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Treatment of primary generalised tonic-clonic seizures and partial seizures, with or without secondary
generalisation.
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4.6 Pregnancy/Breast-feeding

Pregnancy

Risks for the child due to oxcarbazepine

Clinical data on the administration of oxcarbazepine to humans during pregnancy are limited. The most
frequent congenital malformations occurring during oxcarbazepine therapy were ventricular septal defect,
atrioventricular septal defect, cleft lip and palate, Down’s syndrome, hip dysplasia (unilateral or bilateral),
tuberous sclerosis and congenital malformation of the ear, urogenital tract and nervous system. In addition,
bleeding disorders have been reported in neonates following intrauterine exposure (see also “Neonates” under
“Monitoring and prevention”).

Based on data from a North American pregnancy registerregistry, the frequency of serious congenital
malformations, defined as structural anomalies which are surgically, medically or cosmetically significant,
diagnosed within 12 weeks from birth, was 2.89% (95% Cl, 6-61.7% to 5.40%) if the mother received
oxcarbazepine monotherapy in the first trimester. Compared to women who did not receive anticonvulsants
during pregnancy the relative risk (RR) of congenital anomaly in pregnant women treated with oxcarbazepine
was 2 (95% CI1 0.5 to 7.4).

Study results relating to the risk of developmental disorders of the nervous system in children exposed to
oxcarbazepine during pregnancy are contradictory and a risk cannot be ruled out.

Data from a European epidemiological study suggest an increased risk of infants being born small for
gestational age (potentially associated with fetal growth restriction) in women receiving antiepileptics (including
oxcarbazepine) during pregnancy compared to unexposed pregnant women with epilepsy.

Fertility
There are no data available on human fertility. No impairment of fertility due to oxcarbazepine was detected in
rat studies (see “Reproductive toxicity” under “Preclinical data”).
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