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

Bipolar disorders: Treatment of manic episode in bipolar disorder 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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4.4 Special warnings and precautions for use

Severe skin reactions and angio-oedema

Severe skin reactions such as Stevens-Johnson syndrome (SJS), toxic epidermal necrolysis (TEN)
and drug reaction with eosinophilia and systemic symptoms (DRESS), erythema multiforme and
angio-oedema have been reported in association with valproate treatment. Patients should be
informed of the symptoms of severe skin reactions and closely monitored. If symptoms of severe
skin reactions or angio-oedema are observed, immediate evaluation is required, and treatment
must be discontinued if the diagnosis of a severe skin reaction or angio-oedema is confirmed.

4.5 Interaction with other medicinal products and other forms of interaction

Clozapine

Concomitant treatment with valproate and clozapine may increase the risk of neutropenia and
clozapine-induced myocarditis. If concomitant use of valproate and clozapine is required, careful
monitoring for both adverse reactions is required.

4.8 Undesirable effects

Respiratory, thoracic and mediastinal disorders
Uncommon: pleural effusion (eosinophils).
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Skin and subcutaneous tissue disorders

Not known: Hyperpigmentation.
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