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Description of selected adverse
reactions

Liver injury ®

Based on the criteria for drug induced
liver injury developed by an
international expert working group of
clinicians and scientists, liver injury
was defined as any one of the
following laboratory abnormalities:

o >5x ULN ALT

° > 2x ULN ALP (without other
cause for ALP elevation)

° >3x ULN ALT with
simultaneous elevation of bilirubin
concentration > 2x ULN

Description of selected
adverse reactions

The severity of liver
laboratory abnormalities
observed in clinical trials
and post-marketing

sources are shown below:

° >5x ULN ALT
° >2x ULN ALP
° >3x ULN ALT
with simultaneous
elevation of bilirubin
concentration > 2x ULN

4.8 Undesirable
effects

AINY Y Y NIYiann nnnan Mnion 1Y L ji'7yn a"yn
DI7'N2 0"I'YW K71 'NINN DIN 21 N0Y7 ¥ .N1IY yaxa (JI7ya) 11110 NNANN 1TA2 DI'RY D'1'Y

000N




