(nin'v2 yTn) annn Y ayTin

10/10/2011 3" IXN
Tarceva® Tablets 100mg & 150mg :N'72IX2 V'WON DY
133.43.31233.00 & 133.41.31234.00:D1¥" 90N

n"ya (7RY') NP'a¥NIS YN IDIYNA Y] DY

AINX V712 0'Inion |I'7_Ul o'"N'vn

X917 17V

n'/wpiann oY/n'wva 7y n0'o1o

wTn VOV "NdN LOL iva o

Hypersensitivity to erlotinib or to any 4.3
of the excipients. CONTRAINDICATIONS

Erlotinib is a substrate for the P-
glycoprotein active substance
transporter. Concomitant
administration of inhibitors of Pgp,
e.g. cyclosporine and verapamil,
may lead to altered distribution
and/or altered elimination of
erlotinib. The consequences of this
interaction for e.g. CNS toxicity has
not been established. Caution

should be exercised in such
situations. 4.5 INTERACTION

WITH OTHER
MEDICINAL PRODUCTS

Capecitabine may increase erlotinib AND OTHER FORMS OF
concentrations. When erlotinib was INTERACTION

given in combination with
capecitabine, there was a
statistically significant increase in
erlotinib AUC and a borderline
increase in Cmax Wwhen compared
with values observed in another
study in which erlotinib was given as
single agent. There were no
significant effects of erlotinib on the
pharmacokinetics of capecitabine.




