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Bosutinib 100 mg; Bosutinib 500 mg

Indicated for:
Bosulif is indicated for the treatment of adult patients with:

e newly-diagnosed chronic phase (CP) Philadelphia chromosome-positive chronic
myelogenous leukaemia (Ph+ CML).

e chronic phase (CP), accelerated phase (AP), and blast phase (BP) Philadelphia
chromosome positive chronic myelogenous leukaemia (Ph+ CML) previously treated with
one or more tyrosine kinase inhibitor(s) [TKI(s)] and for whom imatinib, nilotinib and
dasatinib are not considered appropriate treatment options.
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4.6 Fertility, pregnancy and lactation

Women of childbearing potential/Contraception

Women of childbearing potential should be advised to use effective contraception during treatment
with bosutinib and for at least 1 month after the last dose and to avoid becoming pregnant while
receiving bosutinib. In addition, the patient should be advised that vomiting or diarrhoea may
reduce the efficacy of oral contraceptives by preventing full absorption.
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