@ MDITIN

Odomzo
Sl \ Taro Pharmaceutical Industries Ltd.

. WIDNT NS YT
PHARMA Taro International Ltd

2025 nanxT
/7201 n/XON

n/Ta01 n/npN

v X911Y7 [17va1 PXY? 17Va 0TV 7Y VTG nwpan n''va 721'vaava'y INh 11an
JITIAVY V'WUOND

Odomzo 200 mg a"n 200 IMITIN

:NIYINN AIND
Odomzo 200 mg is indicated for the treatment of adult patients with locally advanced basal cell
carcinoma which cannot be treated with curative surgery or radiation therapy.
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Sonidegib ( As Diphosphate ) 200 mg
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5.3  Preclinical safety data

h 3 3 : ; sib;-but sonidegib Sonidegib was not
genotox1c in studles conducted in vitro and in vivo. No carcinogenic potential was identified in rat and
mice carcinogenicity studies. However, exposure levels were far below clinical exposure levels in rats,
and around clinical exposure levels in mice
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Environmental risk assessment (ERA)

Environmental risk assessment studies have shown that sonidegib may pose a risk for surface water
(see section 6.6).
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6.6 Special precautions for disposal

This medicinal product may pose a risk to the environment (see section 5.3) .

Any unused medicinal product or waste material should be disposed of in accordance with local
requirements.
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