THERAPEUTIC GOODS ADMINISTRATION

TGA MEDICINE SUMMARY
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ALL REPORT DATES
Causality Unclear Excluded
Total Death Sole

Outcome : Suspected

- Cases Including Medicine 201 2 70
- Occurrences of Medicine 203 2 70
- Reactions Related to Medicine 413 6 134
Blood and lymphatic system disorders Leukopenia 1 0 0
Neutropenia 2 0 0

Cardiac disorders Angina pectoris 1 0 1
Arrhythmia 2 1 0

Bradycardia 4 0 1

Cardiac arrest 3 0 1

Cyanosis 3 0 0

Extrasystoles 1 0 0

Myocardial infarction 1 0 1

Palpitations 2 0 0

Supraventricular tachycardia 1 0 0

Tachycardia 9 0 3

Ventricular tachycardia 1 0 0

Eye disorders Blindness 1 0 0
Diplopia 1 0 0

Eye rolling 1 0 1

Gaze palsy 1 0 1

Lacrimal disorder 1 0 0

Mydriasis 1 0 0

Oculogyration 30 0 15

Visual disturbance 3 0 1

Gastrointestinal disorders Abdominal pain 3 0 0
Constipation 1 0 0

Diarrhoea 1 0 0

Dry mouth 1 0 1

Dysphagia 1 0 1

Nausea 15 1 0

Tongue discolouration 1 0 0
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Gastrointestinal disorders

General disorders and administration site
conditions

Hepatobiliary disorders

Immune system disorders

Investigations

Metabolism and nutrition disorders

Musculoskeletal and connective tissue
disorders

Nervous system disorders

Tongue disorder
Tongue oedema
Vomiting

Chest pain

Chills

Drug ineffective

Drug interaction

Face oedema

Fatigue

Feeling abnormal
Generalised oedema
Injection site reaction
Malaise

Oedema peripheral
Pain

Pyrexia

Sudden death
Jaundice

Anaphylactic reaction
Anaphylactoid reaction
Blood amylase increased
Blood creatine phosphokinase increased
Electrocardiogram abnormal
Hypoglycaemia
Hypokalaemia
Hyponatraemia
Muscle rigidity

Muscle spasms
Muscle twitching
Myalgia

Myopathy

Torticollis

Trismus

Akathisia

Brain oedema
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Nervous system disorders Coma 2 0 0
Consciousness fluctuating 1 0 1
Convulsion 3 0 0
Depressed level of consciousness 1 0 0
Dizziness 5 0 1
Dysarthria 1 0 1
Dyskinesia 2 0 1
Dystonia 55 0 30
Extrapyramidal disorder 13 0 6
Grand mal convulsion 2 0 0
Headache 2 0 1
Hyperkinesia 2 0 1
Hypertonia 12 0 2
Hypoaesthesia 1 0 0
Meningism 1 0 1
Neuroleptic malignant syndrome 3 0 0
Opisthotonus 10 0 6
Paraesthesia 4 0 1
Paralysis 1 0 0
Paresis 2 0 0
Somnolence 4 0 2
Speech disorder 2 0 2
Tremor 9 0 3
Psychiatric disorders Affect lability 1 0 0
Agitation 7 0 2
Anxiety 9 0 3
Confusional state 3 0 0
Delirium 1 0 0
Depersonalisation 1 0 0
Dysphoria 1 0 1
Euphoric mood 1 0 1
Hallucination 4 0 2
Insomnia 1 0 1
Restlessness 2 0 1
Screaming 1 0 1
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Psychiatric disorders

Renal and urinary disorders

Reproductive system and breast disorders

Respiratory, thoracic and mediastinal
disorders

Skin and subcutaneous tissue disorders

Vascular disorders

Staring

Suicidal ideation
Thinking abnormal
Anuria

Haematuria
Myoglobinuria

Renal impairment
Renal pain

Renal tubular necrosis
Urinary retention
Priapism

Apnoea
Bronchospasm
Dysphonia
Dyspnoea

Hypoxia
Laryngospasm
Respiratory depression
Stridor

Angioedema
Dermatitis bullous
Periorbital oedema
Pruritus

Rash

Rash erythematous
Rash maculo-papular
Urticaria

Flushing

Hot flush
Hypertension
Hypotension

Pallor

Peripheral ischaemia

Shock
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