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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 DRUG INTERACTIONS
7.1 Effect of Other Drugs on SCEMBLIX

Strong CYP3A4 Inducers

Concomitant use of SCEMBLIX with strong CYP3A4 inducers decreases both the asciminib Cmax and AUC [see Clinical
Pharmacology (12.3)].

7.2 Effect of SCEMBLIX on Other Drugs

Substrates of OATP1B or BCRP

Asciminib is an-OATP1B-anda BCRP inhibitor. Theeffectof concomitant-Concomitant use of SCEMBLIX with
OA—'FP—I—Baﬂd—may increase the plasma concentratlon of BCRP substrates—has—ﬂet—bee&estabhshed—mrehmeai—smdies

Chmcal Pharmacology (12. 3)] g : asthe Cm
substrates-which may increase the risk of adverse reactlons ef—assomated with these substrates

Avoid coadministration of SCEMBLIX at all recommended doses with rosuvastatin aad-atervastatia. Closely monitor for
adverse reactions in patients treated with SCEMBLIX at all recommended doses with concomitant use of other OATPIE
o-BCRP substrates. Reduce the dosage of the other OATP1B-6+ BCRP substrates as recommended in their Prescribing
Information when used concomitantly with SCEMBLIX at all recommended doses.

12 CLINICAL PHARMACOLOGY

12.3  Pharmacokinetics

Drug Interaction Studies

Clinical Studies and Model-Informed Approaches

Drugs That Affect Asciminib Plasma Concentration

Strong CYP3A Inducers: The asciminib AUCj,s decreased by 34% and Cpax decreased by 22% following coadministration
of a single SCEMBLIX dose of 200 mg with a strong CYP3A4 inducer (phenytoin) 100 mg three times daily. The
asciminib AUCj,s decreased by 15% while Cpax increased by 9%, following coadministration of a single SCEMBLIX dose

of 40 mg with a strong CYP3A4 inducer (rifampicin).
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Drugs That are Affected by Asciminib

QATPI1B Substrates: The atorvastatin (substrate of OATP1B. CYP3A4. and P-gp) AUCinr and Cpax increased by 14% and
24%. respectively. following coadministration of atorvastatin with SCEMBLIX 80 mg once daily.
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