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Symptomatic treatment of advanced (unresectable, metastatic or relapsed) adrenal cortical carcinoma (ACC).
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MITOTANE 500 MG
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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.

:D'NAN 0'9'Y0A 1UY) 21X [1'7va DTN

N9NNA WIN'YY? NIYana NITNI'M NNNTN !
DX X917 190 N9INNA 719'0N 197
370nN2 7202 NI'va 7y DYT'YNAN 0'XAN D'A0NNI D'IN'ONN TNX NNN'S DX X9N'7 190 :TAd1 Ni'va )7 we -
VAN 7w I"72VUN AT TR NINR 'R IR 2RD ,NND [N ,IVN IR DM'YR 79 2NN 1A, T TIr'a 7219'on
TNIX7? DRNNAL,NTITRA 719'00 170021 197 17W TN TIP9N DX 2ITA7 1> 0T NIR'TA Y¥A7 0¥ X9NN
.NTIT'72 719'00 DX 2'091N7 V7N XDNNY DN 'NIDN

.http://www.health.gov.il niIxMan Twn "NKAW NIDINNN 1AXN2 DIONDY7 IN7W] DD TIVAN DII7VN
1-700-500-220 ,jnwn TIn 4 wann 'n1 ,n"ya v¥d NNaN? N9 T 7V 0'09TIN 0727 N1

,Nd71
11090 N'NN
nmn nnpn

n"va vyd



