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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

5.15 Aneurysms and artery dissections

The use of vascular endothelial growth factor (VEGF) pathway inhibitors in patients with or
without hypertension may promote the formation of aneurysms and/or artery dissections. Before
initiating INLYTA, this risk should be carefully considered in patients with risk factors such as
hypertension or history of aneurysm.

6 ADVERSE REACTIONS
6.2  Postmarketing Experience
The following adverse reactions have been identified during postapproval use of INLYTA. Because
these reactions are reported voluntarily from a population of uncertain size, it is not always possible

to reliably estimate their frequency or establish a causal relationship to drug exposure.
Vascular disorders: arterial (including aortic), aneurysms, dissections, and rupture.
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