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Symptomatic treatment of advanced (unresectable, metastatic or relapsed) adrenal cortical carcinoma (ACC).
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4.4 Special warnings and precautions for use

Hepatotoxicity has been observed in patients treated with mitotane. Cases of liver damage (hepatocellular,
cholestatic and mixed) and autoimmune hepatitis were observed. Liver function tests (alanine transaminase [ALT],
aspartate transaminase [AST], bilirubin and alkaline phosphatase [ALP] levels) should be periodically monitored,
especially during the first months of treatment or when it is necessary to increase the dose. I[f AST and/or ALT are
increased > 5 ULN, or ALP or bilirubin > 2 ULN, there is risk of liver injury/failure. In this case, Lysodren
treatment should be interrupted. Treatment can be resumed at physician’s discretion depending on the severity of
the event as well as the patient's clinical condition.
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