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Hasahihi
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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4.8 Undesirable effects

Tabulated list of adverse reactions

The following adverse reactions were reported in patients in bosutinib clinical studies (Table 2). These
represent an evaluation of the adverse reaction data from 1,372 patients with either newly-diagnosed

CP CML or with chronic, accelerated, or blast phase CML resistant or intolerant to prior therapy or Ph+ ALL
who have received at least 1 dose of single-agent bosutinib. These adverse reactions are presented by system
organ class and frequency. Frequency categories are defined as: very common (> 1/10), common (= 1/100 to
< 1/10), uncommon (> 1/1,000 to < 1/100), rare (= 1/10,000 to < 1/1,000), very rare (< 1/10,000), not known
(cannot be estimated from the available data). Within each frequency grouping, adverse reactions are
presented in order of decreasing seriousness.

Table 2 - Adverse reactions for bosutinib

Immune system disorders

Common Drug hypersensitivity

Uncommon Anaphylactic shockHypersensitivity

Metabolism and nutrition disorders

Common Dehydration, Hyperkalaemia (including Blood potassium increased),
Hypophosphataemia (including Blood phosphorus decreased)

Nervous system disorders

Very common Headache, Dizziness

Common Dizziness; Dysgeusia

Respiratory, thoracic and mediastinal disorders

Very common Pleural effusion, Dyspnoea, Cough

Common Pleural-effusien, Pulmonary hypertension (including Pulmonary arterial
hypertension, Pulmonary arterial pressure increased)
Uncommon Pulmenary-hypertension; Respiratory failure, Acute pulmonary oedema

(including Pulmonary oedema)

Gastrointestinal disorders

Common Gastritis, Gastrointestinal haemorrhage (including Anal haemorrhage, Gastric
haemorrhage, Intestinal haemorrhage, Lower gastrointestinal haemorrhage,




Rectal haemorrhage, Upper gastrointestinal haemorrhage), Pancreatitis
(including Pancreatitis acute)

Hepatobiliary disorders

Common Hepatotoxicity (including Hepatitis, Hepatitis toxic, Liver disorder), Hepatic
function abnormal (including Hepatic enzyme increased, Liver function test
abnormal, Liver function test increased, Transaminases increased), Blood
bilirubin increased (including Hyperbilirubinaemia),
Gamma-glutamyltransferase increased

Uncommon Liver injury (including Drug-induced liver injury, Hepatocellular injury)
Skin and subcutaneous tissue disorders

Very common Rash (including Rash generalised, Rash macular, Rash maculo-papular, Rash
papular, Rash pruritic), Pruritus

Common Urticaria, Acne, Pruritas; Photosensitivity reaction
Uncommon Erythema multiforme, Exfoliative rash, Drug eruption
Rare Erythema-multiforme

Investigations

Common Blood creatinine increased, Amylase increased (including

Hyperamylasaemia), Blood creatine phosphokinase increased
™ Adverse reaction identified post marketing.
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