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2012/0266 (COD)

ANAKOINQXH THX EIIITPOITHX
IPOX TO EYPQITAIKO KOINOBOYAIO

oOp@ova pe 10 apdpo 294 mapdypagog 6 Tng TvvO KNS Yo T AetTovpyia TG
Evpornaikig ' Evoong

OYETIKG PE TN

0£om Tov Xvpfoviiov yra TV £kd001 Kavoviepov Tov Evponaikod Kowvopoviiov ko
70V Zvppfovriov Y10 TG LATPOTEYVOLOYIKA TPOIOVTA
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2012/0266 (COD)

ANAKOINQXH THX EIITPOITHX
MPOX TO EYPQIAIKO KOINOBOYAIO

oOp@ova, pe To appo 294 mapaypa@og 6 Tng XvvOnKng Yo T AEtTovpyia TG
Evporaikic ' Evoong

OYETIKA pE TN

0¢om Tov Zvppovriov yra TV ékdoon kavoviopov Tov Evponaikod Kowofoviiov kot
7oV ZopfovAriov Y10 TO LATPOTEYVOLOYIKA TPOIOVTO

1. I=TOPIKO

Huepopnvia o1afifacng e npdtaong oto Evponaikd KotwvofovAito
Kot To Xvpfovito

(éyypapo COM(2012) 542 final — 2012/0266 COD): 26.09.2012

Huepounvia yvopoddtong g Evpomaikng Owovopukng kot
Kowaving Emitponnc:

14.02.2013
Huepounvia yvopodotong g Emtponng tov [epipepeimv:

08.02.2013

Huepopnvia kabopiopov g 08éong tov Evpomnaikod KowoBoviiov 02.04.2014
G€ TPOTN Avayvoon:

Hpepounvia £ékdoong tng B€omg tov Zvpfoviiov: 07.03.2017

2. 2TOXOX THX NPOTAXHX THX ENITPOIIHX

SOUQove pe EKTIUNOCEIS, O TOMENG TMV  LOTPOTEYVOAOYIKMOV TPOIdvTV meptlopPdvet
neprocotepa amd S00 000 mpoidvta, Ta 0moic KOADTTOUV £va EVPV PAGHO, OO TIPOTO HEYPL
(OKOVG ETOPNG, Unyavipata aktivov X, fruatoddteg N e€etdoslg aipotoc.

Ta 1otpoteyvoloyikd mPoidvIo €KTOG T®V In Vitro SlyVOOTIK®V  10TPOTEXVOAOYIKMDY
TpoidvTeV puOpilovial emi Tov TapdVTOC amd dVo Pacikés odnyiss: ™V odnyia 90/385/EOK '
Yo to evepyd epputedolpa oTpikd Ponduata (my. Pnuotoddteg) kot v odnyia
93/42/EOK” mepi tov 10potexvoroyikdy Tpoiovioy (my. @akoi smaenc). Ot dbo avtéc

: EE L 189 ¢ 20.7.1990, c. 17.
2 EE L 169 ¢ 12.7.1993, c. 1.
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oonyieg, mov ekd0OnKav TN dekaetio Tov '90, Pacilovtal 6T «Vvéa TPOCEYYIoT Kot EXOVV MG
oTOX0 VO Ol0GPUAIGOVV, aPEVOS, TNV OUOAN AElTovpylo NG E0MTEPIKNG Oyopds Kot
AQETEPOL, £V LYNAO emimedo mpooTaciag TG vyelog Kal TG aceaielng twv achevov. Ta
WTPOTEYVOLOYIKG TPOIOVTO OEV VITOKEVTAL GE SLOOIKAGTI0 YopyNoNg Goelng amd puOcTIK
apyn mpwv amd TV KukAogopio Tovg otV ayopd, oArd oe Sadkocio agloldoynong g
GUUUOPPMOONG GTNV OTO10L GUUUETEXEL, OGOV OPOPE TO. LUTPOTEXVOAOYIKA TPOTOVTO HETPLOV
Kot LYNAOL KvdOvov, aveEapTnTo TPITo HEPOS, YVMOOTO MG «KOWVOTOMUEVOG opyavioidcy. Ot
KOwomompévol opyavicpot opifovionr kot mopakolovBodvior amd To KPATNn HEAN Kot
evepyolv Vo Ttov EAeyyo TV gbvikdv apydv. Ta atpoteyvoroywkd mpoidvta, HOALG
motonoinBovv, eépovv t onuaveon CE, pe v omoia umopodv va kukho@opodv erevbepa
o115 yopes g EE/EZEZ kou otv Tovpxia.

[TapoTtt T0 VEIOTAREVO KOVOVIGTIKO TAaiG1o £xel amodeiEel v ala tov, &xovv amokaAvEHel
®OTOGO OPIGUEVEG CNUOAVTIKES AOLVOUIEG KOl amOKAMGELS 6TV gpunveia Kot TV epapuoyn
TOV KavOVeV o1 omoieg vayopehovv Vv enciyovso avabemdpnor tov. Emmiéov, Adyw tov
AKPMG KOWVOTOUOL KOl OVIOY®MVICTIKOL YapoakTipo tov topéa avtov, | EE Oa mpémer va
OLOBETEL KOTAAANAES KO EMIKOUPOTOMUEVEG KOVOVIOTIKES TPAEELG KOL VO TTOPEYEL GE OAOVG
TOVG GYETIKOVG OIKOVOUIKOVS POPEIC TNV amapaitntn ao@AAELn OIKoiov.

210 mhaioco avtd  Emrponn e€édwoae, otig 26 ZemtepPpiov 2012, mpdtacn Kavoviouov yio
TOL LOLTPOTEYVOAOYIKA TTPOTIOVTOL.

O1 kvptot 6TOY01 TG TPdTOGNS NTaY 01 akdAovHot:

— KaOEPON £vOG €VPVTEPOL KOl GOPESTEPOV TTESIOV EPAPLOYNG TS VopoBesiag g
EE, 1o omoio enekteivetor mpokeévon va, GuUTEPIANPOOLV opiopéva mpoiovta (mT.y.
EUGLTEVUATA Y10 ALCONTIKOVS GKOTOVG)*

- EMKOPOTOINGCT TOV KOVOVOV Yoo TNV TaStvounon Kwobvov, Kabdg kol Tov
OTOTCE®MV OOQAAEIOG Kol EMOOCE®V, TPOKEWEVOL v cvpPadifovv pe v
TEYVOAOYIKT KO ETIGTNUOVIKT TPOOOO*

— Béomion  aVoTNPOTEPOV KOVOV@V OPIOSHOD Kol €VIGYLOYN NG EMOMTEING TMV
KOWVOTOINUEVOV OPYOVIGUAOV 0Ttd TIG EBVIKEC apUOdIES OPYES:

— EKYOPNOT  TEPIOGOTEPOV  €EOVCIOV  GTOVS  KOWOTOMUEVOVG  OPYOUVIGHOVG
TPOKEEVOL Vo, dtc@aiileTar 1 dtevépyelo 01€E00IKOV JOKIUADV KOl TOKTIKOV
EMEYYOV OE KOTOOKEVAOTEG, CLUUTEPIAAUPAVOUEVOV OLPVIOOCTIKOV EMOE®PNCEDV
o€ EPYO0TACLO

— onpovpyio. UNYOVICHOD €AEYYXOL Yol TA TTPOIOVIO LYNAOD KIvOUVOL WE TOV Omoio
kafiotator Svvaty mn kotd mepintwon afloddynon ond  emTpom  EBVIKAOV
EUTEPOYVOUOVOV, PACEL EMGTNUOVIKA £YKLP®V AOY®V, NG TPOKATOUPKTIKNG
aEloAdynong TG OCULUUOPPMOONG TNV Omoio  OlEVPYNCE O  KOWOTOMUEVOS
0pYaVIGULOG

— Oéomon  COQEECTEPOV  LIOYPEDCEMV YL  TOVS  KOTOOKELOOTEG,  TOVLG
€EO0VGLOJOTNUEVOVS OVTITPOGMOTOVGS, TOVG EICUYMYEIS KOl TOVG O1OVOUELS, Ol Omoieg
epappolovial eniong 6TV TEPITTOGT JLYVOCTIKOV VINPECIOV Kol SLOSIKTVOK®V
TOANCEDV"
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— Oéomion evopUOVIGUEVOV KAVOVAOV Yoo TNV Emovenegepyacio 10TPOTEXVOAOYIKAOV
TPoidVIOV piog ypnong:

— Béomion avoTNPOTEP®V AMOULTCEDV Y10, TOL KAVIKO TEKUNPLOL TOL YPTCLULOTOL0VVTAL
oG Paon yia T1G AEIOAOYNOELS TOV 0TPOTEYVOLOYIKDOV TPOIOVIWOV*

— EVIOYLOT TOV KOVOVOV ETAYPOTVNONG Kol ETOTTEING TNG AYOPAS:

— BeAtioon g Pdong oedopévov e EE yio 1o wrpoteyvoroyikd mpoidvta
(EUDAMED) pe okomd v mapoyy] OAOKANPOUEVOV TANPOQOPLOV GYETIKA LE
WTPOTEYVOLOYIKA TPOTOVTO TOV droTiBevion oty ayopd g EE-

— BeAtioon ™G WYVNAACILOTNTAG TOV 1ATPOTEYVOLOYIKMV TPOIOVI®MV GE OAN TNV
oAvcida  €podlacpov  mpokeywévovr  vo  kabBiotator  dvvar| M Toxeio Kol
OOTEAEGUOTIKY]  OVIWETOMON  TPOoPANUdTOV  ac@dielng (T,  OVOKANGELS
TPOIOVIMV)- KO

— evioyvon 1Tov  OLVTOVIGHOL peTald TV  €BViKOV apydv, HE TNV  TOPOYN
EMGTNLOVIKNG, TEXVIKNG KOl EPOJOCTIKNG LTOSTNPIENG and v Emitpony).

3. ITAPATHPHXEIZ I'lA TH @EXH TOY XYMBOYAIOY

Yvvolikd, n 0éom tov ZupPoviiov £yKpivel TOVG GTOHYOVS TOV EMIUDKOVTIOL LE TNV TPATOON
¢ Emtponng, cvykexkpiuéva tn 010c@aion ovénpévoy MmEOOD AGPALEINS TOV acevdv
KOl TPOCTAGIOG TNG ONUOCLAG VYEiag, TN O1EVKOAVVOT| TNG OUOANG AELTOVPYIOG TNG ECMOTEPIKNG
ayopdg Kol T oTNPIEN ™S KavoTopiog 6Tov oNUavVTIKO avtd topéa. Qotdco, To0 ZupPovito
npoPaivel oe oplopéveg ahhayég OGov aQopd tov TPOTo eniteving avtdv TV oTtoY®V. Ot
ONUOVTIKOTEPEG OAAOYEG TTOVL TTpOTEIVOVTAL atd TO0 XvpUPovAtlo ko 1 Béon g Emitponng eni
TOV AALAYDOV OVTOV LTOPOVY VO GUVOYLIGTOVV MG EENG.

a) Evtaln opiouévaov mpoioviwv un 1atpikng ypHnons oto meolo EPopUoyns T0D KOVOVIGUOD YIO.
TO. LATPOTEYVOLOYIKG, TPOIOVTaL

Yopeova pe ) 0éon tov XvuPovAiov, 1 €QOPUOYN TOV KOVOVICLOD GE OPIGUEVEG
omaplOUOVUEVEG OUAOES TPOIOVTOV N WTPIKNG Ypnons (m.y. eoakol emoaeng, €EomMouodg
MroavappdeNone, MTOALONG 1 AITOTAACTIKNG, EE0TMGUOC Y1 T O1EYEPCN TOL EYKEPAAOL)
eCaptdron and ™ Béomon KoV TeEXVIKOV Tpodiaypaeav («KII») ot omoieg Oa kaidmTovv
™ daxeipiomn KvoHvou ko, Katd mepintwon, v KAMvikn aSloAdynon 0Gov apopd TG TTuyES
acedrelag. Ot KIT Ba tiBevtar oe gpappoyn €61 pnveg petd v évapén oyxvog tovg 1 v
nuepounvia  €POPUOYNG TOL  KOVOVICLOV, avAAoyo WHe TO TOw muepopnvia  givot
LETOYEVETTEPT).

> Tlapott 1 évtaén tov amapBpoduevov opadmv mpoidvimv 610 medio £PopUOYNS TNg
vopoBeciag yo To 10TPOTEYVOAOYIKA TPOIOVTIO OV YIVETOL OVTOUATO, OTMG TPOTEWVE T
Emtponn, aAld eaptdror amd v €kooom tov KII, 1 0éomn tov ZvpfovAiov pmopel va
vrooTNPyBel S1OTL Ol TPOJAYPOUPES UITOPEL VO Elvar YPNOIUES Yo TNV OVATTUEN OPIGUEVDV
EWOIKOV TTLYOV TOV APOPOVYV TNV EQAPUOYN TNG VOHOOEGIag Yoo To 10TPOTEXVOAOYIKA
TPOIOVTO GTO GLYKEKPUUEVO TPOTOVTAL.

B) Eaipeon 10Tpoteyvoloyikay mpoioviwy To. 0Toia KATATKEDALOVTaL KOl YPHOIUOTOIODVTOL
EVTOS TOV 1010V TOV 10PVUOTOS DYELAS OO OPLOUEVES ATOITHOELS THS Vopobeaiog
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Xoppwva pe ™ 0éom tov XvppovAiov, Ta WTPOTEXVOAOYIKA TPOTOVTIO TOV KATOGKELALOVTOL
KOl YPNOLOTOOVVTAL EVTOS TOL 1010V TOL WPLUATOG LYelng eEapodvion and v epapuroyn
TOV KOVOVICUOV, PE EaipeEoN TIC GYETIKES YEVIKEG OMALTNOELS TEPT ACPAAELNG KO ETOOCEWMV,
€QOCOV TANPOVTOL [0 GEPA TPoDToBEécemV. ZT1g Tpovimobéoselg avtég meptiapfdvovtal n
aroyopgvon petafifaong Tov TPOTEYVOAOYIKOD TPOIOVTOG GE GAAN VOUIKY ovtoTnTa, M
omoitnon mepl KATOUOKELNG KOl YPNONG TOL 1OTPOTEYVOALOYIKOD TPOTOVIOS GUUPMOVO E
KATOAANAO cOoTNHO Slayelptong moldtnTag Kot 1 LTOYPEMOT TOL 1WPVUATOS LYElNG Vo
Katoptilel kol vo Tnpel Tekunpiowon yio To 1 TpoTEYVOLOYIKO TPoidy, Kabmg kol vo ekBETEL
TNV TEKUNPLOOT LT TOLG AOYOVG Y10l TOVS OTTOI0VG O AVAYKES TOV 0GBEVH gV UTOPOVV VoL
KOAVEOOOV EMOPKAOG omd 10TPOTEYVOAOYIKO TPoidv 10 omoio dwutibeton otnv ayopd. H
e€aipeomn Ogv 1oydEL Y10 WOTPOTEXVOAOYIKA TPOTOVTA OV KATACKELALOVTAL GE Plopnyavikn
KMpoka.

-> MoAovoTtt 1| e€aipeon aVTH EIGAYETAL Y10 TPAOTN POPA Y10, TO LUTPOTEXVOALOYIKA TTPOTOVTAL, M
0éon tov XvpPoviiov pmopel vo vrwooTnpyOel S10TL TOPEYEL AMOOEKTES EYYUNOELS YO TOV
ELEYYO OVTAOV TOV KEVTOG TOV 10PVLOTOS) LUTPOTEXVOAOYIK®Y TPOIOVTM®V.

y) OIKOVOUIKY KOGADWH OTO TOVS KOTOOKEVDOOTES 0€ Tepimtwan PAapns mporxinbeioas amo
EAOTTOUOATIKG 10TPOTEYVOAOYIKA. TPOIOVTOL

H 08¢om tov ZvpPoviiov amodéyeton to mvedpa g Béong tov Evpomnaikod KowoPoviiov og
TpOT avdyvoon, pe Vv omoia Oeomiletar vmoxpe®TK) ac@AAlon  €vhdvNng TOV
KATOOKELAGTAV, 00Tt VITEVOLUILEL TO dIKOIMUO PVOIKAOV 1| VOUK®OV TPOSHT®OV VO AEIDVOLV
armolnuioon vy PAGPN n omoia TPokANONKE amd EAATTOUATIKAE 1A TPOTEYXVOLOYIKE TpOidVTaL
CULPMVO, LE TNV 10XDOVGO EVOGLakn kot €Bvikn vopobesia. o Tov okomd avtd, ®oTdG0, N
0¢om tov ZvpPoviiov dev dratnpel TNV VIOYPEOTIKN AGPAAIOT) €0OVYNG TNV ool TPOPAETEL
10 Evponaikd KowvoPodAlo, aArd, aviiBétms, eMALYEL THV LIOYPEMOT TOV KATACKELOGTH VO
TPOPAETEL HETPOAL YIOL TNV TOPOYN EMOPKOVG OIKOVOUIKNG KAALYNMG OGOV apopd evoeyOrevn
evfbvn tov dvvauer g oonylag 85/374/EOK vy v evBivn AOy® EAATTOUOTIKOV
npotovtwv. H ev Adym owovopukn kdAvyn eivor avdioyn mpog v katnyopio Kvdvvov, Tov
TOTO TOL 1TPOTEYVOLOYIKOD TTPoTOVTOG Kot To péyehoc g emyeipnong. H vmoypémon avtn,
v omoia €wodyel T0 ZvpPovAlo epoppdletar pe TV EMEVAOEN TLYOV TEPIGGOTEPO
TPOGTATEVTIK®OV HETPOV dUVAEL TNG £BViKNG vopoBeaiag.

-=> To véo avtd YapokTNPoTiKd TG vopobesiog pmopel va vroompryBel d10TL TPooeEpet
ONUOVTIKT €yyOnon vy Tovg actevelg kol TOvg YPNOTES OTPOTEYVOLOYIK®OV TPOTOVIMYV,
TAPEXOVTAG TAPIAANAL ETOPKN EVEMEIN GTOVS KATAGKEVAGTEG OGOV APOPd T EWOIKE LEGOL
Yo TN SCPAMON TG €V AOY® OIKOVOUIKNG KAALYTG.

0) EvBovn twv elovaiodotnuévav avtmpoowrwv

H 0¢éon tov ZupPoviiov evioybel Tov pOAO Kol TIG OPUOSOTNTES TOV €E0VGLO00TNUEV®V
QVTIPOCHOT®V TOAD TEpav TV Opwv g mpdtaong ¢ Emrpomnic. Ewdwkdtepa, ot
e€ovatlodotnuévol aviumpdomnotl Ba givar amd KowoL Kot €1G OAOKANpovV vevhuvol pe Tov
E100YOYEN KOl TOV KOTOOKELOOTH o€ mepintmon PAdPng mpokAnbeicag and elattopoTikd
WTPOTEXVOAOYIKA TPOTOVTOL.

> Ymv zmpotaon ¢ Emtpomng mpoPAémovtav meplopiopéves voukég €uhuveg yioo Tovg
€€oVo1000TNUEVOVS  aVTITPOCHOTOVG,  Adpfoavopévovr  vmoyn Ott ot €£0VGLOO0TNHEVOL
avimpocwnol  dwdpopotiCovv  meplopiopévo  poOAo  Ocov  agopd T 01dBeon  evog
ITPOTEYVOLOYIKOD TTPOTOVTOS GTNV ayopd Ko, Kot kavova, oev givol oe Béon va dtabétovy
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OAEC TIG OYETIKEG YVAGELS TOL OPOPOVV TOV GYEOCUO KOl TN SL0OIKOGI0 KOTOGKEVTS TOV
WTPOTEXVOAOYIKOD  mpoidvtoc. Qotdco, Kotd 1T OdpKeww TOV — VOUOBETIKMV
OLTPAYUATELGEMY  KATESTN GOPEG OTL VRAPYOLV TOAAGL GCULYKEKPIUEVO TPOPANLaTO
epopuoyng TG vouobesiog to omoiot GLVOELOVIOL HE 1OTPOTEXVOAOYIKA TPOIOVTH TOV
TAPAYOVTOL OO KOTOOKEVOOTES TPITOV YOP®V, TPOoPARpata To. omoia dev avtipetonilovrot
KOTAAANAQ o TOo verotduevo oploviio Kabeotmg evBbivng. Ta &v Adym mpoPAnuata
ePapLoOYNg g vopobesiog Ba umopovcav va givar Akpmg eminpia Yo TV TPOoTaGio TV
acBevdv mov veiotavior PAAPN. Qg ek tovtov, n Béon tov ZvuPovAiov pmopel va
vroopydel mPog OPeLOG TG MPOoTAGiog NG ONUOGLOS vysiog Kot TG aGQAAENg TV
acfevav.

¢) Emovemeepyoocio 10tpoteyvoroyikdy mpoioviwy uiag ypnons

Xoppova pe ™ 0éon tov XvpuPoviiov, emaveneepyacio WTPOTEYVOLOYIKOV TPOIOVI®OV UioG
YPNONG LmopeEl va. Tpaypatonoleital povo epocov emrpémetor and v eBvikn vopobecio Kot
COUPMOVO, HE TIG OOTAEES TOL KOVOVIGHOV Yol TO 0TPOTEYVOAOYIKG TTpoidvta. E@dcov n
enaveneepyosio emrpémeTar, o @opéag emaveneepyoaciog TPEMEL Vo OVOAAUPAVEL TIg
VIOYPEMGELS TOL KATAGKELOOTH. Q26T0G0, epapudletal SopopeTikd KaBeoTMS GE TEPITTMOON
enaveneepyoasiog, o@evoc, omd 1Wpopato vysiog Kol oEETEPOL, Omd TPITOLE KATOTLY
artnuatog Wwpopdtowv vyelag. Yo ovtd to KobBeotde, Tao Kpdtn pHEAN pmopovdv  va
amo@acilovy vo PNV €QOPUOCOVV OPICUEVOVS KOVOVEG GYETIKG WE TIC LTOYPEDGELS TMOV
KATOOKEVAGTOV £POGOV TANPOUVTAL OPIoUEVES TPOVTOOEGELS, Kol TO GUYKEKPUEVA M
SLUUOPEMON HE TIG KOWVEG Tpodtaypapés. H Emtponn) vroypeotal va ekdmoet Tig v Ady®
KOWEG TPOOLaypapEG £mG TNV NUEPOUNVia EpOPLOYNG TG Vopobeaiag, Kat edv dgv to TpdEet,
Ba epappdlovrat Ta evapuoviopuéva Tpdtumo kot ot eBvikég dataéelc. H coppdpewon pe tig
OYETIKEC KOWEG TTPOdIYpaPEC 1] €BVIKEG dlaTdEelg Kat Ta EVOpUOVICUEVE TPOTVTIO Oa TPETEL
vo motonoteitat and kowvomompuévo opyaviopo. Ta kpdrtn péin Oa mpémet va evBappbvovy
KOl WITOPOVV VO OTOTOVY oo To, 10pVUOTA VYELNG Vo TopEXOVV TANPOQOpieg 0TOVG aoheVEiC
OYETIKA LE TN YPNOT TOL EMOVETEEEPYAUCUEVOL 1OTPOTEXVOLOYIKOD TPOIOVIOS €VTOG TOV
WpvuaToc vyeiog umopoHv va Beomilovv avoTNPOTEPEG OATAEES 1| VO ATTOLYOPEVOLYV TNV
emoveneEepyacio 6TV EXKPATELS TOVS (1) ATOKOAOVUEVT] «OVTOEEATIPETTY).

> H mpocéyyion avty dweépel onuavtikd and v mpotacn ™ Emrponng oty omoia
npoPremodTov OTL OAOL 01 emavemeEepyaoTég B BempPoVvVIoL KATACKEVAGTEG Kot OTL dgV €ivan
duvaTh M EMAVETEEEPYOACIA WOITPOTEYVOLOYIKMOV TPOIOVIMV Piag ¥pNong yw xpNon Kpioiung
onpaciog. Evtodtolg, dedopévov tov mowiiov eBvikdv mpoceyyicemv kol tov gvaicOntov
YOPOKTHPA TOV (NTNMHOTOS amd TNV Amoyn NG OMUOcIOG LYEING Kol TNG OCQAAELNS TOV
acBevov, n 0éon Tov XvpuPovAiov @aivetor va amoteAel omodeKTO TPOTO TPO®ONONG NG
Oéomong eldyotwv Kavovewv oe eminedo EE ot omolot 0o epopupdlovior omnv
EMOVENECEPYOGIN 1TPOTEYVOLOYIKAOV TPOTOVTI®V HiOg ¥pNoNS Kal, oG €K TOHTOV, WITOPEL va
vrooTnpLyOel.

ot) Xpnon emkivovvwy ovoiwv € EXEULATIKG, 10TPOTEYVOLOYVIKG, TPOIOVTQ.

H 08¢om 1ov ZvpPoviiov amodéyetan to mvedpa g Béong tov Evpomnaikod Kowofoviiov og
TPAOTN ovAyvmor O0TL TPoPAETEL TNV KAOEPWON aLGTNPOTEPOL KADEGTMTOS Y10 TN YXPNoN
OPIOUEVOV EMIKIVOLVOV OLGIOV GE WTPOTEXVOAOYIKA TPoidvTa. Xouemva pe 1 0éon tov
YupuPBovAiov, Ol KOTOOKEVLAGTEC TPEMEL VAL TOPEXOVV OUTIOAOYNGT GTOV  KOWVOTOUUEVO
0PYOVIGUO OGOV aPOpPA TNV TAPOVCin. KOPKIVOYyOV®mVY, HETAAAAEI0YOVOVY 1 TOSIK®OV Yo TV
avaropaymy] (KMT) ovcidv kavn VOOKPIVIKOV SOTAPOKTMOV TAV® OO [ OPIoUEVT] TN
OLYKEVTPMONG GE EMEUPATIKA 10.TPOTEXVOAOYIKA TPOIOVTA KOl GE GVOKEVEG OV UETAPEPOVY
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Kol omofnkedouv  QOPUOKELTIKA mpoidvta 1M GAAeg ovoileg mov  TPOKETOL VO
(emava)yopnynBobv 1 va amopokpuvBodv amd 1o copa. o tov okond oavtd, 1 Emrpomn
VIOYPEOVTAL, TO GUVTOUOTEPO dLVOTO Kol TO aPYOTEPO Eva £T0G HETE TNV Evapén 1oYVOG TOL
TOPOVTOG KOVOVIGHOV, VO OMCEL TNV OPUOOID ETIGTNUOVIKY EMITPOT EVIOAN Yoo TNV
KATAPTION KOTELOUVINPIOV YPOUU®Y CYETIKA HE TNV mopovcio @holkov eotépwv. H
Emitponn oilvel emiong evioAn otnv opuddle EMGTNUOVIKY EMITPOT Yo TNV KOTAPTION
katevBuvimpiov ypappodv oyetikd pe diiec KMT ovoieg 1 evdokpivikodg dtotapdrtesg, 6mov
avtd amouteiton. EmumAéov, o KatdAOyog TWV OLOI®V OLTOV TOL TEPEXOVTOL OTO
WTPOTEXVOLOYIKA TPOIOVTIO TPEMEL VO EUPOIVETOL OTNV ETIKETOL TOV 1ALTPOTEYVOALOYLKOD
TPOIOVTOG KU1 OTn ovokevocio Kabe povadoag M, KAt TEPITT®ON, GTN GLOKELOGIN
TAOANONG.

> H mpoocéyyion avt) umopel vo vmootnpyybel S0t amockomel otn SpOpP®o”n €vOg
ALENUEVOL EMTEGOV TPOCTAUGIOS TOV AGHEVAOV KOL TV YPTOTOV.

() Ymoypewaoeig tavtomoinong Kol yvHAGGIUOTHTAS Kol ONUIOVPYI0. GOOTHUOTOS OTOKAEIOTIKNG
TAVTOTOINONGS 10TPOTEYVOLOYIKOD Tpoidviog (UDI)

YOopeova pe v mpodtacn g Emitpomng, ot owkovopukol @opeig Ba vmoypeovvtal va
TPOocO10pilovV OTOIOVINTOTE OKOVOMIKO (POpEn amd TOV Omoio mpounfevTnkay Kol GTOV
omoio TpounBevoay 1TPOTEXVOAOYIKO TPOiOV (GUUTEPIAAUPOVOUEVOY TOV WOPVUATOV VYEING
KOl TOV ETOYYEALOTIOV TOL KAGOOL NG vyeing). Qotdc0, oe avtiBeon pe v mpdTOcn TNG
Emtponng, n omoia opiler povo t vopukn Pdom kot tig Pacikés apyés tov HeEALOVTIKOD
ocvotnuatog UDI, agnvovtog Tig AenTopépeleg yio 10 6Tédlo TG £QPappoyns, ot 0éon tov
ZvpPoviiov kabopilovion Aemtopepeis kovoves yio v epapuoyn tov cvotyuatog UDI. Ta
Bacwa yopokmpiotikd e BEong elvatl 1 vroypEéwon Tov EMPAAALETOL GTOVG KOTAGKEVACTES
VO OTOOMGOVY GTO. 10TPOTEYVOAOYIKA TOVG mpotovia Kwdwd UDI éwg tv muepounvia
EPAPLOYNG TOV KOVOVIGLOV, KOO®OG Kal 1 voypémon va totobetmoovv tov gopéa UDI emi
TOV 10 TPOTEYVOLOYIKOD TPOTOVTOC KOl o€ OAOL TO OVATEPO EMIMEIN 1TNG OCLOKEVAGIOG
Kot avohoyio pe v katnyopio Kivddvov Tov 10Tpoteyvoroykol mtpoidvtoc. H amobrkevon
oV Koowov UDI amd to 1dpvpata vyeiog Kol Toug O1KOVOUIKOVG (POPEIG ivol VITOYPEMTIKN
Yl TOL ELPVTEVCLUA WOTPOTEXVOAOYIKE Tpoiovta g Katnyopiag III. [Ipdobetec voypedoels
amofnKevong puropodv va kabopilovionl HEGH EKTEAECTIKOV TPAEEMV Y10 TOLG OIKOVOUKOVG
eopeic kat va emPariovtor amd To KpAT HEAN Yo Ta WpvpaTa LYyEiag.

-=> Tlapott n Béon avtr| amokAiver amd t 6¢éon ™ Emtponnc, eivar, wotd60, GLVOAKA
AmOdEKTT), AOUPOVOUEVOV VTTOYT] TOV SVVOTOTHTM®V TOVTOTOINGONG Kot LYVNAAGIULOTNTAS TOV
OTPOTEYVOLOYIK®DVY TPOIOVIMV OV TPOKELTOL VO SIUGPAAIGTOVV LE TO VEO GVGTN LA

n) Evporaixy paon dedouévav yia ta 1ozpoteyvotoyika mpoiovia (EUDAMED)

H 6éon tov ZvpPoviiov mepapfdvel TEPIGGOTEPO EKTETOUEVES OMOLTNOES YO TNV
avaeoptmon mAnpoeoptdv oty EUDAMED kot avénon g Stopdvelag Tov TANpoQopLov
OV TEPIEXOVTOL GE OUTY], 10IWG OGOV aPOPE TO KAVIKA OEOOUEVE Y10 TOL LOTPOTEYVOLOYIKA
poiovta otnv ayopd. Emmiéov, mpoPfiénetl 6t1 n Aettovpyio tng EUDAMED xou 1 epappoyn
TOV JTaEemV Tov oyetilovtor pe avtn Ba TPEmeL va VITOKEWVTOL GE aveEAPTNTO EAEYYO TNG
AertovpykdTTOG TG PACT S OEOOUEVOV.

-=> Tlapot Ba mpémel vo avayvopiotel 6Tt 1 Béon tov ZvpPfovAiov dnpovpyel onuaviikég
VROYPEDGELS Yo TNV Emitpom, o1 omoieg cuvictavtot otn dnpovpyio Hog 101aitepa EKTEVOVG
Baong oedopévov kar ot Béomion pog pdAiov erayBoic drodikaciog Yo Ty etaAndgvon
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™G AertovpytkdTTog TS fAcNS 0ed0UEVAV, ALTO Eival, ®OTOCO, modeKTO d10TL O awénbei n
SLPAVELL TV TANPOPOPLOV GYETIKA LLE TA LLTPOTEYVOAOYIKE TPOIOVTO GTNV aryopdL.

0) Evicyouévo, kpitipio, yio. tov opiouo KOIVOTOINUEVWV OPYAVIGUDV

Xoppwva pe ) Béomn tov XvppovAiov, To KPITHPLO OPIGHOD TOV KOWVOTOUUEVOV OPYOVIGUOV
TEPLYPAPOVTAL UE LEYOADTEPT] AETTOUEPELD, 101G OGOV APOPA TIG ATOLTNOELS TNG OLAOIKAGTOGC.
Emniéov, o1 dadikacieg EAEYXOL TOV €V AOY® OPYOVIGLAOV £XOVV TEPLYPAPEL AETTOUEPDG LE
Baon eumepiec amd kowég aflodoynoelg mov €yovv devepynbel MON o100 MAMicl0 NG
oyvovcag vopobesiog.

-> H Emurponn) vrootpilel v evicyvuon TV amaitcemy Yo, ToV opiopd Kot v enonteio
TOV KOWVOTOUEVAOV OPYOVIGUAV.

1) Arafoviedoeis oyetid pe v kKAvikn olloAdynon opiGUEV@V 10TPOTEYVOLOVIKMDV TPOIOVIWY
vynAod Krvobvvoo

H 08éom tov ZvpPoviiov, mn omoia Paciletor 610 okeNTIKO NG drdkaciog €AEyYOVL TOL
nepthappdvetar oty mpdtacn g Emtpomng kot Aapfdaver voyn opiopéva otoryeion Tov
meSiov  EQUPUOYNG aLTNG TNG owdikaciog, Omw¢ opileton otn 0éon tov Evpomaikol
KowvoBovAiov ce mpdtn oviyveon, mpoPAénst dwodwkacio S10fOVAEVCEMV UE EMITPOTN
EUTEPOYVOLOV®DV, 1 ool o epapproletol 6e OPIGUEVO 1OTPOTEXVOAOYIKA TPOTOVTO LYNAOD
KIVOUVOL. ZUUP®VO [E OVTNV T J0IKAGT0, L0l EXITPOTN EUTEPOYVOUOVOV B umopel va
emAéyel évav @dkeho Pdoel kabBopiopévov kpumpiov Kol Vo TOPEXEL ETICTNUOVIKN
YVOUOSOTNGT GTOV KOWOMOMUEVO OPYOVICUO CYETIKA HE TNV aSOAGYNoN TOL KAWVIKOV
Qakélov tov Kotaokevaot. [Tapdtt 0 KoOvomoOmMUEVOS OpYOaVIGHOG OV dEGUEVETAL OO TN
YVOROSOTNGN, O TEPINTMON 7OV dgv TNV akolovbnoel Bo mpémel va mopdoyel oYETIKN
artioddynon. Ola ta €yypoa@o GYETIKA HE TN YVOUOOOTNON KOl TNV TEAKN 0mdQACT TOV
Kowvomompévov opyaviopov Ba dnmpoctevovror oty EUDAMED. Ot okelol KOTOGKELOGTEG
EVOEYETOL VO VIOYXPEOVVTOL VO, KOTABGAAOVY TEAN, 1 doun Kot TO0 VYOS TV omoiwv Ho
kaBopilovtar e EKTEAEGTIKEG TPAEELC.

-> H Emitponn umopei va vrootpiet ) B€on n omoia svbuypappileton e peydro Pabud pe
TOVLG 6TOYOVS TG Emitponnc.

10) EVIGYOUEVES OTOUTIGELS VIO TIC KAIVIKES EPEVVES KO TO. KAIVIKG. OEOOUEVQL

Me Baon v mpotacn g Emtponng kon ) 0éon tov Evponaikov Kowvofoviiov ce mpmt
avayvoor, ol ddIKAGIEG £YKPIONG TMV KAVIKOV EPELVAV EXOLV ELOVYPUUUOTEL TEPUITEP®
LE TOVG KOVOVEG Y10 TN OEVEPYELD KAMVIKOV OOKIU®MV GE POPUOKEVTIKE TpoiovTa, 1010iTEPQ
OGOV aQopd TS OTAEELS OYETIKA HE TN OLYKATAOEST HETA Omd evnUEPMOT KOl TNV
TPOoTUGi0 TOV EVAAMTOV aTtOp®V. Ol VTOYPEMGES TOV KATOOKEVAGTMOV OGOV apOopd N
OlEVEPYELDL KMVIKDV EPELVAV Y10, OTPOTEYVOLOYIKE TPoidvta, LYNAOD Kivduvou €xovv
evioyvbel, pe efapéoelg yuo kabiepopéveg texvoroyies. ‘Exer mpoPrepbel peyaidtepn
petofatikn mepiodog Yoo T OadIKAGIo GLVTOVIGHEVNG AEI0AOYNONG TOV CITNCE®MY Y10
KMVIKEG £peVVeEG G€ TEPIGGOTEPA OO VAL KPATN UEAT|, TPOKELUEVOL VO TAPEXETAL GTO KPATN
HEAN M SLuVATOTNTA VO AoKTOOV TNV anrapaitntn neipa o eBehovtikn Paon.

-> O1 evioyvpéves antég amontnoelg vrootnpitovrat amd v Emtponn kou n Emitponn kpiver
KOTAAANAES Kol dukotoloynpéveg 1060 Tig eEapéoelg yua Tig Kabepmuéveg texvoroyieg 660
Kot T peyodlvtepn petafatikn mepiodo yia T 0100Kacio. GLVTOVIGUEVS AELOAGYNOTG.
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1) Emorrteio amd 1006 KOTOOKEDAOTES UETA TH O1000N TTNYV 0yOPa KoL OLEVPDUEVO TEOLO THG
avoPOPaLS TATEWY

X 0éon tov ZvpPoviiov mEPYPAPOVTOL AETTOUEPDS OL VIOYPEMCELS TV KOATOCKEVOGTOV
000V aQopd TNV TaPUKOAOVONCT TG YPNONS TOV LUTPOTEYVOLOYIKMV TOVG TPOIOVTI®V OE
TPAYUOTIKEG cLVONKEG PETA TN 01dBeon TOug otV ayopd. £TO TAAICIO OVTO amoteiton M
onuovpyiot EVOC CLOTNUOTOG EMOMTEING TOV KOTOOKELOOTN HETA Tn dudbeon omv ayopd,
KaBdg Kot evog oyediov emomteiog petd TN ddbeon omv ayopd. To GUUTEPAGHLOTO TOVL
TPOKLITOVV OO TNV AVAALCT] OA®V TOV CYETIKMOV EGOUEVOV HETE TN O1dBeon otV oyopd
TPENEL VO TOPATIOEVTAL, GTNV TEPITTOGT WTPOTEXVOAOYIKADV TPOTOVTI®V YOUNAOD KIvOHVOU,
og ékbeom emonteiog petd tn dbeon oV ayopd Kot, GTNV TEPIMTOGT LOTPOTEXVOAOYIKMDV
TPOTOVTI®V OV OVIIKOLV GE KaTnyopio LYNAGTEPOL KIVOHVOL, GE TEPLOOIKT EMLKALPOTOUNLLEVN
ékBeom o Vv acedieia. Ocov apopd to 1Tpote)voroyikd Tpoidvta e katnyopiog T ot
To. EUQPLTEVGIUO  1OTPOTEYVOAOYIKGL TPOIOVTO, Ol KOTOOKELOOTEG Bo vmoypeovVTOL Vv
voPdAlovv TV €kBeon oTOV APHOSI0 KOWOTOMUEVO opyoviopd péow e EUDAMED.
EmumAéov, o1 vmoypedoelg avapopds Tacemv dev meplopiloviol TAEOV OTA WTPOTEYVOLOYIK(L
TPOTOVTA LYNAOTEPOL KIVIVVOL, OTTMG YIVOTAY 6TV apytkn TpoTacn ¢ Emtponyg.

> Olo ovtd TO oTOLYElDL PITOPOVV Vo VTOGTNPLYHoVV d10TL GVVIGTOVV o Pertiwon g
npdtaong g Emrponnc.

1y) Metofatikes wepiodot

[Mopdtt 6N B€om Tov ZvpPovAiov dwutnpodvion ot yevikég petafatikég mepiodol TV 3 €TV,
&xovv pootedel woTOGO oplopéveg edkéEG olataéels. Ewdwotepa, ta kpdtn péAn mpémet va
opicovv TV apuddla Bvikn apyn Yo T WTPOTEXVOAOYIKE TPoidvTa £vIOS 12 unvev amd v
évapén epappoyng Tov kavoviopot. Ta metomomtikd mov £yovv ekdobel facel g mokondg
vopobesiag xabiotavtor dxvpa to apyodtEpo 4 €1 amd TNV MUEPOUNVIOL EPOPLOYNG.
[atpoteyvoloyud Tpoidvta o omoio £xovv dlatebel vopipmg otV ayopd PAGEL TOV TOAMIDV
oMYV TPV OO TNV NUEPOUNVIO EPAPUOYNS TOL KOVOVIGHOD UTOPOVV VO GUVEXICOLV Vol
dtTifevTal otV ayopd 1 Vo YPNGLULOTOI0UVTOL £0G KoL S £T1 HETE TV NUEpOUNVia aVTH.

-> H Emitponn vrootpilel to avotépm amoteAéouaro.

4. YYMIIEPAZMA
To ZvpPovio aropdoice opOP®VA.

Ev xataxieidt, n Emrponn vrootpilel t 0éom mov eE€dmwae to Zvpufovito.
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