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Film coated tablets
Regorafenib 40 mg
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Stivarga is indicated as monotherapy for the treatment of adults patients:
- with metastatic colorectal cancer (CRC) who have been previously treated with fluoropyrimidine-, oxaliplatin
and and irinotecan-based chemotherapy, an anti-VEGF therapy,
and if KRAS wild- type, an anti-EGFR therapy.
- with locally advanced, unresectable or metastatic gastrointestinal stromal tumors (GIST) who have been
previously treated with imatinib mesylate and sunitinib malate.
- hepatocellular carcinoma (HCC) who have been previously treated with sorafenib.
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2. QUALITATIVE AND QUANTITATIVE COMPOSITION

Each film-coated tablet contains 40 mg of regorafenib.

Excipients with known effect:
Each daily dose of 160 mg contains 2427 2.438 mmol (or 558 56.06 mg) of sodium (see section 4.4).
Each daily dose of 160 mg contains 1.68 mg of lecithin (derived from soya) (see section4.4).

5 1  Pharmacodynamic properties

Pharmacotherapeutic group: Antineoplastic agents, protein kinase inhibitor;
ATC Code: EoHEX2E LOIEX05

271nn 1Ty



B

A
BAYER

E

R

:27X7 |17vy2 DITYA

NONNA win'wn 19% (2

NONNN 7¥ nanInan 770 W avn yTn

-2 W nw it nind .(N17a0 4) nar nin? (71va/in71v N7na 'y 2nIn) NN 2"n 56.06 558 7'on nanirvo
2220 NMIThA NI NdNX? Nx7amn nmirrn nimdnn 3%

NIXNAN TWN INXKAY NISNNN 1AXNA D097 In7wa Dai?yn
https://data.health.gov.il/drugs/index.html#!/byDrug
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