Abridged prescribing information
Sabril tablels / S =
tndications
reatment of cehactory epilepsy, parhcalanly pantigl eplepsy i agnils aod childien, excloding peiit ml,
n addiion lo existing lreatment. 7 ’
Dosage and adminis{tation
Aclulls: Becommended slartng dosa: 2 grinns ¢4 1ablels) m one or two darly dosesinadeiion (o
exisling ieatienl. 1l necessary ncreased o decrensed m O.5q or g meiements depencdmeg on
chineal iesponse and loletabibly. Anincrease in e danly dose above A¢ dons nol usnally improve:
elicacy.
Chilciren: lreatment shoulld be slanled with a dose ol d0mgrkeg which can be mereased gradually to
80- 100my/kg.
I nfants with Wesl's syndrome doses ol 100mg/kg per day may be necassary.
Cldexnly and pationts wath renal impairment: Consider dose reduction parlicularly il creatinine clearane.e
15 los3 than G0mi/mm. Stanl Ireatment wilh the loweslt dose and monilor closely for adverse evenls i
parlicular sedation and signs ol confusion.
Contraindications Hypersensilivily lo vigabalnn or any ol the componenls.
Precautigns: TN view of 1he frequency of psyclialne adverse ellecls. tealment with vigabaltnn shionted
nol be constdered in patients with a hislory ol paychiaine disease unless he use of this product <
considered 1o be m abzolule necessily. Garetul monmiloang of these patienis s mandalory. As wilhy il
antiepdephics, abrpl withdrawal of trealinent may lead 1o rebound seizoees; therelore i case of
withdrawal rom iealment with Sabrdl, il is recommended a gradual dose reduclion.
Pregnancy: n absence ol cimical dala the product should not be used n pregnant women.
Lactaton: Breast feeding 1s no! recornmended curing lrealment wilh Saboril.
Warnings: Animal safely sludies indicale 1hal vigabalrn causes intrtamyelinic oedema i Ihe bran of
some species. There is no avidence Ihat s eflect occurs in man. However, il is recomimended 1hal
pahienls reated wilh vigabalnn e closely observed for adverse ellects on neurological funclion.
f-llects on duving ability: Drowsiness has heen observed and pakienls should he warned.
Side-effects: Are mainly CNS relaled. The mosl common ate drowsimess and laligne: olher eliecls
have heen reporled in parthicular verligao. agilaion, rrilabiity, depression, headache and, less oflen,
psychosis, confusion, memory loss and diplapia. Alzo weighl gam, nunor gastro-intestinal
disltrbances and decrease m SGOT and SGPT have been observed.
In children the mosl reqgnent adverse reactions are: agitalion, excitalion, and occasionally nsonmia
These reactions occur af [he slant of iealment and disappear gradoally if they are followed by 3
recluclion in dosacie,
Drug interactions: Ate unlikely. A gradial teduclion of up to a maxenum ol 20% n plasmia phenylon
foncentralion has been observed. No cinically significant inleractions wilh carbarazepine,
phenobarbital or sodinm valproale.
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