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Treatment in combination with other anti epileptic drugs for patients with resistant :n'wnn
partial epilepsy with or without secondary generalisation, that is where all other appropriate

drug combinations have proven inadeqate or have not been tolerated.
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4.4 Special warnings and precautions for use
/
Neurological and psychiatric conditions
/!
Cases of abnormal brain MRI findings have been reported, in particular in young infants treated for
infantile spasms with high doses of vigabatrin. The clinical significance of these findings is currently
unknown. Additionally, cases of intramyelinic oedema (IME) have been reported, particularly in
infants treated for infantile spasms (see section 4.8 and 5.3). IME has been reported to be reversible
following drug discontinuation, and it is therefore recommended to progressively discontinue
vigabatrin when IME is observed.

4.8 Undesirable effects
I/l

Nervous system disorders: Frequency not known

Cases of brain MRI abnormalities have been reported, intramyelinic oedema
(particularly in infants) (see sections 4.4 and 5.3).

1

Investigations ***

/!

***Laboratory data indicate that vigabatrin treatment does not lead to renal toxicity. Decreases in
ALT and AST, which are considered to be a result of inhibition of these aminotransferases by
vigabatrin, have been observed. Chronie-treatment-with-vigabatrin-may be-associated-with-aslight
’ il lobin whicl | s clinical sienifi _
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