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Case Death Sole
Group | Outcomes

Case Count 556 424

Reaction = Blood and lymphatic system disorders Anaemia

Count . .
Aplastic anaemia
Platelet disorder
Thrombocytopenia
Lymphadenopathy
Leukopenia

Agranulocytosis
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Blood and lymphatic system disorders
Cardiac disorders Atrioventricular block first degree

Bundle branch block bilateral

Arrhythmia

Extrasystoles

Tachycardia

Supraventricular tachycardia

Cardiac arrest

Electromechanical dissociation

Ventricular tachycardia

Palpitations
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Myocardial infarction
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Cardiac disorders
Congenital, familial and genetic disorders Heart disease congenital

Coarctation of the aorta

Tourette's disorder

Congenital, familial and genetic disorders
Ear and labyrinth disorders Deafness

Vertigo

Ear and labyrinth disorders
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Endocrine disorders Hyperprolactinaemia

? 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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Medicin

Reaction | Endocrine disorders

Count

Eye disorders

Gastrointestinal disorders

? 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

Inappropriate antidiuretic hormone secretion

Endocrine disorders
Eye disorder

Eye pain

Eye swelling

Periorbital oedema
Ocular hyperaemia

Eye movement disorder
Oculogyric crisis
Mydriasis

Pupil fixed

Pupillary reflex impaired
Eye rolling

Photophobia

Night blindness

Sudden visual loss
Accommodation disorder
Diplopia

Visual impairment

Eye disorders
Gingival bleeding
Pancreatitis
Haematemesis
Oesophagitis

Diarrhoea

Constipation

Dyspepsia

Flatulence

Abdominal pain

Abdominal pain upper
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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 = Gastrointestinal disorders Dysphagia 0 2
Count Faecal incontinence 0
Nausea 53 0 47
Vomiting 15 1 15
Ileus 1 0 0
Intestinal obstruction 1 0 1
Lip swelling 1 0 1
Mouth ulceration 1 0 1
Dry mouth 5 0 4
Salivary hypersecretion 3 0 3
Glossitis 1 0 1
Tongue disorder 1 0 1
Tongue ulceration 1 0 1
Swollen tongue 1 0 0
Gastrointestinal disorders 115 2 97
General disorders and administration site Hyperthermia malignant 1 0 1
conditions Pyrexia ° 0 5
Sudden death 1 1 1
Asthenia 6 0 5
Fatigue 9 0 7
Malaise 7 0 4
Gait disturbance 2 0 2
Condition aggravated 3 0 3
Influenza like illness 3 0 2
Irritability 1 0 1
Face oedema 7 0 3
Gravitational oedema 1 0 1
Oedema 1 0 1
Oedema peripheral 2 0 0
Chest pain 8 0 5
? 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 = General disorders and administration site
Count conditions

Hepatobiliary disorders

Immune system disorders

Infections and infestations

Injury, poisoning and procedural complications

? Outcome Description

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

? Suspect Type
? Suspect Code
? Case Group

¥ oM

Pain

Chest discomfort
Chills

Drug interaction

Drug ineffective

Therapeutic response decreased

Drug withdrawal syndrome
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General disorders and administration site 88

conditions

Hepatitis cholestatic
Jaundice

Hepatic function abnormal
Hepatic failure

Hepatitis

Hepatobiliary disorders
Anaphylactoid reaction
Immune system disorders
Pyomyositis

Meningitis

Otitis media

Pharyngitis

Herpes simplex

Viral infection

Infections and infestations

Drug exposure during pregnancy

Contusion
Medication error
Drug exposure via breast milk

Intentional overdose

Multiple drug overdose intentional
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? (Mirtazapine,Duloxetine hydrochloride,Desvenlafaxine,Mianserin Hydrochloride,Venlafaxine Hydrochloride,Citalopram

Death Sole
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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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Case Death Sole
Group | Outcomes

Reaction  Injury, poisoning and procedural complications | Overdose 2
el Injury, poisoning and procedural complications 13
Investigations Echocardiogram abnormal
Ejection fraction decreased
Electrocardiogram QT prolonged
Heart rate increased
Thyroid function test abnormal
Blood creatine phosphokinase increased
Bleeding time prolonged
Prothrombin time prolonged
White blood cell count increased
Alanine aminotransferase increased
Aspartate aminotransferase increased
Liver function test abnormal
Lipids abnormal

Electroencephalogram abnormal

O B e e e RN R R RN R e

Weight decreased
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Weight increased

[y

Blood creatinine increased
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Drug level increased
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Investigations
Metabolism and nutrition disorders Decreased appetite
Hyperphagia
Increased appetite
Tetany
Polydipsia
Hypokalaemia
Hyponatraemia

Dehydration
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Hypovolaemia

? 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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Reaction = Metabolism and nutrition disorders
Count

Musculoskeletal and connective tissue
disorders

Neoplasms benign, malignant and unspecified
(incl cysts and polyps)

Nervous system disorders

? 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

Diabetes mellitus
Hyperglycaemia
Hypoglycaemia
Metabolism and nutrition disorders
Arthralgia
Myalgia

Muscle spasms
Muscle tightness
Muscle twitching
Trismus
Myopathy
Rhabdomyolysis
Back pain

Musculoskeletal and connective tissue

disorders

Fibroadenoma of breast

Neoplasms benign, malignant and unspecified

(incl cysts and polyps)
Encephalopathy
Headache

Amnesia

Cognitive disorder
Disturbance in attention
Mental impairment
Choreoathetosis
Akathisia

Dyskinesia
Extrapyramidal disorder
Hyperkinesia

Movement disorder

Psychomotor hyperactivity
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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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Case Death Sole
Group | Outcomes

Reaction = Nervous system disorders Tardive dyskinesia 1 0 1

el Dystonia 22 0o 13
Opisthotonus 1 0
Hemiparesis 1 0 0
Paralysis 1 0
Tremor 19 0 16
Hyperreflexia 2 0 2
Ataxia 7 0 5
Coordination abnormal 3 0 3
Nystagmus 2 0 2
Coma 1 0 0
Aphasia 1 0 1
Loss of consciousness 5 0 5
Sedation 3 0 0
Somnolence 17 0 13
Stupor 1 0 1
Syncope 15 0 13
Central nervous system lesion 1 0 0
Clonus 1 0 1
Dizziness 35 0 27
Head discomfort 1 0 1
Myoclonus 1 0 0
Neurological symptom 1 0 0
Crying 3 0 3
Hyperaesthesia 1 0 0
Paraesthesia 9 0 6
Hypoaesthesia 4 0 3
Neuralgia 1 0 1
Sensory disturbance 1 0 0
Dysarthria 3 0 2

? 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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Case Death Sole
Group | Outcomes
Reaction = Nervous system disorders Speech disorder 5 0 4
el Visual field defect 1 o 1
Adrenergic syndrome 1 0 0
Anticholinergic syndrome 1 0 0
Drop attacks 1 0 0
Hypertonia 9 0 5
Neuroleptic malignant syndrome 2 0 0
Serotonin syndrome 10 0 4
Grand mal convulsion 10 0 7
Convulsion 34 0 25
Epilepsy 1 0 1
Status epilepticus 1 0 1
Seizure anoxic 1 0
Poor quality sleep 3 1 3
Nervous system disorders 326 3 232
Pregnancy, puerperium and perinatal Abortion spontaneous 1 0 1
G Premature labour 2 0 1
Pre-eclampsia 1 0 0
Pregnancy, puerperium and perinatal 4 0 2
conditions
Psychiatric disorders Agitation 35 0 26
Anxiety 15 0 11
Nervousness 2 0 0
Fear 2 0 2
Panic attack 2 0 2
Neurosis 1 0 0
Restlessness 3 0 3
Bruxism 2 0 2
Tic 2 0 2
Learning disorder 1 0 1
? 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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Case Death Sole
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Reaction = Psychiatric disorders Confusional state 20 0 14

Count Disorientation o 3
Delirium 4 0 1
Depression 11 0 9
Decreased interest 1 0 1
Depressed mood 1 0 1
Depersonalisation 3 0 3
Dissociation 2 0 1
Delusion 1 0 1
Hallucination 21 0 15
Hallucination, visual 1 0 1
Thinking abnormal 6 0 5
Eating disorder 2 0 1
Impulsive behaviour 1 0 1
Bipolar disorder 1 0 1
Mania 16 0 11
Affect lability 1 0 1
Anger 5 0 4
Emotional distress 1 0 1
Euphoric mood 6 0 4
Mood swings 5 0 5
Apathy 1 0 1
Aggression 28 0 23
Homicidal ideation 3 0 3
Hostility 2 0 2
Paranoia 4 0 4
Personality change 1 0 1
Personality disorder 2 0 1
Abnormal behaviour 4 0 3
Withdrawal syndrome 17 0 12

? 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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Case Death Sole
Group | Outcomes
Reaction = Psychiatric disorders Psychotic disorder 0 3
Count Anorgasmia 1 0 1
Insomnia 17 0 12
Abnormal dreams 2 0 2
Nightmare 6 1 5
Somnambulism 3 0 3
Sleep disorder 4 0 3
Completed suicide 2 2 2
Intentional self-injury 4 0 3
Self injurious behaviour 8 0 4
Self-injurious ideation 1 0 1
Suicidal behaviour 3 0 2
Suicidal ideation 21 0 15
Suicide attempt 30 1 19
Psychiatric disorders 347 4 | 258
Renal and urinary disorders Tubulointerstitial nephritis 1 0 1
Anuria 1 0 0
Renal failure acute 1 0 1
Dysuria 1 0 1
Micturition disorder 2 0 1
Pollakiuria 2 0 2
Urinary hesitation 1 0 1
Urinary incontinence 6 0 3
Urinary retention 3 0 3
Polyuria 3 0 3
Calculus bladder 1 0 0
Renal and urinary disorders 22 0 16
Reproductive system and breast disorders Breast enlargement 1 0 1
Gynaecomastia 3 0 3
Breast pain 1 0
? 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 = Reproductive system and breast disorders
Count

Respiratory, thoracic and mediastinal disorders

Skin and subcutaneous tissue disorders

? 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

Galactorrhoea

Menstrual disorder
Metrorrhagia

Menorrhagia

Perineal pain

Erectile dysfunction
Reproductive system and breast disorders
Bronchospasm

Wheezing

Pulmonary embolism
Dyspnoea

Hyperventilation
Orthopnoea

Respiratory arrest
Haemoptysis

Hiccups

Respiratory disorder
Oropharyngeal pain
Yawning

Epistaxis

Pharyngeal oedema
Respiratory, thoracic and mediastinal disorders
Angioedema

Urticaria

Stevens-Johnson syndrome
Swelling face

Eczema

Rash erythematous
Dermatitis exfoliative

Skin exfoliation

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,Nortriptyline

Hydrochloride, Trimipramine Maleate,Moclobemide,Phenelzine Sulphate, Tranylcypromine Sulphate,Reboxetine Mesylate)
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Reaction = Skin and subcutaneous tissue disorders

Count

Social circumstances

Surgical and medical procedures

Vascular disorders

? Outcome Description

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

? Suspect Type
? Suspect Code
? Case Group

¥ oM

- anti r nt
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Case
Group

Rash papular
Photosensitivity reaction 4
Pruritus 10
Rash pruritic 1
Rash 17
Rash macular

Rash maculo-papular
Rash vesicular
Erythema nodosum

Acne
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Alopecia

Hyperhidrosis 13

[y

Hypohidrosis

Henoch-Schonlein purpura

o

Purpura
Skin and subcutaneous tissue disorders 111
Physical assault

Verbal abuse

Learning disability

Social circumstances

Drug therapy changed

Off label use

Therapy regimen changed

Surgical and medical procedures
Peripheral ischaemia

Shock

Hypotension

Orthostatic hypotension

Deep vein thrombosis
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Flushing

? (Mirtazapine,Duloxetine hydrochloride,Desvenlafaxine,Mianserin Hydrochloride,Venlafaxine Hydrochloride,Citalopram
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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)

“F 10-19
Apr 29, 2011

-12 -

5:08:25 PM



Cube updated:Apr 29, 2011 7:18:03 AM
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Case Death Sole
Group | Outcomes
Reaction = Vascular disorders Pallor 0
Count Haemorrhage 0
Hypertension 0
Vascular disorders 23 1 10
Reaction 1334 15 960

& 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

W 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,Nortriptylin

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