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Prolonged release tablets
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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

Sleep-related breathing disorders

Opioids can cause sleep-related breathing disorders including central sleep apnoea (CSA)
and sleep-related hypoxemia. Opioid use increases the risk of CSA in a dose-dependent
fashion. In patients who present with CSA, consider decreasing the total opioid dosage.

Adrenal insufficiency

Opioid analgesics may occasionally cause reversible adrenal insufficiency requiring
monitoring and glucocorticoid replacement therapy. Symptoms of acute or chronic adrenal
insufficiency may include e.g. severe abdominal pain, nausea and vomiting, low blood
pressure, extreme fatigue, decreased appetite, and weight loss.

4.8 Undesirable effects

Respiratory, thoracic and mediastinal disorders

Rare: respiratory depression.

Respiratory depression may occur if the quantities administered greatly exceed the
recommended doses and in the case of concomitant administration of other CNS
depressant medicinal products (see section 4.5).

Unknown: Hiccups
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An aggravation of asthma has been reported although a causal relationship was not
confirmed.
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