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4.4  Special warnings and precautions for use

Severe skin reactions

Bosutinib can induce severe skin reactions such as Stevens-Johnson Syndrome and
Toxic Epidermal Necrolysis. Bosutinib should be permanently discontinued in
patients who experience a severe skin reaction during treatment.

Tumour lysis syndrome

Due to the possible occurrence of tumour lysis syndrome (TLS), correction of
clinically significant dehydration and treatment of high uric acid levels are
recommended prior to initiation of bosutinib (see section 4.8).

Special
warnings and
precautions
for use

4.8 Undesirable effects
Tabulated list of adverse reactions

Table 2 - Adverse reactions for bosutinib

System Organ Class Frequency | Adverse All Grade 3 Grade 4
reactions Grades n (%) n (%)
n (%)
Neoplasms benign, Uncommon | Tumour lysis 4(0.5) 2(0.2) 0
malignant and syndrome*
unspecified (incl cysts
and polyps)
Vascular disorders Common Hypertension® | 48 (5.5) 14 (1.6) 0
Skin and subcutaneous | Not known | Stevens-Johns | --- ---
tissue disorders on Syndrome
and Toxic
epidermal
necrolysis”

The following terms have been combined:

4 Vascular hypertensive disorders,

* ADR identified post-marketing

blood pressure increased

Undesirable
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