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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”).

Taking these data into consideration:

If women receiving Trileptin therapy become pregnant, plan to become pregnant or if Trileptin treatment must
be initiated during pregnancy, the necessity of Trileptin treatment should be re-evaluated based on an
assessment of the risks and benefits for the patient and child. This is particularly important during the first
3 months of pregnancy. The lowest effective dose should be given. In women of childbearing age and at least
in the first 3 months of pregnancy Trileptin should be administered as monotherapy whenever possible. The
potential for congenital malformations is greater in the offspring of women treated with combination
therapies than in women receiving monotherapy. Patients should be counselled regarding the possibility
of an increased risk of congenital malformations and antenatal screening options.

Monitoring and prevention

Some antiepileptics may contribute to a folic acid deficiency, a possible factor in congenital
malformations. Folic acid supplementation is therefore recommended before and during pregnancy.
As the efficacy of this measure is not proven, the option of specific antenatal screening should also
be offered to women taking supplementary folic acid.

Data from a limited number of women indicate that plasma levels of the active metabolite of
oxcarbazepine, the 10-monohydroxy derivative (MHD), may gradually decrease throughout pregnancy.
It is recommended to carefully monitor the clinical response in women taking oxcarbazepine during
pregnancy to ensure adequate seizure control. An evaluation of changes in MHD plasma levels should
be considered. If the dose has been increased during pregnancy, monitoring of post-partum MHD
plasma levels may also be considered.

Neonates

Bleeding disorders have been reported in neonates following intrauterine exposure to antiepileptic drugs.
Neonates should therefore be given vitamin K1. The administration of vitamin K1 to the mother during the last
few weeks of pregnancy may also be considered as a precautionary measure.

Rare cases of hypocalcaemia have been observed in neonates whose mothers were treated with antiepileptic
drugs during pregnancy. These cases were due to disorders of calcium phosphate metabolism and bone
mineralisation. In addition, neonatal abstinence syndrome following intrauterine oxcarbazepine
exposure has been reported in newborns in isolated cases.
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