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Powder for solution for infusion
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Topotecan monotherapy is indicated for the treatment of:

« patients with metastatic carcinoma of the ovary after failure of first-line or subsequent therapy.

* patients with relapsed small cell lung cancer (SCLC) for whom re-treatment with the first-line regimen is not
considered appropriate.

Topotecan in combination with cisplatin is indicated for patients with carcinoma of the cervix recurrent after
radiotherapy and for patients with Stage IVB disease.

Patients with prior exposure to cisplatin require a sustained treatment free interval to justify treatment with
the combination.
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4.6 Fertility, pregnancy and lactation

Women of childbearing potential/Contraception in males and females

Topotecan has been shown to cause embryo-foetal lethality and malformations in preclinical studies (see
section 5.3). As with other cytotoxic medicinal products, topotecan may cause foetal harm and therefore
women of childbearing potential should be advised to avoid becoming pregnant during therapy with
topotecan.

As with all cytotoxic chemotherapy, patients being treated with topotecan must be advised that they or their
partner must use an effective method of contraception.

Women of childbearing potential should use effective contraceptive measures while being treated with
topotecan and for 6 months following completion of treatment.

Men are recommended to use effective contraceptive measures and to not father a child while receiving
topotecan and for 3 months following completion of treatment.




