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Scemblix 20 mg, Scemblix 40 mg, Film coated tablets
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SCEMBLIX is indicated for the treatment of adult patients with:

ePhiladelphia chromosome-positive chronic myeloid leukemia (Ph+ CML) in chronic phase (CP),
previously treated with two or more tyrosine kinase inhibitors (TKIs).

*Ph+ CML in CP with the T315] mutation
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ASCIMINIB (AS HYDROCHLORIDE) 20 mg
ASCIMINIB (AS HYDROCHLORIDE) 40 mg
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13 NONCLINICAL TOXICOLOGY

13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility

In a 2-vear carcmogenicity study, rats were administered oral doses of ascimumb at 20, 66, and 200 mo'ke/day in males
and 10, 30, and 66 mg/'ke/day i females. Ascimimb mduced a statistically sigmficant increase mn the incidence of bempn
Sertol cell tumors in the ovanes of high-dose females. The exposures to ascinminib (AUC) 1n female rats at 66 mo/ko/day
were approzamately §-fold or 6-fold higher than the exposure (AUC) achieved in patients at the dose of 40 mg twice daily
or 80 mp once daily, respectively. and equivalent to those achieved in patients at the dose of 200 mg twice daily. The
clinical relevance of these findings 15 currently unknown.
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