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Blood and lymphatic system disorders

Cardiac disorders

Congenital, familial and genetic disorders
Ear and labyrinth disorders

Eye disorders

Gastrointestinal disorders

General disorders and administration site
conditions
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Anaemia

Thrombocytopenia

Blood and lymphatic system disorders
Bradycardia

Tachycardia

Cardiac arrest

Cyanosis

Palpitations

Cardiac disorders

Microcephaly

Congenital, familial and genetic disorders

Ear pain

Ear and labyrinth disorders
Keratopathy
Xerophthalmia

Eye pain

Mydriasis

Photophobia
Papilloedema

Visual impairment

Eye disorders

Dental caries
Oesophagitis

Diarrhoea

Constipation

Dyspepsia

Flatulence

Abdominal pain
Dysphagia

Nausea

Vomiting

Mouth ulceration

Dry mouth

Tongue discolouration
Gastrointestinal disorders
Hyperthermia malignant
Pyrexia

Sudden death

Asthenia

Fatigue

Malaise
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Case Death Sole
Group Outcomes
Reaction General disorders and administration site Influenza like illness 1 0 0
Count conditions Face oedema 1 0 0
Generalised oedema 1 0 0
Gravitational oedema 1 0 0
Oedema 4 0 2
Oedema peripheral 4 0 3
Chest pain 4 0 3
Pain 4 0 0
Alcohol interaction 1 0 0
Drug interaction 3 0 0
Drug ineffective 2 0 2
Drug withdrawal syndrome 1 0 0
Impaired healing 1 0 1
General disorders and administration site 39 2 15
conditions
Hepatobiliary disorders Hepatic function abnormal 2 0 1
Acute hepatic failure 1 0 1
Hepatitis 1 0 1
Hepatocellular injury 1 0 0
Hepatobiliary disorders 5 0 3
Infections and infestations Pharyngitis 1 0 1
Rhinitis 1 0 0
Infections and infestations 2 0 1
Injury, poisoning and procedural Fall 1 0 1
CEERIEITS Injury, poisoning and procedural 1 0 1
complications
Investigations Prothrombin level decreased 1 0 0
Weight decreased 1 0 0
Weight increased 5 0 2
Investigations 7 0 2
Metabolism and nutrition disorders Hyperglycaemia 2 0 2
Metabolism and nutrition disorders 2 0 2
Musculoskeletal and connective tissue Arthritis 1 0 0
disorders Myalgia 2 0 2
Muscle spasms 1 0 1
Muscle twitching 3 0 1
Muscle rigidity 2 0 0
Muscular weakness 1 0 0
Rhabdomyolysis 1 0 1
Synovitis 1 0 1
Musculoskeletal and connective tissue 12 0 6
disorders
Nervous system disorders Cerebral haemorrhage 2 1 1
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Nervous system disorders

Psychiatric disorders

mm

Haemorrhage intracranial
Encephalopathy
Headache

Amnesia

Disturbance in attention
Mental retardation
Tardive dyskinesia
Dystonia

Opisthotonus

Tremor

Hyperreflexia

Ataxia

Coordination abnormal
Nystagmus

Coma

Aphasia

Consciousness fluctuating
Loss of consciousness
Somnolence

Stupor

Syncope

Clonus

Dizziness

Myoclonus

Paraesthesia

Dysgeusia
Hypoaesthesia

Sensory disturbance
Dysarthria

Hemianopia

Hypertonia

Neuroleptic malignant syndrome
Serotonin syndrome
Neuritis

Neuropathy peripheral
Convulsion

Nervous system disorders
Agitation

Anxiety

Nervousness

Neurosis

Restlessness
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Reaction Psychiatric disorders
Count

Renal and urinary disorders

Reproductive system and breast disorders

Respiratory, thoracic and mediastinal
disorders

Skin and subcutaneous tissue disorders

May 3, 2011

mm

Confusional state
Delirium

Depression

Delusion
Hallucination

Mania

Affect lability
Euphoric mood
Paranoia

Personality disorder
Anorgasmia

Libido decreased
Insomnia

Sleep disorder
Psychiatric disorders
Dysuria

Micturition disorder
Urinary incontinence
Urinary retention
Albuminuria
Nocturia

Renal and urinary disorders
Gynaecomastia
Breast pain
Galactorrhoea
Genital pain
Ejaculation disorder
Ejaculation failure
Erectile dysfunction

Testicular retraction

Reproductive system and breast disorders

Dyspnoea
Respiratory depression

Dysphonia

Respiratory, thoracic and mediastinal

disorders

Skin exfoliation
Pruritus

Rash maculo-papular
Alopecia
Hyperhidrosis
Hypertrichosis
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Case Death Sole
Group Outcomes
Reaction Skin and subcutaneous tissue disorders Hair colour changes 1 0 0
Count Hair texture abnormal 1 0 0
Skin and subcutaneous tissue disorders 14 0 2
Vascular disorders Hypotension 1 0 0
Orthostatic hypotension 10 0 7
Flushing 2 0 1
Hot flush 0 0
Pallor 1 0 0
Hypertensive crisis 1 0 1
Hypertension 18 0 5
Vascular disorders 34 0 14
Reaction 354 4 128
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