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#3254 ¢ Antineoplastic Agent Epidermal Growth Factor Receptor Inhibitor; Tyrosine
Kinase Inhibitor.

* 2% § ! Administration:
® Orally taken without food. Food should not be consumed for at least 3 hours
before and at least 1 hour after taking Giotrif®.
® Swallow the whole tablets with a cup of water.

Dosage regimen:
40 mg QD

Dosage adjustment in renal impairment:
eGFR >30 mL/minute/1.73 m?: No dosage adjustment is necessary.
eGFR 15 to 29 mL/minute/1.73 m?: Reduce starting dose to 30 mg once daily.
eGFR <15 mL/minute/1.73 m2 and hemodialysis: There are no dosage adjustments
provided in the manufacturer's labeling (has not been studied).

Dosage adjustment for concomitant therapy:
P-gp inhibitors: If concomitant therapy is not tolerated, reduce afatinib daily dose by
10 mg. Upon discontinuation of the P-gp inhibitor, resume previous dose as
tolerated.
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2.Based on animal studies and on the mechanism of action, afatinib may cause fetal
harm if used during pregnancy. Women of reproductive potential should use highly
effective contraception during therapy and for at least 2 weeks after the last dose.
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2.1t is not known if afatinib is present into breast milk. Due to the potential for serious
adverse reactions in the breastfed infant, the manufacturer recommends against
breastfeeding during therapy and for at least 2 weeks after the last afatinib dose.



