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Indicated for the treatment of patients with relapsed small cell lung cancer (SCLC) for whom retreatment
with the first-line regimen is not considered appropriate.
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4.6 Fertility, pregnancy and lactation

Women of childbearing potential/ Contraception in males and females anrd-Pregnancy

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. and-to-inform-the-treating-physicianimmediately-should-this-oceur:

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.

Pregnancy

If topotecan is used during pregnancy, or if the patient becomes pregnant during therapy with topotecan, the
patient must be warned of the potential hazards to the foetus.

4.8 Undesirable effects

Gastrointestinal disorders

Very common Nausea, vomiting and diarrhoea (all of which may be severe), which may lead to
dehydration (see sections 4.2 and 4.4)

Common Abdominal pain?, constipation, mucositis, dyspepsia
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Not known Gastrointestinal perforation

Hepatobiliary disorders

Common Hyperbilirubinaemia

General disorders and administration site conditions

Very common Fatigue
Common Asthenia, pyrexia, malaise
Not known Mucosal inflammation
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