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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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Epilepsy: Treatment of generalized or partial epilepsy secondary epilepsy and mixed forms
of epilepsy.

Bipolar disorders: Treatment and/orprevention of acute manic episodes in the-contextof
bipolar disorders when lithium is contraindicated or not tolerated. The continuation of
treatment after manic episode could be considered in patients who have responded to
valproic acid for acute mania.
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4.1 Therapeutic indications

Epilepsy: Treatment of generalized or partial epilepsy secondary epilepsy and mixed forms

of epilepsy.

Bipolar disorders: Treatment and/orprevention of acute manic episodes in the-context-of

bipolar disorders when lithium is contraindicated or not tolerated. The continuation of

treatment after manic episode could be considered in patients who have responded to

valproic acid for acute mania.

4.2 Posology and method of administration
Dosage
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Manic episodes in bipolar disorder

Adults

The daily dosage should be established and controlled individually by the treating doctor. The
initial recommended daily dose is 750 mg. In addition, in clinical trials a starting dose of 20 mg
sodium valproate/kg body weight has also shown an acceptable safety profile. Prolonged-release
formulations can be given once or twice daily. The dose should be increased as rapidly as
possible to achieve the lowest therapeutic dose which produces the desired clinical effect. The
daily dose should be adapted to the clinical response to determine the lowest effective dose for
the individual patient.

The average daily dose usually ranges between 1000 and 2000 mg sodium valproate. Patients
receiving daily doses higher than 45 mg/kg body weight/day should be carefully monitored.
Continuation of treatment of manic episodes in bipolar disorder should be adapted individually
using the lowest effective dose.

Children and adolescents

The efficacy of Ergenyl chrono for the treatment of manic episodes in bipolar disorder has not
been evaluated in patients aged less than 18 years.

For information on the safety profile in children, see section 4.8.
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