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Each tablet contains 37.5mg or 75mg respectively of venlafaxine (as venlafaxine
hydrochloride).
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For the treatment of depression.
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4.4  Special warnings and precautions for use

Overdose

Patients should be advised not to use alcohol, considering its CNS-effects and potential of
clinical worsening of psychiatric conditions, and the potential for adverse interactions with
venlafaxine including CNS depressant effects (section 4.5). Overdose with venlafaxine has
been reported predominantly in combination with alcohol and/or other medicinal products,
including cases with fatal outcome (section 4.9).

Prescriptions for venlafaxine should be written for the smallest quantity consistent with good
patient management, in order to reduce the risk of overdose (see section 4.9).

]

4.5 Interaction with other medicinal products and other forms of interaction

[.]

Ethanol

Patients should be advised not to use alcohol, considering its CNS-effects and potential
of clinical worsening of psychiatric conditions, and the potential for adverse interactions
with venlafaxine including CNS depressant effects.

[.]

49 Overdose

In postmarketing experience, overdose with venlafaxine was reported predominantly in
combination with alcohol and/or other medicinal products, including cases with fatal
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outcome. The most commonly reported events in overdose include tachycardia,
changes in level of consciousness (ranging from somnolence to coma), mydriasis,
convulsion, and vomiting. Other reported events include electrocardiographic changes
(e.g., prolongation of QT interval, bundle branch block, QRS prolongation [see section
5.1]), ventricular tachycardia, bradycardia, hypotension, vertigo, and deaths. Severe
poisoning symptoms may occur in adults after intake of approximately 3 grams of
venlafaxine.

[..]

Recommended treatment

Severe poisoning may require complex emergency treatment and monitoring.
Therefore, in event of suspected overdose involving venlafaxine, prompt contact with
the emergency medical services is recommended.

[...]
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