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1. YnoupYELOUYYELa<;,E8vlK~ Enrrponri LlEOVlOAOYLa<;,apl81l.npWT.
77968/24.10.2016/28.9.2016, (An ruz. 130/19.1.2017), IlE 8Ella: LllEUKPlVlcrrlK~
EYKUKALO<;vio rnv ava<J>opa8EIlaTwv ao<J>aAEla<;npoc rnv E8vlK~ Emrponn
LlEOvlOAoyia<;(EELl),ern nAaiola olE~aywy~<; KAlVlKWVOOKlllWV,IlE HI napaKAI']OI']
onw<; EVI']IlEPWOElELa ilEAI']nEplox~<; EU8uvl']<;lOU LuMoyou one.
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llHMOKPATIAEAAHNIKH



LE KUSE nspirrttoon, 0 XOPIlYo~ EVIlI-lEPWVELEYKalpw~ Km EKTUKTW~ rnv EELl E<I>ooov
oLaSEtEL ELOLKUmOLXEla nou rportortotouv TO npo<l>tA ao<l>uAELa~ TOU Yrto Epsuvn
CDapl-laKEUTlKOU npO·lOVTO~.

• nEpLOOLK~ (n~oLa) ETtLKmpOnOLlll-lEVIl 'EKSEOIl Ao<l>uAELa~ Yno Epsuvo
CDapllaKEuHKou llpolovroc (DSUR) crto TIlV naYK00I-lLa eunstplc YLa TO uno
spcuvc dxrpumceuruco npoiov, unoBuAAnm coto TO XOPIlYO rtpoc rnv EELl OE
IlAEKTpOVLK~ 1-l0P<I>~ (BA. "CT-3", evornrc 8). H unoBoA~ viverm crto to
XOPIlYO rtpoc rnv vpcuurrreic tll~ EELl, I-lEOW email (ouvtcrctm W~
npOHI-l0tEpO) crnv IlAEKTpOVLK~ oLEUSUVOIl eed.safety@eof.gr ~ OE CD oro
npwToKOAAO TOU EOCD.

• 0 XOPIlYO~ TIl~ KALVLK~~OOKLI-l~~slvm unOxpEWI-lEVO~ va UnOBUAEL, rtpoc rnv
ESVLK~ ETtLTpOn~ LlEOVToAoYla~ (EELl)' KUSE ELKa~OI-lEvll Artpoo Soxnrn LoBap~
AVETtLSUI-lIlTIl EVEPYELa (SUSAR) rtou nupcrnpetrcn crnv EAAIlVLK~ ETtLKpUTELa
Km uovov. H unoBoM vlvsrct OE 1-l0p<l>~aTOI-lLK~~ ava<l>opu~ rtsptorurucou
(<I>oPlla ClaMS) orto TO XOPIlYO rrpoc rnv vocuuorslo tll~ EELl, I-lEOW email
ornv IlAEKTpOVLK~ oLEUSUVOIl eed.safety@eof.gr, EVTO~ 7/15 IlI-lEPOAOYLaKWV
IlI-lEPWV crto HI mLYIl~ rtou TO nsptottrruco nEpLEASEL oro XOPIlYO.

Lta nA'aloLa oLE~aywy~~ KALVLKWVOOKLI-lWVcrnv EAAIlVLK~ ETtLKPUTELa,OLanmT~OEL~
rnc ESVLK~~ ETtLTpOn~~ LlEOVToAoYla~ yLa rnv cvcoopc aVETtLSL'I1IltWV EVEPYELWV
sivm oi aKoAouSE~:
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LXETLKa Eyypa¢a:
1. 2011/( 172/01: Detailed guidance on the collection, verification and

presentation of adverse event/reaction reports arising from clinical trials on
medicinal products for human use ('(T-3')

2. I(H guideline E2Fon development safety update report (DSUR)
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