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NUBEQA ,in combination with ADT is indicated for the treatment of adult men with non metastatic
castration resistant prostate cancer (nmCRPC) who are at high risk of developing metastatic disease
NUBEQA is indicated for the treatment of adult patients with metastatic hormone-sensitive prostate cancer
(mHSPC) in combination with docetaxel.
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4. CLINICAL PARTICULARS

4.4. Special warnings and precautions for use

Hepatotoxicityie transaminase-elevations

In case of liver function test abnormalities hepatie-transaminase-elevations suggestive of idiosyncratic
drug-induced liver injury related-to-darelatamide, permanently discontinue treatment with darolutamide (see

section 4.8).

4.8 Undesirable effects

Description of selected adverse reactions
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Liver function tests-Hepatic-transaminase-etevations

Cases of idiosyncratic drug-induced liver injury with grade 3 and 4 increases in alanine aminotransferase
(ALT) and/or aspartate aminotransferase (AST) to > 5 and > 20 x upper limit of normal (ULN) have been
reported # with darolutamide treatment-elinteal studies including +-ease-ef increased transaminases along
with a simultaneous increase in total bilirubin to > 23 x ULN. Time to onset ranged from 1 month

to 126-5 months after initiation of darolutamide. In many cases Fthe ALT and AST elevations were
reversible upon darolutamide discontinuation. For specific recommendations, see section 4.4.
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