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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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Posology and method of administration
Posology

Withdrawal symptoms seen on discontinuation of venlafaxine:

Abrupt discontinuation should be avoided. When stopping treatment with venlafaxine, the
dose should be gradually reduced over a period of at least one to two weeks in order to
reduce the risk of withdrawal reactions. However, the time period required for tapering and
the amount of dose reduction may depend on the dose, duration of therapy and the individual
patient. In some patients, discontinuation may need to occur very gradually over periods of
months or longer. If intolerable symptoms occur following a decrease in the dose or upon
discontinuation of treatment, then resuming the previously prescribed dose may be
considered. Subsequently, the physician may continue decreasing the dose, but at a more
gradual rate.

Special warnings and precautions for use

Aggression

Aggression may occur in a-smalbnumber-of some patients who have received
antidepressants, including venlafaxine. This has been reported under initiation, dose changes
and discontinuation of treatment. As with other antidepressants, venlafaxine should be used
cautiously in patients with a history of aggression.

Discontinuation of treatment

Discontinuation effects are well known to occur with antidepressants, and sometimes these
effects can be protracted and severe. Suicide/suicidal thoughts and aggression have been
observed in patients during changes in venlafaxine dosing regimen, including during
discontinuation. Therefore, patients should be closely monitored when the dose is reduced or
during discontinuation....

The risk of withdrawal symptoms may be dependent on several factors, including the duration
and dose of therapy and the rate of dose reduction. Dizziness, sensory disturbances
(including paraesthesia), sleep disturbances (including insomnia and intense dreams),
agitation or anxiety, nausea and/or vomiting, tremor, headache, visual impairment and
hypertension are the most commonly reported reactions. Generally, these symptoms are mild
to moderate; however, in some patients they may be severe in intensity. They usually occur
within the first few days of discontinuing treatment, but there have been very rare reports of
such symptoms in patients who have inadvertently missed a dose. Generally, these
symptoms are self-limiting and usually resolve within 2 weeks, though in some individuals
they may be prolonged (2-3 months or more). It is therefore advised that venlafaxine should
be gradually tapered when discontinuing treatment over a period of several weeks or months,
according to the patient’s needs. In some patients, discontinuation could take months or
longer.



Undesirable effects

Discontinuation of treatment

Discontinuation of venlafaxine (particularly when abrupt) commonly leads to withdrawal
symptoms. Dizziness, sensory disturbances (including paraesthesia), sleep disturbances
(including insomnia and intense dreams), agitation or anxiety, nausea and/or vomiting,
tremor, vertigo, headache, flu syndrome, visual impairment and hypertension are the most
commonly reported reactions. Generally, these events are mild to moderate and are
self-limiting; however, in some patients, they may be severe and/or prolonged. It is therefore
advised that when venlafaxine treatment is no longer required, gradual discontinuation by
dose tapering should be carried out. However, in some patients severe aggression, and
suicidal ideation occurred when the dose was reduced or during discontinuation.
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