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Case Death Sole
Group Outcomes
Case Count 118 0 89
Reaction Blood and lymphatic system disorders Platelet disorder 1 0 1
(ot Thrombocytopenia 2 0 2
Thrombocytopenia neonatal 1 0 1
Blood and lymphatic system disorders 4 0 4
Cardiac disorders Bradycardia 1 0 1
Tachycardia 2 0 2
Palpitations 3 0 3
Cardiac disorders 6 0 6
Congenital, familial and genetic disorders Cardiac septal defect 1 0 1
Ventricular septal defect 1 0 1
Congenital anomaly 2 0 2
Foetal malformation 1 0 1
Coloboma 1 0 1
Hernia congenital 1 0 0
Gastroschisis 1 0 0
Cleft palate 2 0 2
Micrognathia 1 0 1
Hip dysplasia 1 0 1
Dysmorphism 1 0 1
Disorder of sex development 1 0 1
Congenital, familial and genetic disorders 14 0 12
Eye disorders Eye rolling 1 0 0
Diplopia 1 0 1
Visual impairment 1 0 1
Eye disorders 3 0 2
Gastrointestinal disorders Flatulence 1 0 1
Abdominal pain 3 0 3
Faecal incontinence 1 0 1
Nausea 3 0 3
? Outcome Description
? (Causality possible,Causality probable,Causality certain)
? Suspect Type
? Suspect Code
? Case Group
¥ oM
? (Mirtazapine,Duloxetine hydrochloride,Desvenlafaxine,Mianserin Hydrochloride,Venlafaxine Hydrochloride,Citalopram
Hydrobromide,Escitalopram,Fluoxetine Hydrochloride,Fluvoxamine Maleate,Paroxetine Hydrochloride,Sertraline Hydrochloride,Clomipramine
Hydrochloride Amitriptyline Hydrochloride,Dothiepin Hydrochloride,Doxepin Hydrochloride,Imipramine Hydrochloride,Nortriptyline
Hydrochloride, Trimipramine Maleate,Moclobemide,Phenelzine Sulphate, Tranylcypromine Sulphate,Reboxetine Mesylate)
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Reaction Gastrointestinal disorders
Count

General disorders and administration site
conditions

Hepatobiliary disorders

Infections and infestations

Injury, poisoning and procedural
complications

Investigations

? Outcome Description

“F (Causality possible,Causality probable,Causality certain)

? Suspect Type
? Suspect Code
? Case Group
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Case
Group

Vomiting

Gastrointestinal disorders
Temperature regulation disorder
Pyrexia

Developmental delay
Irritability

Face oedema

Feeling jittery

Drug interaction

Drug ineffective

Drug withdrawal syndrome
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Drug withdrawal syndrome neonatal

N
»

General disorders and administration site
conditions

Jaundice
Hepatobiliary disorders
Candidiasis

Neonatal infection
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Infections and infestations
Drug exposure during pregnancy 32
Contusion

Medication error

Accidental drug intake by child

Drug exposure via breast milk

N N

Accidental overdose

Injury, poisoning and procedural 40
complications

Cardiac murmur
Heart rate increased

Apgar score low
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Body temperature decreased
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Hydrobromide,Escitalopram,Fluoxetine Hydrochloride,Fluvoxamine Maleate,Paroxetine Hydrochloride,Sertraline Hydrochloride,Clomipramine

Hydrochloride, Amitriptyline Hydrochloride,Dothiepin Hydrochloride,Doxepin Hydrochloride,Imipramine Hydrochloride,Nortriptyline

Hydrochloride, Trimipramine Maleate,Moclobemide,Phenelzine Sulphate, Tranylcypromine Sulphate,Reboxetine Mesylate)
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Reaction Investigations Weight decreased

el Weight increased
C-reactive protein abnormal
Blood calcium abnormal

Blood magnesium abnormal

e e e e e
[ = S T}

Blood phosphorus abnormal
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Investigations
Metabolism and nutrition disorders Decreased appetite

Increased appetite

Feeding disorder neonatal

Diabetes mellitus

Hypoglycaemia

Metabolism and nutrition disorders
Musculoskeletal and connective tissue Joint hyperextension
ISR Muscle atrophy

Muscle spasms

Muscle twitching

Muscle rigidity

Rib deformity
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Musculoskeletal and connective tissue
disorders

Nervous system disorders Haemorrhage intracranial
Hypoxic-ischaemic encephalopathy
Headache
Autism
Dyskinesia
Hyperkinesia
Tardive dyskinesia

Dystonia
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Opisthotonus

? Outcome Description

“F (Causality possible,Causality probable,Causality certain)

? Suspect Type
? Suspect Code
? Case Group
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Case Death Sole
Group Outcomes
Reaction Nervous system disorders Tremor 1 0 0
el Hyperreflexia 1 0 1
Myoclonus 1 0 1
Paraesthesia 1 0 1
Hypertonia 1 0 1
Hypotonia 1 0 1
Serotonin syndrome 1 0 0
Convulsion neonatal 1 0 0
Grand mal convulsion 1 0 1
Convulsion 6 0 5
Epilepsy 1 0 1
Myoclonic epilepsy 1 0 1
Tonic convulsion 1 0 1
Hypersomnia 1 0 1
Nervous system disorders 33 0 26
Pregnancy, puerperium and perinatal Foetal disorder 1 0 1
Elile 1 Foetal distress syndrome 1 0 0
Foetal growth restriction 1 0 0
Foetal malpresentation 1 0 1
Premature labour 1 0 0
Premature baby 7 0 2
Small for dates baby 1 0 1
Jaundice neonatal 2 0 0
Umbilical cord prolapse 1 0 1
Oligohydramnios 2 0 1
Pregnancy, puerperium and perinatal 18 0 7
conditions
Psychiatric disorders Agitation 0 3
Agitation neonatal 0
Anxiety
? Outcome Description
“F (Causality possible,Causality probable,Causality certain)
? Suspect Type
? Suspect Code
? Case Group
¥ oM
? (Mirtazapine,Duloxetine hydrochloride,Desvenlafaxine,Mianserin Hydrochloride,Venlafaxine Hydrochloride,Citalopram
Hydrobromide,Escitalopram,Fluoxetine Hydrochloride,Fluvoxamine Maleate,Paroxetine Hydrochloride,Sertraline Hydrochloride,Clomipramine
Hydrochloride Amitriptyline Hydrochloride,Dothiepin Hydrochloride,Doxepin Hydrochloride,Imipramine Hydrochloride,Nortriptyline
Hydrochloride, Trimipramine Maleate,Moclobemide,Phenelzine Sulphate, Tranylcypromine Sulphate,Reboxetine Mesylate)
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Group Outcomes
Reaction Psychiatric disorders Nervousness
el Panic attack
Neurosis

Obsessive-compulsive disorder
Bruxism

Learning disorder
Delirium

Depression
Depersonalisation
Hallucination
Hallucination, auditory
Mania

Affect lability

Mood swings

Apathy

Aggression
Personality disorder
Drug dependence
Withdrawal syndrome
Insomnia

Nightmare

Self injurious behaviour
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Suicidal ideation
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Psychiatric disorders
Renal and urinary disorders Tubulointerstitial nephritis

Renal failure

Renal impairment

Renal tubular necrosis

Urinary incontinence
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Nephrolithiasis

? Outcome Description

“F (Causality possible,Causality probable,Causality certain)

? Suspect Type
? Suspect Code
? Case Group
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Reaction Renal and urinary disorders Renal and urinary disorders
el Reproductive system and breast disorders = Breast mass
Reproductive system and breast disorders
Respiratory, thoracic and mediastinal Neonatal asphyxia
el e Neonatal respiratory depression
Neonatal respiratory distress syndrome
Neonatal respiratory failure
Pulmonary hypertension
Pulmonary vascular disorder
Apnoea
Hypoventilation

Sneezing
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Epistaxis
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Respiratory, thoracic and mediastinal
disorders

Skin and subcutaneous tissue disorders Urticaria
Skin discolouration
Pruritus
Rash pruritic
Rash macular
Rash maculo-papular
Alopecia

Hyperhidrosis
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Skin and subcutaneous tissue disorders
Surgical and medical procedures Off label use

Therapy regimen changed

Surgical and medical procedures
Vascular disorders Flushing

Aortic dilatation
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? Outcome Description

“F (Causality possible,Causality probable,Causality certain)

? Suspect Type
? Suspect Code
? Case Group
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Group Outcomes
Reaction Vascular disorders Hypertension 2 0 1
Count Vascular disorders 4 0 2
Reaction 278 0 205

{2 Rows are suppressed based on zeros and empty cells for Case Group

? Outcome Description

? Causality possible,Causality probable,Causality certain
? Suspect Type

? Suspect Code

? Case Group
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Hydrobromide,Escitalopram,Fluoxetine Hydrochloride,Fluvoxamine Maleate,Paroxetine Hydrochloride,Sertraline Hydrochloride,Clomipramine
Hydrochloride, Amitriptyline Hydrochloride,Dothiepin Hydrochloride,Doxepin Hydrochloride,Imipramine Hydrochloride,Nortriptylin

Hydrochloride, Trimipramine Maleate,Moclobemide,Phenelzine Sulphate, Tranylcypromine Sulphate,Reboxetine Mesylate)

W 09
Apr 29, 2011 -7- 5:06:03 PM




