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Case Death Sole
Group | Outcomes
Reaction = Congenital, familial and genetic disorders Pulmonary valve stenosis congenital 1 0 1
Count Trisomy 21 1 0o 1
Congenital anomaly 2 0 1
Gastroschisis 1 0 0
Congenital foot malformation 1 0 0
Congenital neurological disorder 1 0 1
Kidney duplex 1 0 0
Congenital, familial and genetic disorders 10 0 4
Ear and labyrinth disorders Deafness 1 0 1
Ear and labyrinth disorders 1 0 1
Endocrine disorders Hyperprolactinaemia 1 0 1
Inappropriate antidiuretic hormone secretion 1 0 1
Endocrine disorders 2 0 2
Eye disorders Periorbital oedema 1 0 1
Conjunctivitis 5 0 3
Ocular hyperaemia 2 0 1
Eyelid ptosis 1 0 0
Eye movement disorder 1 0 0
Oculogyric crisis 13 0 5
Miosis 1 0 1
Photophobia 1 0 1
Visual impairment 1 0 0
Eye disorders 26 0 12
Gastrointestinal disorders Haematemesis 1 0 1
Gastritis 1 0 1
Diarrhoea 5 0 4
Abdominal distension 1 0 1
Abdominal pain 4 0 3
Dysphagia 1 0 1
Nausea 6 0 2
? Outcome Description
? (Causality possible,Causality probable,Causality certain)
? Suspect Type
? Suspect Code
? Case Group
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Death Sole
Group | Outcomes
Reaction = Gastrointestinal disorders Vomiting 12 0 5
Count Lip pain 1 0o 1
Aphthous stomatitis 1 0 1
Mouth ulceration 7 0 6
Dry mouth 1 0 0
Salivary hypersecretion 1 0 1
Glossitis 1 0 0
Tongue oedema 2 0 1
Gastrointestinal disorders 45 0 28
General disorders and administration site Hypothermia 2 0 1
Colcibings Hyperpyrexia 1 0 1
Pyrexia 25 0 19
Sudden death 1 1 0
Sudden infant death syndrome 1 1 1
Fatigue 1 0 1
Malaise 2 0 1
Irritability 4 0 3
Mucosal inflammation 1 0 1
Face oedema 8 0 6
Generalised oedema 1 0 1
Oedema 2 0 2
Pain 2 0 2
Feeling jittery 1 0 0
Hunger 1 0 1
Drug interaction 1 0 0
Drug ineffective 5 0 4
Therapeutic response decreased 2 0 1
Drug withdrawal syndrome 2 0 1
Drug withdrawal syndrome neonatal 9 0 3
? Outcome Description
? (Causality possible,Causality probable,Causality certain)
? Suspect Type
? Suspect Code
? Case Group
¥ oM
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Case Death Sole
Group | Outcomes
Reaction = General disorders and administration site General disorders and administration site 72 2 49
Count conditions conditions
Hepatobiliary disorders Hepatitis cholestatic 1 0 1
Hyperbilirubinaemia 1 0 0
Jaundice 5 0 4
Hepatic function abnormal 5 0 4
Hepatic failure 1 1 0
Hepatomegaly 2 0 2
Hepatosplenomegaly neonatal 1 0 0
Hepatic necrosis 2 2 0
Hepatitis 5 0 5
Hepatobiliary disorders 23 3 16
Infections and infestations Pharyngitis 3 0
Rhinitis 0
Tonsillitis 0
Infections and infestations 6 0 3
Injury, poisoning and procedural complications = Drug exposure during pregnancy 30 1 17
Accidental drug intake by child 0
Drug exposure via breast milk 0
Overdose 2 0 2
Injury, poisoning and procedural complications 35 1 20
Investigations Echocardiogram abnormal 1 0 1
Ejection fraction decreased 1 0 1
Blood creatine phosphokinase increased 1 0 1
Troponin increased 1 0 1
Platelet count decreased 1 0 1
White blood cell count decreased 1 0 1
Hepatic enzyme increased 1 0 1
Liver function test abnormal 3 0 3
Carnitine decreased 2 0 0
? Outcome Description
“F (Causality possible,Causality probable,Causality certain)
? Suspect Type
? Suspect Code
? Case Group
¥ oM
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Case Death Sole
Group | Outcomes
Reaction  Investigations Blood glucose decreased 1 0 1
Count Coma scale abnormal 1 0 1
Apgar score abnormal 1 0 1
Apgar score low 1 0 1
Body temperature increased 2 0 2
Weight decreased 4 0 2
Weight increased 5 0 5
Anticonvulsant drug level increased 1 0 1
Drug level increased 4 0 2
Investigations 32 0 26
Metabolism and nutrition disorders Feeding disorder 1 0 1
Feeding disorder neonatal 2 0 1
Hypercalcaemia 1 0 1
Hyponatraemia 1 0 0
Hyperglycaemia 1 0 1
Hyperammonaemia 1 0 0
Metabolism and nutrition disorders 7 0 4
Musculoskeletal and connective tissue Arthralgia 1 0 1
CIETTER Joint stiffness 1 0 1
Muscle spasms 1 0 1
Muscle twitching 2 0 1
Muscle rigidity 1 0 1
Torticollis 1 0 1
Trismus 1 0 1
Growth retardation 1 0 0
Limb discomfort 1 0 1
Musculoskeletal and connective tissue 10 0 8
disorders
Neoplasms benign, malignant and unspecified | Benign hepatic neoplasm 1 0 1
(e, @i e 281725 Neoplasms benign, malignant and unspecified 1 0 1
(incl cysts and polyps)
? Outcome Description
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Case Death Sole
Group | Outcomes

Reaction = Nervous system disorders Encephalitis 1 0 1

el Cerebral haemorrhage neonatal 1 0 0
Cranial nerve disorder 1 0 1
VIIth nerve paralysis 1 0 1
Encephalopathy 1 0 0
Hypoxic-ischaemic encephalopathy 1 0 1
Headache 1 0 1
Hydrocephalus 1 0 1
Amnesia 1 0 1
Disturbance in attention 2 0 1
Choreoathetosis 4 0 3
Dyskinesia 2 0 0
Extrapyramidal disorder 4 0 4
Hyperkinesia 1 0 1
Tardive dyskinesia 2 0 2
Dystonia 21 0 18
Opisthotonus 2 0 1
Paresis 1 0 0
Masked facies 1 0 1
Tremor 5 0 3
Ataxia 7 0 5
Balance disorder 1 0 1
Coordination abnormal 1 0 1
Nystagmus 1 0 0
Coma 2 0 2
Aphasia 1 0 1
Lethargy 1 0 1
Sedation 1 0 1
Somnolence 9 0 4
Dizziness 1 0 0
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Reaction = Nervous system disorders
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Case Death Sole
Group | Outcomes
Reaction = Psychiatric disorders Aggression 8 0 6
el Personality disorder 1 0 1
Staring 1 0 0
Drug dependence 1 0 0
Withdrawal syndrome 3 0 2
Insomnia 3 0 2
Nightmare 2 0 2
Intentional self-injury 1 0 0
Self injurious behaviour 1 0 0
Suicidal ideation 3 0 0
Psychiatric disorders 42 0 26
Renal and urinary disorders Bladder dilatation 1 0 1
Glomerulonephritis 1 0 1
Oliguria 1 0 1
Renal impairment 1 0 1
Urethral obstruction 1 0 1
Urinary incontinence 1 0 1
Urinary retention 3 0 2
Albuminuria 2 0 2
Haematuria 3 0 3
Nocturia 1 0 1
Polyuria 1 0 1
Renal and urinary disorders 16 0 15
Reproductive system and breast disorders Gynaecomastia 1 0 1
Testicular pain 1 0 1
Reproductive system and breast disorders 2 0 2
Respiratory, thoracic and mediastinal disorders = Lung infiltration 1 0 1
Infantile apnoeic attack 1 0 0
Neonatal respiratory distress syndrome 6 0 2
Neonatal respiratory failure 1 0 0
? Outcome Description
? (Causality possible,Causality probable,Causality certain)
? Suspect Type
? Suspect Code
? Case Group
¥ oM
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Death Sole
Group | Outcomes
Reaction = Respiratory, thoracic and mediastinal disorders = Dyspnoea 1 0 1
el Hypopnoea 1 0 0
Respiratory depression 1 0 1
Respiratory distress 4 0 3
Hypoxia 1 0 0
Cough 4 0 3
Oropharyngeal pain 1 0 1
Sneezing 1 0 0
Stridor 1 0 0
Epistaxis 3 0 3
Respiratory, thoracic and mediastinal disorders 27 0 15
Skin and subcutaneous tissue disorders Urticaria 11 0 8
Blister 0 2
Erythema multiforme 2 0 2
Stevens-Johnson syndrome 10 0 7
Toxic epidermal necrolysis 1 0 1
Skin burning sensation 1 0 1
Skin disorder 1 0 0
Swelling face 1 0 1
Erythema 1 0 1
Rash erythematous 16 0 11
Dermatitis exfoliative 1 0 1
Exfoliative rash 0
Skin exfoliation 0
Photosensitivity reaction 6 0
Pruritus 17 0 12
Rash pruritic 1 0 0
Rash 23 0 18
Rash macular 2 0 1
Rash maculo-papular 20 0 15
? Outcome Description
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? Suspect Type
? Suspect Code
? Case Group
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Reaction = Skin and subcutaneous tissue disorders
Count

Surgical and medical procedures

Vascular disorders

Rash morbilliform
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Skin and subcutaneous tissue disorders
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