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4.4 Special warnings and special precautions for use
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Worsening of seizures

..... Lack of efficacy or seizure worsening has for example been reported in patients with epilepsy associated with
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sodium voltage-gated channel alpha subunit 8 (SCN8A) mutations.

4.8 Undesirable effects

Frequency category

MedDRA SOC

Very common Common Uncommon Rare Very rare
Psychiatric Obsessive
disorders compulsive
disorder**

Nervous system Neuroleptic

disorders malignant

syndrome*

**Very rare cases of development of obsessive-compulsive disorders (OCD) in patients with underlying history of OCD

or psychiatric disorders have been observed in post-marketing surveillance.
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