Enzalutamide

[08055] Xtandi® Soft Capsules 40 mg ATC Code * LO2BB04
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Antineoplastic Agent, Antiandrogen.
Administration:
Administer at the same time each day, either with or without food. Swallow
capsules whole; do not chew, dissolve, or open the capsules.

Dosage regimens:
160 mg QD

Dosage adjustment for concomitant strong CYP2CS8 inhibitors:

® Avoid concomitant use if possible.

® [f coadministration is necessary, reduce enzalutamide dose to_80 mg once daily.
If the strong CYP2CS inhibitor is discontinued, adjust the enzalutamide dose
back up to the dose used prior to the initiation of the strong CYP2CS inhibitor.

Dosage adjustment for concomitant strong CYP3A4 inducers:

® Avoid concomitant use if possible.
® [f coadministration is necessary, increase the enzalutamide dose to 240 mg once
daily. If the strong CYP3A4 inducer is discontinued, adjust the enzalutamide
dose back to the dose used prior to the initiation of the strong CYP3A4 inducer.
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CYP2C8 and CYP3A4 are responsible for the metabolism of enzalutamide.
Enzalutamide is also a strong CYP3A4 inducer.

1. strong CYP2CS inhibitor (gemfibrozil) : T the plasma exposure of XTANDL

2. strong CYP3A4 inducers (carbamazepine, phenobarbital, phenytoin, rifabutin,
rifampin, rifapentine, St. John’s wort) :| the plasma exposure of XTANDI.

3. Exemestane, fentanyl, sorafenib, warfarin, dronedarone, amiodarone, ticagrelor,
linagliptin, erlotinib, tramadol, codeine, tamoxifen, imatinib, nifedipine, aprepitant,
carbamazepine, rifabutin, phenytoin, hormonal contraceptives, voriconazole,
ketoconazole, dihydroergotamine : | the plasma exposure of these drugs. (Xtandi is
also a strong CYP3A4 inducer)

4. strong CYP3A4 inhibitor (clarithromycin, voriconazole, ketoconazole ): 1 the

plasma exposure of XTANDI.
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