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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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4.4 Special warnings and precautions for use

Cardiovascular Toxicity

BOSULIF can cause cardiovascular toxicity including cardiac failure, left ventricular dysfunction, and
cardiac ischaemic events. Cardiac failure events occurred more frequently in previously treated patients than
in patients with newly diagnosed CML and were more frequent in patients with advanced age or risk factors,
including previous medical history of cardiac failure. Cardiac ischaemic events occurred in both previously
treated patients and in patients with newly diagnosed CML. Monitor patients for signs and symptoms
consistent with cardiac failure and cardiac ischaemia and treat as clinically indicated. Interrupt, dose reduce,
or discontinue BOSULIF as necessary.

4.8 Undesirable effects

Description of selected adverse reactions

Cardiac disorders

Seven patients (0.5%) experienced QTcF prolongation (greater than 500 ms). Eleven (0.8%) patients
experienced QTcF increase > 60 ms from baseline. Patients with uncontrolled or significant cardiovascular
disease including QTc prolongation, at baseline, were not included in clinical studies (see sections 5.1 and
5.3).

Cardiovascular toxicity including cardiac failure, left ventricular dysfunction and cardiac ischaemia have
been reported in patients receiving bosutinib.
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