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Vimpat 50 mg Film coated tablets ni7a0 A'"'n 50 von!
Vimpat 100 mg Film coated tablets ni7a0 2"'n 100 von'
Vimpat 150 mg Film coated tablets ni7a0 2"'n 150 von
Vimpat 200 mg Film coated tablets ni7a0 2" 200 von!
Vimapt Syrup 10 mg/ml 7"'n/a'n 10 ©91N'0 VON'I
Vimpat 10 mg/ml Solution for infusion 1.V nmioax? nomn 7"'n/a"n 10 von
Active ingredient: 2199 0IN
LACOSAMIDE mois
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Vimpat is indicated as monotherapy and adjunctive therapy in the treatment of partial-onset seizures with or

without secondary generalisation in patients-with-epilepsy-aged-16-years-and-older adults, adolescents and

children from 4 years of age with epilepsy.
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4.2 Posology and method of administration

Loading dose

Administration of a loading dose has not been studied in children. Use of a loading dose is not
recommended in adolescents and children weighing less than 50 kg.

4.6 Fertility, pregnancy and lactation

Breastfeeding

It is unknown whether lacosamide is excreted in human breast milk. A risk to the newborns/infants cannot
be excluded. Animal studies have shown excretion of lacosamide in breast milk. For precautionary
measures, breast-feeding should be discontinued during treatment with lacosamide.

4.8 Undesirable effects
Tabulated list of adverse reactions

System organ Very Common Uncommon Not known
class common

Nervous system | Dizziness | Balance disorder Syncope® Convulsion®
disorders | Headache Coordination
abnormal
Memory
impairment
Cognitive
disorder

Somnolence
Tremor
Nystagmus

Hypoesthesia
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Dysarthria
Disturbance in
attention
Paraesthesia

©®Reported in open-label studies.

Paediatric population

The safety profile of lacosamide in placebo-controlled (see study details in section 5.1) and in open-label

studies (n=408) in adjunctive therapy in children from 4 years of age was consistent with the safety profile
observed in adults although the frequency of some adverse reactions (somnolence, vomiting and convulsion)
was increased and additional adverse reactions (nasopharyngitis, pyrexia, pharyngitis, decreased appetite,
lethargy and abnormal behaviour) have been reported in paediatric patients: nasopharyngitis (15.7 %),
vomiting (14.7 %), somnolence (14.0 %), dizziness (13.5 %), pyrexia (13.0 %), convulsion (7.8 %), decreased
appetite (5.9 %), pharyngitis (4.7 %), letharqgy (2.7 %) and abnormal behaviour (1.7 %).

A total of 67.8 % of patients randomised to lacosamide and 58.1 % of patients randomised to placebo reported
at least 1 adverse reaction.

Behavioural, cognition and emotional functioning were measured by the questionnaires Achenbach CBCL
and BRIEF that were applied at baseline and throughout the studies and where mainly stable during the
course of the trials.
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