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Caprelsa is indicated for the treatment of aggressive and symptomatic Rearranged during
Transfection (RET) mutant medullary thyroid cancer (MTC) in patients with unresectable
locally advanced or metastatic disease.
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4.6 Fertility, pregnancy and lactation

Women of childbearing potential / Contraception in males & females
Women of childbearing potential and fertile men must use effective contraception during
therapy and for at least four months following the last dose.

Fertility

There are no data on the effect offarats; vandetanib had-ne-effeet-on humanmale- fertility-.
Results from animal studies indicate that vandetanib can impair male andbutimpaired female
fertility (see section 5.3).

5.3 Preclinical safety data

Reproductive toxicology

In a fertility study of male rats, no effect on copulation or fertility rate were observed when
untreated females were mated with males treated with vandetanib:; however, in the same study
there was a slight decrease in the number of live embryos and an increase in preimplantation
loss. Vandetanib-had-no-effect-on-fertility-in-malerats: In a female fertility study, there was a
trend towards increased oestrus cycle irregularity, a slight reduction in pregnancy incidence
and increase in implantation loss. In a repeat-dose toxicity study in rats, there was a decrease
in the number of corpora lutea in the ovaries of rats given vandetanib for 1 month.
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