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(I3A. nivaKa AnO~EKTWv) 

TpononoirlOfl olaolKaO'iae; flAEKTpOVIK~e; avmpopoe; aVEmSUlJflTWV EVEPV£I(DV npoe; 
TOV ESVIKO OpyavlO'lJo <l>apIJOKWV (EO<l». 
1. 'Eyypmpo IJE ApISIJ. npWT. EO<l> 36043/29.5.2007, «<l>aplJaKomaypunvflO'fl: 

l:uVOl.J.!fl YnoXPEwO'Ewv KaToxwv 1\oElae; KUKAOlpopiac; Kal XOPflywv KAlvlKWV 
M£AETwv» 

2. 'Eyypmpo IJE ApISIJ. npulT. EO<l> 89219/14.12.2009, «napoAAflAfl Yno~oM 
ATOIJIKWV nEplO'TOTIKWV ICSRs-SUSARs O'TO TIJ~lJa AVEnl8uIJflTWV EVEPY£IC.DV TOU 
EO<l>>> 

'Ewe; Twpa, 01 KOTOXOI 1\OElae; KUKAo<j>opiae; Kal 01 XOPflyoi KAIVIKWV LloKllJwv/MEAETwv unt~aAav 


flAEKTPOVIKO O'TOV ESVIKO OpyavlO'lJo <l>apIJOKWV IJtO'w TOU nEpl~oAAoVTOe; napaywy~e; Tfle; 

Eudravigilance (O'TflV flAEKTPOVIK~ 0lEu8uvO'fl "GREOF", O'E 1J0p<j>oTuno E2B), OAEe; TIe; ava<j>OpEe; 

aVEm8uIJflTWV EVEPYEIWV nou nAflpouO'av Ta KplT~pla uno~oA~e; O'ulJ<j>wva IJE Ta aVWTEpw 

«l:XETIKO» tyypa<j>a. 

ME TflV napouO'a TpononOIOUVTOI 01 anaIT~O'EIe; flAEKTpOVIK~e; uno~oA~e; ava<j>opwv aVEnl8uIJflTWV 

EVEPYEIWV npoe; TOV E8vIKO OpyavlO'lJo <l>apIJOKWV we; aKoAouSwe;. 


A. NEEG analTrioEIG IJAEKTPOVIKriG ava<DopaG 

Ano 27 l:£nTEIJ~piou 2011, KOSE aTOIJ1Ko nEplO'TaTIKO nou nAflpoi Ta KplT~pla uno~oA~c; O'TOV 
E8vIKO OpyavlO'lJo <l>apIJOKWV O'ulJ<j>wva IJE Ta npO~A£IlOIJEVa TWV avwTEpw «l:XETIKWV» 
EyypO<j>wv, Sa npEnEI va uno~oAAETOI O'ulJ<j>wva IJE TIl:; olaolKaO'iEe; nou nEpIYP0<j>oVTal aKoAouSwe;: 

I. 61aXEiploil 'YnonTCJ)v AnpOO~aKI1TCJ)v Iol3apwv AVEm9uPI1TCJ)V EVEPYEIWV (SUSAR) 
ana napEPl3aTIKEC:; KAlvIKEC:; ~OKIPEC:; 

Ta SUSAR nou EKOflAWVOVTOI O'Ta nAaiO'la oIE~aywy~e; napEIJ~aTIKWv KAIVIKWV OOKIIJWV 
anoO'TEAAoVTOI am:u8Eiae; O'TflV KEVTPIK~ flAEKTPOVIK~ olEuSuvO'fl "EVCTMPROD" TOU 
nE I OAAOVTO napaywYOe; Tfle; ELJ-,,-d-,ra:.:..;v~i..L.i.:...:.1a'--n'-'-ce-=--__________________-----' 
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i 

II. Alax£ip1ol1 avmpopwv au8apJ-II1Toov aV£nl8uJ-lI1Toov £V£PV£IOOV, avaq>opoov nou 
npoipxoVTal ana J-l11-nap£J-Ii3aTIKic; J-I£AiT£C;: 

01 au8oPl-lfln:e; aVo<pOpEe;, 01 aVo<pOpEe; nou npOEPXOVTal ano I-lfl-napEI-l~aTIKEe; I-lEAETEe; ~ oMo 

0PYOVWI-lEVO OUOT~I-lOTO ouMoy~e; OE00I-lEVWV (oUl-lnEpIAOI-l~OVOI-lEVWV TWV npoYP0I-lI-l0TWV 

«OTOI-lIK~e; ~ Of-lOOIK~e; npwlf-lfle; npoo~OOfle; OE c.pOPI-l0KO», «naprlVoPIlTIK~e; XP~Ofle;»), 


I onOOTEMoVTOI onw8Eiae; OTflV.. KEVTPIK~ flAEKTpOVIK~ olEu8uVOll "EVHUMAN" TOU nEpl~oMoVTOe; 
nOP-.9.YCl!Y!ic;_Iih§J~ravigilance~_.. .. __________----l 

B. M£Tai1aTIKr] n£pio6oc; 

Ano 27 :LEnTEf-l~piou 2011 EWe; Kal 14 NOEf-l~piou 2011: 
o E8vIKOe; OPyav101-l0e; <l>apl-l0KWV ouvExi~EI vo EnITIlPEi Tllv flAEKTpOVIK~ olEu8uVOll "GREOF" KOI 

onoOTEMEI EnI~E~alwTIKo napaAa~~e; (acknowledgments) Y'O nEplOTOTIKO nou OTEAVOVTOI OTIlV 

\\GREOF". KOTO TO OloOTlll-lO aUTO, 01 KOTOXOI f\OEIWV KUKAoc.popiae; Kal XOPllyoi KAIVIKWV 

1l0KII-lwvjMEAETwv npooopl-lO~OUV Ta OUOT~I-lOTO TOUe; y,a Tllv anEu8Eiae; anoOToA~ TWV 

nEplOToTIKWV OTllv "EVHUMAN" KOI Tllv "EVCTMPROD" Kal EVlll-lEpwVOuv TOV E8vIKO 0PYOVI0f-l0 

<l>OPI-l0KWV OXET1KO I-lE TIlV OAOKA~PWOIl Tile; I-lETO~OOIle; I-lEOW IlAEKTPOVIKOU TaXUOp0I-lEiou OTflv 

olEu8uvoll ~v@eof.gr 


Ano 15 NOEI-l~piou 2011 KOI OTO EE,~e;: 

'OAOI 01 KOTOXOI f\OEIWV KUKAoc.popiae; KOI XOPllyoi KAIVIKtiW 1l0KII-lwvjMEAETwv uno~oAouV Ta 

nEplOToTIKO OnOKAEIOTIKO KOI I-l0VO OTllv "EVHUMAN" KOI Tllv "EVCTMPROD" KaTo nEpimwoll· Qe; 

EniOIlI-l0 anooEIKTIKO EnITUxOUe; uno~OA~e; TOU KoBE aTOl-llKOU nEplOTaTIKOU npoe; TOV EBvlKO 

OPyav10I-lO <l>apl-l0KWV 8EWPEiTOI TO EnI~E~OIWTIKO nopaAa~~e; (acknowledgment) ona Tllv 

"EVHUMAN" ~ Trlv "EVCTMPROD" KaTo I1Epimwoll. 

Ana 15 NOEI-l~piou 2011 0 E8v1Kae; Opyavlol-l0C; <l>0PI-l0KWV nallEI vo EAEYXEI KOI va onoOTEMEI 

EnI~E~alwTIKo l1opaAa~~e; (acknowledgments) Yla nEplOTaTIKO nou OTEAVOVTOI OTIlV "GREOF". 


r. En,"pao8£T£C; qx£TIKiC; Tpononollio£lC; 

1. 	 Ano Tllv EKOOOIl Tile; napouolle; KOTapYEiTol 11 anaiTlloll I1paYI-lOTonoillOIle; OOKll-laOTIKOU 
IlAEKTpOVIK~e; EnIKOIVWviae; I-lE TOV E8vIKa OPyav10l-la <l>apl-loKwv. 01 Evolac.pEpal-lEVOI 
I-lETa~aivouv OTIlV c.pOOIl napaywy~e; Ec.paoov OAOKAIlPWOOUV T'lV Evvpac.p~ TOUe; Kal TO OXETIKO 
OOKll-laOTIKO I-lE TOV Eupwna'iKo OPyovl0l-la <l>apl-l0KWV (EMA) KOI EVIlI-lEPWOOUV TOV E8vIKO 
OPyavlol-l0 <l>OPI-l0KWV I-ltow email OTIlVIlAEKTPOVIK~oIEuBuvollev@eof.gr 

2. 	 Ana Tllv E:KOOOIl Tile; napoUOIle; KOTOpyEiTOI nMpwe; 11 anaiTIl0'l napoMIlAIle; EVTUnlle; 

uno~OA~e; OT0I-lIKWV nEplOToTIKWV OTOV E8vIKO Opyavlol-lo <l>apl-loKwv. 


3. 	 Ana 15 NOEI-l~piou 2011 Kal tnEITa, Yla TIe; ~1~Aloypac.pIKte; ovac.popte; aVEI1I8lll-l'lTWV EVEPYEIWV 
nou nEpIYpOc.pOVTOI OTa aVWTEpw «:LXETIKO» Eyypac.pa, TO aVTiOTOIXO op8po (I-lE I-lopc.p~ Kal 
TiTAO oUI-lc.pwva I-lE TOUe; EI1IXEIPIlOlaKOue; KovavEe; AEIToupyiae; Tile; Eudravigilance) 8a 
uno~oMETOI I-lEOW IlAEKTPOVIKOU TOXUOP0I-lEiou OTllv olEu8uvoil evlit@eof.gr 

H A' ANTInpOEllPO:L EO<l> 

M. :LKOYPOI\IAKOY 
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l. 	2:UVOEOIJO<; <l>0PIJOKEUTIKWV EnIXElp~OEWV EMaoo<;' 


C2:<l>EE) 

2. 	 novEM~VIO 'Evwor'l <l>oPIJOKO~lolJr'lxovio<; cnE<l» 
3. 	 2:uMoyo<; AVTll1poownwv <l>OPIJ/KWV Elowv KOI 


EIOIKOT~TWV C2:A<l>EE) 

4. 	 EMr'lVIK~ ETOIpEiO <l>OPIJOKEUTIK~<; IOTPIK~<; 
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