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Special
Hepatitis B reactivation warnings
Reactivation of hepatitis B (HBV) in patients and

who are chronic carriers of this virus has precautions
occurred after these patients received BCR-ABL for use
tyrosine kinase inhibitors. Some cases resulted
in acute hepatic failure or fulminant hepatitis
leading to liver transplantation or a fatal
outcome.

Patients should be tested for HBV infection
before initiating treatment with bosutinib.
Experts in liver disease and in the treatment of
hepatitis B should be consulted before treatment
is initiated in patients with positive hepatitis B
serology (including those with active disease)
and for patients who test positive for HBV
infection during treatment. Carriers of HBV who
require treatment with bosutinib should be
closely monitored for signs and symptoms of
active HBV infection throughout therapy and for
several months following termination of therapy
(see section 4.8).

Undesirable
Hepatitis B reactivation effects
Hepatitis B reactivation has been reported in
association with BCR-ABL TKIls. Some cases
resulted in acute hepatic failure or fulminant
hepatitis leading to liver transplantation or a
fatal outcome (see section 4.4).
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