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Each prolonged release tablet contains Tramadol hydrochloride 100mg, 200mg or 300mg
respectively.
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Treatment of moderate to severe pain
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4. CLINICAL PARTICULARS

4.4 Special warnings and precautions for use

Serotonin syndrome:

Serotonin syndrome, a potentially life-threatening condition, has been reported in patients receiving
tramadol in combination with other serotonergic agents or tramadol alone (see sections 4.5, 4.8 and
4.9).

If concomitant treatment with other serotonergic agents is clinically warranted, careful observation of
the patient is advised, particularly during treatment initiation and dose escalations.

Symptoms of serotonin syndrome may include mental status changes, autonomic instability,
neuromuscular abnormalities and/or gastrointestinal symptoms.

If serotonin syndrome is suspected, a dose reduction or discontinuation of therapy should be
considered depending on the severity of the symptoms. Withdrawal of the serotonergic drugs
usually brings about a rapid improvement.

4.8 Undesirable effects

Nervous system disorders

Not known: serotonin syndrome
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