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Tegretol 200 mg tablets [015-41-24602]
Tegretol CR 200 mg tablets [041-24-25416]
Tegretol CR 400 mg tablets [041-23-25417]
Tegretol syrup 2% [022-90-24971]
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Epilepsy, Trigeminal neuralgia, Diabetes insipidus, Mania, prophylactic in manic-depressive illness.
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2. QUALITATIVE AND QUANTITATIVE COMPOSITION

The syrup contains propyl hydroxybenzoate, methyl hydroxybenzoate, propylene glycol and
Sorbitol (refer to section 4.4, subsection Excipients of known eftecd.

4. CLINICAL PARTICULARS

4.4 Special warnings and precautions for use

Excipients with known effect

5 ml syrup contains 2 mg saccharin sodium, 875 mg liquid sorbitol, approximately 0.6 mg sodium and
preservatives: Methylparaben 6 mg, Propylparaben 1.5mg, Sorbic acid 5 mg.

Sorbitol: This medicine contains 175mg sorbitol in each milliliter, which is equivalent to 175mg/ ml.
Patients with hereditary fructose intolerance (HFI) should not take / be given this medicinal product.
Sorbitol may cause gastrointestinal discomfort and mild laxative effect.

Propylene glycol: This medicine contains 125mg propylene glycol in each 100mg/5ml which is
equivalent to 25mg per ml. The excipient propylene glycol (PG) is generally considered safe.
However, Co-administration with any substrate for alcohol dehydrogenase such as ethanol may induce
serious adverse effects in neonates. In the neonate, if high doses or prolonged administration are
warranted, PG toxicity can occur. Effects such as lactic acidosis, central nervous system
depression/toxicity, hyperosmolarity, haemolysis, cardiac arrhythmia and seizures have been
observed.

Para hydroxybenzoates: This medicine contains methyl hydroxybenzoate and propyl
hydroxybenzoate which may cause allergic reactions (possibly delayed).

This medicine contains less than 1mmol sodium (23mg) per ml, that is to say essentially ‘sodium free’.
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