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Enionun Egnuepida g Evpwnaikng Evaorng 20.3.2023

TO

KANONIZMOZ (EE) 2023/607 TOY EYPOITATKOY KOINOBOYAIOY KAI TOY XYMBOYAIOY
¢ 1516 Maptiov 2023

yia v tpomonoinen tov kavoviepdv (EE) 2017/745 xar (EE) 2017/746 dcov agopd g petafatikes
SiatdEeic yia oproptva watpoteyvoloyikd mpoidvta kat in vitro Srayvoetikd watpotexvoloyikd npoidvra

(Keipevo mouv mapoveraler evdiagépov yia tov EOX)

EYPQITAIKO KOINOBOYAIO KAI TO YMBOYAIO THX EYPQITAIKHE ENQZHE,

Exovtag unoyn ) Tuvdnkn yia ) Aertoupyia e Evponaikrg Eveorg, kat 1ding to apdpo 114 kat to apdpo 168 napaypagpog 4
OTOIYED V),

'Exovtag undyn v npodtact g Evpenaikrg Emtponc,

Katomw diafifaocnc tou oxediou vopovetikng mpaéng ota edvikd kowvopolia,

'Exovtag undyn ) yvepn e Evpenaiknic Owovopukng kat Kowevikrg Emtponnc (1),

Agou {nmoav ™ yvopn g Emtponic twv Mepipepeiav,

AnogaciCovtag cupgova pie T ouvidn vopodetikr dadikasia (3),

Extipdvrag ta akolouda:

(1)

Ot Kavovaoi (EE) 2017/745 () xou (EE) 2017/746 (*) Tou Eupawnaikot Kowo[ﬂou)dou KoL Tou Zupﬁou)\iou JeomiCouv véo
KavovioTiko mhaioto yia tn Sacpahior] g opaknc )\moupylac ™6 E0WTEPIKTG ayopac 000V agopd Ta 1anorsxvo)\oy1Ka
Tcpmovm KaL Ta in vitro 61ayvm0m<a 10TPOTEXVONOYIKA TIPOTOVTA, sxovmg o6 Paon éva vynho eninedo mpootasiag g
uyelag Tev acdevav kat tov xprjotev. Tautodxpova, ot kavoviopoi (EE) 2017/745 wau (EE) 2017/746 détouv uynha
TPOTUTIA TOLOTITAG KAl AOQPAAELAG Yl TA LATPOTENVONOYIKA TPOIOVTA KAl T in Vitro SlayvwoTika 1aTpoTENVONOYIKA
TIPOIOVTA, PE GKOTIO TNV GVTHETOMION KOGV AVI|OUXIGY 00OV agopd Ty ac@dleld Towv mpoioviov autv. Emm\éov,
QLPOTEPOL Ol KAVOVIGHOL EVIGYUOUV OTHAVTIKA OpLopéva Pactkd oTOLyElC TOU TPOTYOUHEVOU KAVOVIOTIKOU TAALGLOU TOU
kadopiletar otig 0dryies 90/385/EOK () kan 93/42/EOK (°) tou ZupPouliou kar oty odnyia 98/79/EK tou Eupamndikol
KowoPoulou kat tou Zupfoudiou ('), OTwG 1) ENOMTEIR TOV KOWOTIOMHEVOY OPYAVIOHGY, 1] TAEvOpnor Twv kivdlivey, ot
dadikaoteg exTipnong TG GURROPPWOTG, OL AMALTHOELG KAIVIKHG TEKHNPIWOTG, 1] ENAYPUTIVION KOl 1] ENOMTELR TG ayopdc,
Kkau eworyouv dwatakels mou draogaliCouv m Srapaveia kar Ty AASIOTITA 00OV AQOPA TA LATPOTEXVOAOYIKA TPOIOVTXL
Kaw T in vitro SlayveoTIKA LaTPOTERVONOYIKA TPOIOVTa.

Aoyo tov emmtocewy ¢ navdnuiag ¢ COVID-19, n nuepopnvia epappoyic tou kavoviopou (EE) 2017/745
petatédnke kata éva tog otg 26 Matou 2021 e tov kavoviopo (EE) 2020/561 tou Eupwenaikov Kowopouliou kat tou
Supfouliou (%), v 1 nuepopnvia e 26n¢ Maiou 2024 Satnprdnke wg Aién e petafatikig meplodou €wg Ty onola
oplopiéva texvoloyikd mpoiovta mou  efakohoudolv va  ouppopgovovtar pe Ty odnyia 90/385/EOK 1 v
odnyla 93/42/EOK emrtpénetar va tedolv vopupa oe kukhogopia 1) va tedouv ot xprjon).

Tvopn e 24ng lavouapiou 2023 (Sev £xer akopr dnpooieudel oty Enionpn Egnpuepida).

O¢on tou Eupwnaikou Kowofouliou g 16nc defpouapiov 2023 (Sev éxer akopn dnpooieudel oty Enionpn Eenuepida) kat anodgaor tou
SupPouliou e 7n¢ Maptiou 2023.

Kavoviopoc (EE) 2017745 tou Eupenaikot Kowofouliou kat tou Zupfouliou, e 5ng Anpthiou 2017, yia ta 1atpoteyvoloyiKd mpoiovta,
yiou Ty tpomomoiner e odnyiag 2001/83EK, tou kavoviopol (EK) apw). 178/2002 kat tou kavoviepot (EK) ap. 1223/2009 kat yia v
katapynon tev odnyiwy tou Zupfoulou 90/385/EOK kar 93/42/EOK (EEL 117 g 5.5.2017, o. 1).

Kavoviopog (EE) 2017/746 tou Euponaikot Kowofoulou kar tou Tupfouliou, g 5n¢ Ampihouv 2017, yia ta in vitro diayveotikd
1aTPOTERVONOYIKA TPOIOVTA Kat yia TNV Katdpynon e odnyiag 98/79/EK kat g andgacng 2010/227[EE g Emtpornc (EE L 117 g
5.5.2017,0.176).

Obnyia 90/385/EOK tou Zuppouliou, e 201 Iouviou 1990, yia v Tpoceyyion TV VOHOTUECLOY TOV KPATGV HENGY OYETIKA 1 Ta evepya
epgutevotpa watpikd fondipata (EE L 189 g 20.7.1990, 6. 17).

Obnyia 93/42/EOK tou Zupfouliou, e 14ng louviou 1993, mepi twv tatpotexvoloyikav mpoioviev (EEL 169 g 12.7.1993, 6. 1).
Obnyia 98/79/EK tou Eupwnaikot Kowofouliou kat tou Supfouliou, e 2716 Oktefpiou 1998, yia ta iatpoteyvoloyika fondnpata mou
xprotonotovvtat otr Staryvewor in vitro (EE L 331 g 7.12.1998, 6. 1).

Kavoviopog (EE) 2020/561 tou Eupwnaikot Kowofouliou kat tou Zupfouliou, g 23ng Ampihiou 2020, yia v Tpomonoinon tou
kavoviopoy (EE) 2017/745 yia ta 1atpoteyvohoyIKd TPoiovTa, 000V apopd TIG UEPOHNVIES epappoync opiopévaey dataEemv tou (EE L 130
™ 24.4.2020, 0. 18).
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(3)  Opoiwg Moy Twv emmtdoenv g navdnuiag g COVID-19, n petaPatik mepiodog mou mpoPAénetar oTov KAVOVIOHO
(EE) 2017746 mapatadnke ndn pe tov kavoviopo (EE) 2022/112 tou Eupwnaikol Kowofouliou kat tou Supfouliou ().

(4)  Tapa ™ otavepn avénon tou apipol TV KOWOTOMHIEVGY OPYAVICHGOV TOU Opilovial cUNQOVA HE TOV KAVOVIGHO
(EE) 2017/745, 1 6UVONIK] IKAVOTITC TV KOIWOTIOUHEVOV OpYaviop®V eEakoNoudel va v enapkel yia v eacpalion
TG EKTIHNONG TG CURHOPPWOTIS TOU HEYAAOU apidpol TEXVONOYIK®OV TPOIOVTGY ToU KAAUTTOVTOL and MOTOMOMTIKA Tal
onoia £youv ekdodel cupgova pe v odnyia 90/385/EOK 1 mv odnyia 93/42/EOK mpwv and v 26n Maiou 2024.
Oaivetar 0Tt peydAog appog KATAOKEUAOTAHVY, 1OLOG KATAOKEUAOTAY TTOU QnOTENOUV MIKPEG KAl LECAIEG EMIKELPNOELS, OV
elval ENapKOG MPOETOLHAOHEVOL yia va anodelfouv T ouppdpewon e TG anartroelg Tou kavoviopoy (EE) 2017745,
1dlog otav Angdel unoyn 1 moAumhokdtta v ev ANoyw véwv anartioewy. Q¢ ek ToUTou, givar oA mdavo Ot ToANL
TENVOAOYIKA TIPOIOVTA TIOU EMITPENETAL VL TEDOUV VOLILA OE KUKANOQOpia cUpgova e TG petafatikes SiataEels TG onoleg
nipoPAénet o kavoviopog (EE) 2017/745 dev Da motonomdouv cUpgeva pe Tov v Aoye kavoviopo mpwv and t Aién g
petafatikig meplodou, KATL TO OMOLO0 CUVETAYETAL TOV KiVOUVO ENAEIYEWY 1ATPOTEXVONOYIKGY TPoiovTev oty Evaor).

(5)  Me paon avagopéc and emayye\paTiEG TOU TOpEa TG UYElag OYETIKA L€ TOV ApEco kivduvo eNhelyewv texvoloyikmv
TIPOIOVIWY, QMOITEITAL EMEYOVIOG Vo mapatadel 1) 10YUG TV TOTOmOmTKOV mou ekdidoviar olpQuva pe TG
odnyiec 90/385/EOK kar 93/42/EOK kat va mapatadei n petafatikr neplodog katd v onoia ta TeYVoONOyIKATPOiovTa
TIOU GUPHOPQOVOVTAL L€ TIG €V AOyw 0dnyiec pumopolv va tedouv voptpa ot kukhogopia. H diapkeia g mapdraong da
TIPEMEL Va €lvat ENAPKIG, MOTE VO TAPEYETAL OTOUG KOIVOTIOULEVOUSG OPYAVIGHOUG O aVayKAiOg XPOVog yia T Sevépyela Twv
EKTINOEWVY TNG GUHROPQPWOTNG HE TIG 0Moies elvan empoptiopévol. H napataon anookonel ot diasgahion uynlou emmédou
TpoOTAOIAG TG dMHOGIAG UYElas, GUPTEPIAAUBAVOHEVIG TG GOQPANEING TGV AOUEVGY, KAl OTNV amoguyn eNkelpewv
1ATPOTEXVONOYIK®OV TIPOTOVT®V TIOU AMAITOUVTAL YiaL TNV OHAN] AEITOUpYIQ TV UTPECIGY UYELOVORIKTG EPIdalyns, Xwpig
va petwdoly ot LoXUOUGES OMOITIOELG TOLOTITAG KAl AGQANELAG.

(6)  H mapdraon da mpémeL va UTOKELTAL OE OPIOHEVEG TIPOUTOVECELS, £T0L WOTE va dlao@aliletar Ot povo Ta TeRvoAoyikd
TIPOLOVTA TIOU Eival AGPaMT] Kat yla Ta Omoia 0L KATAoKeUaoTeg £xouv fdn Aafel opiopéva petpa yia ) petafaot] mpog T
oUpOPYOT) 1€ ToV kavoviopo (EE) 2017/745 da enwgehndolv and tov mpoodeto ypovo.

(7) T va eacpahiotet 1) otadiakr) petafaon otov kavoviopo (EE) 2017/745, ) eudivr yia v Tpocrjkouca emomteia 6oV
aQopa Ta TERVOAOYIKG TPoidVTa mou enw@eholvtal and T petafatiki mepiodo da mpémet TeMKA va petagepvel and tov
KOLVOTIOUHEVO OPYaVIORO TOU €EE0WOE TO MIOTOMOWTIKO GUPQLVa pie Ty 0dnyia 90/385/EOK 1 v odnyia 93/42/EOK
0E KOWOTOUHEVO opyaviopd mou opiletal faoel tou kavoviopou (EE) 2017/745. T Adyous acgadewag dikaiou, o
KOLVOTIOULEVOG 0pyaviopog mou opiletatl duvapel Tou kavoviopovu (EE) 2017745, dev Da mpénel va eivar uneuduvog yia
TIG dPAOTNPLOTITEG EKTIUNONG TIG CUHHOPQWOTG KAl EMOMTEIAC TOU dieEdyovtal anod Tov KOWOTOUHEVO OpYavIOHO TOU
e££dwoe o moTonomTIKoO.

(8)  'Ocov agopa TO XPOVIKO dIACTIHA OV AMAITEITAL Yia VA HTOPEGOUV OL KATAOKEUAOTES KL OL KOWOTIOLHEVOL OPYAVIOHOL Va
dievepynoouv v extipnon g oUPROPPWONS, cUppeva fe Tov kavoviopo (EE) 2017745, watpotexvoloyikev mpoioviey
mou kaAumtovtar ano €yypago 1 Pefaiwon motomtag mou ekdovnke olpgova pe v odyia 90/385/EOK 1 v
odnyla 93/42[EOK, da mpémer va emtevydel 1ooppomia petafl g meplopiopéviie  Stodéolpng  kavotTag Twv
KOWVOTIOMEVGY OPYAVICHOV Kal TG dlac@dAiong uynAol emmédou acQAalelas Twv aoDEVOVY Kat mpooTaciag Trg dnpodotag
uyelac. Kata ouvénea, n diapkeia g petaPatikic meptodou Ja mpénet va egaptdrar and v katnyopia kvdivou Ttou
EKAOTOTE TEXVONOYIKOU TPOIOVTOC, MOTE 1] &v AOY® MEPIOdOG Vo elvan HIKPOTEPT] Yil TA TEXVONOYIKA TPOIOVTQ TOU
EUMIMTOUV € KaTyopia UYNAOTEPOU KIVOUVOU Kat LeyaAUTEPT yia TA TERVONOYIKA TPOIOVTA TIOU EUMIMTOUV G KaTIyopia
XapnAotepou kvduvou.

(9)  Ze avtdeon pe g odnyies 90/385/EOK ka 93/42/EOK, o kavoviopos (EE) 2017/745 amautel 0 ouppetoy
KOLVOTIOUHEVOU OpYAVIOHOU OTIV EKTIINOT TG CUHOPPWONG TV €Ml mapayyehia eLQUTEUCLHOV TERVONOYIKGY TPOTOVTEV
katnyopiag Il Adyw TG avemapkoUc IKAVOTTAG TGV KOWOTOUHEVWY OPYAVIOH®V KOl TOU YEYOVOTOG OTL Ol
KOTAOKEVOOTES ML MapAyYeAial TEVOAOYIKOV TIPOIOVTAY €lvat GUXVA HIKPEG 1] HECAIES EMLyelpr|oelg mou dev Exouv mpdofaon
0 Kowormoupevo opyaviopo Pacet twv odmyiwv 90/385/EOK kar 93[42[EOK, da mpener va mpofhegdel petafatikn
neplodog katd ) dipkela g omoiag Ta emi mapayyehia epgutelotia TeRvoloyikd mpoiovta e katnyopiag Il propouv
va tedolv vopia o€ kukho@opia 1) va TeJouv o€ Xpr|on XepIG MoTonomTiko ou ekdidetal and KOWOMOLHEVO Opyaviapo.

() Kavoviepog (EE) 2022/112 tou Eupenaikov Kowofouhiou kat tou Zupfouliou, e 2516 lavouapiou 2022, yia v Tponomnoinsn tou
kavoviopoy (EE) 2017/746 6cov agopa Tig petafatikes diatakeis yia opiopéva in vitro dlayveotikd 1atpoTeyVOAOYIKA TPOIOVTA Kal TV
avafoAr TG epappoyng Twv Tpoinodéceny yia Ta ecwteptkd Teyvoloyikd mpoiovra (EE L 19 g 28.1.2022, 6. 3).
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(13)

To apdpo 120 mapdypagog 4 tou kavoviopoU (EE) 2017745 xor to dpdpo 110 mapdypagog 4 tou kavoviopoy
(EE) 2017/746 anayopebouy v mepartepw diadeor oty ayopd 1 o€ Xprjor TEXVONOYIKGOV TIPOIOVT®V ToU Tidevtal ot
Kkukhogopia g To TEN0G NG toyloucag petafatikrg meptodou kat Ta onoia mapapévouv oty aluoida epodiacpol éva
€106 PETd To TENOG TG &v Aoyw petafatikic meptodou. [a va ano@euyDel 1) dokomn andppLyt ac@alGv LaTPOTERVONOYIKOY
TIPOIOVTIWY Kal in Vitro d10yVewoTIKGV 10TPOTEXVONOYIKGY TIPOIOVTWY TOU Tapapévouv oty aluocida epodiacpol, pe Ty
onoia avEavetar o apecog kivduvog EANetyNG Tev &v Aoym TexVOAOYIKGOV TPOIOVTWY, 1) &v ANOye mepartépe diadeon oty
ayopa 1) Uéon o€ Xpr|on TETOLY TEXVONOYIKGY TPOIOVTOV Ja MPEMEL VaL ElVal XPOVIKA AmePIOPLOTr.

Ot kavoviopoi (EE) 2017/745 xai (EE) 2017746 Da npénel, enopévac, va tpononoindouy avaloyes.

Agdopgvou ot ot aToY0L TOU MapOVTOG Kavoviopov, dnhadi 1 avtipetanion eNkelpenv TEXVONOYIKGOV TPOidVTLY Kat in vitro
drayveotikev wtpoteyvoloyikav mpoiovtey evidg g Evaong, dev pmopolv va entteuxdouy enapkas anod ta kpatr peNn,
pmopoly OpeG va emteuydouy kaAUtepa o evoolako eminedo, 1 Evaon Sivata va deomicer pétpa oupgova pe v apyi
™G emKkoupIKOTTag tou apdpou 5 e Zuvdikng yia v Euponaiky Eveon (SEE). Tupgova pe v apyn g
avValoyIKOTITAG OTWG dLATUTIOVETAL OTO 1810 APUPO, O MAP®V KAVOVIGHOG OV UMEPPAIVEL T avayKaia OpiaL Yio TNV EMTEEn
TOV CTOXOV AUTGV.

O mapav kavoviopog ekdidetal Napfavopévay umoyn TV E5aPETIKGY TEPIOTAGENV TOU TPOKUTITOUV A TOV AHECO KivOUuvo
eENAelenV 1aTPOTEXVONOYIKGOV TIPOTOVTHY Kt TOV OXETIKO KivdUvo Kkplong aTov Topéa e dnpootag uyelag. Ta va entteuydet
TO EMOIWKOUEVO anoTENEOpA TwV Tpomonoikey Kavoviopov (EE) 2017/745 ka (EE) 2017/746 ka1 va dacgaliotel i
dadeotpoTTa TERVONOYIKGY TPOIOVTEV TV omoiwy Ta meTomouytika égouv fdn Méel 1| mpokertar va Ajgouv mpwv and v
26n Maiou 2024, va napacyedel acQANeld IKAIOU Yi0 TOUG OLKOVORIKOUG (QOPEIC KAl TOUG MAPOXOUG UYELOVOHIKTS
niepidayne kar yia AOyoug GUvVOYTG 000V agopd TIG TPOTIOTIOMOEIG KAl TWY dUO KAVOVIOHMY, O TAPGY KaVOVIopog da
TIPEMEL VoL apyioEL val LoYUEL EMELYOVIOG TNV Npépa TG dnpooievor|s tou oty Enionun Egnuepida ¢ Eupwnaikhc Evaorc.
T'a toug d1oug Aoyoug, Dewpeital okOMIHO va eQappooTel 1) mapekkAion and v mpodeopia Tov okte efdopaduv mou
npofAénetar oto apdpo 4 tou mpwtokOAou apw. 1 oxetika pe Tov poAo Twv edvikav kowoPoulev oty Eupemaiki
‘Evwon, to onoio npocaptdtat ot ZEE, ot Tuvdnkn yia ) Aertoupyia e Eupondikrs Eveoong kat ot Zuvdnkn yia Ty
1dpuon s Euponaikns Kowotntag Atopukng Evépyetag,

EZEAQXAN TON [TAPONTA KANONIEMO:

‘Apdpo 1

Tpononouoeig Tou kavoviepov (EE) 2017/745

O kavoviopog (EE) 2017/745 tpononoteitat oG Eng:

1) To apdpo 120 tpononoeitar wg €ngc:

a) oty napaypago 2, to deltepo edagio avukadiotatar and to akdhovdo Keijtevo:

«Ta. moToMOUTIKA TOU  €kdODNKAY MO  KOWOTOMUEVOUG  OpYavIGHOUG  oUpguva pe Tig odnyies 90/385/EOK
kat 93/42[/EOK ano v 25n Maiov 2017, ta onoia Ppickovtav akdpa oe woxU v 26n Maiou 2021 kar dev
avak\iInKav oTr| GUVEXELD, TApApEVOUY OE 1YV HETA TO TENOG THG MEPLODOU TOU avaQEPETAL OTO TUGTOMOU|TIKO £0G TIV
Npepopvia mou opiletal oty mapaypago 3a Tou mapoviog ApUpou mMOU LoXUEL Yo T GXETIKY KaTnyopia KvdUVOU Twv
Teyvohoyikdv mpoioviwy. Ta motonoutikd mou ekdOdNKav and Toug KOWOMOUEVOUG OPYaVIoHOUG GURQPMVA LIE TIG &V
\oyw odnyieg and v 25n Maiou 2017, ta onoia fpickoviav akopa ot woxU v 261 Maiou 2021 kat éxouv ArjSet mpv
and v 20a Maptiou 2023 Jewpouvtar 0Tt fpiokovtal o 10XU €06 TIG HEPOHNVIES TOU opilovTal oty mapaypago 3a
TOU TaPOVTOG Apdpou pOVo edv mAnpouTar pia and Tig akooudeg Tpoinodicels:

a) mpw and v nuepopnvia MENG TOU TETOMOWTIKOU, 0 KATAOKEUAOTHS KAl KATIOI0G KOVOTIOUJLEVOS OPYAVIOLOG EXOUV
UTOYPAYEL ypamtr] cupgovia oUpgeva pie to tapaptia VI tufua 4.3 deltepo €dAgio Tou mapdVTOg KAvOVIGHOU yia
TNV EKTIHNGT] TNG CURHOPPOOTIG OO0V AQOpa TO TERVOAOYIKO TPOIOV TOU KAAUTTETAL and TO AYHEVO TLOTOMOTIKO 1)
000V aPopd TEYVOAOYIKO TIPOIOV TOU TPOOPLLETAL VAL AVTIKATAGTIOEL TO &V AOY® TERVONOYIKO TPOioV-
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B) appodia apyn kpdtoug pENoug éxet yopnynoel mapékkhion and v toxvousa dadikacia eKTI|INONG TG CURHOPPWOTS
oupQova fe To apdpo 59 mapaypapog 1 Tou mapoVIog KAvovioRoU 1) €XeL {NTHOEL and TOV KATAOKEUAOTH), CURPOVA 1
0 Gpdpo 97 mapaypagog 1 tou mapoviog kavoviopoy, va dievepynoer v 1oyvouca dadikacia ekTipnong TG

OURHOPQPLONG
B) n napaypagog 3 avrikadiotatar and to akoloudo Keipevo:

«3. Kata napékkhion and to apdpo 5 kat £gOcOV MANPOUVTAL Ol MPOUTOVECEIS TG TMAPAYPAPOU 3y TOU MAPOVTOG
apdpou, Ta TEVONOYIKA TPOIOVTA TOU aVAPEPOVTAL OTIG Mapaypdgous 3a kat 3f Tou mapovtog apdpou ENITPENETAL va
TedoUV o€ KUKNOQOpia 1] va TEDOUV G€ XProT £ TiG NHepopnVies mou opilovtal otig ev Adyw mapaypigous.

3a.  Teyvoloyikd mpoidvta mou dadétouv motonoujtikd mou ekdodnke oUpgeva pe v odnyia 90/385/EOK 1 v
odnyia 93/42/EOK xat to omoio Ppioketar oe 10xU duvdpel TG mapaypdgou 2 TOU TApOVIOS ApYpou EMITPEMETAL Va
TedoUV 6 KUKANOQOPIa 1] Ve TEDOUV G€ XPr|oT £G TiG akONOUDEG MHEPOUNVIEG:

a) 31n Aexepfpiou 2027, yia 6Aa ta teyvoloyika mpoiovta g katnyoplag III kat yia Ta epQurevotia TeXVoNoyiKd
npoiovta ¢ katnyopiag IIf, ektdg and pappata, cuvdetrpes, odovtika oppayiopata, odovtikd aykiotpa (o1depakia),
odovtikég otepaves, Pides, ogrves, opdomedikeg mAdkes kar TexvTeg odovtootoryies, oUppata, Peloves, khim kat
ouvdéopoug:

B) 31n Aexepfpiou 2028, yia ta tegvoloyikd npoiovia e katnyopiag I ektog ekeivay mou kaAumTovTal and To oTotyelo
a) TG MAPOUGAG TAPAYPAPOU, YLa Ta TEYVONOYLKA TPoidvTa T katnyopiag Ila kat yia Ta teyvoloyikd mpoidvia g
katnyopiag I mou Tidevtar oe kukAoQopia AMOOTEPOHEVA 1] £(OUV AEITOUPYIa HETPTOTIG.

3B.  Teyvoloyika mpoidvta yia ta omoia 1) dradikacia eKTIHNONS TG CULHOPQLONG oULpeva pe TV odnyia 93/42/EOK
dev amartovoe T ouppetoyn Kowomotuévou opyaviopoy, ta onoia dtadétouv SNAWON CUHHOPY®OTIC TOU KATAPTIOTNKE
mpw and v 261 Maiou 2021 kot yia ta omoia 1 dadikacia eKTIHNGNG TG CUPHOPPOONG dUVAHEL TOU TAPOVTOG
KAVOVIGHOU OMQLTEL T GULLETOXT KOWOTIOMHEVOU OPYaVIGHOU, EMITPENETAL VA TEDOUV GE KUKNOQOpia 1 va Tedouv oe
xpnon g v 31n Aekepfpiov 2028.

3y.  Ta teyvoNoyIKG TPOIOVTA TOU AVAQEPOVTAL OTIC TAPAYPAPOUS 3a Kat 3 Tou mapovtog aptpou pmopolv va tedoly
og Kukhogopia 1 va Tedolv Ge Xpron €0G TIC NUEPOUIVIEC TIOU AVAPEPOVTAL OTIG &V AOY® mapayplgous HOvVo eav
mAnpouvtat o1 akdAoudeg mpoimoveceic:

a) ta &v Aoy Tegvoloywa mpoiovia efakolovdolv va ouppopgavoviar pe Tty odnyia 90/385/EOK 1 v
odnyia 93/42EOK, kata nepintoon:

B) dev umapyouv onuavtikés petafolés otov oxediaopo kat oty mpofAenopevn yprion:

y) T tegvoloyika mpoiovta dev mapouctalouv anapadekto kivduvo yia Ty uyeia 1 TV ao@aAEld TOV acUEVOV, TOV
XpNoTtov 1} GAev npocenev 1} yia GAAES TTuyES TG mpootasiag g dnuociag vyeiag:

d) o apyotepo £wg v 261 Maiou 2024 o katackeuaoTrg el JEoeL oe e@appoyr ovotrpa SlayElplong TG moLoTITag
oupgva pe to apdpo 10 mapaypagog 9-

€) To apyotepo fwg Ty 26n Maiou 2024 o katackeuaots 1} 0 eEouctodotuévog avumpdownos Tou éxel unoPaler
EMIOTI) AITIOT) O KOWOTOULEVO Opyaviopo oUpeva e to napaptnpa VII turipa 4.3 npdto edagio yia extipnon g
GUHHOPPOTIG OO0V aQOPE TEVONOYLKO TPOIOV MOU avapEPETaL oT mapdypago 3a 1 3B tou napodvrog apdpou 1 6eov
AQOPE TEYVOAOYIKO TIPOIOV TOU TPOOPILETAL VAL AVTIKATAOTIOEL TO £V AOY® TEXVOAOYIKO TIPOTOV, KAl TO apyOTEPO WG TV
261 emtepPpiov 2024, 0 KOWOMOMHEVOG OPYAVIOUOG KAL O KATAGKEUAOTHG £XOUV UTOYPAYEL YPATTY CUHQ®VIK
oupgova pe to napaptpa VI turpa 4.3 devtepo edagro.

36.  Katad mapékkhion amd v mapdypago 3 Tou mapodviog Apdpou, OO0V agopd Ta TEYVONOYIKA TPOIdVTA mOU
avagépovtal oG mapaypagoug 3a kar 3f Tou mapdviog apipou, o VN TGV AVTIOTOL(WY GMAITHOEOV OTIG
odnytec 90/385/EOK kar 93/42/EOK e@appolovtal ot amarTioeLs TOU TaPOVTOG KAVOVIGHOU OXETIKA 1€ TV ENOTTELR HETA
T Siddeon oty ayopd, TV ENOMTELN TG AYOpas, TNV ENaypUTVION KAl TNV KATAYOPLO TOV OLKOVORIKGOY QOpPEmV Kat
TEXYONOYIKGY TIPOTOVTOV.

3e.  Me v emgUAakn Tou kepalaiov IV kat e mapaypagou 1 Tou mapoévtog apdpou, 0 KOWOTOUHEVOS OPYaVIOHOG
Tou €£€810E TO MOTOMOUTIKG TOU AvVaPEPETAL TNV Tapaypago 3a Tou mapovtog apdpou eEakoloudel va eivar unevduvog
Ylo TV TPOCIKOUGA EMOTTEIN OGOV APOPA TIG 1OXUOUGEG CMOITIOEIS OXETIKA HE Ta TEXVONOYIK( TPOIOVTA TOU £XEl
TIOTOMOOEL, EKTOG €AV O KATAGKEUAOTIG €XEL OUHQWVIGEL HE KOWOTIOUHEVO OPYAVIGHO TOU OpileTal GUPQMVA HE TO
apdpo 42 ot o teleutaiog Ja Sievepyroel v ev Aoyw enomteia.
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2)

3)

O KOWOTOHEVOG OPYAVIGHOG TIOU EXEL UTIOYPAEL T YPATTY] CUHQOVIQ TOU aVAQEPETAL OTNV TAPAYPAPO 3y OTOLKEl €)
TOU TapovTog apdpou apyiCe va eivar uTEUDUVOG yia TV EMOTTELR TOV TERVOAOYIKGY TPOIOVILY Tou KaAUnTovTat and
YPamTr| CUHQ@Via TO apyoTepo g Ty 261 Zentepfpiou 2024. ‘Otav n ypant) cup@ovia KaAUTTEL TEVONOYIKO TPOIOV
TIOU TIPOOPILETAL VAL AVTIKATAOTHOEL TERVOAOYIKO TPoidv To omolo Siadetel motonomtikd nou ekdodNKe oURQVA e TV
odnyia 90/385/EOK 1 v odnyia 93/42/EOK, n enomteia dievepyeitar 660V aQOpd TO TERVOAOYIKO TPOIGY TOU
avtikadiotatal.

Ot pudpioeig yia T HETaQopa g eudUVNG THG ENONTELAS MO TOV KOVOTOLHEVO OPYavIOHO TOU eEE0WOE TO THOTOMO]TIKO
OTOV KOWOTOWUEVO OPYaVIGHO Tou opiletar oUpgova pe to apdpo 42 kadopiloviar cagds oe cupuvia petaty tou
KATAOKEUAOT!) KOl TOU KOWOTOUJHEVOU OpYAVIGHOU TOU Opiletal oUpguva pe To apdpo 42 kai, Otav eival eQIKTO, Tou
KOWOTOMEVOU OpyaviopoU mou e6édwoe To iatomoutikd. O Kowomompévog opyaviopds mou opiletal oUpQeva pe o
apdpo 42 dev elvar umevduvog Yo TG SpaCTNPLOTITEG EKTIHNONG TG OCURHOPPWOTG TOU EKTENOUVTAL GMO TOV
KOLVOTIO(EVO OPYAVIOHO TIOU €56000E TO TLOTOMOTIKO.

3ot.  Katd mapekkhion and to appo 5, ta eni mapayyeNia epgutelotpa texvoloyikd mpoidvia g katnyopiag III
EMITPETETAL VA TEVOUV GE KUKANoQopia 1} va Tedouv og yprion éag v 261 Maiou 2026 ywpig motonouytiko mou ekdideta
anod KOWOMOMHEVO opyaviopod oUpgova pe T Sadikacia eKTiPNong TG CURHOPYOONG GTNV OTOla TMAPOMEUNEL TO
apdpo 52 mapaypagog 8 deltepo edagio, und Ty mpoumodeon OT, TO apydtepo Ewg TV 26n Maiou 2024, o
KATAOKEVAOTNG 1] 0 €E0UGLO00TNHEVOG AVTIPOGLTIOG EXEL UTOPANEL EMIG|N GLTION GE KOIVOTIOUHEVO OPYAVIGHO GUHPWVL
pe o mapdptpa VII tpipa 4.3 mpoto €dAgo yio eKTiunon TG CUPHOPPMONG Kai 0T, TO apyOTeEPo £G TV
261 Zentepfpiov 2024, 0 KOWOTIOUHEVOG OPYAVIGHOG KAl O KATAGKEUAGTIG £XOUV UTOYPAYEL YPATTY] CURPOVIA GUHQLVa
pe to mapaptpa VI tunpa 4.3 deltepo edagion

y) 1 napaypagog 4 avtikadiotatal and to akdhoudo keipevo:
«4.  Ta tegvohoyika mpoiovta mou éouv Tedel oe kukhogopia vopipa duvapet tov odnyiov 90/385/EOK kat 93/42/EOK
mpwv anod v 261 Maiou 2021 kat Ta TERvONOyLKd TPOIOVTA TOU €0V Teel oe KukAogopia voptpa petd Ty 261 Maiou
2021 duvaper tav mapaypagov 3, 3a, 3f kar 30t Tou Tapévtog apdpou propouy va eEakoloudrjcouv va Siatideviar oty
ayopa 1) va tidevtal og Xprion.».

To apdpo 122 tpononoteitar wg €Eng:

a) OTO MPMTO €dAPLO, 1] ELGAYWYIKT QAo aviikadioTatal and To akdAoudo Keipevo:

«Me v emUAatn tou apdpou 120 mapaypagot 3 €u¢ 3¢ kat 4 TOU TAPOVTOG KAVOVIOHOU Kat {e TV em@UAaL Twv
UTIOXPEMCEDY TGV KPATAY HEAGV KAl TOV KATACKEUAOTGV OO0V aQOPA TV ENAypUTVION KAl TIC UTIOXPEWCES TGV
KATAOKEUAOTGY 600V agopda T StodeotpdtnTa Tov eyypdgov duvapet Twv odnyiby 90/385/EOK kar 93/42/EOK, ot ev
\oyw odnyieg katapyolvrat and v 261 Maiou 2021, ue ekaipeon):»

B) To deltepo edagio avtikadiotatar and To akOAoudo Keipevo:

«Ogov agopd Ta TexVoloyikd mpoidvia mou avagépovtal oto apdpo 120 mapaypagot 3 ¢ 3e kal 4 TOU MapoVIog
KavoviopoU, ot 0dryieg mou avagépovtal ato TPATo £dagio Tou mapovtog apdpou ebakoloudouv va epappolovial oTov
Padpo mou eivar anapaitTo yia T epappoyn Tev ev AOYe Tapaypapev.».

Tto dpdpo 123 mapypagog 3 ototyeio d), 1) 24n nepintwon aviikadiotatar and to akoloudo Keipevo:

«— 70 apdpo 120 napaypagog 35.».

Apdpo 2

Tpononotoeig Tou kavoviepov (EE) 2017746

O kavoviopog (EE) 2017/746 tpononoteitat oG Eng:

1)

Zto apdpo 110, 1) napaypagos 4 avtkadiotatal and to akohoudo Keijevo:

«4.  Ta Texvoloyikd mpoiovta mou éyouv Tedel oe kukhogopia voppa Sduvdaper g odnyiag 98/79/EK mpwv and v
261 Maiou 2022 kat ta TEXVONOYIKG TPOidVTA MOV TivevTal VOpIpa o€ KukAogopia and v 261 Maiou 2022 Suvapel e
napaypagou 3 Tou mapovtog apdpou propouv va eEakoloudrjoouy va datidevial oy ayopd 1 va Tidevtat o€ Xprior.».

Tto apdpo 112, to devtepo edagio avuikadiotatar and to akoAovdo Keipevo:

«Ogov agopd Ta Teyvoloyika mpoidvta mou avagépovtal ato apdpo 110 mapdypagot 3 kai 4 TOU TAPOVTOG KAVOVIGHOU, 1|
odnyia 98/79/EK efakoloudel va e@appoletar otov Padpd mou eivar amapaitito yid TV EPAPHOYN TV &v AOyw
TaApaypaQyv.».
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‘Apipo 3
"Evapén 1oxvoc

O mapav kavoviopog apyiCel va woxvet my npépa e dnpocievorg tou oty Emionun Epnuepida ¢ Evpwmaikhc Evworg.

O mapdv Kavoviopog eival SECPEUTIKOG kG TPOG OAa T PEPT) TOU Kat LoYUEL Apesa o€ Kae KpATog
pelog.

Stpacfoupyo, 15 Maptiou 2023.

T'a o Evpwndaixd KowofovAio Ta to Zupfoviio
H Ipdbedpog H Ipdbedpog
R. METSOLA J. ROSWALL




	Κανονισμός (ΕΕ) 2023/607 του Ευρωπαϊκού Κοινοβουλίου και του Συμβουλίου της 15ης Μαρτίου 2023 για την τροποποίηση των κανονισμών (ΕΕ) 2017/745 και (ΕΕ) 2017/746 όσον αφορά τις μεταβατικές διατάξεις για ορισμένα ιατροτεχνολογικά προϊόντα και in vitro διαγνωστικά ιατροτεχνολογικά προϊόντα 

