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Tegretol 200 mg tablets [015-41-24602]
Tegretol CR 200 mg tablets [041-24-25416]
Tegretol CR 400 mg tablets [041-23-25417]
Tegretol syrup 2% [022-90-24971]
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Epilepsy, Trigeminal neuralgia, Diabetes insipidus, Mania, prophylactic in manic-depressive illness.
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4.6 Fertility, pregnancy and lactation

Pregnancy

Risk summary

Offspring of epileptic mothers are known to be more prone to developmental disorders, including
malformations. Although conclusive evidence from controlled studies with carbamazepine
monotherapy is lacking, developmental disorders and malformations, including spina bifida and also
other congenital anomalies, e.g. craniofacial defects, cardiovascular malformations, hypospadias,
microcephaly and anomalies involving various body systems, have been reported in association with
the use of Tegretol.

Based on data in a North American pregnancy registry and EURAP registry (European and
International Registry of Antiepileptic Drugs and Pregnancy), the prevalence rate of major congenital
malformations, defined as a structural abnormality with surgical, medical, or cosmetic importance,
diagnosed within 12 weeks of birth following maternal exposure to carbamazepine monotherapy in
the first trimester was 3.0% (95% CI 2.1-4.2%) and assessed after 1 year of birth was 5.4% (95% CI
4.5 to 6.4) respectively. The prevalence of congenital malformations in patients not exposed to any
antiepileptic was 1.1% (95% CI 0.35 to 2.5%). The relative risk (RR) of congenital abnormalities in
pregnant women on carbamazepine compared with pregnant women not exposed to—As-cempared-to
pregnant-womennottaking any antiepileptic drug;therelativerisk was 2.7 (95% CI 1.0+-7.0). There
is evidence to suggest that the risk of malformation with carbamazepine may be dose-dependent.

Data from an epidemiological study suggests an increased risk for infants of being born small for
gestational age (potentially associated with fetal growth restriction) in pregnant women receiving
antiepileptic drugs (including carbamazepine) during pregnancy compared to unexposed pregnant
women with epilepsy. Neurodevelopmental disorders (such as developmental delay, Autism
spectrum disorder, Intellectual disability, ADHD, etc.) have been reported among children born to
women with epilepsy treated with carbamazepine alone or in combination with other antiepileptic
drugs during pregnancy. Studies related to the risk of neurodevelopmental disorders in children
exposed to carbamazepine during pregnancy are contradictory and a risk cannot be excluded.

Specialist medical advice regarding the potential risks to a foetus caused by both seizures and
antiepileptic treatment should be given to all women of childbearing potential taking antiepileptic
treatment, and especially to women planning pregnancy and women who are pregnant.
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