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KANONIEMOZ (EE) 2023/...
TOY EYPQITATIKOY KOINOBOYAIOY KAI TOY YMBOYAIOY

™mg...

Yo TV Tpomomoinoen TV Kavovicp®v (EE) 2017/745 xou (EE) 2017/746
060V 0Qopd TIg peTUfaTIKES OO TACELS YO OPLOREVA LOTPOTEYVOAOYIKA TTPOTOVTO

KOl in Vitro S10yveOTIKA W0 TPOTEYVOAOYIKA TPOiovVTO

(Keipevo mov mapoveraler evorapépov yia tov EOX)

TO EYPQITAIKO KOINOBOYAIO KAI TO XYMBOYAIO THE EYPQITAIKHE ENQZHE,

"Exovtag vroym ) ZovOnkn yia ™ Aertovpyia e Evponaikng Evoong, kot 1ding to dpbpo 114 ko
10 4pBpo 168 mapdypapog 4 ctoryeio v),

"Exovtag vroyn v npotaon g Evponaikne Emtponng,

Kotomy 61apifacng tov oyediov vopobetikng mpdéng ota eBvicd kotvopfodia,
"Exovtag vroymn ) yvoun g Evporaikfic Owovopkrc kot Kowvovikig Emrponnig!,
A@ov {fmoav ™ yvoun e Enttponng tov leprpepeimv,

Anogacilovtac cOpemva pe T cuvidn vouodetiky dtadikacio?,

1 I'voopn g 24n¢ lavovapiov 2023 (dev €xel akoun dnuocievtel oty Enionun Epnuepion).

2 ®¢on tov Evponaikov Kowvofoviiov g 16mg Defpovapiov 2023 (dev £xet axoun
onuooievtel onv Enionun Eenuepida) kot andpaocmn tov ZvpfovAiiov g ...
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Extipudvrag to akdlovba:

(1

Ot xavoviopuoi (EE) 2017/745 xau (EE) 2017/746* tov Evponaikov KowvoBovAiov kot tov
Svppoviiov Beomilovv VEO KAVOVIGTIKO TAAICLO Y10 T1 OLUCQAAICT] TNG OLOANG
Aertovpylog TG E0OTEPIKNG 0yOPAS OGOV apOPd T, LLTPOTEYVOAOYIKA TPOTOVTO KOl TO i1t
Vitro S1yVOOTIKA 10TPOTEYVOAOYIKE TPOTOVTA, £XOVTOC MG BAcT va VYNAS emimedo
TPOCTOGIOG TNG VYElag TV 0oBeEVAV Kot TV xpnoTdv. Tavtdypova, ot Kavoviepol

(EE) 2017/745 ko (EE) 2017/746 6£tovv vynAd TpoTuma ToltdTnTog Kol AGQOAAELOS Y10l TOL
WTPOTEYVOLOYIK( TTPOIOVTO KO TO, i1 Vitro d10yVOGTIKE 10.TPOTEYXVOAOYIKA TPOIOVTA, UE
OKOTO TNV AVIYETMTIGT KOWVMV OVIIGLYLDV OGOV 0pOPA TNV OCPAAELD TV TPOTOVTI®V
avtov. Emmiéov, apedtepot ot Kavoviopol EVioyDOVY CNUAVTIKO OPIGUEVA BAGTKA
OTOL(ELD TOV TPOTYOVLEVOL KAVOVIGTIKOV TAOGiov ov kabopiletan oTig 0onyieg
90/385/EOK? ka1 93/42/EOK* tov Zvpupoviriov kat otnv odnyia 98/79/EK tov
Evponaikov KowvoBovAiov kot tov ZvpBoviiov®, 6mog 1 emonteio TV KOWVOTOMUEVOV
0pYAVIGUAOV, 1 TAEVOUNCT] TOV KIvOOV®V, 01 S1001K0GIEG EKTIUMONG TG CLUHOPPOCNG, Ot
OTOLTOELS KAVIKTG TEKUNPIONC, 1) ETOYpOTVIOT KO 1] ETOTTTEIN TG ArYOPdiS, Kot
€164youv d1atdEelc mov d1sPaAilovy TN SPAVELD KL TNV LYVNAAGILOTNTA OGOV 0popd

TOL LTPOTEYVOAOYIKA TPOTOVTOL KOIL TO, i1 Vitro dloyVOGTIKA 1 TPOTEYVOLOYIKA TPOIOVTAL.

Kavoviopog (EE) 2017/745 tov Evponaikod Kotvooviiov kot tov Zvpfoviiov, g Sng
Amptiiov 2017, yuo ToL 1ATPOTEYVOLOYIKA TPOIOVTA, Y10l TV TPOTOTOINGT TNG 0dNYiag
2001/83/EK, tov kavoviopov (EK) ap1f. 178/2002 kot Tov kavovicpov (EK)

aptd. 1223/2009 kot yio v Katdpynon tov odnyldv tov Xvppoviiov 90/385/EOK ot
93/42/EOK (EE L 117 ¢ 5.5.2017, o. 1).

Kavoviopoc (EE) 2017/746 tov Evponaikov KotvoBovAiov kot tov Xvpfoviiov, TG Sng
Ampidiov 2017, yia ta in vitro S10yvOGTIKE 1ATPOTEYVOALOYIKA TPOIOVTA KO Y10, TNV
katdpynon g odnyiag 98/79/EK xot ¢ andpaocng 2010/227/EE g Emtponng (EE L 117
™c 5.5.2017, 0. 176).

Odnyia 90/385/EOK 1oL Zuppoviiov, g 20mg Iovviov 1990, yio tnv mpocéyyion twv
VOHOOEGLOV TOV KPOTOV LEADY GYETIKA LLE TO EVEPYH ELPVTEVCLA 1ATPIKE fondnpoto

(EE L 189 t¢ 20.7.1990, . 17).

Odnyia 93/42/EOK tov ZvppovAiov, g 14ng lovviov 1993, nepi tov 1atpoteyvoroyIK®Y
npoioviov (EE L 169 g 12.7.1993, c. 1).

Odnyia 98/79/EK 1ov Evpomaikov KowvopovAiov kot tov Xvpfoviiov, g 27n¢ Oxtwppiov
1998, yia ta wTpoteyvoroykd fondfuata wov ypnoiomolovvtol otn didyvoon in vitro (EE
L 331 tg7.12.1998, c. 1).
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)

AOY® TV emmtdoewv ¢ mavonpiog g COVID-19, n nuepounvia epaproyns tov
kavoviopo¥ (EE) 2017/745 petatébnie kotd Eva €1o¢ otig 26 Maiov 2021 pe tov
kovovioud (EE) 2020/561 tov Evpomaikod Kowvopoviiov kot tov Zvufoviiov!, evd n
nuepounvia g 26mg Maiov 2024 diatnpnOnke og AMEN ™G LETAPATIKNG TEPLOSOV WG
TNV 07010 OPIGUEVO TEXVOAOYIKE TPOTOVTO TTOL EEAKOAOVOOVY VO GUULOPPDVOVTOL LE TNV
odnyia 90/385/EOK 1 v odnyia 93/42/EOK emitpénetar va tebovv vopo og

KukAopopia 1 va teBovv Ge ypnon.

Opoiwg Aoym Tov emmtdoemv ¢ mavonuiag e COVID-19, n petapatikn nepiodog mov
npoPrémetor otov kovoviopud (EE) 2017/746 mapotdOnie 1M pe tov kavoviopud (EE)

2022/112 tov Evpwroaikod KowoBoviiov kot tov Zvpfoviiov?.

Kavovionog (EE) 2020/561 tov Evponaikod KotvoovAdiov kat tov Zvpoviiov, g

23n¢ Ampaiov 2020, yuo Tnv Tpomonoinom tov kovovicpov (EE) 2017/745 v ta
WTPOTEYVOLOYIKE TTPOIOVTO, OGOV APOPE TIC UEPOUNVIEG EQOPLOYNG OPICUEVOV OLATAEEDV
tov (EE L 130 tg 24.4.2020, o. 18).

Kavoviopog (EE) 2022/112 tov Evponaikod KotvoovAiov kat tov Zvpoviiov, g

25n¢ lavovapiov 2022, yia v tpomtonoinom tov Kavoviopov (EE) 2017/746 6cov apopd Tig
HEeTOPATIKEG OLUTAEELS Y10 OPIGUEVAL i ViEro SLLYyVOOTIKA 10TPOTEYVOLOYIKE TPOidVTOL Ko
™V ovafoAn TG EPOPUOYNG TOV TPOUTOOEGEWV Y10, TOL EGMTEPIKE TEXVOLOYIKA TPOIOVTAL
(EE L 19 g 28.1.2022, ©. 3)
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4

[Mopd ™ otabepn avénomn tov aptdod TV KOWVOTOMUEVOV 0PYAVIGUAOV ToL opilovtal
ovpewva pe tov kavovioud (EE) 2017/745, n cuvolkn tkovOTnTo TV KOWVOTOMUEVOV
opyoviopaVv e€akorlovdel va unv emapkel yio v EACQAAIOT TG EKTIUMONG TG
CUUUOPPMOONG TOL LEYAAOL aPOLOV TEYVOLOYIKAOV TPOTOVI®MV OV KOADTTOVTAL OO
TIGTOTOMNTIKA T ool xovv £kd00el cvpPwva pe v 0dnyia 90/385/EOK 1 v odnyia
93/42/EOK mptv amod v 26m Maiov 2024. @aiveton 0Tt peydAog aptpog KaTacoKELOGTAOV,
10100 KOTOOKELOGTMV TOV OTOTEAOVV IIKPES KOl LECOIES EMLYEIPTOELS, OEV EIVOL ETAPKDG
TPOETOLOGUEVOL Y10 VO ATOOEIEOVV T1 GUUUOPPMOT| LE TIG OTOLTHOELS TOV KOVOVIGLLOU
(EE) 2017/745, 1dimwg 6tav AneBei vwdyn 1 moAvTAOKOTNTO TV EV AOY® VE®V
amoToe®V. ¢ €K TOVTOL, glvat TOAD THAVO OTL TOAAG TEXVOLOYIKA TPOTOVTA TOV
emurpéneTon vo, TeBohv vOppLa 6€ KUKAOQOPIo GOUP®VA LE TIG LETOPATIKES OATAEELS TIC
omoieg mpoPAénet o kavoviopog (EE) 2017/745 dev Ba motomomfodv cOppmva Le Tov gV
AOY® Kavovioud pwv omd T ANEN TS HETAPATIKNG TEPLODOV, KATL TO OTOI0 GUVETAYETAL

TOV Kivouvo eALEIYE®V 10TPOTEXVOAOYIK®V TTPoidvTeV otV Evaon.
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(6)

Me Bdomn ava@opég amd emayyeALOTIES TOV TOPEN TNG VYELNG GYETIKA LLE TOV GpEso Kivouvo
eEAMEIYEWMV TEXVOAOYIKAOV TPOIOVIMV, amalTeiTol EMEYOVTOC Vo Topatadel 1 1oy0G TV
TIGTOTOMTIKOV oV €KdidovTon suppmva pe Tig oonyieg 90/385/EOK kat 93/42/EOK kot
va mopatodet  petafatikn mepiodog KT TNV OTOi T TEXVOAOYIKATPOIOVTH TOL
CULLOPPOVOVTOL LE TIG €V AOY® 001Yieg pmopovv va tefodv voppa o kokiopopia. H
dupkela g Topdraong Bo TpEmel va eival ETAPKNG, OOTE VA TAPEYETOL GTOVG
KOLVOTIOUNIEVOVG OPYOVIGHOVE O OVOYKOLOG XPOVOG Y10. TN SIEVEPYEL TV EKTIUNCEDV TNG
CLUUOPPMOONG LE TIG oToieg eivan empopTiouévol. H mapdtaon amockonel otn dtaciiion
VYNA0D EMTESOV TPOGTAGING TG ONUOGLOG VYELNS, CUUTEPIAAUPOVOUEVIC TG ACPAAELOG
TOV ac0evOV, Kol GTNV amoPLYN EALEIYEWDV 1UTPOTEYVOLOYIKMY TPOTOVIMV TOV
OTOLTOVVTOL Y10 TV OLLOAT] AELITOVPYIO TOV VINPECIDOV VYEWOVOUKTG TTEPiBaiyng, xopig va

petmBovv o1 1IGYVOVCES OMALTGELS TOLOTNTOG KOl AGPAAELOGC.

H mapdraon Oo npénet va vrdkerton og opiopéveg TpodmobEcelc, £161 OGTE va
dtc@arileTar OTL HOVO TO TEYVOAOYIKE TPOIGVTO TOV EIVOL AGQAAT KoL Y10 TO, OTTOia Ot
KOTOGKELOOTEG EYOVV NON AAPeL optopéva HETPA Yo T LETAPOON TPOG TN CLUUOPP®CT

pe tov kavoviopd (EE) 2017/745 Ba enweeinBovv and tov tpdcheto ypodvo.
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®)

INoa va eEacpaiiotel n otadiakn petdfoocn otov kovoviopud (EE) 2017/745, 1 evbovn yu
TNV TPOCTKOLGO EMOTTEIDL OGOV APOPA TO TEYVOAOYIK( TTPOIOVTO TOV EXOOELOVLVTAL OTTO TN
petaPatikn tepiodo Oa mpémel TEMKA Vo LETAPEPOEL 0O TOV KOIVOTOINUEVO OPYAVICUO
7oV €EE0MGE TO TOTOTOMTIKO GVUPmVE pe TV 0onyia 90/385/EOK 1 v odnyia
93/42/EOK o¢ xowomompévo opyaviopd mov opiletat Bacet Tov kavoviopot (EE)
2017/745. T AOyovg ac@AAelng d1Kaiov, 0 KOWVOTOUUEVOS OPYOVIGHOG TToL opileTal
dvvapet tov kavoviopoV (EE) 2017/745, dev Ba mpénet va givon vtevbuvog yia Tig
OPACTNPIOTNTEG EKTIUNONG TNG CLUUOPPOONG KO ETOTTEING TOL deEdyovTan amd TovV

KOWOTOIEVO OPYAVIGUO TTOV £EEOMGE TO MIGTOTOUTIKO.

Ocov apopd 10 YPoVIKO SIACTNLA TTOV ATOLTEITAL Y10l VO LITOPEGOVY Ol KOTOGKEVOGTES KO
01 KOWVOTOULLEVOL OPYAVIGLOL VOL OIEVEPYTIGOLV TNV EKTIUNGOT THG CLUUOPPOGNS, COULPOVOL
pe tov kavoviopd (EE) 2017/745, wotpoteyvoloyikdv Tpoidvimy Tov KAADTTOVIOL 0md
&yypago M BePaiwon motdTTOG TOL £KOOONKE SOHUPOVE e TV 0dnyia 90/385/EOK 1 tnv
odnyia 93/42/EOK, Ba mpémet va emttevyBel icoppomio HeTa&d TG TEPLOPIGUEVNG
SLBECIUNG TKAVOTNTOG TV KOWVOTOUEVMV OPYUVIGLMV Kol TG S10o@AAoNS LYNAOD
EMMEOOV GPAAELNG TV 0oOEVOV Kot TpooTasiog tng onpoctos vyeioc. Koatd cuvénegia, 1
dudpketa g petafotikng meptddov Ba mpémet va eEapTatat omd TNV Katnyopio Kivduvov
TOV EKAGTOTE TEYVOAOYIKOV TPOIOVTOG, MGTE 1) €V AOY® TTEPI0S0C VO VO LIKPOTEPN Y1aL TOL
TEYVOAOYIKA TPOTOVTO TOV EUTIMTOVY GE KT YOPio VYNAOTEPOL KIVOHVOL KOl LEYAAVTEPT)

Y10l TOL TEYVOAOYIKE TPOIOVTO TOL EUTIMTOVY GE KaTnyopio YOUNAOTEPOL KIVOVVOU.
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(10)

Y avtiBeon pe tig odnyieg 90/385/EOK kot 93/42/EOK, o kavoviopog (EE) 2017/745
OmoLTEL TN GLUUETOYT KOVOTOUUEVOL OPYOVIGHOD GTNV EKTIUNGN TNG CLUUOPPOGNG TV
eni mapoyyeMa ELPLTELGIUMOV TEYVOLOYIKOV TPoidovTtwv katnyopiag III. Adywm tng
OVETOPKOVS IKOVOTNTAG TOV KOWOTOINUEV®V OPYOVIGHAOV KOl TOV YEYOVOTOS OTL O1
KOTOGKELOOTEG €L TOPAYYEAD TEYVOAOYIKMV TPOTOVTOV Elval GUYVA LKPEC 1) LEGOIES
EMYEPNOELG TTOL OgV £XOVV TPOGPACT GE KOWVOTOMUEVO OPYOVIGUO BACEL TV 00N YLDV
90/385/EOK o 93/42/EOK, Ba mpémetl va mpoPre@bei petafotikn nepiodog katd
dlapkela NG omoiag ta emi mapoyyeAo ELEVTEVGILO TEYVOAOYIKE TPOIOVTO TNG KOTIYOPiog
I pmopovv va 1eBovV voua o KukAogopia 1 vo TeBobV 6€ Yprnom y®pPic ToTOTOTIKO

TOV €KOIOETOL ATTO KOVOTOMUEVO OPYOVIGUO.

To épBpo 120 mapdypaeoc 4 Tov kavoviopov (EE) 2017/745 kar to 4pBpo 110
napdypaeoc 4 tov kavoviopo¥ (EE) 2017/746 anayopgvovv v mepartépw dtdbeomn otnv
ayopd 1 G€ (PN TEXVOLOYIKAV TPOIOVIMV OV TIBEVTOL GE KUKAOPOPia £®G TO TEAOG TNG
1GYVOVCOG LETAROTIKNG TEPLOSOV KOl TO OTTOL TOPAUEVOLY GTIV OAVGIO0 EPOSIAGLOV EVal
£10G PeTd To TEAOG TG €V AOY® petafatikng teptddov. [a va amopevydei n dokomnn
ATOPPIYT ACPUADY LUTPOTEXVOLOYIK®V TPOTOVIMV KOl i71 Vitro S10yVOCTIKMOV
WLTPOTEYVOLOYIKDOV TPOIOVTOV TOV TAPAUEVOLY GTNV GAVGION EPOOLOGLOV, LLE TNV OToia
av&avetal o AUecog Kivouvog EAAEYNG TV €V AOY® TEYVOLOYIKADV TPOTOVIMV, 1 €V AGY®
TepATEP® 0140e0m oTNV ayopd M BEom o€ xpron TETOIWV TEXVOAOYIK®V TPoidvTwV Oa

TPETEL VAL VO YPOVIKA OTTEPLOPLOTN).
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(11) O xavovicpot (EE) 2017/745 ot (EE) 2017/746 0a npénet, emopévmg, va tpomonotodv

avaAOY®G.

(12) Agdopévou 0Tt 01 GTOYOL TOL TAPOVTOG KAVOVIGLOV, ONAOON 1| AVIIUETOTION EAAElYE®V
TEYVOAOYIK®V TPOIOVT®V KO i Vitro SL0lyVOCTIKMV 10TPOTEXVOAOYIK®Y TPOTOVI®V EVTOG
¢ Evmong, dev pmopovv va enttevyBodv enapk®g amd To KpATn AT, LTopodV OUmG va.
emtevyBovv KahdTtepa o€ evoolako eninedo, ' Evoon dvvatar va Beomicel pétpa
COUPMVO, LLE TNV aPYN TNG EMKOVPIKATNTOS TOL GpBpov 5 e ZuvOnKng yia v
Evponaikiy ‘Evoon (ZEE). Zopeova pe v apyn g ovaroytkdtnTog Omms SloTLIMVETOL
070 1010 apHpo, 0 TaPOV Kavoviouog dev vtepPaivel Ta avaykaio Opta yio TV enitevén

TOV GTOYOV AVTOV.
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(13)

O mopdv Kovoviordg ekdideTol Aapfavouévav voyn Tov eE0IPETIKMOVY TEPIOTAGEMY TOV
TPOKVTTOVV ATt TOV AUECO KIVOLVO EALEIYEMV 10TPOTEYVOLOYIKDV TPOIOVT®V KoL TOV
oYETIKO Kivouvo Kpiong otov Topéa TG onpoctag vyeiog. ['a va emtevydet 1o
EMOIWKOUEVO OMOTELEC O TV TpoTtoTOMTIKOV Kavovicuwv (EE) 2017/745 ko

(EE) 2017/746 ka1 va S106(QaAloTel 1) S100£G1LOTNTA TEYVOLOYIKDV TPOTOVTI®V TOV OTOImV
TOL TGTOTOMTIKA £yovv 101 ANEeL | Tpdkettal va AEovv pwv amd v 26m Maiov 2024,
va mopacyedel acpaiela S1Kaiov Yol TOVG OTKOVOUIKOVE POPEIS KOl TOVG TAPOYOVE
VYELOVOLUKNG TEPIBaAlyMG Kot Y100 AOYOLS GLVOYNG OGOV APOPd TIC TPOTOTOUCELS KOl TMV
V0 KOVOVICU®MV, 0 TOPOV KAVOVIGUOG Bol TPETEL va apyiceL va 1oy DEL ETELYOVTMG TNV
nuépa ™ dnuocicvong tov otV Exionun Epnuepioa s Evpwraixns Evwang. T'a tovg
d1ovg Aoyovg, Bempeitan okdmIpO va epaprootel N TapékkAion amd v tpobespio TV
oKT® gfdopddwv mov mpofArémetar 6to dpbpo 4 Tov TpwTokdALOL aptd. 1 oyeTIKA pE TOoV
poAo TV eBvik®V KovoBovAiov oty Evponaikn ‘Evoon, 1o oroio tpocaptdrot ot ZEE,
o1 XuvOnKn yua ) Asttovpyia g Evponaikng Evoong kot otn ZovOnkn mepi 1dpdoemg
g Evponaikng Kowomntag Atopwng Evépyetag,

EEEAQYAN TON ITAPONTA KANONIZEMO:
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Apbpo 1
Tpomomomoeig tov kavoviouod (EE) 2017/745

O kavoviopdg (EE) 2017/745 tpomomoteiton mg eENG:

1) To apBpo 120 tpomomoteiton wg e&Ng:

o)

oV Tapaypoo 2, To deHTEPO £3GPLO avtiKabicTaTol amd To akdAovho Keipevo:

«To ToeTomoMTIKA TOV £KAOOMKAV OO KOWVOTOMUEVOLS OPYUVIGHOVS COUPOVO LE
T1g 0onyieg 90/385/EOK ko 93/42/EOK amd v 25m Maiov 2017, ta omoia
Bpiokovtav akdopa og 1oL v 26m Mdaiov 2021 kot dev avakAnOnkav 6t cuvéyela,
TOPAUEVOLY GE 1GYD UETA TO TEAOG TNG TEPLOOOV TOV OVOPEPETOL GTO TLGTOTOUTIKO
€m¢ v nuepounvia tov opiletal oty Tapdypaeo 3o Tov TapovIog Apbpov mov
IGYVEL Y10 T GYETIKN KOTIYOpia KIVOUVOL TV TEYVOAOYIKOV Tpoidvtwv. Ta
TIGTOTOMTIKA OV £KO0ONKAV OO TOLG KOVOTOMUEVOLS OPYUVIGHOVS GOUPMVOL LLE
T1G &V AOy® 0dnyieg amd v 251 Maiov 2017, ta omoia fpiokoviav akoua ce 1oy
v 26m Maiov 2021 kot éxovv Anéet Tpv omd v ... [nuepounvia Evapéng 1oyvog
TOV TOPOVTOS Kavovicov | Bewpovvtal 6Tt fpiokovial 6g 1oY0 £mG TIC NUEPOUNVIES
nov opifovtar otV Tapdypoeo 3o Tov TapdvVTog dpbpov Hovo edv TANpovTAL pia

and TG akOAovbeg mpoimobéoels:

a) 7P omd TV nuepounvia ANENG TOL TGTOTOMTIKOV, O KOTAGKELOGTNG KOl
KOTO10G KOWVOTOINIEVOS OPYAVIGHOG £XOVV VTTOYPAWEL YPATTY) CLUP®VI
coppwva pe to mapdptnua VII tuiua 4.3 dedtepo £d6po Tov Tapdvtog
KOVOVIGLOD Y10 TNV EKTIUNGT TNG CLUUOPP®GNS OGOV APOPA TO TEXVOAOYIKO
TPOIOV TOV KOADTTETOL TG TO ANYUEVO TGTOTOMTIKO 1) OGOV apopd
TEXVOAOYIKO TTPOIOGV OV TPOOPILETOL VO OVTIKATAGTIGEL TO EV AOY®

TEYVOLOYIKO TTPOIOV
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B)  apuodio apyn kpatovg HELOLS EYEL XOPNYNOEL TAPEKKAIOT OO TNV 1GYLOVG
dwdkacio eKTipnoNg ™S SVUUOPP®ONS SVUP®VA LE TO ApBpo 59
Topaypoeog 1 tov Tapdvtog kavoviouov 1 £xel {ntoet amd tov
KOTOUOKELOOTT, COLP®VA e TO dpBpo 97 mapdypopog 1 Tov TapodVTOC

KOVOVIGLLOD, VO SIEVEPYNGEL TNV 16YVOVCA, S1UOTKOGT0 EKTIUNONS TG

GUHUOPPOCNEY
B) mmapaypagoc 3 aviikadiotatal amd 1o akdiovho Keipevo:

«3.  Kotd mapékkiion and 1o dpbpo 5 Kot epdsov TANpovvVToL 01 TPoHTOHECELS TNG
Tapaypaeov 3y tov TopovIog ApOpov, Ta TEXVOAOYIKA TPOTOVTO TOV
avaeEpovTal oTig Topaypdeovg 3a kat 3 Tov TapdvTog Aphpov emtpémeTon va
€000V Gg KuKAoPopia 1 va TEBOVV Ge XpNomn £mG TIG NUEPOUNVIEG TTOV

opifovtat 6Tig €V AdY® TaPAyPAPOVE.

3a.  Teyxvohoyikd mpoidvta mov SoBETOVY TGTOTOMTIKO TOV EKOOONKE GLUPWVOL
pe v odnyia 90/385/EOK 1 v odnyia 93/42/EOK kot to onoio Ppioketon o€
oYL dvvapet g Topaypdeov 2 Tov Tapdvtog Apbpov emitpémeton va tebovv

oe kKukhopopia 1 va teBovv og yprion £mg Tig akdAovhec nuepounvies:

a) 31In AexepPpiov 2027, yioo A To TEYVOAOYIKE TPOIOVTO TNG KT YOpiog
I ko yio to epeutevoIa TEYVOLOYIKE TPOoidvTa TG Kotyopiog IIP,
€KTOG O PAUUATO, CUVOETNPES, 0OOVTIKA COPAYIGLOTA, 0JOVTIKA
dyxiotpa (c1depdiia), 000VTIKEG OTEPAVES, Bidec, ceNves, opBomedikég
TAOKES KoL TEXVNTEG 000VTOGTOLYiEG, CVpLaTa, BEAOVES, KA KO

GUVOEG OGS
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B)  31n AekepPpiov 2028, yia Ta TE(VOLOYIKE TTPOiOVTA TNG Kot yopiag 11
eKTOG EKEIVOV OV KOADTTTOVTOL OO TO GTOLYEIO ) TNG TALPOVG OGS
TOPOYPAPOL, Y10 T, TEYVOLOYIKA Tpoidvta ¢ katnyopiag [la kot yio to
TEXYVOAOYIKA TTPoTOVTA TNG Katnyopiog I wov tifevion oe Kuklopopia

QTOCTEPMUEVA 1) £XOVV ALTOVPYin LETPNOTG.

3B. Texvohoykd mpoidvta yio To ool 1 Slodkacio EKTIUNoNG TS GCLUUOPP®ONG
oouemva pe tnv odnyia 93/42/EOK dev amaitovce T GLUUUETOYN
KOLVOTIOINEVOD OPYOVIGLOV, TO, 0Toia O1aB€TOVY SNAMGCT CLUUOPPOGNG TTOL
Kataptiotnke Tpv amd v 26m Maiov 2021 kot yio o omoia 1) dtadtkacio
EKTIUNONG TNG CLUUOPP®ONS SVVAEL TOV TAPOVTOS KOVOVIGUOD AToLTel TN
GUUUETOYN KOWVOTOMUEVOL OPYAVIGHOV, ETMTPENETAL VO TEOOVV GE KLKAOPOpia

N va tefovv og yprion g v 31n AexepPpiov 2028.

3y. Ta teyvoroyikd TpoidvTa Tov avaPEPOVTL OTIS Topaypdpovs 3a kat 3 Tov
mapdvtog dpBpov pumopovv va teBovv e KukAopopia 1} va teBovv og ypnon
£€mC TIG NUEPOUNVIES TOV AVOPEPOVTAL GTIG €V AGY® TAPOLYPAPOVS LOVO EQV

TANPOLVTOL 01 aKOAOLOEG TpODTOBEGELS:

a)  To eV AOY® TEYVOAOYIKE TTpoidvTa e&akolovBohv Vo GUUHOPPOVOVTAL E

v oonyia 90/385/EOK 1} v odnyia 93/42/EOK, katd nepintmon:

B)  devumbpyovv onUavTIKES LETAROAES GTOV GYESACHO KO GTNV

TpoPAremodpeVn ¥pNon:

Y) T TEXVOAOYIKA TPoidvTa OV TApoLGLALOVY ATAPASEKTO KIVOLVO Y10 TV
vyela N TV AGPAAELN TOV ACOHEVOVY, TOV YPNOTAOV 1] GAADV TPOGOTMOV 1

Y GAAEG TTTUYEG TNG TPOOTAGING TNG ONUOGLAG LYELNG:
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306.

d)  To apyotepo £mg TV 26m Maiov 2024 o KoTaokeLOoTNG £xEl Béoel o
EPOPLOYN GVOTNHO SaEIPIONG TNG TOOTNTAG SCOLPOVA e To dpBpo 10
Topdypapog 9-

€) 10 apyotepo £mg TV 26m Moaiov 2024 0 KoTtaoKELAGTNG 1 O
€E0V01000TNUEVOG AVTITPOGHOTAOC TOV €Yl LITOPAAEL emionun aitnon og
KOWVOTOMMUEVO OPYOaVIGUO cupemva, pe to mopdptnua VII tuqua 4.3
TPAOTO EGAPLO Y10 EKTIUNOT TNG CLUUOPPMOCNS OGOV QUPOPA TEYVOLOYIKO
TPOIOV TOV avapEPETAL TNV ToPdypoeo 3a 1 3B Tov mapdvtog dpbpov 1
OGOV aPOPA TEYVOAOYIKO TPOTOV TOV TPOOPILETOL VAL AVTIKOTOGTGEL TO
€V AOY® TEYVOAOYIKO TTPOTIOV, Kol TO apyOTEPO £mG TNV 26M ZemtepPpiov
2024, 0 KOWOomOmUEVOS 0PYAVIGHOG KOt 0 KATAGKEVOGTNG £XOVV
VTOYPAYEL YPOTTH GLUQOVia cupemva pe To Topdptnuae VII tunua 4.3

dgvTEPO £dAQ10.

Kot tapékrkion and v napdypaeo 3 tov mapoviog apbpov, 6Gov apopd To
TEYVOLOYIKA TPOIOVTO TOV AVOPEPOVTOL OTIC TAPOYPAPOVGS 3o kot 33 Tov
TapovTog GpBpov, otn BEom TOV AVTIGTOLY®V ONTALTCEMV GTIC 0dNYiEg
90/385/EOK a1 93/42/EOK gpapudlovtal ol amattoElS TOV TopOvVIOoC
KOVOVIGLOU GYETIKA UE TNV enonTEi LETA TN 0180€0M OTNV Oyopd, TV
enonteio TNG Ayopdc, TNV EMAYPOTVIOT KOL TV KATAXDPICT] TOV OIKOVOUIKOV

(QOPEMV KO TEXVOLOYIK®DV TPOIOVIMV.
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3e.

Me v emevioén tov Kepaiaiov IV kot g mapaypdeov 1 tov mapdvtog
GpOpov, 0 KOOToIMUEVOS 0pYaVIoUOG TTOL EEE0MOCE TO TGTOTOMNTIKO TOL
avaQEPETAL TNV TOPAypo@o 3a Tov Tapdvtog dpBpov e&axorovbel va givar
VIEHOLVOC Y1 TNV TPOCTKOVGH ETOMTEIDL OGOV APOPA TIC IGYVOVGES
QTOTNOELS GYETIKA LLE TOL TEYVOAOYIKE TPOIOVTO TTOV £XEL TGTOMOW|OEL, EKTOG
€0V 0 KATOGKELAGTNG £XEL CUULPOVIGEL LE KOWVOTOUUEVO OPYOVIGHO TOV
opiletan svuemva pe to apbpo 42 611 0 TeElevTaiog Ba dievepynoet TNV v AOY®

EMOTTELO.

O KOWOTOMUEVOS 0PYAVIGHOG TTOV £XEL DTTOYPAWYEL TN YPOTTY] GLUPOVIO TOV
avagEpeTal otV mopdypaeo 3y ototyeio €) Tov mapdvtog dpbpov apyilel va
elvar vtevBLVOC YO TNV EMONTEID TOV TEYVOAOYIK®V TPOIOVIMV TOV
KOADTTOVTOL 0T TN YPOTTH CLUPMVID TO apYdTEPO £G TNV 261 ZentepuPpiov
2024. Otav n yport GLUEOVIN KOADTTEL TEXVOAOYIKO TPOTOV oL TpoopileTan
VO OVTIKOTOGTI|GEL TEXVOAOYIKO TPOTOV TO 01010 S100ETEL TIGTOTOMTIKO TOV
exd00nke cvppwva pe v odnyia 90/385/EOK 1 v odnyia 93/42/EOK, n

emonteia dtevepyeitar OGOV aPopd To TEXVOAOYIKO TPoidv Tov avtikabictatat.
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Ot pvBpuicerg ya ) petagopd g vOHVNG TG emonTeing Amd TOV
KOWVOTIOINUEVO OPYOVIGHO TTOL EEEOMGE TO TIGTOTOUTIKO GTOV KOIVOTOUUEVO
opyavicpd mov opiletor svuemva pe to apbpo 42 kabopilovrol capmg ot
SLUEOVIOL LETOED TOL KATUOKELOGTH KO TOV KOWOTOUUEVOD OPYAVIGLOD TOL
opiletar ovpemva pe o apBpo 42 ko, 6tav ivol EPIKTO, TOL KOWVOTOUUEVOD
opyaviopov Tov ££E8mae To TOTOTOMNTIKO. O KOWVOTOMUEVOG OPYAVIGUAC TTOV
opiletar cvpemva pe To apbpo 42 dev elval vTeEHOLVOCS Y10 TIC SPUGTNPLOTNTES
EKTIUNONC TNG CLUUOPP®ONG TOV EKTEAOVVTOL OO TOV KOIVOTOUUEVO

opyaviopd Tov ££E0MGE TO MIGTOTOMTIKO.

3ot. Koartd mapékkiion and 1o dpbpo 5, ta eni mapayyeiio epputedoipa
tevoroyKd Ttpoidvta g Kotnyopiog Il emrpéneton va teBovv o€
KukAogopia 1 va teBovv og yprion €mg v 26m Maiov 2026 ympic
TIOTOTOMNTIKO TTOV EKSIOETOL ATTO KOVOTOMUEVO OPYOVIGUO GOUQ®VA LLE T
dwodkacio EKTIUNONG TS GCUUUOPP®ONG GTNV OTOi0 TOPATEUTEL TO ApBpo 52
Tapdypapog 8 devtepo £d4p1o, vITd TV TpoimdOeon OTL, TO APYdTEPO £1OG TV
26m Maiov 2024, 0 kataoKeLAGTNG 1 0 €E0VG10G0TNUEVOG OVTITPOCMOTOS £XEL
VTOPAAEL ETiOT U QUTNOT GE KOWVOTOUUEVO OPYAVICUO COLP®VO LLE TO
mapaptnua VII tunpa 4.3 Tp®to €d4¢10 Yo EKTIUNOT TG CLUHOPPOCTNG Kot
0T, TO apydTEPO EMG TNV 26M ZentepuPpiov 2024, 0 KOVOTOMUEVOS OPYOVIGLOG
KOl O KOTOUGKEVOGTNG £XOVV VITOYPAWYEL YPOUTTH GLUPOVIN GOUPMVO, LLE TO

napaptnua VII tunpa 4.3 dedtepo £50¢010»
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Y) M mapdypoaeoc 4 avtikadictotor and o akdAovbo Kkeipevo:

«4. Ta teyvohoykd mpoidvta mov £xovv tebel g KukAoPopia VOULLO SUVALEL TV
oonywwv 90/385/EOK «an 93/42/EOK mpv amd tnv 26m Maiov 2021 kot ta
TEXVOAOYIKA TTPOTOVTA TTOV £Y0VV TEDEL 68 KuKAOQOpia VO petd tnv 26m
Maiiov 2021 duvapet tov mapaypdeov 3, 3a, 3B kot 36T ToL TAPOVTOG APOBpPOL

umopovv va e&axorovdncouvv va dtatiBeviot oty ayopd 1 vo tibevtan o

XPNOM.-».
2) To apBpo 122 tpomomoteiton wg e&€Ng:
0)  OTO TPMTO £0GPLO, N EIGAYMYIKN Ppacn avTiKadioTtatal and 10 akdAovho Keipevo:

«Meg v emeHAacn tov dpBpov 120 mapdypapor 3 £m¢ 3 Kot 4 Tov TAPOHVTOG
KOVOVIGHOU KOt LE TNV EMPVAAEN TOV VIOYPEDCEDV TOV KPOTOV LEADV KLl TOV
KOTOGKELOGTMOV OGOV aPOPA TNV ETOYPOTVIGT KL TIG VITOYPEDGELS TV
KOTAGKELOGTAOV OGOV apopd T SBECIUOTNTA TOV EYYPAPOV SVVALEL TOV 0ONYIDV
90/385/EOK «at 93/42/EOK, ot ev Ady® 0dnyieg koTapyovvot amd tnv 26m Maiov
2021, pe e€aipeon:»-

B) 10 devTEPO EdGPLO avTiKaBioTaTOl 0o To akdAovBO Kelpevo:

«Ocov apopd T TEXVOAOYIKA TPOTOVTO TOL avapEpovTat 6to aphpo 120
Tapaypoeotl 3 £mg 3¢ kol 4 ToL TOPOVTOS KOVOVIGLLOV, 01 00MYIEG TOV AVAPEPOVTOL
070 TPMOTO £3APLO TOV TaPOVTOS ApBpov eEakorovBovv va epaprolovtal GTov

Babuod mov givar amapaitnTo Yo TNV EPAPUOYN TOV EV AOY® TAPAYPAPOV.».
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3) Y10 apBpo 123 mapdypapog 3 otoryeio d), | 24" mepintmon avtikabiotatol amd To

axolovbo Keipevo:
«— 10 GpOpo 120 mapdypapog 33.».
Ap6Bpo 2
Tpomomoroeig tov kavoviouod (EE) 2017/746
O xavoviopudc (EE) 2017/746 tpomomoteitan g €€NG:
1) 210 GpOpo 110, n mapdypopog 4 avtikadiotatal amd 1o akdéiovho Keipevo:

«4. Ta teyvoroyikd mpoidvta mov Exovv tebel oe KukAoopia vopa duvauet g
odnyiag 98/79/EOK mpwv amd v 26n Maiov 2022 kot ta TEXVOAOYIKA TPOTOVTA TOV
tiBevton voppa og KokAopopia amd v 26m Moaiov 2022 duvépel tg mapaypdpov 3
TOV TAPOVTOS APOPOL PopovV va eEakorlovBncovy va dtotifevtal oty ayopd 1 va

tifevtan o ypnon.».
2) 10 apBpo 112, 10 dedtepo £da@io avtikabiotatar omd 10 akdAovbo Keipevo:

«Ocov apopd Ta TEXVOAOYIKA TPOTOVTA TOL avapEpovtol 6to dpbpo 110 mapdypapot 3 kot
4 tov Tapdvtog kavovicpov, 1 odnyia 98/79/EK e&akorovbel va epappoletar otov Babud

7OV €ivol AmapoiTnTo Yo TNV EQUPLOYN TV EV AOY® TOPAYPAP®V.)».
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Apbpo 3
Evopln 16yvog

O map®dV Kavoviorog apyilel va 1oyvel TV nuépa tng dnHocievong tov otV Exionun Epnuepioo
¢ Evponaixns Evaoong.

O mopdv Kovoviordg ival 0eGUEVTIKOS MG TPOG OAN T LEPT TOL KOl IGYVEL AUESH GE KAOE KPATOC

HEAOC.

Ta 0 Evpwraixo Koivofodiio T'10 to Zoufodlio

H Ilpoedpog O/H Ilpoedpog
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