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Otpa: Tpononoinon d1adikaciag NAEKTPOVIKAG ava@opac aveniBuunTwy EVEPYEIWY NPOG
Tov EBviko Opyavioud dappakwnv (EOD).
IXETIKA: 1. 'Eyypa@o ue ApiBu. NMpwT. EO® 36043/29.5.2007, «®apuakoenaypunvnon:
Zuvoyn Ynoxpewoewy Katoxwv Adeiag Kukhogopiag kar Xopnywv KAIVIKov
MeAeTwV»
2. 'Eyypapo pe ApiB. MpwT. EO® 89219/14.12.2009, «MapaAinAn YnoBoAn
Atopikwv MepioTaTtikwv ICSRs-SUSARs 010 Tunua AverniBuuntwy Evepyeiwv Tou
EO®»

"Ewg Twpa, o Katoxol Adeiag Kukhopopiag kai o1 Xopnyoi KAIVIKOV AoKIwV/MEeAET®OV unéRaiav
NAEKTpOVIKG OTOV EBVIKO Opyaviopd ®appdkwy Pécw Tou nepIBAAAOVTOC Napaywyng Tng
Eudravigilance (oTnv nAexTpovikn dielBuvan “GREQF”, og poppoTuno E2B), OA&G TiC QvaQopEg
avenBuuUNTWV EVEPYEIQY NOU NAnpoUoav Ta KpiThpla unoBoAng oUPQWVA LE Ta aVWTEPW
«ZYXETIKA» £yypaga.

Mg TV napouca TPononoIoUVTal Ol anaiTioEIg NAEKTPOVIKNAG UNOBOARG avapopav aveniBuunTwy
EVEPYEIQV MPOG Tov EBVikG Opyaviopo Dapudkwv we akoAouBwc.

A. Néec anaiTiOEIG NAEKTPOVIKAG avagopag

Ano 27 ZentepBpiou 2011, KABe aToMIKO NEPIOTATIKO rMou NANEol Ta KPITAPIa unoBoAnc aTov
EBvikO Opyaviopo ®apudkwy cUUE®VA e Ta NPoPAENOUEVA TWV AVOTEPW «ZYETIKWV»
gyypapwv, Ba npenel va unoBarAeTal cUPQva Pe TIg Siadikagieg nou NeplypdPovTal akoAouBwg:

I. Aiaxeipion ‘Ynontwv Anpoodokntav Xofapav AvemBuuntwv Evepysiov (SUSAR)
anod napeuBaTikEG KAIVIKEG SOKIPEG

Ta SUSAR nou exdnAwvovTtar oTa nAaiola SieEaywyng napeuBaTikoy KAIVIKQOV SOKILWY
anooTeAOVTal aneuBeiac atnv KevTpikn nAekTpovikn dielbuvon "EVCTMPROD” Tou
nepiBaiovroc napaywync Tng Eudravigilance
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II. Alaygipion avapopmv auBopunTwV aveniBUUNTEV EVEPYEIOV, QVAPOPH®V Nou
NPOEPXOVTAI ano pUN-napepPaTikEG HEAETEG:

O1 auBOPUNTEC avaPopEC, Ol avapopEeS Nou NPoEpxovTat and Un-napeuBaTikeég UEAETEC 1) GAAQ
opyavwueva cuotnuata culhoync dedopévav (CUPNEPIAaUBAVOHEVOY TWV NPOYPAUHATWY
«ATOUIKAG 1} OHABIKAG NPWILNG NPOaRACNG O PAPLAKO», <NAPNYOPNTIKAG XPHaneg»),
anooTéMovTal angubeiag oTnv KevTpikn nAexTpovikn dieuBuvon “EVHUMAN" Tou nepiBaAiovToq
napaywyng Tng Eudravigilance.

B. MeraBartikn nepiodog

Anod 27 ZentepBpiou 2011 €wg kar 14 NoguPBpiou 2011:

O EBvikoc Opyaviopoc ®appakwv ouvexilel va emiTnpei Tnv nhexTpovikn dieuBuvon “GREOF” kai
anooTtérel eniBeBaiwTika naparapng (acknowledgments) yia nepioTaTikd nou oTEAvVoOVTal TNV
“GREOF”, KaTa T0 didotnua auto, o Katoxor Adeiwv Kukhopopiag kat Xopnyoi KAvikwv
AoKIHWV/MEAETOV Npooappolouv Ta CUGTAKATA TOUC yIa TN anguBeiag anooToAR Twy
neploTaTikwy oTnv “EVHUMAN" kai Tnv “EVCTMPROD" kai evnjuepmvouy Tov EBvIkO Opyaviauo
®apudkwy OXETIKA WE TNV 0AOKANPWON TNG HETABAONG HECW NAEKTPOVIKOU TaxudpOoEiou oTnv

diebBuvon ev@eof.gr

Ano 15 NogpBpiou 2011 kar oTo €ENG:

‘OAor o1 KaToyoi Adeiwv Kukhopopiag kal Xopnyoi KAVikav Aokipwv/MeheTav unoBahouv Ta
NEPIOTATIKA AMOKAEIOTIKG Kal govo ornv “EVHUMAN” kai Tnv “EVCTMPROD” kaTa nepinTtwon. Qg
£NiONKO anodeIKTIKO eMTUYOUC UNOBOARG Tou KABe aTopikoU NepIoTATIKOU Npog Tov EBvIkO
Opyaviopo ®appakwy Bewpeital To enBeBaiwTikd napahapng (acknowledgment) and Tnv
“"EVHUMAN" 1y Tnv “"EVCTMPROD” kaTa nepinTwar,.

Ano 15 NogpuBpiou 2011 o EBvikdg Opyaviopoc ®appdkwy navsl va eAEyxel Kal va anooTEAe!
eniBeBaiwTika napaiafng (acknowledgments) yia nepiotarikd nou oréivovrtar otnv “GREOF”.

. EninpOgOETEG OXETIKEG TPONMONOINTEIG

1. Ano6 Tnv £kdoon Tng napolang KaTapyeiTal n anairnon npayuaronoinong SoKIaoTIKou
NAEKTPOVIKNG EMIKOIVQVIAC pe Tov EBvike Opyavioud ®apudkwv. O1 evdIapepopevol
peTaBaivouv oTnv GACH NApaywyng epOgov 0AGKANPWOOUV TNV £YYPAPT TOUG Kal TA OXETIKA
doxipaoTika pe Tov Eupwnaiké Opyaviopo ®apudakwy (EMA) kai evnuepwoouy Tov EBvikd
Opyaviouo ®apuakwv HEcw email oTnv nAekTpovikn dielBuvon ev@eof.gr

2. Ano Tnv ékdoon TNG Napouong KaTapyeiTal NARpwS n anaitnon napahAnAng Evrunng
UNoBOANG ATOUIKWY NEPIOTATIKWY oTov EOVIKG Opyaviouo dapudakwv.

3. Anoé 15 NoguPpiou 2011 kai €neiTa, yia Tig BIBAOYPAQIKEG avapopEG avemBUUNTWY EVEPYEIDV
NoU NEPIYPAMOVTAl 0TA AVWTEPW «ZXETIKA» £yypapa, TO AvTIOTOIKO ApBPO (UE HOPPT Kal
TITAO CUPQWVA WE TOUC ENIXEIPNOIaKOUG kavoveg Aeitoupyiag Tng Eudravigilance) 6a
unoBAaAAeTal péow nAekTpovikoU Taxudpopeiou otnv SieuBuvon evlit@eof.gr

H A” ANTIfIPOEAPOZ EO®

M. ZKOYPOAIAKOY
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