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Xcopri®12.5 mg, Tablets
Xcopri®25, 50, 100, 150, 200 mg, Film-coated tablets
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Each tablet contains Cenobamate 12.5, 25, 50, 100, 150 or 200 mg, respectively.

NIYINNA D'IND
Xcopri is indicated for the adjunctive treatment of focal-onset seizures with or without
secondary generalisation in adult patients with epilepsy who have not been adequately
controlled despite a history of treatment with at least 2 anti-epileptic medicinal products.
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4.4 Special warnings and precautions for use

[...]

Liver injury

Increased levels of hepatic enzymes and rare cases of severe liver injury with hepatic

failure have been reported in patients treated with cenobamate. Many cases occurred in
the context of a polytherapy with other antiseizure medications (see section 4.8).

Serum transaminases (ALT and AST), gamma-glutamyl transferase (GGT), alkaline
phosphatase and total bilirubin should be evaluated before initiation of cenobamate and
monitored during treatment. If liver injury is suspected or detected, dose reduction or
discontinuation of cenobamate should be considered.

[...]

4.8 Undesirable effects
[...]

Hepatobiliary Rare Liver injury
disorders
Common Hepatic enzyme increased”
[...]

*Grouped terms:

[...]
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Hepatic enzyme increased: Alanine aminotransferase increased, Aspartate
aminotransferase increased, Hepatic enzyme increased, Hepatic function
abnormal, Transaminases increased, Gamma glutamyltransferase increased.

[...]

Description of selected adverse reactions

[...]

Hepatobiliary disorders

Liver injury, including marked elevations of hepatic transaminases and bilirubin as well
as hepatic failure, has been reported during treatment with cenobamate. Many cases
occurred in the context of a polytherapy with other antiseizure medications. In most
cases, dose reduction or discontinuation of cenobamate was followed by prompt
normalization of serum transaminases (see section 4.4).
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