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Venlafaxine (As Hydrochloride) 75 mg; 150 mg
Minn

For the treatment of depression.

Maintenance of recurrent depression.

Generalized anxiety disorder (GAD) - short term and long-term.
Social anxiety Disorder (SAD).
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Special warnings and precautions for use

Serotonin syndrome

As with other serotonergic agents, serotonin syndrome, a potentially life-threatening condition, may occur with venlafaxine
treatment, particularly with concomitant use of other agents that may affect the serotonergic neurotransmitter system
(including triptans, SSRIs, SNRIs, amphetamines, lithium, sibutramine, St.John’s Wort [Hypericum perforatum], fentanyl
and its analogues, tramadol, dextromethorphan, tapentadol, pethidine, methadone and pentazocine), with medicinal
agents that impair metabolism of serotonin (such as MAOIs e.g. methylene blue), with serotonin precursors (such as
tryptophan supplements) or with antipsychotics or other dopamine antagonists.

Interaction with other medicinal products and other forms of interaction

Serotonin syndrome

As with other serotonergic agents, serotonin syndrome, a potentially life-threatening condition, may occur with venlafaxine
treatment, particularly with concomitant use of other agents that may affect the serotonergic neurotransmitter system
(including triptans, SSRIs, SNRIs, amphetamines, lithium, sibutramine, St. John's Wort [Hypericum perforatum], fentanyl
and its analogues, tramadol, dextromethorphan, tapentadol, pethidine, methadone and pentazocine), with medicinal
agents that impair metabolism of serotonin (such as MAOIs e.g. methylene blue), with serotonin precursors (such as
tryptophan supplements) or with antipsychotics or other dopamine antagonists.

Effect of venlafaxine on other medicinal products

b-rugs Metabolized by Cytochrome P450 Isoenzymes
In vivo studies indicate that venlafaxine is a relatively weak inhibitor of CYP2D6. Venlafaxine did not inhibit CYP3A4
(alprazolam and carbamazepine), CYP1A2 (caffeine), and CYP2C9 (tolbutamide) or CYP2C19 (diazepam) in vivo.

Oral contraceptives

In post-marketing experience unintended pregnancies have been reported in subjects taking oral contraceptives while on
venlafaxine. There is no clear evidence these pregnancies were a result of drug interaction with venlafaxine. No
interaction study with hormonal contraceptives has been performed.

Undesirable effects

Body System Very Common Uncommon Rare Very Rare Not Known
Common
Blood and Agranulocytosis*, |[Thrombocytopaenia*
lymphatic system Aplastic anaemia*,
disorders Pancytopaenia*,




Neutropaenia*

Immune system Anaphylactic
disorders reaction*
Endocrine Inappropriate Blood prolactin
disorders antidiuretic increased*
hormone
secretion™
Metabolism and Decreased Hyponatraemia*
nutrition disorders appetite
Psychiatric Insomnia Confusional Mania, Delirium* Suicidal
disorders state”, Hypomania, ideation and
Depersonalizatio Hallucination, suicidal
n*, Abnormal Derealization, behaviours®,
dreams, Abnormal Aggression®
Nervousness, orgasm ,
Libido Bruxism®,
decreased, Apathy
Agitation®,
Anorgasmia
Nervous system |Headache*®, |Akathisia*, Syncope, Neuroleptic Tardive dyskinaesia*
disorders Dizziness, Tremor, Myoclonus, Malignant
Sedation Paraesthesia, Balance Syndrome (NMS)*,
Dysgeusia disorder*, Serotonin
Coordination [syndrome*,
abnormal®, Convulsion,
Dyskinaesia* [Dystonia*
Eye disorders Visual Angle-closure
impairment, glaucoma*
Accommodation
disorder,
including vision
blurred,
Mydriasis
Ear and labyrinth Tinnitus™ \Vertigo
disorders
Cardiac disorders Tachycardia , Torsade de
Palpitations™ pointes*,
\Ventricular
tachycardia®,
\Ventricular
fibrillation,
Electrocardiogram
QT prolonged*
\Vascular Hypertension, Orthostatic
disorders Hot flush hypotension,
Hypotension*
Respiratory, Dyspnoea*, Interstitial lung
thoracic and 'Yawning disease®,
mediastinal Pulmonary
disorders eosinophilia*
Gastrointestinal |Nausea, Dry |Diarrhoea*, Gastrointestina [Pancreatitis®
disorders mouth, Vomiting | haemorrhage*
Constipation
Hepatobiliary Liver function [Hepatitis*

disorders

test abnormal*




Skin and Hyperhidrosis*|Rash, Pruritus*  [Urticaria®, Stevens-Johnson
subcutaneous (including Alopecia *, syndrome®, Toxic
tissue disorders  |night sweats)* Ecchymosis, |epidermal
Angioedema*, |necrolysis*,
Photosensitivit [Erythema
y reaction multiforme*
Musculoskeletal Hypertonia Rhabdomyolysis*
and connective
tissue disorders
Renal and urinary Urinary Urinary
disorders hesitation, incontinence*
Urinary retention,
Pollakiuria®
Reproductive Menorrhagia*,
system and breast Metrorrhagia®,
disorders Erectile
dysfunction,
Ejaculation
disorder
General disorders Fatigue, Mucosal
and administration Asthenia, Chills* haemorrhage*
site conditions
Investigations Weight Bleeding time
decreased, prolonged*
Weight
increased, Blood
cholesterol
increased

*ADR identified post-marketing

a Cases of suicidal ideation and suicidal behaviours have been reported during venlafaxine therapy or early after treatment discontinuation (see section 4.4).
b See section 4.4

¢ In pooled clinical trials, the incidence of headache with venlafaxine and placebo were similar.
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