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

*Philadelphia 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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7.2 Effect of SCEMBLIX on Other Drugs

Substrates of OATP1B or BCRP

Asciminib is an OATP1B and BCRP inhibitor. The effect of concomitant use of SCEMBLIX
with OATP1B and BCRP substrates has not been established in clinical studies. However,
based upon a mechanistic understanding of the elimination of asciminib and its in vitro
inhibitory potential [see Clinical Pharmacology (12.3)], concomitant use of SCEMBLIX
increases the Cmax and AUC of OATP1B and BCRP substrates, which may increase the risk
of adverse reactions of these substrates.

Avoid coadministration of SCEMBLIX at all recommended doses with rosuvastatin _and
atorvastatin. Closely monitor for adverse reactions in patients treated with SCEMBLIX at all
recommended doses with concomitant use of other OATP1B or BCRP substrates. Reduce
the dosage of the other OATP1B or BCRP substrates as recommended in their Prescribing
Information when used concomitantly with SCEMBLIX at all recommended doses.

12.3 Pharmacokinetics

Asciminib may increase the exposure of OATP1B or BCRP substrates in a dose dependent
manner.
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