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Each prolonged release tablet contains: Tramadol hydrochloride 100, 200 or 300 mg,
respectively.
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Treatment of moderate to severe pain.
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4.4 Special warnings and precautions for use
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Post-operative use

Do not use for acute post-operative pain owing to the increased risk of persistent post-
operative opioid use (PPOU) and opioid-induced ventilatory impairment (OIVI).

If opioids are required for post-operative pain, then the immediate release opioids are
preferred for short-term treatment. In patients who are treated with prolonged-release
opioids prior to surgery, treatment should be reviewed.

There have been reports in the published literature that tramadol given post-operatively
in children after tonsillectomy and/or adenoidectomy for obstructive sleep apnoea, led
to rare, but life threatening adverse events including respiratory depression.
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4.5 Interaction with other medicinal products and other forms of interaction

[...]

The concomitant use of Tramadex OD with sedating medicinal products such as
benzodiazepines or other respiratory or CNS depressants (e.g. other opioids,
antitussives or substitution treatments, barbiturates, antipsychotics, H1-antihistamines,
alcohol) increases the risk of sedation, respiratory depression, coma and death because
of additive CNS depressant effect (see section 4.8).

[...]

The concomitant use of Tramadex OD with gabapentinoids (gabapentin and pregabalin)
may result in respiratory depression, hypotension, profound sedation, coma or death.

Anticholinergics
Concomitant administration of Tramadex OD with anticholinergics or medications with
anticholinergic activity (e.g. tricyclic antidepressants, antihistamines, antipsychotics,
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muscle relaxants, anti-Parkinson drugs) may result in increased anticholinergic adverse
effects.
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4.9 Overdose

[...]

Symptoms

In principle, on intoxication with tramadol symptoms similar to those of other centrally
acting analgesics (opioids) are to be expected. These include in particular miosis,
vomiting, cardiovascular collapse, consciousness disorders up to coma, convulsions,
respiratory depression up to respiratory arrest and death.
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