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Each tablet of Viepax 37.5 contains Venlafaxine (as hydrochloride) 37.5 mg

Each tablet of Viepax 75 contains Venlafaxine (as hydrochloride) 75 mg
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For the treatment of depression.
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4.2 Posology and method of administration

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 (see sections 4.4 and 4.8). 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.

4.4 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, pentazocine, buprenorphine and buprenorphine/naloxone
combination), with medicinal agents that impair metabolism of serotonin, (such as MAO-
inhibitors e.g. methylene blue), with serotonin precursors (such as tryptophan
supplements) or with antipsychotics or other dopamine antagonists (see sections 4.3 and
4.5).

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 (see above in section 4.4 — Suicide/suicidal thoughts or
clinical worsening, and Aggression).

Withdrawal symptoms when treatment is discontinued are common, particularly if
discontinuation is abrupt (see section 4.8). In clinical trials, adverse events seen on
treatment discontinuation (tapering and post-tapering) occurred in approximately 31% of
patients treated with venlafaxine and 17% of patients taking placebo.

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 (see
section 4.2). In some patients discontinuation could take months or longer.

4.5 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, buprenorphine and buprenorphine/naloxone
combination), 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 (see sections 4.3 and 4.4).

4.6 Fertility, pregnancy and lactation
Pregnancy

Observational data indicate an increased risk (less than 2-fold) of postpartum
haemorrhage following SSRI/SNRI exposure within the month prior to birth (see sections
4.4 and 4.8).

4.8 Undesirable effects

Reproductive system and breast disorders:
Not known: Postpartum haemorrhage

Discontinuation of treatment

Discontinuation of venlafaxine (particularly when abrupt) commonly leads to
withdrawal symptoms. Dizziness, sensory disturbances (including paraethesia),
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 (see sections 4.2 and 4.4).
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