Matformin Dizrrvoea 1 0
Eryvthema 1 0
Hyperpyraxia 1 0
Mausea 1 0
Rash 1 o
‘Waakness 1 0
Lipkd, Matebolic Agents Chenodeoxycholic Acid Epigastric Pain 1 Q
Mausaa 1 0
Phospholipids — Essential Dhysproes 1 o
Hat Flushes 1 o
Tachyeardia 1 ]

2



SIDE-EFFECTS JANUARY — DECEMBER 1982

Mo. of
Drug Action Spproved hlema Asactinn Cmeax Daatha
Drugs Affecting Nutrition and Metabolism
Salts and Iron Exchangers Ammonium-Chioride with  Ataxia 7 1]
fum Chioei th Lassitisde 1 0
Bandrofluazide Leg Cramps 1 0
Malz=na 1 o
Myalgia 1 ]
Potassium Chioride with Lack of Efficacy i 1]
Hydroflumethiazide with
Bauswod fia
Diuretics Amilorida Hypokaisemia i o
Lack of Efficacy
Amiloride with Angioneurctic Oedama 1 o
Hydrachiorothiazide Hypoghycaemia | 0
Mausea 1 n}
Periorhital Oedema 1 ]
Rash 2 ]
Amiloride with Colenmeis 1 1]
Hydrochiorothiazide Exhaustion 1 o
with Timaiol Wesaspasm 3 ]
Bandrotiuazida st 1 i}
Lack of Efficacy i 1]
Muscle Cramps 1 1]
Bendrofluazics with Lassitude i 0
Potassium Chioride Leg Cramps 1 o
Melasna | o
Myalgia 1 o
Bendrolluazide with Chalinergic Syndrome 1 o
Mightmares 1 o

Timolol



SIDE-EFFECTS JANUARY — DECEMBER 1982

MNo. of
Diring Actian Agpreraad Mams Faaaticn Cases Ceaths
Drugs Affecting Nutrition and Metabolism
Diiuretics Burmetanide Lack of Efficacy 1 o
Aespiratory Disease. Exacerbated T 0
Chiorthalidone Muscle Cramps 1 0
Chiorthalidons with Atenolol
Raynauds Disease Exacerbated 1 o
Frsamide Muscie Cramps 1 1]
Hydrochlorthiazide Phatesensitivity 1 0
Triamuarens
Hydroflu ipricle with Lack of Efficacy 1 o
Potagsium Ghlotide
with Hauwo|fia
ndagamide Pash 1 4]
Metolazone Dizzingss 1 1]
Glarcoma 1 (i]
Hypokalemia | o
Keraroconjunativitis 1 o
Light Headedngss 1 o
Mausea 1 ]
Mecrotizing Wasculitis 1 Q
Peripharal lschasmia 1 i)
Syncope 1 i
Thirst 1 0
Wasculitis 1 a
Metolazone with Vomiting 1 g
Triamisrens
Palythiazide Dizziness 1 (4]
Hipamide Hypokalazmia 1 a

Ventricular Fibeillation

3



SIDE-EFFECTS JANUARY — DECEMBER 1982

Cirug dotion Bpproved Name

Rescisan

Mo of
il Draatk

Drugs Affecting Nutrition and Metabolism
Migcallansou Aminoglutethimide

Clavulanic Acid with

Amoxycillin

Penicillamine

Angionsurotic Oadema

Facial Cwdema
Rash
Respiratory Distress

Anginal Pain
Bronchospasm
Headache

Nausns

Sweating Excessive
Urticaria — Papular
Wartigo

Weaknass

Erythema

Glossitis

Mouth Soreness
Femphigus Vulpgaris
Rash
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SIDE-EFFECTS JANUARY — DECEMBER 1982

Approved Mama

Redctian

M. of

Anti-Infective Drugs

Antibiotics

Aemanyeitlin

Amozycillin with
Clawulanic Acid

Bmpicillin

Ampicillin with
Cloxgcillin
Bernzyl pericillin
Cefrazicing

Cephradine

Ataxia
Disorientation
Mausea
Paraesthesia
Periorhital Oecema
Rash

Tachycardia

Anginal Pain
Bronchospasm
Headsthe
Sweating Excessive
Urticaria — Papular
“ertlgo

Wizpkness

Diarrhoes
Crnyspncea
Erythems
Mausas
Pruritus
Rash
Swomatitis
Lirticaria
Yomiting

Behaviowral Problem
Enuragis

Excitability
Angioneuratic Dedema

Aesirant Peeudarnonas Infesmion

Candadiasizs Infection
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SIDE-EFFECTS JANUARY — DECEMBER 1982

B, of
Cirug Sction Approved Nams Rupstion Casis Dhnaales
Anti-Infective Drugs
Antibiotics Chlaramphenicol Erythema — Eyalids 1

| Evyadrops)

Dﬁn:ﬂln_-ugEILnE with
Chiartetracyeling with
THrEEI ine

Erythromycin

Fluclaxscillin

Penicillin

Pivarmpicitlin

Eya Irritation

Pruritus — Eyelids

Phorosensitivity
Residual Vitkigo

Abdorminal Paim
Debyedration
Ciarrhoea
Drowsiness

Influenza Type Resction

Malsize
Mausas
Pruritus
Rash
Shiverirg
Syncope
Vamiting

Hypotension
Purpura
Shack
YWomiting

Allergic Raaction
Rash
Urticaria

Diarrhosa
Dizzines
Mausea
Prurimus
Hash
Stomatitis
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SIDE-EFFECTS JANUARY — DECEMBER 1982

Raaditian

Mo of

Anti-infective Drugs
Antibiotics

Rifampicin
Imteraction

Rofitatracycling

Tetracycline

Interaction with Carbamazepina
{Ataxia

{Drowsiness

(Semi-Coama

Mauses
Parzasthesia
‘Weakness

Dizrriness

Dryspessia

Eprigasiric Pain

Erythama

Exacer bation of Ecthyma
Lack of Efficaey

Mauses

Rlash

Lirtcaria

— ke ki
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Synthatic Antibactarials

lsoniazid

Malidixic Acid

Mitrofurantoin

Sulphasalazinge

Agranulocytosis

Bizarre Behaviour
Biurred Wision
Maies

Pruritus

N

Tremor

Urgicaria
Vamiting

Yallow Vision

Mansies
Urticaria

Dhpmsdiznal Ulcer Bleeding
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SIDE-EFFECTS JANUARY — DECEMBER 1282

Na. af
Dhrig BT Aporoved hame Aeoeiion Cakis Dearchs

Anti-Infective Drugs

Symthetic Antibacterials Trimethoprim Anacipty
MNausea
Pericrbital Dedema
Pruritus
Razh
Tachycardia
Wesknass

o e i gt

Trimethoprim with Abdominal Pain
Sulpharnethoxazole Alopecia — Total
Ataxia
Bronchospasm
Builae of Tongue and Lips
Carpo-Pedal Bpaim
Dizzinpss
Dyspepsia
Flughing
Gasrritis
Jaundice
Mauges
Pruritus
Pyrexia
Rash
Tachycardia
Tongue Cadems
Lirticaria
Womiting

[C QLT T R U e G e e K

Antiprotozrosis Metronkdazode Dizziness
Peripheral Meuropathy
Pyrexia
Spesch Daonder
Viartigo

EE R

Oulnine Bitareral Biindness 1

Cuinine with Aspirin Rash i
with Caffaine o
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SIDE-EFFECTS JANUARY — DECEMBER 1982

Mo of
Bwsg Action Approved Mama Rasction L T Dumaths
Anti-Infective Drugs
Anthalmintics Viprynium Angioneuratic Dedema 1 o
Pruritues 1 o
Uirticaria 1 o
Antifungals Amphotericin Dizziness 1 o
Clotrimazole Busliae 1 ]
Erytiema 1 i}
Eranaznie Angioneuratic Dedema 1 1]
Erythema 1 o
Wesicular Eerema 1 ]
Kotatonazale Fatiguie 1 o
Headaches i 1}
Jaundice 1 i}
Mastzlgia 1 4]
Fash 1 ]
Miconazroln Fash 1 o
Matamyein Vaginal Bleeding 1 ]
Mhystatin Pruritus 1 o
Vaginitis 1 o
Local Antiseptics Catrimida Conjunctivitis 1 0
Cornezl Epithelium Damage 1 o
Chlarhexiding Bueccal Mucosa Soreness 1 a
Urticaria i i}
fbarmrhal Conjunctivitis 1 0

a0



SIDE-EFFECTS JANUARY — DECEMBER 1982

Moo of
Deag Actian Bpproved Name Beaciion [ T Dieath
Anti-Infective Drugs
Wanoines Diphtheria with Pertussis  Conwwlslons 1 o
with Tetanus Emational Upsat 1 o
Hyparpyrexia 1 1]
Injection Site Oedema 1 i}
Injection Site Reaction 1 1]
Irritahility . i
Mental Hetardation 1 i)
Pyraxia 1 0
Unconciousness 1 i}
Influenza Wirus Vaccing Chest Infection 1 ]
Hepatitis 1 1]
Palrormnyelitis Vacoine (Dralf  Allergic Reaction 1 ]
Tetanus Vaocine Hash 1 i}
Taste Perversion 1 o
Diagnostic Agents
Radiographic Agants Sodfium lpodate Urticara 1 o
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SIDE-EFFECTS JANUARY — DECEMBER 1982

Mo, of
Derag Action Approved bame Pmgerrion Corin Daathi
Drugs Acting Locally
Affecting Gastrointestinal Diphencooylate with Sudden Death 1 1
Tract Atropine
Dromperidone Exwrapyramidal Disorder 1 i)
Lathargy 1 o
Qculogyric Crisis 1 o
Cipisthaotonus 1 (1]
Benna Mail Pitting and Deformity 1 a
Ful monary Fibrotit 1 (1]
Aespiratory Distres 1 4]
Afecting Respiratory Tres Apatyioysisine Collegse 1 1
Cyanosis 1 1
Hyportansion 1 Q
Tachycardia 1 Q
Carbocysteine Hy peractivity 1 a
Bromibiaxine Didrrfudoaa 1 a
Affecting Skin and Mucous Zinc Oxigs Blisters 1 0
Membranes Erytherna 1 a
Proritus 1 a
Rtk 1 4]
Urticsria 1 i
Heavy Metals, Radioisotopes Sodium Aurothigmalate Marrow Aplasia 2 L
and Chelating Agents
Trtanium with Salicylates Erythema 1 a
Skin Desguamaticrn ] o
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SIDE-EFFECTS JANUARY — DECEMEER 1882

Bpprovied Nama Raaction Daarhs
Pharmaceutical Adjuncts
Tartrazine with Paracetamal  Erythems Ll
Headacha 0
Masal Congestion Q

Turpenting Ataxia

L=
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SAUSPECTED SIDE-EFFECTS FOR 1982 BY SYSTEM AFFECTED

Dirugs Affecting Central MNervous System Ma. of Side-Effects Mo, of Deaths
Armesthetics 4 i)
Hypnotics. Sedatives and Anticonwiizans 47 3
Trancpsillizers 54 |
Antideprescants 81 1
Stimuolants 14 o
Analgasics |Central Action] &4 o
Analgasics {Paripheral Action] 180 a
Loseal Anassthatics ] 4]
Musee|ianeoues 13 1]
Totals 412 5
Drugs Affoecting Autonomic Morvous System Mo, of Side-Effects Mo, of Daaths
Parasymipathalytics 5 1
Parasympathomimetics 1 Li]
Sympatholytics 58 0
Sympathomimatics B1 i
Ganglion-Blocking Agents 2 a
Totads 117 2
Dirugs affecting Cardiovasoular System No. of Side-Effects Mo, of Deaths
Drugs acting on Heart Muscle 24 1
Coconary Dijators 42 0
Peripheral Vasodilators 13 0
Antihistamines, Histamine and Related Substances i o
Touals 154 1
Dirugs Affecting Haemopoietic System Mo. af Side-Effects Moo of Deaths
Antineoplastics and Antivirals 5 0
Haematinies 3 i}
Anticoagulants & 0
Fibrinolytics Hes 1]
Tatals 25 5]
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SUSPECTED SIDE-EFFECTS FOR 1982 BY SYSTEM AFFECTED

Druge Affecting Endoerine Sywtam Mo, of Side-Effects Mo, of Deaths
Affecting Pituitary Giand B 1
Cestrogen 4 a
Oestrogens with Progesiogens 7 a
Progestogens 7 a
Costicosteroids 3 L]
Special Hormones 8 1]
Total = 27 1
Dirugs Affecting Mutrition and Metabolism Mo. of Side-Effects No. of Desths
Diruge affecting Blood Sugar Layels 12 o
Lipdd Matabolic Agants 4 0
Salts and lon Exchangers 7 0
Diuretics 456 0
Miscellaneous 18 1]
Torals = BE a
dunti-l nfective Drugs Mo. of Side-Effects Mo. of Deatha
Antibiothes a6 0
Synthetic Antibacterials &0 ]
Antiprotozoals ] a
Anthelminthcs 3 0
Antifungals 14 0
Local Antiseptics 5 0
Vaccines - Q
Totals = 181 o
Dizgnostic Agents No. of Side-Effects No. of Deaths
Aadiographic Agents 1 o
Totals = i i
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SUSPECTED SIDE—EFFECTS FOR 1982 BY SYSTEM AFFECTED

Total Mo. of Side Effect Repors

Total No. of Side Effects
Total Mo, of Deaths
Tatal Mo of Interactions
Cirslity Defest Reports

=

Dirugs Acting Locally No. of Side-Effects Mo, of Deaths
Affecting Gastrolntesting] Tract -] 1
Affacting Respiratory Troe B 1
Affecting Skin and Mucous Membiranes -] a
Heavy Metals, Radinisotopes and Chelating Agents | 1]
Totals - 23 2
Pharmacautical Adjunct Mo, of Side-Effacts Mo, of Dasths
4 1]
Totals = 4 1]
SOURCES OF SIDE-EFFECTS — 1882
Mo of Hq:nrl'.'l % of Total
Generad Practioners 20 £4.62%
Op#thalmologists 2 0.37%
Dentists 4 0.74%
Hospital Pharmacists rd 1.20%
Retail Pharmacists B2 11 4B%
Murses Reporis 1 0.18%
Clinics and Health Centres 14 2.50%
Coampany Reports 45 2.33%
Patient Reports G 1.171%
Special Studies atc. 34 T.20%
Hetpitals — General ] 18.33%
Hospitals — Childran r 1.29%
Hospitals — Maternity 1 0.18%
Hospliaks — Peychiatric | 1.56%
Haspitais — Skin 1 0.18%
Hospitals —Eve and Ear i 0.18%
Hospitals — Dantal 1 0. 18%
sS40
4]
8
13
18
GER

TOTAL No. of Repors Received
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DEATHS DUE TO SUSPECTED SIDE-EFFECTS — 1982

Acatylcysteing
Amiodarone
Armitriptyline

.ﬂu.l!h!l-p{ﬂd with Diphenoxylate or
Prochlorperazine

Carbamazepina

Chiormaethiazole
Imtaraction with Alcohaod

Salbutameol
Interaction with Tetracossctrin

Sodium Valproaze

Collapse and Dweath
Cardiac &rrest & Death
Death

Sudden Death
Sudden Death

Dmath due 1o cverdoss
Anaphylaciic Shock
& Death

Aeyes Syndrome & Death
Tatal

&7

o |=a



Aleohol with Chiormathiazole
Arenolol with Nifedipine

Carbamazepine with Rifamgpicin

Chiarpropamide with Tranleypromine and Trifluoperazine

Cimetidine with Prednisolone
Emapronium with Benrtropine
Mafanamic Acid with Mifedigine
Mifediping with Metopralol

Iifedipine with Progranadol

Phenelrine with Pspudosphadring with Trigeolidine

Phemalzine with Tripraming

Salbutermol with Tetracosactrin

Triazalam with Trimipraming

INTERACTIONS 1982

Death due 16 ovendose

Angioneurothe Oedema
Flughing

Postural Hypotension
Weakness

Ataxia
Drrowesimess
Sami-coma
Confiskon
Dirowsiness
Hypoglycasmia
Vomiting

Raduced Efficacy of Prednsadons
Stokes Adams Bsyetoles
Dreaming

Circulatory Collapse
Keratoconjunctivita

Dryspnosts

Hypertension

Palpitations

Swaating — Extetive

Headache
Hypertensian

Anaphylactic Shock
Death

Confusion
Disorientation
Hallucinations
Taal



SPECIAL MONITORING STUDIES 1982

1. Amiodarone {Cordarane X)

Sixtean side-affects have Deen reporied in association with the use of this drug m the management of serious
arrhythmia during the two years of its survaillance. These included § cases of comeal deposits, one patient with abnosmal-
ithex |n liver function and two fatalizies. In the circumstances of use of this prodoct it is improbabie that the deaths were
dua solely o the drug.

Oine instance of prolongation of prothrombintime socurred in & patient maintained on warfarin.

2 Bupsanophine (Temogesic) has been available for suboutaneous and sublingual adminisration. Total ussge over the
pericd of surveilance involved 5100 patients. Thirty side-affeets have been reported. Most of these were slmilar to thosa
sean with other centrally acting analgesics and included headache, nausea, vombing, excessive sweating, uring retention,
light headedne:z  hypotemion and confusion. One case of hallucinations and one of respiratory deprassion ware noted,
the |ateer was slso an diszepam.

- § Clavulangta and Amoccpcillin 1.|ﬂ|upl1mhrlil

This product has only been on the market for 3 year. Sidesfiects to date have included nausea; sweating, urticars
and bronchospasm and more umsuslly vartips, weakness and hesdache, Experience has bean too short 1o pErmiT Bny con-
EiLSive COMImBnTs.

4.  Piroxieam (Feldans)

During 1882, ninetean further reparts of side-sffects involving twio patients were received in associstion with use
of this product. Four of the eleven weare gwer the ags of G5 years. Three had duodenal ulceration (in Dwo the wcers were
kriown o be present before use of the drug) and one suffered from haematemesis, Only two had trestment excesding 4
weaks. |n no case was dosage above 20 myg daily.

Doctors shouwld still exercise great care in selecting patients for use of piroxicam. 1t s possible that in the elderly
diosege should e reduced after the first fewe days of therapy.

5. Zimelidine (Zelmid]

This product has not yel completed two years of i3 special monitoring. During 1982 about 500 patients réceived
this antidepressant, In 9% pathent= & total of 1B side-effects were recorded, of which 2 cases of hepatitis (reversible an
discontinuing therapy| and one case of malignent hyperpyraxia were particularfy of interest.

5. Products in which post marketing surveillancs has commanced [ave n 1882

Moctamid | Lesmetazepam b
Aanax |Alprazokam)
Fantac | Ranitidine]
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BENZODIAZEPINES, HYPNOTICS AND TRANGQUILLISERS

In 189781277 the Mational Dregs Advisory Board carried ocut an assessment of the gualiny, safety and afficacy of all
hypnaotics, sedatives and tranguillisers on the market in ireland. Those products which recelved authoritatiang 1o con-
tinwe on the market were reviewed again during 1982 for the purposes of ansering that these drugs met the criteria of
sefety and efficacy now applied, The opportunity was taken to obtain information on usage of various agents in Ireland
ared to evaluate the side-=fects reported both here and in-other countries.

1. The Board noed that the wse of barbiturates for purposes other than seizure control has fallen sharply owver the
past B yaars.

2. Products containing a berbiturate in combination with snother agent &g, bronchodilator, antispasmodic, o, ars
being progressively withdrawn over 1880 to 1883, The Board has made a recommendation on this matter in 1979,

3. i the interim & wvears pericd a nembar of new benzodiszepine hypnotles had been introduced which were more
rapidly elimingted from the body (i hed a shorter hali-life) than the benzodiszepines Introduced earlier. All these
were subject to special monitoring after introduction and the co-operation of medics| practitionars in this surwillance
waE much appreciated by the Board.

4. As a result of the experienco gained in these monitoring programmes, and the publshed reports from other
countries, the Board has recommended 3 number of modifications to the conditions asociated with the use of benko.
diazegines, These include:

1) Limitation 1o the duration of use so that 4 weeks iz the maximum me of use in any Ons Courss.

21 Dosages In the elderly are reduced from those recommended for the younger adult age growup, so that the wsual
dosa in the elderly is one half that recommendad for adults in genaral.

3 Literature staterments for precautions and contra indications as follows:

BENZODIAZEPINES
Precautions and Warnings
11 Prolenged or excesrive use of benrodiazepines may result in dependence development with withdrawsl symptoms
on cessation of use, These effects are particularky likely 1o ocour in patients with pre-existent psychological disorders
or & propensity for drug and alcohol sbuse,

2]  Peradoxical reactions with excitability, hallucinations, confusion and agression may ocour in certain individugls.
Shoukd such idiosyncratic responses davelop the benzodiazepine should be discontinued.

31 Concomitant use of benzodigzepings with ceniral nervous system depresants including alcohod, general anassthatics,

narcotic analgesics, antideprassants, tranquillisers, will result in an accentuation of the central depressant effect,
Patients receiving such combinations of medications should be kept under closs supervision,
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4]  Benzodiazepines should only be used during pragnancy or lactation if consigered essential by the physician, Animal
studies with benzodiazepines have shown minor effects on the fostus while a few studies have reported late beha-
vigural disturbances in offspring exposed in uiero, Use in the third trimester of pregnancy may result in such feg-
tures a5 hypotonia, hypothermia in the neonate,

&)  This product should anly be used with great caution in patients with impaicment of rengl or hepatic function, In the
glderly or the debllitated or those with chronie pulmonsry insufliciensy. Dosage should generally be reduced,

G}  For the hypnotic
This product rmey csuse drowdiness and amnesie (pecesionally retrograda) in the post hypnotic period. Patiants
receiving this medication should not drive or operate machinery unless the drug hes been shown not to interfess
with phy'sical or mental ability,

7! For the tranguilliser
This product may cause drowsiness and poor incoordination. Patients receiving: this medicaton shoubd not drive
or opesrate machinery uniess the drug has been shown not 1o interfere with physical or mantal ability.

Contraindications

T s in patients wath idiotyneracy or hyperserditivity to benzoediazepines,

Zh Use in patients with acute pulmonary insufficiemoy.



