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INLYTA is indicated for the treatment of advanced renal cell carcinoma (RCC) after failure of one prior
systemic therapy.
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5 WARNINGS AND PRECAUTIONS

5.10 Proteinuria

In a controlled clinical study with INLYTA for the treatment of patients with RCC, proteinuria was reported
in 39/359 patients (11%) receiving INLYTA and 26/355 patients (7%) receiving sorafenib. Grade 3
proteinuria was reported in 11/359 patients (3%) receiving INLYTA and 6/355 patients (2%) receiving
sorafenib [see Adverse Reactions (6.1)].

Monitoring for proteinuria before initiation of, and periodically throughout, treatment with INLYTA is
recommended. For patients who develop moderate to severe proteinuria, reduce the dose or temporarily
interrupt INLYTA treatment. INLYTA should be discontinued if the patient develops nephrotic syndrome.
5.15 Sodium

This medicinal product contains less than 1 mmol (23 mg) sodium per film-coated tablet, that is to say
essentially ‘sodium-free’.
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