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Briviact is indicated as adjunctive therapy in the treatment of partial onset seizures with or without
secondary generalisation in adults, adolescents and children from 4 years of age with epilepsy.
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2. QUALITATIVE AND QUANTITATIVE COMPOSITION
Each ml contains 10 mg brivaracetam.

Excipient(s) with known effect

Each ml of oral solution contains 168 239.8 mg sorbitol (E420), 1 mg methyl
parahydroxybenzoate (E218) and maximum 5.5 mg propylene glycol (E1520).

For the full list of excipients, see section 6.1.

4.6 Fertility, pregnancy and lactation

Breast-feeding

His-unknewn-whether-bBrivaracetam is excreted in human breast milk. Studies-inrats-have
shown-excretion-of-brivaracetam-in-breastmilk-{see-section-5-3}). A decision should be made

whether to discontinue breastfeeding or to discontinue brivaracetam, taking into account the
benefit of the medicinal product to the mother. In case of co-administration of brivaracetam and
carbamazepine, the amount of carbamazepine-epoxide excreted in breast milk could increase.
There is insufficient data to determine the clinical significance.

48 Undesirable effects

Paediatric population

No specific pattern of adverse event (AE) was identified in children from 1 month to < 4 years
of age. Limited data are available on neurodevelopment in children <4 years of age. Limited Ne
clinical data are available in neonates.
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