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Indication

Contraindications

Posology, dosage &
administration

Cardiac Failure

In a controlled clinical study with INLYTA for the treatment
of patients with RCC, cardiac failure was reported in 6/359
patients (2%) receiving INLYTA and 3/355 patients (1%)
receiving sorafenib. Grade 3/4 cardiac failure was observed in
2/359 patients (1%) receiving INLYTA and 1/355 patients
(<1%) receiving sorafenib. Fatal cardiac failure was reported
in 2/359 patients (1%) receiving INLYTA and 1/355 patients
(<1%) receiving sorafenib. Monitor for signs or symptoms of
cardiac failure throughout treatment with INLYTA.
Management of cardiac failure may require permanent
discontinuation of INLYTA.

Special Warnings and
Special Precautions
for Use

Interaction with
Other Medicaments
and Other Forms of
Interaction

Fertility, Pregnancy
and Lactation

The safety of INLYTA has been evaluated in 715 patients in
monotherapy studies, which included 537 patients with
advanced RCC. The data described [see Adverse Reactions
(6.1)] reflect exposure to INLYTA in 359 patients with
advanced RCC who participated in a randomized clinical
study versus sorafenib [see Clinical Studies (14)].

The following risks, including appropriate action to be taken,
are discussed in greater detail in other sections of the label
[see Warnings and Precautions (5.1-5.13)]: hypertension,
arterial thromboembolic events, venous thromboembolic
events, hemorrhage, cardiac failure, gastrointestinal
perforation and fistula formation, thyroid dysfunction, wound
healing complications, RPLS, proteinuria, elevation of liver
enzymes, hepatic impairment and fetal development.

Adverse events




Pharmacodynamic
properties
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