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Summary =

o — No. of attendees: 13

Assessment of
paracetamol use and
potential risk of drug

syndrome (DIHS) Based on the available evidence,
the committee recommended to
%) request a comprehensive signal
evaluation report from the
marketing authorization holder

regarding the potential risk of
DIHS with paracetamol use.

Assessment of ampicillin
use and potential risk of
acute generalized

exarthematous
pustulosis (AGEP) w

% Based on the available evidence,

the committee recommended to
%) update the product information
of ampicillin to include the risk

of AGEP as an adverse event
from post-marketing experience
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