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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-,
oxaliplatinand 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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... 4.4 Special warnings and precautions for use

Hepatic effects

Abnormalities of liver function tests (alanine aminotransferase [ALT], aspartate aminotransferase [AST] and bilirubin)
have been frequently observed in patients treated with Stivarga. Severe liver function test abnormalities (Grade 3 to 4)
and hepatic dysfunction with clinical manifestations (including hepatic failure and fatal outcomes) have been reported
in a small proportion of patients (see section 4.8).

4.8 Undesirable effects
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System Organ Class
(MedDRA) Very common Common Uncommon

Gastrointestinal Diarrhoea

disorders Stomatitis
Vomiting
Nausea
Constipation
Hepatobiliary Hyperbilirubinaemi Severe liver
disorders a Increase in injury(includi
transaminases ng hepatic

failure )**

General disorders | Asthenia/fatigue
and administration | Pain***

site conditions Fever
Mucosal
inflammation

***Most frequently reported types of pain (>10%) are abdominal pain and back pain
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