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Briviact 10 mg film coated tablets
Briviact 25 mg film coated tablets
Briviact 50 mg film coated tablets
Briviact 75 mg film coated tablets
Briviact 100 mg film coated tablets

Briviact 10 Mg/MI Solution For Injection/Infusion

Briviact Oral Solution
Active ingredient:
Brivaracetam
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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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4.8 Undesirable effects

Paediatric population

The safety profile of brivaracetam observed in children was consistent with the safety profile observed in
adults. In the open label, uncontrolled, long-term studies suicidal ideation was reported in 4.7 % of
paediatric patients assessed from 6 years onwards (more common in adolescents) compared with 2.4 % of
adults and behavioural disorders were reported in 24.8 % of paediatric patients compared with 15.1 % of
adults. The majority of events were mild or moderate in intensity, were non-serious, and did not lead to
discontinuation of study drug. An additional adverse reaction reported in children was psychomotor
hyperactivity (4.7 %).

Fhereare Himited-safety-data-from-open-tabel studiesNo 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. No clinical data are available in neonates.

.4...9 Overdose
Symptoms

There is limited clinical experience with brivaracetam overdose in humans. Somnolence and dizziness have
been reported in a healthy subject taking a single dose of 1,400 mg of brivaracetam.
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The following adverse reactions were reported with brivaracetam overdose: nausea, vertigo, balance
disorder, anxiety, fatique, irritability, aggression, insomnia, depression, and suicidal ideation in the post-
marketing experience. In general, the adverse reactions associated with brivaracetam overdose were
consistent with the known adverse reactions.
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