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Entrectinib 100 and 200 mg
Hard capsules
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1. Rozlytrekisindicated for the treatment of adults with solid tumors that:

have a neurotrophic tyrosine receptor kinase (NTRK) gene fusion without a known
acquired resistance mutation

are metastatic or where surgical resectionis likely to result in severe morbidity, and
have either progressed following treatment or have no satisfactory alternative therapy.

2. Rozlytrekisindicated for the treatment of adult patients with metastatic non-small
cell lung cancer (NSCLC) whose tumors are ROS1-positive.

110N

.[17U% qOoInw LOPL |M¥N 'MNN I DY DOPD

JI2UN [N 10INY DDPD XN ANAHP-BY-BBRL

JIRNAN TIwN MU YIRY 191 XA (1701 (MY7 W Qo1 yTnY

V17 NMa -9 09TIN 172777 [NIL,NINNAN TIWNA INNKAY NISNNN 1ARA1 DID19Y7 N7W1 2TIVAN [1I7Un
13N2IN2 .09-9737777 11970 4524079 |Nwin TIn, 6391 1.1 ,n"va (78') Np'oaxma win :niwnn
www.roche.co.il :b1VI'R2

,N27112

L "
e

—~" {4 — T )
.n/g.ﬂg‘ o~
TU-my N7 D' 'NN

namn npn DIwI NpvnNn


http://www.roche.co.il/

2024 iy

:N9IY |17V2 D'NINN DRIATY

:NAN YT'NN |2TIV 5. Warnings and Precautions w02

5.6 QT Interval Prolongation

[...]

Monitor patients who already have or who are at significant risk of developing QTc interval
prolongation, including patients with known long QT syndromes, clinically significant
bradyarrhythmias, severe or uncontrolled heart failure and those taking other medicinal
products associated with QT prolongation. Assess QT interval and electrolytes prior to
initiation of ROZLYTREK at-basehne and periodically during treatment, adjusting frequency
based upon risk factors such as congestive heart failure, electrolyte abnormalities, or
concomitant medications known to prolong the QTc interval. Based on the severity of QTc
interval prolongation, withhold ROZLYTREK and then resume at same or reduced dose, or
permanently discontinue [see Dosage and Administration (2.4)].
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Risk Summary

There are no data on the presence of entrectinib or its metabolites in human milk or their
effects on either the breastfed child or on milk production. Because of the potential serious
adverse reactions in breastfed children from ROZLYTREK, advise a lactating woman to
discontinue breastfeeding during treatment with ROZLYTREK and for 7 days after the final
last dose.
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