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AXxitinib 1 mg, Axitinib 5 mg

Indicated for:
INLYTA is indicated for the treatment of advanced renal cell carcinoma (RCC) after failure of one
prior systemic therapy.
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4 CONTRAINDICATIONS
Hypersensitivity to the active substance or to any of the excipients listed in section 11.

5 WARNINGS AND PRECAUTIONS

This medicinal product contains lactose. Patients with rare hereditary problems of galactose
intolerance, the Lapp lactase deficiency or glucose-galactose malabsorption should not take this
medicine.

6 ADVERSE REACTIONS
6.1 Clinical Trials Experience

Selected adverse reactions (all grades) that were reported in <10% of patients treated with INLYTA
included dizziness (9%), upper abdominal pain (8%), myalgia (7%), dehydration (6%), epistaxis
(6%), anemia (4%), hemorrhoids (4%), hematuria (3%), tinnitus (3%), lipase increased (3%),
glossodynia (3%), pulmonary embolism (2%), rectal hemorrhage (2%), hemoptysis (2%), deep vein
thrombosis (1%), retinal-vein occlusion/thrombosis (1%), polycythemia (1%), and transient
ischemic attack (1%).

Selected laboratory abnormalities (all grades) that were reported in <10% of patients treated with

INLYTA included hemoglobin increased (above the upper limit of normal) (9% for INLYTA
versus 1% for sorafenib) and hypercalcemia (6% for INLYTA versus 2% for sorafenib).
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