fte

human health care

2023 1NN29
,N/T121 n/Ran

,N/T101 n/Npn

Lenvima 4 mg, 10mg, Hard Capsule -2"'n 10,2"n 4 an'n?% :jimn

[2TUNN |707¥ D'WINN 7w RN [17V0 2 DAV'TINYG nwpan (Eisai Israel Ltd.) n"va 8w ikOX Nan
.0'9011 DIDTVI DIYN U2 N97NN NIApYa,2023 N

Lenvima 4 mg
Lenvima 10mg
.(A¥AHR-BY-BF DDPLI |NIDN LAYINY DO ,DITNA [NIDAN GDIIY LDHV) TWNNA D'V'AIN |I2TYUN 'DI9

INWI'WANYT? NNYIRAN NINNN

LENVIMA is indicated for the treatment of adult patients with progressive, locally advanced or
metastatic, differentiated (papillary/follicular/Hurthle cell) thyroid carcinoma (DTC) refractory to
radioactive iodine (RAI).

LENVIMA is indicated in combination with everolimus for the treatment of adult patients with
advanced clear cell renal cell carcinoma (RCC) following one prior vascular endothelial growth factor
(VEGF)-targeted therapy.

LENVIMA is indicated as monotherapy for the treatment of adult patients with advanced or
unresectable hepatocellular carcinoma (HCC) who have received no prior systemic therapy.
Lenvima, in combination with pembrolizumab, is indicated for the treatment of adult patients with
advanced or recurrent endometrial carcinoma who have disease progression on or following prior
treatment with a platinum containing therapy and who are not candidates for curative surgery or
radiation.

LENVIMA is indicated in combination with pembrolizumab for the first-line treatment of adult
patients with advanced RCC.
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4.8 Undesirable effects

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It
allows continued monitoring of the benefit/risk balance of the medicinal product. Any suspected
adverse events should be reported to the Ministry of Health according to the National Regulation by
using an online form: https://sideeffects.health.gov.il/
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5.1 Pharmacodynamic properties
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