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I[MPOX : ITivaxa anodektdv

OEMA : Avavedosig papp/Kov npoiovrov pe ExOiaeig Meprodikig
IapakorovOneng Acoareiag ( EIIA ) mov ovvdéovran pe tnv Awedvij Ievédro
Hpepounvia

Kvpot,

Lag TapaKoAOUUE v EVIIHEPDOETE TO REAN 60G OTL N YAMpesia pag Kavel anodekt
mv epapuoyn tov Addendum to ICH Guideline E2C (Clinical Safety Data
Management: PSURs for Marketed Drugs), copewva pe 1o onoio xatd Tic
avavemoels, 1 katabeon tov EITIA unopei va yiveton odppwva pe v Atebvn
I'evé®Aio Hpepopnvia .

Evyapiototpe yio v cuvepyasia cag
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