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Treatment of generalized or partial epilepsy secondary epilepsy and mixed forms of epilepsy.
Bipolar disorders:
Treatment and/or prevention of acute manic episodes in the context of bipolar disorders.
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4.8 Undesirable effects

Paediatric population

The safety profile of valproate in the paediatric population is comparable to adults, but some
ADRs are more severe or principally observed in the pediatric population. There is a particular
risk of severe liver damage in infants and young children especially under the age of 3 years.
Young children are also at particular risk of pancreatitis. These risks decrease with increasing age
(see Section 4.4).

Psychiatric disorders such as aggression, agitation, disturbance in attention, abnormal behavior,
psychomotor hyperactivity and learning disorder are principally observed in the paediatric

population.

Paediatric patients

Above the age of 10 years, children and adolescents have valproate clearances similar to those
reported in adults. In paediatric patients below the age of 10 years, the systemic clearance of
valproate varies with age. In neonates and infants up to 2 months of age, valproate clearance is
decreased when compared to adults and is lowest directly after birth. In a review of the scientific
literature, valproate half-life in infants under two months showed considerable variability ranging
from 1 to 67 hours. In children aged 2-10 years, valproate clearance is 50% higher than in adults.
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