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[Ipotaon
KANONIZMOZX TOY EYPQIIAIKOY KOINOBOYAIOY KAI TOY XYMBOYAIOY

Yo TV Tpomomoinen tTev Kavovicp®v (EE) 2017/745 kan (EE) 2017/746 6cov agopd ™
otadwkn epappoyn s Eudamed, tTnv vroypémon evpuépmong o€ TEPITTMOON SLOKOTTNG
™¢ tpopn0erog Kot Tig petafatikés S1aTaSers yro opiopévoe. in vitro oo yvooTIKa
LI TPOTEYVOLOYIKA TPOIOVTA

(Keipevo mov mapovasialet evotapépov yia tov EOX)

EL EL
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AITIOAOI'IKH EKOEXH

IMAAIXIO THX MPOTAXHX
AlTI0A0YN 0N KoL 6TOYOL TS TPOTAGTG

O xoavoviopdc (EE) 2017/745 (ot0 €ENG: KAVOVIGUOG Y10 TOL 1OTPOTEXVOAOYIKA
npoiova)! kar o kavoviopdg (EE) 2017/746 (1o €£AG: KOVOVIGHOC Y1 TaL in Vitro
SyVOGTIKG 10TpoTEXVOLOYIKG TPoidvta)® Tov Evpomaikov KotvoBovdiov kat Tov
Svpupoviiov Beomilovv £va EVIGYVIEVO KOVOVICTIKO TAGIGLO Y10 TO LOLTPOTEYVOALOYIK(L
TPOTOVTA KO Y10 TOL in ViItro S1oryvVeoTIKE 10TpoTEYVOLOYIKA TTpoidvTa. Ot 6TdYO0L TOVG
elval éva vyMAG entinedo mpocTaciog TS LYEING TOV AGHEVOV KOl TWV YPNOTAOV KoLl M
opaAn Aettovpyio ¢ eviaiog ayopdg yio ta tpoidvia avtd. ['a v enitevén avtmv
TOV OTOY®V KOl Y0, TNV OVIULETOTION TOV (NTNUATOV oL EVIOTIOTNKOV UE TO
TPONYOVUEVO KOVOVIOTIKO TAaiclo, ot kavovicpoi BOeomilovv éva  1oyvpdTepo
oVOTNUO EKTIUNONG TNG CLUUOPEMONG Y va dlac@oAilovtal 1 moldtnto, 1
ACPAAELD KOL Ol EMOOGELS TOV TEXVOAOYIK®V TPOTOVI®MV TTov TifevTon 6 KuKAoPOpia
otnv ayopd ¢ EE.

O kavovIioUOG Y10 TO WITPOTEXVOAOYIKA TTPoiovTa eapudletar amd v 26m Maiov
20213, H petaportiky mepiodog mov mpoPAéneton 6to apdpo 120 mapatddnke pe tov
kavoviopd (EE) 2023/607* xon Qo MEet eite otig 31 AexepPpiov 2027 eite otig
31 AexepPpiov 2028, avédioya pe v komnyopio. KOUVOL TOL  €KAGTOTE
TEYVOAOYIKOD TTPOTIOVTOG KOl VIO OPIGUEVES TPOVTOOESELS.

O kavoviopdg yio ta in vitro S10yveoTIKA 10TpoTEXVOAOYIKE TPoidvTa epapudletan
and v 26m Maiov 2022. Tov lavovdpro tov 2022 10 Evponaiké Kowvofovio kot
10 XVpUPoOAO EVEKPIVOV OTAOIOKY TTAPATACT TNG UETAPATIKNG TEPLOdOV, 1 omoin
extetveTon omd v 26m Maiov 2025 yia to in Vitro dloyvVOGOTIKG 10 TPOTEXVOLOYIKA
TPOIoVTA VYNAOD Kvduvou €mg tnv 26m Moaiov 2027 yio ta in vitro d1oyveooTikd
WTPOTEYVOAOYIKA TTPOIOVTA YOUNAOD Kivduvou kot €mg tnv 26m Moiov 2028 yia
OPICUEVES OUTAEELS CYETIKA LE TO TEXVOAOYIKA TPOIOVTA TOL KaTaoKELAloVTOoL Kot
ypnowomoovvtar oe povadec vyelog’. H mopdracn ovt Sev vmOKewo oe

Kavoviopde (EE) 2017/745 1ov Evponaikov Kowofoviiov kot tov Zvpfoviiov, g Sng Ampiiiov
2017, yw T0 WTPOTEXVOAOYIKG TPOidVTa, Yoo Tnv Tpomomoinon g odnyieg 2001/83/EK, tov
kavoviopot (EK) aptf. 178/2002 kot tov kavovicpob (EK) apif. 1223/2009 kot yio v Katdpynomn tov
odnyudv Tov Zoppoviiov 90/385/EOK «at 93/42/EOK (EE L 117 g 5.5.2017, c. 1).

Kavoviopde (EE) 2017/746 tov Evponaikov KowoBoviiov kot tov ZvppovAiov, tng 5ng Amptiiov
2017, yw 7to. in Vitro Ol0yVOOTIKG 10TPOTEYVOAOYIKA mPOIOVTO Kol Yio TNV KOTapynon Ttng
oomnyiag 98/79/EK kot g andpaong 2010/227/EE g Emtponic (EE L 117 g 5.5.2017, 6. 176).

Me 1ov kavoviopd (EE) 2020/561 tov Evponaikov Kowofoviiov kot tov XZvufoviiov, g 231g
Ampthiov 2020, yw v tpomomoinon tov kavovicpo® (EE) 2017/745 yio to 10TpoTE(VOAOYIKA
TPOidvVTa, OGOV 0Popd TIG NUepoUNVies epappoyng optopévav datdéedv tov (EE L 130 g 24.4.2020,
c. 18), n nuepounvia epoppoyng tov kavoviopov (EE) 2017/745 petotédnke amd v 26m Maiov 2020
otmv 26m Maiov 2021 Adyw g emdnuikng ékpnéng g COVID-19 kot g enakdriovdng kpiong otov
Topéa TG dNUOGLAG LYELNG.

Kavoviopdg (EE) 2023/607 tov Evponaikod KowvoBovAiov kot tov XZvpfoviiov, g 15ng Maptiov
2023, ywo v tpomomoinon tov kavovioumdv (EE) 2017/745 ko (EE) 2017/746 6cov agopd Tig
petafatikés O0TAEES Yo OPIOUEVO  LTPOTEXVOAOYIKG TPOldvTo Kot in  vitro  dyveotikd
wTpoteyvoroykd mpoiovta (EE L 80 g 20.3.2023, c. 24).

Koavoviopdg (EE) 2022/112 tov Evponaikod KowvofovAiov kat tov Zvppoviiov, g 251 lavovapiov
2022, ywo. v tpomonoinom tov kavoviopov (EE) 2017/746 6cov agopd Tig LeTaPoTIKES STAEELS Yo
oplopéva in Vitro dyVOOTIKG 10TPOTEXVOLOYIKA TPOIOVTIO Kol TNV OvAPOAN NG €POPUOYNG TOV
npobmobicemv yio o ecmTEPIK TEXVOAOYIKA Tpoidvta (EE L 19 g 28.1.2022, 6. 3).
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https://eur-lex.europa.eu/legal-content/EL/AUTO/?uri=OJ:L:2017:117:TOC

TPoVTOOEGES TOPOUOIEG LE EKEIVEG TTOV TPOPAETOVTOL YL TO. LOTPOTEYVOAOYIKEL
npoidvta otov kavoviopuo (EE) 2023/607.

H mapovca mpdTaon Yoo 6TOYELUEVES TPOTOTONGELS apopd dVO emetyovta (nTipaTa.
[Ipdtov, amookomel otnv TepaTéP® TOPATACT, TNG UETAPATIKAG TEPLOOOV Yol
OPWOUEVOL N VItro SlyVOOTIKA LOTPOTEXVOAOYIKO TPOIOVTO, TPOKEUEVOL VO
petplaotel 0 Kivouvog eAlelyemv TtV &v AdOY® TPoidvimv, 1Wimg Ttowv in vitro
SYVOOTIK®V  10TPOTEYVOLOYIKAOV — TPOIOVI®OV  LYNAOD  KIvdOVOov, T Omoid
YPNOLOTOOVVTOL, Y10, TOPASEYHA, YIO. TOV EAEYXO AOWUMEE®MV GE OUOd0GIeg M
dWPeEEC 0PYAVOV 1 Y10 TOV TPOGIOPIGUO TOV OUAI®V OULLOTOG Y10 LETOYYICELC.

Agbtepov, 6TdHY0G TNG TPOTAoTG Elval Vo KOTAGTEL SLVOTN 1 GTASIOKT EQAPLOYT TOV
NAEKTPOVIKOV GULOTNUATOV 7OV &lval EVOOUATOUEVO OTNV  €VPOTAIKY Pdon
OedOUEVMV Yl TO 10TPOTEYVOAOYIKE TpoiovTa (oto €&ng: Eudamed) kot to omoia
&yovv oprotikomomnBei, avti va avafandei n vroypewtikny ypnon ¢ Eudamed émc
NV 0AOKAN PO TG Terevtaiag and Tig €51 evotntes. H ypnon g Eudamed —iwon
101G TOV CLGTNUATOV TNG YL TV KATOXDPLOT OIKOVOUKADV QOPEWMY, TEYVOLOYIKMV
TPOIOVIOV Kol TMOTOTOMTIKOV— Bo PBedtivcer tn dwpdaveln kot Bo mopdcyet
TANPOPOPIES CYETIKA LE T TEXVOAOYIKA TTpoidvTa mov dtatibevial oty ayopd g
EE, xétt mov 0Oa ovuPdiier ommv mapakorovOnon 1ng odwbecuommrog TV
TEYVOLOYIK®V TPOTOVTMV.

EmutAéov, n mpdtaon Exel og 6tdY0 va emPAAEL GTOVG KATAGKEVOGTES TNV OTOATNON)
VO YVOOTOTOOUV €K TMOV TPOTEP®V TN O0KOM 1TNG TPoundelng optouévav
OTPOTEXVOLOYIKOV TPOTOVI®V KOl in  Vitro OlyvOOTIKOV 10TPOTEXVOLOYIKMDV
TPOIOVIOV KPIGIUNG onpaciog.

o) Meta@opd TEYVOLOYIKOV TPOIOVTOV OTOV KOVOVIGUO Yuo To in vitro
Ol YVOGTIKA 10 TPOTEYVOLOYIKA TPOIOVTA.

Ymhpyet €upd @AGHO In  VItro OlyVOOTIKAOV 10TPOTEXVOAOYIK®DV TPOIOVIMYV,
coumepthappavopévov tov dokipuav oaviyvevong tov HIV ywo tov éheyyo g
aodociag 1 Yoo atopukn Odyvwon, ot €£etdoelg Yo Tov KopKivo, 1o TECT
EYKLHOGUYNG 1 Ol dokég Yo v aviyvevon tov SARS-CoV-2. Ilgpimov ta 600
TPiTO. TOL GLVOAOL TV KMVIKOV amopdoewv Pacilovtor coe mAnpopopieg mwov
TopéYOVV TO. in Vitro SyvooTiké tatpotexvoloykd mpoiovta’. Eivar vyiotng
onpaciog vo eEac@allotel TOGO T0 VYNAO eMinedo ACPAAELNG KOl EMOOGEMV TOV in
Vitro S10yvOGTIK®V 10TPOTEYVOAOYIKAV TPOIOVTOV OGO Kot 1) dSoBecLdTNTA TOVG GTaL
CLOTNLOTO VYELOVOLUKNG TEPiBoiyng.

Me 10V KOvoviopd Y TO Iin Vitro OlyvoOTIKE 10TpOTEYVOAOYIKE TPoidvTa
Oeomiotnroy TOAD OVCICTIKEG GAAAYEG GTO KOVOVIOTIKO TAGICO Yoo To In Vitro
SYVOOTIKA 1TPOTEYVOLOYIKA TTPOIOVTO, LE CNUOVIIKEG EMTTMOGEL GTOVS TOPOLG
KOl OTIC KOVOTNTEG. XOUG®MVO L€ TOV KOVOVIGUO Yo T In VItro OlyvVoOTIKA
TPOTEXVOLOYIKA TPOTOVTO, TO in VItro OllyVOOTIKG 1OTPOTEXVOLOYIKA TTPOIOVTA
TaEIVOPOVVTOL G SLOPOPETIKEG KOTNYOPieg KIvdvVoL amd TV Katnyopio A (yopuniov
KIvoUvov) émg v kotnyopic A (vynAov kwvdvvov). Mia and tic mAéov plikég
oAAayEG etvor M avENUEVT GULUUETOYN OveEEAPTNTOV OPYOVIGUAOV EKTIUNONG NG
GUUUOPP®ONG (0TO £ENG: KOWVOTOMUEVOL OPYOVIGHOT) GTN Stodikacio EKTIUMONG TG

Rohr, Ulrich-Peter, et al., «The Value of In Vitro Diagnostic Testing in Medical Practice: A Status
Report» (H a&io twv in vitro d10yveooTikKdv SoKUdV oty wIptkn tpaxtikn: ‘Exfeon npoddov), PLOS
ONE 11(3): 0149856 (2016).
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CLUUUOPPMOONG, KOTE TPOTO avOAOYIKO TPOG TNV  Koatnyopio KwoHVOL TOL
10TPOTEXVOLOYIKOD TTPOidVTOC. TOUQOVE e TNV Tponyoduevn odnyia 98/79/EK’,
uovo €vag oyeTikd HKpOG aplOudg TEYVOAOYIKAOV TPoTiovI®mV vYNAOD Kivovvov,
oniaodn mepimov 10 8% tv dvo tov 40000 in vitro SYVOOTIKOV
WTPOTEYVOLOYIKOV TTPOidvTwv mov dwutiBevion otnv ayopd ¢ EE kot kaidmtovtal
amd Vv odnyiad, vmdkelto oe éleyxo amd KOWOmOMUEVOLC Opyovicpovs. Tov
OktoPpro tov 2022 exddOnkav 1 551 €ykvpo MOTOTOMTIKA OO KOWVOTOIUEVOLS
opyavicpovS duvauet e odnyiag 98/79/EK’. Opiopéva amd avté Exovv Rdn Angst
(38 10 2022 o 165 to 2023)" 482 motomomtikd Oo Ancovv to 2024 wor 866
moTomoum Tk Oa MEovv To 2025 (dmc Tic 26 Moiov)!?.

SOUPOVO LE TOV KOVOVIGHO Y10l TO, In VItro S10lyVOGTIKA 10 TPOTEYVOAOYIKA TpoidvTa,
nepimov 10 80 % TV in Vitro SlyVOOTIKAOV 10 TPOTEXVOLOYIK®Y TPoidvtwv o
voPAnBodv oe EAeyyo amd KOVOTOUUEVOVS OPYOUVIGHOVE, GTNV TAEOVOTNTA TOVG
11 Tpd™ Popd®. Katd cuvémela, o aptud ToV MGTOTOMTIKGY Tov £kdidovTat
SLVAUEL TOV KOVOVICUOD Y0l T In Vitro dlyVOOTIKG 10TPOTEYVOAOYIKA TPOIOVTO
OVOULEVETOL VO EIVOL GNUOVTIKGE VYNAGTEPOG ATtO TOV APlOUd TOV TIGTOTOTIKAOV TOV
exd0Onkav dvuvduer g oonyiag 98/79/EK. H oyéon peta&d tov apfpod twov
TEYVOAOYIK®V TPOIOVTOV KOl TOV aplfuod TOV TIGTOTOMTIKAOV TOV TO KOADTTOLV
etvar mepimhokn ko, oG ek To00TOV, Ogv umopet va yiver akpiPng vroloyiopds, aArd
gvAoya Oa propovoayv vo avapévovror apfpol g taEng towv 15 000 motoromTik®v
kot avo. Ilepiocdtepa and 1000 teyvoroyikd mpoidvta taivopobvior oTnv
vymAdTEP KaTnyopio kivddvov (kornyopia A)'l. Béost Tov kavoviopov yio Ta in
Vitro 010yveoTIKA 10TpoTEYVOAOYIKE TPOTOVTA, Y1 TOL EV AOY® TEXVOLOYIKA TPOTOVTAL
amolteital 1 €kd00T TOCO MIGTOTOWTIKOD GUOTHUOTOS dlayEipoNg TG TOLOTNTOGC
0G0 KOl TICTOMOMTIKOY  EKTIUNGCNG TOL  TE(VIKOL QOKEAOL  UELOVOUEVOL
TEYVOAOYIKOV TPOIOVTOG,.

Ta otoyeia avtd épyovtar oe TANpN avtiBeon pe Tov younio aplfpd meTOnOmTIKGOV
mov €yovv NON ekdobel kot Twv aitmoewv mov Ppiokovtar oe e£EMEN Pdoel Tov
KOVOVIGHOD  ylo. T in  VItro OlyVOOTIKA 10 TPOTEXVOLOYIKA TPoidvVTa. XTNV
TPAYUOTIKOTNTO, T OGULVIPIMTIKY] TAEWOVOTNTO T®V In  Vitro  dloyvOoTIK®OV
WTPOTEXVOLOYIKOV TPoiOvVI®MV Ogv €xouvv axoun petaeepbfel oto miaiclo Ttov
KOVOVIGHOD Yl TOL In Vitro SloryveoTIKA 1TpoTeXVOAOYIKA Tpoidvta. Emc 1o téhog
OxtwBpiov Tov 2023 o1 KatackeLaoTéG elyav vrofdiet 1 378 autnoelg ylo ektipnon
™G OLUUOPPWONG PAcEL TOL  KOVOVIGHOL Yl To in  Vitro  duyveoTikd

Odnyia 98/79/EK 1tov Evpamaikov KowofovAiiov kot tov Zvppoviiov, g 27n¢ Oxtmppiov 1998, yo
TO 10TPOTEXVOLOYIKG Ponbfuoto mov ypnowonowdvial oty ddyveon invitro (EE L 331 g
7.12.1998, c. 1).

MedTech Europe Survey Report — Analysing the availability of In vitro Diagnostic Medical Devices
(IVDs) in May 2022 when the new EU IVD Regulation applies (ExBgon g épgvvag MedTech Europe
— Avéivon g debeciudtTag in vitro S10yVOOTIKGOV 10.TPOTEYVOLOYIKMV TPOidVI®MV Tov MdAo Tov
2022 omndte gpopuootnke o véog kovoviopos e EE yio ta in vitro dtoyveoTiKd 10TpoTeXVOAOYIKA
npoiovta), https://www.medtecheurope.org/resource-library/medtech-europe-survey-report-analysing-
the-availability-of-in-vitro-diagnostic-medical-devices-ivds-in-may-2022-when-the-new-eu-ivd-
regulation-applies/.

Bdoel tov ototyeimv mov eAedncay and Kovomompévoug opyaviopong tov Oktdfpio tov 2022.
Bdoel tov ototyeimv mov e edncav amd Koomompévoug opyavicovg tov Oktdfplo tov 2022.
Transition to the IVD Regulation — MedTech Europe Survey Results for October 2022 (Metdpaocr otov
KOVOVIGUO Y10 TOL in Vitro S10yvemoTiKd 10TpoTeXVOLOYIKA TPOTiovVTe, — ATOTEAEGLOTO TNG EPELVOG
MedTech  Europe vy 7t0ov  Oxtofpio  tov 2022), https:/www.medtecheurope.org/wp-
content/uploads/2023/02/230220_public-report-ivdr-survey di35.pdf.
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WITPOTEYVOLOYIKG TTPOTIOVTO, WHE AMOTEAECHA TNV €kdoomn 677 MGTOTOMTIKOV oo
KOWOTOMIEVOLG OPYOVICHOVS Yo OAeG TIG Kotnyopieg kwvdovvov. IMa ta in vitro
SYVOOTIKA 10TPOTEYVOAOYIKG TTPoiovTa TG Kotnyopiog A elyav vmoPAndel povo
335 autfioeig kat eiyov £kdobsi 117 motomomtikd 2,

Molovott vroAeimovtal apkeTd £t Yoo T ANEN ¢ petoPatikng mepiddov 6Gov
apopd T1g kotnyopiec I, B kot To omootelpopéva TEXVOAOYIKA TPOIOVTO TNG
Katnyopiag A, 1 petafatiky] mePiodog yio Ta TEXVOAOYIKA TpoidvTa TG KT yopiog
A Myet otic 26 Maiov 2025. Agdopévov Tov pIKpoD aplfpol TGTOTOMTIKGOV Kot
OTNOE®V TOL VITOPAAAOVTOL Y10 in VItro S10yVOGTIKA 1 TPOTEYVOLOYIKA TPOidVTA TG
Katnyopiag A, kot Ady®m G pakpdg OdpKelog NG SadtKaciog eKTiunong g
CUUUOPPMOONG, OTMC €ENYEITOL KATOTEP®, VLIAPYEL LVYNAOG Kivouvog eAlelyewv
TOAGV and Ta €V AOY® 10 TpOTEYVOLOYIKA TTPoldvTa. Ta TeEXVOLOYIKA TPOTOVTA TNG
Katnyopiag A ypnoiuomolohvTal, Yo TOPAOELY IO, YO TOV EAEYXO AOWMEEMV GE
ALILOO0GIEG 1) OWPEES OPYAVDV, Y10 EAEYYOVG AGHEVAOVY Yo amelANnTIKY Yo T o1 TOVS
AOL®AN VOGO M Y10 TOV TPOGOIOPICUO TMV OUAdMV GIUOTOC Yio LETOYYIoELS. Q¢ €K
TOVTOV, LIAPYEL VYNAGG Kivouvog kpiong otov topén tng onuocloc vysiog o€
nePInTOON EALEWYNG TOV €V AOY® TEYVOAOYIKMV TPOTOVT®V.

Onwg eEnyndnke avotépw, tov lavovdplo tov 2022 10 Evponaikd KowopodAio ko
70 ZVPUPovAI0 EVEKPIVOY TN GTOOL0KT TTapdTaoT) TG LETAPATIKNG TEPLOGOL AOY® T™V
emmtocenv g mavonuiog COVID-19. Adyo tov apyod pvbupov petdfaong, m
napdTacn ovt katéotn avemopkns. Ov Adyor eivor moAvmAgvpor  ®oTdHGO,
otnpilovtol 6TOV EKTEV YOPOUKTNPA TOV OAALOYDV TOL EIGAYEL O KOVOVIGUOG Y10 TO.
in vitro J10yVOOTIKG 10 TPOTEXVOAOYIKA TPOTOVTO Kol GTNV €mMoKOAOLON avénpévn
aVAYK™N Y10 ETICTNHOVIKT), TEXVIKT KOl KOVOVIGTIKY] EUTEPOYVAOGIN Kol IKAVOTNTO GE
O\ TaL EMTES D TOV GLOTNUATOG, 1 AVATTLEN TV OToi®V amattel xpovo.

Eni Tov mapdvrog, novo 12 kowvomompévol opyavicpoi® opilovior 6to mhoiclo tov
KOVOVIGHOD Yo TO, in Vitro SloryvmoTIKA 1TPOTEXVOAOYIKA TPOIOVTA, GE GUYKPIOT LE
22 KovomompéVous opyavicpog mov opilovtal oto mAaicto g oomnyiag 98/79/EK
(18 petd v amoywpnomn tov Hvopévov Bacireiov and v EE). Alleg 8 arrroeig
OPIGLOV KOWOTOMUEVOL opyavicpol Ppiokovtal eni tov mapoviog oe e&EMEn. H
KMUAK®OOT TV HETAPATIKOV TEPIOOWMV OVAAOYA LE TNV KoTnyopio Kivdvuvou to 2022
CUVETOYOTOV OTL O POPTOG EPYACIOS TV KOWOTOMUEVOV OpYOaVIGU®V Ba Ltopovoe
vao. kotavepnOel og Badog ypdvou kot mapeiye Sievkdivvon ctov Topéalt. Qotdco,
TPOGPACT] GTOVS KOWVOTOMUEVOLG OPYaVIGHOVS e&akoAovOel va amotelel TpoPAnUa,
18im¢ 1o 1 pkpég ko pecaiec emyeipioelc (MME)!!,

Bdoel T@V TPOKATAPKTIKAOV OTOWEIOV 7TOov eANPONcaV amd KOWOROUEVOVS OPYOVIGHOVS TOV
Aercéuppio tov 2023.

BA. xotdhoyo twv optoBéviov Kowvomomuévev opyovicudv 6to NANDO (cOotnuo TAnpopopnong
TOV KOWOTOMUEVOV KOl SLOTIOTEVUEVOV OpYaVIGH®V VEG Ttpocsyylong — New Approach Notified
and Designated Organisations), EUROPA — Evpomnaikn Emuiponmn — Avamtvén — PuBuiotikn
noltik) — SMCS.

H épevva MedTech Europe vmodeikvietl 0Tt ~ 91 % T@V ETUPEIDOV AVOQEPOLY OTL EXOVV ETMPEANDEL
amd TV oAhoyn TOV UETAPATIKOV TEPLOSOV TOL KOVOVICHOD Yoo T in Vitro SoyveoTtikd
WTPOTEYVOLOYIKA TPOiOVTA OTIS apyEG Tov 2022, Transition to the IVD Regulation — MedTech Europe
Survey Results for October 2022 (Metdfoon o©TOvV KOVOVIGUO Ylo. To in Vitro O10yveoTiKd
wTpoteXVoloyIKa mpoidvta — Amoteréouata g épevvag MedTech Europe yio tov Oktodfpio tov
2022), https://www.medtecheurope.org/wp-content/uploads/2023/02/230220_public-report-ivdr-

survey_di35.pdf.
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Or xowomomuévolr opyaviopol avtipetomilovv emiong mpokAncels Adym TV
EKTETAUEVOV OAAOYDV TTOV EIGMYOYE O KOVOVICUOG Yo To in vitro S10yveoTiKd
wrpoteyvorloykd mpoiovta. Ilpémer vo epapuolovy VEEG OmOITAGELS YL TOITOLG
TEYVOLOYIKMDV TPOIOVI®MV oL Oev €yovv yelptotel mponyovpéves. H didpreta g
EKTIUNONC TOV KOWOTOUUEVOD OPYOVIGUOD EMNPEALETOL OO TN CLYVE OVETOPKN
TOOTNTA TOV ATHGEOY 1oL VIOBEALovy ot katackevactés”. ‘Bog tov IovAlo tov
2023 1 péon o1dpkela TG O1OIKAGING EKTIUNONG TS GLUUOPPMONG, GTO TANIGLO TNG
omoiag cuVOVALoVTaL 1 EPAPUOYN TOV GUGTHUOTOS SLUYEIPIONG TNG TOLOTNTOG KOl 1|
eKTipmnoN ToL TEXVIKOD PakEAov, HTow mepimov 18 pveg!.

Q¢ €K TOVTOL, 1] GLVOAIKT] IKAVOTNTA TV KOWOTOMUEVOVY opyavicpmv oty EE eivat
TEPLOPIGUEVT], TOGO AOY® TOL UIKPOV POV KOIWVOTOMUEVOV OPYAVICU®Y 0G0 Kol
AOY® TOV TPOKANGEDV TOL AVTILETOTILOVV MG TPOG TNV OMOTEAEGLOTIKY] KOl OLLOAT
Aertovpyiar tovg. Ilpokeévov va aviipetoniotel avtd 10 emipovo TPOPANUA
arorteiton Tpdebetog ypdvog petdpaong. Me v mépodo tov ypdvov Ba opioTovv
TEPLOGATEPOL KOWOTOMUEVOL opyoviopol kal Bo BeAtiobel 1 amoteleopoTikKOTTO
Katé T OleKmeEPAimoTn TOV AITNOE®Y, KOONDC TOGO Ol KATOOKELOOTEG OGO KOl Ol
KOWOTOMEVOL OPYOVIGHOT OmOKTOOV peyoldTepn meipa OGOV 0pOpA TOV KOVOVIGUO
Y. To in Vitro SloyvOOTIKA 10TpoTEYVOAOYIKE Tpoidvta. Bpayvmpdbecua, sivol
emiong onuavtikd va dtatnpndel 1 KMPOKoOon tov HeTafatik®v Teptdd®wv avaioya
pe v kamnyopio. Kivdhvov, MGTE va amo@evydel 1 CLUEOPNON GTO EMIMESO TV
KOLVOTIOUNUEVAOV OPYOUVIGUAV.

EmnAéov, paivetor 6Tt mOAAOL KATOOKEVOGTEG OEV €IVl EMOPKADS TPOETOUOGUEVOL
Yoo vo. emdeiEoVV GUUUOPPMOT UE TIG OMOITNHOEL TOV KOVOVIGHOD Ylo To. in Vitro
SYVOOTIKA 10TPOTEXVOAOYIKA TTpoidvTa. Avtd pumopel vo opeideton e OAPOPES
aitieg, ovumeptAapPovopévne e moALTAOKOTNTAG TV €V AGY® VEOV OTULTCE®V,
mg éMewyng meipag OGOV a@opd TNV OAANAETIOPOOT HE  KOWOTOUUEVOLG
OPYOVIGHOVG KOl TNG GLVEXOVG OVATTTLENG TOV TAOIGIOV TOV KOVOVIGLOV Yo TO in
Vitro S10lyvmoTIKA 10TPOTEXVOAOYIKA TPOIOVTO, 0TS O OPIGHOG TWV KOWOTOUUEV®V
opyavicpadVv mov PBpicketor o €EEMEN, KOOGS Kol 1 £YKPLOT KOOV TPOOLOLYPAPDV
Yl T In Vitro SyVOOTIKE 10TpOTEYVOAOYIKG TPoidvTa NG Katnyopiag A kot o
opwopdg  gpyootnpiov avagopds g EE. Ilepimov 1o 90 % tov etapsudv
10TPOTEXVOLOYIKOV TPoidvTov sivar MME!®, o1 omoieg pmopei va avruetonilovv
Wwitepeg dvokoAieg 6cov agopd ) dwyeipton ¢ petafacng tovg. Oloéva kot
nePLocOTEPO EpYyarein TIBEVTOL GE EPAPLOYN YOl TN OTHPIEN TOV KOATACKEVOGTAOV, LE
Wwitepn épeaon otic MME, peta&d tov onoiwv: 1) katevBuvinpleg Ypoppes amd to
Yvvtoviotikd  Opyoavo  latpoteyvoroyikav  Ilpoidviov  (ZOII) «or  and
KOWOTOMUEVOLG  OPYOVICUOVS 11) OlOIKTLOKE GEUVAPLO KOl KATAPTION amd
KOWVOTOINUEVOVG OPYAVIGHOVS' 1i1) S1opOpUEVOS O1BA0YOG LE TOVS KOIVOTOUUEVOLG
opyavispovc'’* 1 iv) ypnuatodotodpeveg omd v EE gpyaciec yia v evicyvon g

Notified bodies survey on certifications and applications (Epguovo t@v KOWOTOMUEVOV OpYOaVIGHOV
OYETIKOL W€ TIG TICTOMOWOES Kol TG outnoelg), https://health.ec.europa.eu/system/files/2023-
11/md nb survey certifications applications_en.pdf.
https://www.medtecheurope.org/wp-content/uploads/2023/10/the-european-medical-technology-
industry-in-figures_2023-1.pdf.

BA. pétpo 15 oto €yypago 6éong tov XOIl MDCG 2022-14, Transition to the MDR and IVDR —
Notified body capacity and availability of medical devices and IVDs (Metdfocn oTov Kavoviouo yio To
0TPOTEYVOLOYIKA TPOTOVTO KOl GTOV KOVOVIGUO Y10L TOL in Vitro S10yVOOTIKE 10TPOTEYVOLOYIKA TPOIOVTOL
— TkavotTo TOV KOWOTOMUEVOV OPYOVIGU®MV Kol SIOBECUOTNTO 1TPOTEYVOLOYIKMV TPOIOVI®MV Kol
in vitro S10yvOGOTIK®V 10TPOTEYVOLOYIKMV TPoTdvTwV) (Avyovotog 2022).
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TPOPOMAG TN TKAVOTNTAC TMV KOWOTOMUEVOVY opyavicpudv'®. Ot kotackevaotéc
ypewloviar mpdcoheto ypdvo HETAPOONS Yoo VO UTOPEGOLV VO OELOTOGOVV
TEPALTEP® T €V AOY® £pYOALEin Kal, WG EK TOLTOV, Vo LITooTNPLYOel N petdfaon TV
TEYVOLOYIKMOV TPOTIOVI®V TOVC GTO TANIGIO TOL KOVOVIGHOD Yylo. To in  Vitro
SLLYVOOTIKA 10TPOTEYVOLOYIKA TPOIOVTAL.

H moapovoa npdtacn £xel ¢ 6TOYO TOV HETPLOAGUO TOV KIVOUVOL gAlelyemV in Vitro
SYVOOTIK®OV 10 TPOTEYVOLOYIKADOV TPOIOVTWV, KOONDC TOPEXEL OTOVG KOTOUOKEVUOTEG
KOl OTOLG KOWOTOUUEVOLG OPYAVICHOVS TEPICCOTEPO YPOVO, VIO OPICUEVES
TPOVTOOESES, Y1 VO OAOKANPMOGOVV TIG OvVOyKoieg OlodKOGIieC eKTiUNoNG NG
CUUUOPP®ONG, Y®PiG va vToPadUicTObV 01 UTANTHOEL.

H avaykn vy tpdcbeto ypdvo eivar eviovotepn OToV TPOKELTAL Y10 TOV UETPLOCUO
TOV eAlelye®V TEYVOAOYIKOV Tpoidvtv g kotnyopioc A. Ta mpoidvia ovtd
amoTeLOVV TEpimov T0 4 % g oyopdc!®, oAAG 1 exTipmon TG GLUUOPPMGNG TOVG
etvat evtatiky AOY® NG omoitnong Yo ETUEPOVG EKTIUNCT TOL TEXVIKOD QAKEAOL
KOol, KOTO TEPIMTOON, GLUUETOYN TOV  EMCTNUOVIKOV  @opémv  (opdoa
EUTEPOYVOLOVOV Kot gpyacTtiplo avoaeopdc s EE). Agdopévov 6t eni tov
TapoOvVIog €xovv oplotel povo 12 kowomompévor opyoviopoi, mn KAvOTNTO TOV
GLGTHIOTOG VO, O1EVEPYEL TIG OMAITOVUEVEG EKTIUNOELS TPITOV pep@OV Eakolovbel va
elval meplopiopévn kat, ®g ek T0VTOL, 1 TOPdTacT TNG LETOPATIKNG TEPLOOOL Y TA
in vitro S10yVOOTIKA 10TPOTEXVOLOYIKA TpoidvTa Tng katnyopiog A Bo mpémer va
ocuvovaotel pe oAloyn TV mpobecpidv petdfacng Kot TV GAA®V  Opdd®mV
TEYVOLOYIK®OV TPOIOVI®V, HE OTOYO TNV OTOPLYN GLUPOPNONG OTN dSldKacio
TOTOTOINoNG KAOMG Kot TNV TPOANYN TV EALEIYEMVY KOL TOV £V AOY® TEYVOLOYIKMV
nmpoioviav. Ot xkatnyopieg I' ko B elvor peydieg opddeg texvoroyikdv Tpoiovimv
(mov avturposmmreovv 0 26 % kot 10 49 % g ayopds, avticTorye) HEPOS TMV
omoiwv LIOKELTOL EMIONG OE EOKEG OMOLTNOELS, OMMOC 1 EMUEPOVS EKTIUNGN TOL
TeYVIKoy pakélov. Efvar emiong Aoywod, and dmoyn mpootaciog tng dnpoclag vyeiag,
ol KoTNnyopieg vVYNAOTEPOL KIVOHVOL VO VTOKEIVTOL GTOVG OLGTNPOTEPOVS KOVOVEG
vopitepa amd 0,Tt o1 Katnyopieg YaunAdTEPOL KvoHVov.

INa ™m ompiEn g petdfoacng otov KOVOVIGHO Yo To. in Vitro SlyveoTikd
0TPOTEXVOLOYIKA TTpoidvTa, 1 mapdtacn Oa mpénel vo vrdkeltar 6€ TPovToBEcELg
TapERPEPEIC Le TNV TPocEyylon mov vioBeOnke otov kavovioud (EE) 2023/607, o
omoiog mapéteve TN HeTAPATIKY TEPI0G0 TOV KAVOVIGHOD Yl TO WTPOTEXVOAOYIKA
mpoiovia. Me avtég tic mpobmobécelg Oa dacpalotel OTL LOVO Ol KOTUOKEVLOGTEG
ov Aappdvovy dpactikd PETpa, amapaitnTa Yo T LETAROCT GTOVG VEOLS KOVOVEG,
kol eEakolovBovv va 01BéTouy otV ayopd TEYVOAOYIKA TPoidVTO TOL TANPOVLV
VYNAG TpoOTLTTA AGPdAELaG Ba etmPeANBobV amd tov Tpdcbeto ypodvo. Emmiéov, to
apyotepo €m¢ v 26m Moaiov 2025, 6Aot o katackevaotéc Oa tpémet va £xovv Béoet
0€ E€QOPUOYN OVOTNUA OloyElpoNg TG TOTNTAG GVUEMVO UE To GpBpo 10
TAPAYPOPOS 8 TOL KAVOVICUOD Yl To in VItro JSloyvOOTIKO 10TPOTEXVOAOYIKE
npoiovia. H ev Aoyw mpocéyyion GEPETOL TO £pY0 TOV KOTACKEVAGTMV TOL £YOVV
NnoM AdPel o avaykoaio HETPO Yo T GCUUUOPPOCT LE TOV KOVOVIGUO Y10 TO in Vitro
JYVOGTIKA 1 TPOTEYVOLOYIKA TTPOIOVTQL.

Téhog, eivar capég OtL M mopdTacn NG HeTaPatikng meptodov Ha mapdoyel Lo
BpayvmpodBeoun novo AN 660V aPopd TOV HETPLICUO TOV KIVOUVOL EAAElYE®V" dEV
Ba emAvoel opiopéva dtaphpwtikd TpoPAnpatTa Tov VTofoOcKovVY Kot oyeTilovTon pe
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TNV €POPUOYN TOL KOVOVIGLOL Yio TO In Vitro JSloyvOOTIKO 10TPOTEXVOLOYIKE
npoidvta, 10iwg O0cov agopd TNV €WK Koatdotaon tov MME. Emummiéov, n
petdfaor mpémel vo. oAoKANPmOBEl TpokeéEVoL va dlacpailotel | aglomotio Kot 1
EVPWOOTIO TOV KOVOVIoTIKOV cuatiuatog ¢ EE yuo ta wtpoteyvoroyikd mpoidvia
Kol va wopacyedel n acedAieia dikaiov mov eivol amapaitntn vy €vo otabepo,
KOWVOTOUO Kot acPoAéS meptBdriov. Elvar avaykaio vo avaivBovv to mpofAnuota
mov oyeTilovIon HE TNV E€QPAPLOYN TOV KOVOVIGHOV Ylo TO, in VItro otoyvemoTikd
TPOTEXVOLOYIKA TPOTOVTO, KOl TOL KOVOVIGHOV Y10l TO 1OTPOTEXVOAOYIKA TPOToVTO,
KaBmg Kol To POCIKG 0UTIOL TOVG, TPOKEWEVOL VO EVIOTIGTOVV Ol QOLVOLIES TOV
KOVOVIGTIKOD TAOLGIOV KOl VO OVTILETOTICTOVV HECOMPODESUO, LE OKOMO TN
dlo@dAon ¢ acedielng Tov aclevav kot g TpodsPoacnc o€ aoEOAN Kot
ATOOOTIKA TEYVOLOYIKA TPOIOVTA [E PUOGIUO TPOTO.

B) Evponaikn fdon dcdopivov Yo ta 1otpotevoroyikd tpoiovra (Eudamed)

2opeova pe to dpbpo 33 Tov KavovVIGHOD Yo TO LTPOTEXVOLOYIKA TPOIOVTO KOl TO
épBpo 30 Tov KOVOVIGHOV Y1a T In Vitro d1oyvVOGTIKA 10TpOTEYVOAOYIKE TPOIOVTA, M
Emutpon mpémel va avantdocel, vo cuvinpel kot vo dtayelpiletor v eupomaiy
Baon dedopévav Yo ta tatpoteyvoroywkd mpoiovta (Eudamed). H Eudamed mpémet
Vo TEPIAAUPAVEL ENTA NAEKTPOVIKO GUOTNUATO, GLUTEPIAApUPavopévng g Pdong
dedopévov UDIY. Avanticoeton cOUQOVE LE TIC TPOSLAYPOPEC AEITOVPYIAC OV
katoaptilovion and v Emitponn oe ovvepyasio pe to XOIIT ko eykpivovror amd
avtd. ZOopeovo pe T v Adym mpodiaypapéc, n Eudamed Bo amotedeiton amd €5
evomtec?’, ov omoieg Oa kaAvmTovy Ola Ta oToEl mov kobopiloviar GTOoLC
Kavoviopovc:  UDI/ texyvoloywkd — mpoidvta,  mapdyovies,  KOWOTOmUEVOl
OpYOAVIGUOL / TIGTOTOMTIKA, ETOTTEIN LETA TN SIAOECT] GTNV 0lyOPd Kot EXOYPOTVI O,
EMOTTELN TNG AYOPAS Kol KAMVIKEG EpEVVES / LEAETES EMOOGEWV.

Tpewg evomteg g Eudamed eivor dwwbéoipeg yioo mpooupetikny ypnon omd TOv
AexépPpro tov 2020 (mapdyovreg) ko tov Oxtdfpro tov 2021 (UDI/ teyvoroykd
TPOIOVTO® KOWVOTMOINUEVOL OPYOVIGHOL / ToTomoTikd). Avo emmAéov €vOTNTESG
(emomteion TG ayopdc emomteion petd n Owdfecn oV ayopd KOl ETOYPLTVNOT))
AVOUEVETOL VO OAOKANP®OOUV T0 devTEPO Tpipnvo tov 2024. H tedevtaio evotnra
(KhMvicég €pevveg / pedéteg emdocemv) Bo odokinpwbel petd to tpito tpipmvo tov
2026. ZOpemva [Le TOVG 10YVOVTEG KAVOVEG TOV KAVOVIGLOD Y10l TO. 10LTPOTEYVOAOYIK(L
npoiévta, 1 Eudamed pmopel va ypnoipomomBel vmoypemtikd poévo amd i
OLYKEKPIUEVN  muepounvia, aedtov 1n  Emupony) eloakpifdoet v mAnpm
Aertovpywcdtnra g Eudamed kot dnpociencet oxetikny avakoivoor. ¢ €K ToVTOV,
N kaBvotépnon oV avATTLEN NG TEAELTOUOG EVOTNTOS TOPUKMOAVEL TNV
VIOYPEMTIKN YPNON TOV NAEKTPOVIKAOV GLGTNUATOV TOL £YOVV 101 0OAOKANPWOEL.
YVVETMG, 1 VIOYPEMTIKN XPNON Kol TOV £EL EVOTNTMOV OV UTOPEL VO AVOUEVETOL TPV
amo 1o téropto Tpipnvo tov 2027, evd ot mpodchetec petafoticég mepiodotl dgv Oa
MEovv Tpv amd to devTEPO TPiUnvo Tov 2029.
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To oapkrikore€o UDI eivar ovvtopopopen tov «Unique Device Identification» (amoxieiotikn
TAVTOTOINGT TEYVOAOYIKOD TPoidvtog). To cvotnua UDI kot 1 Baon dedopévov UDI dnuiovpyovvron
oOpPOVa pe Ta apBpa 27 Kot 28 TOL KOVOVIGHOV Y10, TO, LATPOTEXVOLOYIKA TPOTOVTOL.

To MAEKTPOVIKA GULGTALOTO YO TNV KATOXDPION TOV TEXVOAOYIKAOV TPOIOVI®V Kol yio. 11 Pdomn
oedopévav UDI ouyyovedovtar oe pia evotnto UDI / teyvoroyik®mv mpoidviwv, pe otdyo v avénon
¢ amodotikdtnTag. Katd cvvéneia, 1 Eudamed amoteleiton amd &1 evotnteg.
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Qo1660, n ¥prion ™¢ Eudamed eivon kaiprog onpaciog yio TV amoTeAECUATIKY Kot
OmOOOTIKY] EPAPUOYN TOL KOVOVIGHOV Y10 TO WOTPOTEXVOAOYIKE TTPOIOVTO KOl TOL
KOVOVIGHOU Yo To. in Vitro OyveoTIKA 10TpOTEXVOAOYIKE TpoidvTa Kot elvar
TOADTIUN Y10 TO €PY0 TOV OpUOd®V apy®v Kot ¢ Empomic 6cov apopd tnv
napakoAovOnon g ayopds. Emmiéov, n avantuén e Eudamed €yel onpavtikég
Kol EMOEEAES €mMMTOOES OCOV agopd Ttnv &owovounon moOP®V Yo, TOLG
KOTOOKELOOTEG, KAOMG 1 ypNoN NG OMOTPEMEL TIG TMOAAATAEG KOTOY®PIGES 1
TEPIMTMOGELS KOwomoinong dedopévav oe eBvikd eminedo. H mapovoa mpdtacn €xet
®G GTOYO VO, KATAGTNGEL OLVOTN T GTASIKT EPOUPLOYT TMOV ETUEPOVS EVOTNTMV TNG
Eudamed petd tov éleyy6 100G KO 0OV KNPUYTOVV AEITOVPYIKES. LTI CLUVEXELWN, KO
a6 to T€tapto Tpipnvo tov 2025, Ba pmopovoe vo EEKIVIGEL 1] VIOYPEDTIKY YPNOT
dwpdpwv evomntov. Katd cvvénela, mpénel emiong va tpomomomfovy ot 101KEG
HeTAROTIKEG SOTAEELG TOV KAVOVIGHOD Y10 TO LOTPOTEXVOAOYIKA TPOIOVTO KOl TOL
KOVOVIGHOD Y10 TOL N VItro d10yVOGOTIKE 10TpOTEYVOAOYIKE TPOiOVTO OV oyeTilovTal
pe v Eudamed, ®ote va koataoctel dvvatny 1 opoAn otadtokn petdfocn amd Tig
TOALOTTAEG KaTaywpicels oe e0vikég Paoelg dedopévav oty eviaio Katoymdpion oTnv
Eudamed.

Emniéov, Aappavopévng vmdyn e kabvotépnong otnyv avarnTuén g EVOTNTOS Yo
TG KAMVIKEG  €peuveg/ HeAéTe  €mOOCE®V, TPEMEL VO TPOGOPUOGTOVV  TOL
YPOVOOLOLYPAULOTA Y10 TNV EPOPHOYN TNG GUVIOVIGUEVNG EKTIUNONG TOV KAVIK®OV
EPELVOV KOl TOV HEAETOV emdocemv. E@ocov odwtnpndel m mpocéyyion mov
TPOPAETETOL GTOV KAVOVICUO Y10, T WOTPOTEYVOLOYIK(A TPOIOVTO KOl GTOV KOVOVIGULO
Yo ToL in Vitro S10yveGTIKA 10TPOTEXVOAOYIKA TPOTOVTA, 1) CUVTOVIGUEVT EKTiuMo Ba
TPEMEL TPOTO Vo, EQOPROLETON amd TOL KPATN WEAN og mpoopeTikn Pdon. [Tévte €t
HEeTd TNV €0EAOVTIKN EQAPLOYN TNG, 1] CLVTOVIGUEVY eKTipNoN B Tpémel va KaTaoTE
VIOYPEDTIKN 1oL OAOL TOL KPATN LEAT.
v) IIpoewdomoinon oc mepintmon owkom)g TS mpoundsiog opispévev
LU TPOTEYVOLOYIKAOV POIOVTOV Kol in vitro OLYVOGTIKOV
LI TPOTEYVOLOYIKAV TPOIOVTMV
Ov emayyelpotieg tov topéa TG vyeiag, 1 Propnyovio Kol ot apUOSIES OpPYES
avépepayv OTL, Katd TN HETAPATIKY TEPI0S0 TOL KOVOVIGHOV Y1l TO LOTPOTEXVOLOYIKA
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TPOIOVIO KOl TOL KOVOVICUOD Yoo TO in Vitro OloyveOoTIKA 10TPOTEXVOAOYIK(L
TPOIOVTA, N TPOUNOELD TOALDY TEYVOLOYIKMV TPOIOVTMV KOl in Vitro S1oyveooTiK®V
WTPOTEYVOLOYIKDV TPOIdVTOV dlaKOTnKe 1 €ivol mhovo vo dlakomel. Xe opiopéveg
TEPWMTMOOELS, OIC €av vEapyovy Alya M kot KaBOAoL OStabEécIo EVOAAOKTIKG
TEYVOAOYIKA TTPOTOVTO, 1 O0KOTY| TNG TTpoundetog pmopet voo odnynoel o€ cofapn
BAGPN M o€ kivovvo coPapng PAAPNG oty vyela TV acBevav 1 ot dnudctia vyeia.

H mopovoa mpdtacm €xet o¢ o100 vo eMPAAEL GTOVG KATOOKELOOTEG TNV
VIOYPEMGCN VO EVILEPDOVOVVY TN OIKELD apUOSIOL apyN Kot TIG OIKEIEC LOVADEC VYETLNG
TPOTOV  OKOYOLV, TPOCOPVE N UOVIH, TNV Tpoundel. €vOG TEYVOAOYIKOD
TPoiovTog Kkpioung onuocioc. Edv ot kataokevaotég dev mpoundebovv amevbeiog
povadeg vyelag N emoyyelpatieg Tov Topéa g vYelag, Bo TpEmel va vUEPDVOLV
TOVC OYETIKOVG OIKOVOUIKOVES QOPEIG TS 0AVGIdaG £QOSIOGHOD, Ol 0TTOI0l HITOPOVV
OTN CUVEXELDL VO EVIILEPMDVOLV TIG LOVAJES vYeiag. Me anTov Tov unyaviouo, n apyn
Kol 01 povadeg vyeiog Oa éxovv ™ dvvoatdTTa Vo EEETAGOVY TO EVOEYOUEVO AMYNG
HETPOV LETPLOGLOV Y1 TN OLAGPAMOT] TNG VYELOG KOt TNG AOPAAELNS TV AGHEVDV.
Xoueova pe 1o dpbpo 105 tov KavoviGUOoD Yo TO 1TPOTEYVOAOYIKE TPOIdVTA, TO
YOIIT pmopel vo amopacicel va mopdoyel KAtevOLVTAPIEG YPAUUES LE OKOTO TN
OIGEAAON NG OMOTEAEGUATIKNG KOl EVOPUOVIGUEVNG EQPOPUOYNG TOV &V ADY®
UNYOVIG LoD TPOEWDOTOINGTC.

YUVETELD PE TIG LOYVOVGES OLUTAEELS GTOV TOREN TOMTIKIG

H mpdtaon cvvadetl pe Tig velotdpeves SoTAEES TOMTIKNG, KOOMG Kol LE To VIO
eEEMEN un vopoBetikd pétpo, To omoic B0 GLUUTANPOGOLY TNV TPOTEVOLEVT
tpomonoinon. [Ipokeipévou va amopevydet o kivovvog eEALEIYEDV 1ATPOTEYVOLOYIKDV
npoidvtav, 10 Evponaiké Kowofovio kot to Zuppodio e&édwoay Tov MdapTio tov
2023 tov kavovioud (EE) 2023/607%! yio tqv mapdtoon g petofotikng meptodov
TOV KOVOVIGUOD Y10l TOL L0TPOTEYVOLOYIKG TPoiovTa £mg TV 31n Askepufpiov 2027 1
v 31n AexepPpiov 2028, avdroya pe v Katnyopio. KivdhvVov TOL TEXVOAOYIKOV
TPOIOVTOC KOl VIO oplopéves mpovmobéosels. X1ig 25 Avyovotov 2022 to XOIIT
ek&dmoe 10 £yypogo Biong tov MDCG 2022-14%%. To éyypago kabopilet 19 un
vopoBetikd pétpo pe okomd TV avénomn g KavOTNTIS TOV KOWOTOUUEVOV
OpYAVICUAV, TNG TPOGPACNG GE KOWOTOMUEVOVG OPYOVIGLOVS KOl TNG ETOLUOTNTOG
TOV KATOOKELAOTOV. To p€tpa avtd avapévetar va atnpiovv v emtuyn petafoon
GTOV KOVOVIGUO Y10 TO. L0LTPOTEXVOLOYIKE TTPOIOVTO KOl GTOV KOVOVIGUO Yo To. in
Vitro  O10yVOOTIKA 10TPOTEXVOLOYIKG Tpoidvto. Apketd omd To HETPO TOV
amapOpodvior oto £yypago MDCG 2022-14 £xovv Mdn viomowmbei, dmwg €va
éyypago 0éomg tov XOIIl oyetikd pe Touc VPRPOKOVS €Aéyyovc®, ot Véeg
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Kavoviopdg (EE) 2023/607 tov Evponaikov Kowvofoviiov kot tov Zvppoviiov, e 15mg Maptiov
2023, ywo v tpomomoinon tov kavovioumv (EE) 2017/745 ko (EE) 2017/746 6cov agopd Tig
petafatikés O0TAEES Yo OPIOUEVO  LTPOTEXVOAOYIKG TPoldvTo. Kot in  vitro  dyveotikd
wTpoteyvoroykd mpoiovta (EE L 80 g 20.3.2023, c. 24).

‘Eyypogo 6éong tov XOIIT MDCG 2022-14, Transition to the MDR and IVDR — Notified body capacity

and availability of medical devices and IVDs (Megtdfoon oTovV KOVOVIGUO Yol TO LOTPOTEYVOAOYLIKA
TPOIOVTO KOl GTOV KOVOVIGUO Y10l TO. in Vitro S10yVOGCTIKA 10 TpOTEXVOLOYIKG TPo1dvTa — Ikavotnta TV
KOWOTOMUEVOV  OPYOVICUDV Kol  OlfecIOTTA  10TPOTEYVOLOYIKOV TPOIOVTOV Kol in  vitro
S0y VOOTIKOV 10.TPOTEYVOLOYIKMV TPoiovTwV) (Avyovotog 2022).

MDCG 2022-17, MDCG position paper on ‘hybrid audits’ (Eyypago 0éong tov ZOIIT oyetikd pe toug
«Pp1dkovg eELEYoue») (AeképuPprog 2022).

EL


https://health.ec.europa.eu/latest-updates/mdcg-2022-14-transition-mdr-and-ivdr-notified-body-capacity-and-availability-medical-devices-and-2022-08-26_el
https://health.ec.europa.eu/latest-updates/mdcg-2022-14-transition-mdr-and-ivdr-notified-body-capacity-and-availability-medical-devices-and-2022-08-26_el
https://health.ec.europa.eu/system/files/2022-08/mdcg_2022-14_en.pdf
https://health.ec.europa.eu/system/files/2022-12/mdcg_2022-17_en_0.pdf

EL

katevOuvipleg ypappéc tov XOII yio v mpoonkovso emomteio? won o
avafedpnon tov gyypdoov MDCG 2019-6, pe v omoia e&oieipoviot ta epumdILLL
OTNV OMOGYOANGT| EISIKEVHEVOD TPOCMAIKOD GO KOWOTOMUEVOVS OPYAVIGUOVC .

Tnv In AekepBpiov 2022 n Emitpony| e£é6mwoe 600 kat’ ££0v61000TNOT TPAEELS Vi
™ METABECT NG  WMPAOTNG TANPOLS  EMOVEKTIUNONG TOV  KOWOTOUMUEVOV
opyavicpdv2®. Mg Ttov 1pomo awtdv owéROnKav ot S1fEGIES IKAVOTNTES TOGO TV
0plovc®V apy®V OGO Kol TOV KOWVOTOUUEVOV OPYAVICUMV.

YvveyiCovtar ot gpyacieg yw TNV €QPUPUOYT] TOV VIOAOIMOV UETPO®V  TOV
arapBpovvior oto €yypago MDCG 2022-14, xobonc eEaxolovBovv va elvar
ONUOVTIKA Kot 6T0 TAaicto tng mopatabeicag petafotikng neptddov. MEtpa yio
oTIPIEN NG EQUPUOYNG TV OV0 KOVOVIGUOV (GV)XPNUOTOO0TOVVTOL GE TOKTIKN
Baon o©10 TGO TOV ETNCIOV TPOYPUUUATOV EPYOCIOG TOV TPOYPAUUOTOS
EU4Health («H EE yio. v vyeion)?’. Metafd dAov pétpov, tov Ampiio tov 2023
n Emitponn avébeoe v exndvnon peAéng oxetikd e ) puduotikny dtakvpépvnon
KO TNV KOVOTOpIa, 1) 0Toio aVOUEVETAL VO TTOPACYEL TPOKATUPKTIKG OTOTEAEGLLOTA
10 Tpito Tpipnvo tov 2024.
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MDCG 2022-15, Guidance on appropriate surveillance regarding the transitional provisions under
Article 110 IVDR with regard to devices covered by certificates according to the IVDD
(Kotevubovinpleg Ypoppég GETIKA (e TNV TPOGNKOVON EXOTTEID GE OYE0T e TIg HeTaPatikég daTdEelg
670 mAOio10 ToV GpBpov 110 Tov KavoviGHOoD Y10 To, in Vitro d10yVOOTIKA 10TPOTEYVOLOYIKE TPOidVTaL
0G0V aPopd Ta TEYVOLOYIKAE TPOTOVTO TOV KOAVTTOVTIOL OO TIGTOTOMTIKG COLQ®VO LE TNV 0dnyia yio
To in Vitro dlyveoTIKA 10TpoTeEXVOAOYIKA Tpoiovta) (ZemtépPprog 2022): MDCG 2022-4 rev. 1,
Guidance on appropriate surveillance regarding the transitional provisions under Article 120 MDR
with regard to devices covered by certificates according to the MDD or the AIMDD (KotevBuvtipieg
YPOUUEG GYETIKA LLE TNV TPOCNKOLGO, EXONTEIN GE OYXECT e TIC LeTAPaTIKEG OLOTAEELS OTO TAAIGLO TOV
GpBpov 120 Tov KOVOVIGLOD Y10l TO LTPOTEYVOAOYIKA TPOTOVTO OGOV OPOPA T TEYVOAOYIKA TPOTOVTOL
OV KOADTTTOVTOL 0T TIGTOTOMTIKG GOUPMOVO LE TNV 0dNYi0l Y10, TA WTPOTEXVOAOYIKA TPOIdVTA 1 TNV
odnyia yio T evepyd epgutedoa wrpikd Pondnuata) (Askéupprog 2022). 24

MDCG 2019-6 avab. 4, Questions and answers: Requirements relating to notified bodies (Epmtioelg
KO OTTOVTNGEIS: ATOLTNOELS OYETIKA e TOLG KOWVOTOMUEVOLS opyaviopovg) (OktdpPprog 2022).

Kat’ e€ovotoddton kavoviopde (EE) 2023/502 g Emtpomnig, g Ing Aekepppiov 2022, yio v
tpononoinet tov kavovicpov (EE) 2017/745 tov Evpondikod KowopovAiiov kat tov ZvppovAiiov 6Gov
aQopa Tr GLUYVOTNTO TV TANPOV EMAVEKTIUACEOV TV Kowomompévev opyavicpdv (EE L 70 g
8.3.2023, o. 1) Kat’ e€ovciodoton kavoviopog (EE) 2023/503 tng Emtponng, g Ing Askepfpiov
2022, yw v tpomomoinon tov Kovoviopov (EE) 2017/746 tov Evponaikod KowoBovAiov kot tov
YvpPfovAiov 6GOV APOPE TN CLYVOTNTO TOV TANPOV ENUVEKTILNCEDV TOV KOWOTOUUEVOV OPYOVICUOV
(EE L 70 1 8.3.2023, 6. 3).

INo mopddeypa, oto mAaiclo tov mpoypdupatoc gpyoaciog EU4Health yio 10 2022: mpdokinon
VIOPOANG TPOTACEMY UE OTOYO TNV EVIGYLGOTN TNG OVATTLENG IKOVOTHTOV TOV VOICTAUEVOV KOl TOV
VEDV KOWOTOMUEVAOY OpYAVICUOV, T dlevkoivven g mtpdoPacng tov MME kot dcmv vrofdlovy
aitmon 7POT] Qopl o KOWOTOMUEVOLS OPYOVICUOVS Kol TNV odénom g ETOWOTNTOS TV
kataokevaot®v (PA. mpockinon Hs-g-22-19.03) dideopo pétpa mov ompilovy v epapuoyn tov
KOVOVIGLLMV Y10 TO 1 TPOTEXVOLOYIKA TPOIOVTO KOl TO in Vitro dloyvOGoTIKG W0.TPOTEYVOAOYIKE TPoidvTaL
(BA. mpoockAnoeig HS-p-22-19.04, 06, 07, 08, 09, 10 kot 11)" kot Gpeceg extyopnynNoels oTiG apyEg TV
KPOTMOV HEADV: €VIOYLUEVN €mOmTeEic. NG OyOpdG LOTPOTEYVOAOYIK®Y TPOIOVIOV Kot in  vitro
SYVOOTIKOV  10TPOTEYVOLOYIKOV  Ttpoiovtav (mpoéokinon HS-g-22-19.01). Xto nhaicio Tov
npoypdupatog epyociog EU4Health yio to 2023: vrootipién TG TEXVIKNG YPOUUATEING TNG OHAONG
GUVTOVIGLOV TOV KOWOTOUEVOVY 0pyovicu®dV (PA. mpockinor Hs-p-23-63)° kot mpockAnot vrofoAng
TPOTACEWDV Y10 TPOYPOLLLO CYETIKA LE TAL OPPOVE LOTPOTEYVOAOYIKA TPOloVTa, 101G He 0TOYXO TOVG
modatpikovg acbeveic (PA. mpookinon HS-g-23-65). Xto mlaicio Tov ZTPOYPAUUOTOS €pyociog
EU4Health yio to 2024: vroompién ¢ Eudamed (BA. mpdoxkinon Hs-p-24-62): won peréteg mov
vrootpilovv v a&loAdyNoTn TOV KOVOVIGHOD Y10l TO. LLTPOTEYVOAOYIKE TPOIOVTA Kol TOV KOVOVIGHOV
Yo TOL in Vitro S10yvemoTiKa 10 TpoTeXVoLoYIKA Tpoidvta (tpookAnon HS-p-24-65).
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https://health.ec.europa.eu/system/files/2022-09/mdcg_2022-15_en.pdf
https://health.ec.europa.eu/system/files/2022-12/mdcg_2022-4_en.pdf
https://health.ec.europa.eu/system/files/2022-10/md_mdcg_qa_requirements_notified_bodies_en.pdf
https://health.ec.europa.eu/publications/2022-eu4health-work-programme_el#files
https://health.ec.europa.eu/publications/2023-eu4health-work-programme_el
https://health.ec.europa.eu/system/files/2023-12/funding_c_2023_8524_annex1_en.pdf
https://health.ec.europa.eu/system/files/2023-12/funding_c_2023_8524_annex1_en.pdf
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NOMIKH BAXH, ENNIKOYPIKOTHTA KAI ANAAOT'TIKOTHTA
Nopwkn faon

H npotoaon Pocileton oto dpbpo 114 ko oto dpbpo 168 mapdypapog 4 ctoryeio y)
¢ ZuvOnKng yuo ™ Aettovpyia g Evponaikng Evoong (ZAEE).

Emxovpwkotnra (6 Tepint®on pn 0mTOKAEIGTIKNG CPUOILOTNTOG)

opeova pe v apyn g emkovpikomrag, N EE dbvatot va avaldfet opdon povo
otav etvar adHvatov va emtevyfodv o1 GTOYOL TOV EMIIOKOUEVOL UETPOV HOVO OO
T kpatn pEAN. H vrd tpomomoinom vopobeoia ekddOnke o eninedo EE cvpowva pe
NV opy] TG EMKOLPIKOTNTOG Kol Yoo kKGBe Tpomomoinon oamotteital 1 €kdoon
mpaéng and to vopobetikd Opyava ¢ EE. Ocov apopd v mopovca mpdTaot
tpomomoinong, oamatteital dpdon g EE pe otoyo: 1) v amoguyn kabe mbovig
dTapayng TS Tpounbetog in vitro S1yVOOTIKAOV LTPOTEYVOAOYIKADV TPOTOVTI®V" 11)
™ ovvatotnta  Eykoipng ypnong tov evotntov g Eudamed mov €yovv
OAOKANPWOEL" 1i1) TN S1GQAAIOT) TNG OUOANG AEITOVPYING TNG EVINLOG OyOpdac” Kot
V) TV €£A0OAAGT VYNAOD EMTESOL TPOGTAGING TG VYELNS TV AGOEVOV Kol TMV
YPNOTOV.

AvaioyikotnTa

H mpotewopevn dpdon ¢ EE eivar avaykaio yioo Tov HETPLOGUO TOV KIVOUVOL
eAMelyemV In Vitro SyVOGTIKOV 10TPOTEXVOAOYIKOV TPOIOVI®OV GE OAOKANPN TNV
EE, xafmhg kot Tov coPapdv eMmTOCEDV TOL EMPEPOVY TETOOL €100VE EAAEIYELG
ot onuocwa vyele. Q¢ €K TOLTOV, Ol TPOTEWOUEVES GTOYEVUEVEG TPOTOTO|GELS
OTOCKOTIOVV OTNV €MITELEN TOV EMOIOKOUEVOV OGKOTOV TOL KOVOVIGHOD Y10 TO
TPOTEYVOAOYIKG TPOTOVIO KOl TOL KOVOVIGHOD Yoo T in Vvitro SloyveoTtikd
TpoTEXVOLOYIKA mpoiovia. O okomdg ovtdg elvar 1 dnpovpyion €vog 1oyvPo,
dwpavovg,  mpoPAéyipov Kot PuOSYov  KOVOVIGTIKOD  TAAGIoL Yoo To
WTPOTEYVOLOYIKG TPOIOVTA KOl TO, IN VItro d10yVOGTIKA 10TPOTEXVOAOYIKA TPOIOVTO,
T0 omoio &yyvdrtalr LVYNAO Eemimedo mPooTaciog NG OMUOclg vysiog Kot NG
acQAAELDS TV achevdVy Kol OHOAN AstTovpyio TG eviaiog ayopds Yo To &V AOy®
TPoiOVTa.

H mpdtaon dwtnmpel tov o100 TOL KOVOVIGHOV Yio. T in Vitro OyveoTikd
WTPOTEXVOLOYIKA TTPOIdVTA MG TPOG TNV €EAGPAAOT LYNAOD EMTEOOV OGOAAELOG
Kol EMOOGEDMV TOV TEYVOLOYIKADV TPOIOVIOV HEG® TNG EVIGYLONG TOL EAEYYOV TOLG
amd kowomompévoug opyavicpovs. [lapéyet to mpodchHeto ypovikd SAGTNU TOL
amotTelTOL Yoo TNV oVATTLEN TNG AvaYKoiog IKOVOTNTOG KOl EUTEPOYVOGTOS Yol TV
enitevén owtov ToV GTOYOVL, dcPUAIlovTag TaPEAANAL VYNAO eninedo TPOGTUGING
™G ONUOCIOC VYELNG Kot TNG ACPAAELNS TOV 0GOEVAV.

H npdtaon eivar avaroywkn vmd v €vvola OTL ATOCKOTEL GTNV AVTILETMMLIGT TOV
TPOoGd10p1e0EVTOg TPOoPANIATOS, TO 0omoio cuvicTatolr ONANdN OTO EVOEYOUEVO VOl
eCapaviotel and TV ayopd HEYAAOS oplOUOS VEIGTAUEVOVY in Vitro JoyVOCTIKOV
WITPOTEYVOLOYIKOV — TTPOTOVI®OV  AOYy® NG  OVETOPKOVS  IKOVOTNTOS — TOV
KOLVOTIOUNUEVAOV OPYOVIGUAOV KOL TNG AVETOPKOVS ETOYOTNTOS TOV KOTOGKEVOGTAOV.
Q¢ ek TOUTOV, Ol MPOTEWOUEVES TPOTMOMOUGEIS TOL KOVOVICUOV Yol To in Vitro
SYVOOTIKA 1TPOTEYVOLOYIKA TTpoidvTa meptopilovtal 6To Vo Kataotel duvatn M
OTOOOKY] EQOPUOYN TOV OMOLTNCEWV, 1 OO0 OPOPH OTTOKAEIGTIKG TO «TOAOLO
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TEYVOLOYIKG TPoiovTa® yio ta omolol amonteitol 1 GLUUETOYH KOWVOTOMUEVOL
OPYOVIGHOV GTNV EKTIUNGT TNG CLUUOPP®ONGS, XWPIG va petafdAdetor 1 ovsio TV
ev My anoutnoewv. EmmAéov, n mapdtacn g LETAPATIKNG TEPLOOOVL VITOKEITOL GE
npobmobécelc mov kabopilovy opdonua Yo TOVS KATOOKEVAGTEG Kot fonbovv Tovg
KOTOOKEVOOGTEG KOl TOVG KOWVOTOMUEVOVS OPYAVIGHOVS MG TTPOog TN ddpBpwon g
petdPfoong. H Emttponn nmpoteivel va yivel didkpion petald 1exvoroyIKAV TpoidvTmv
VYNAGTEPOL KIVOUVOL (ONAOYT TPoidvVIV NG Koatnyopiog A) Kol TEYVOAOYIKAOV
TPOIOVTOV  PETPIOV  €MG  YOUNAOTEPOL  KWdUVOL  (ONAadn TPOoIOVI®MV NG
katnyopiag I', tng kamnyopiag B kot omootelpouévmv TeXVOAOYIKOV TPOTOVI®MV NG
Katnyopiag A), pe cuvtopdTePES LETOPATIKES TEPLOOOVG YO TEXVOAOYIKA TTPOidVTAL
VYNAGTEPOL  KIVOUVOL KOl TEPLOOOVG  HEYOADTEPNG OldpKeElDG Yoo  TpoidvTol
YopUNAOTEPOL Kivduvov. H ev Adym mpocéyyion amookonel oty enitevén 160ppomiog
HETOED, aPEVOS, TNG OBEGIUNG KAVOTNTOG TOV KOWVOTOUUEVOV OPYOVICUMV KOl
TOV EMTESOV ETOLUOTNTOG TOV KOTOACKEVACTMVY KO, OPETEPOV, TOV LYNAOV EMTESOV
TPOGTAGING TNG ONUOCIOC VYELNG.

Oocov agopd v Eudamed, n mpdtacn sivar avaroyikn, Kabhg kabiotd dvvatr v
ToyVTEPN EMTELEN TOL OTOYOL OVENCNG NG OWPAVEINS TOL  PLOUIGTIKOV
GLGTNLOTOG,.

Emloyn g vopuiig Tpdéng
H mpotewvopevn mpdén elvar kovoviopdc mov 0o ekdobel amd 10 Evpomaixod

KowvoBodio kar 1o Zvppovito, dedopévov OtL o1 Tpog Tpomonoinon mTPaselg stvor
Kavoviopoi mov e&édmaav 1o Evpomnaikd KowvofodAlo kot 1o Zvpufovito.

AIIOTEAEEMATA TON EK TOQN YXTEPQN AEIOAOI'HXEQN, TOQN
AIABOYAEYXEQN ME TA ENAIA®GEPOMENA MEPH KAI TQN
EKTIMHXEQN EINIIITQXEQN

Ex tov votépov aflohoynoels / EAeyyol KaTOAMAOTTAS TG I6V0VGAS VORoOEsiag

H moapodoa mpdtacn Oev cvuvodeletor omd €01KY| EKTIUNGCT TOV EMTTAOCEWV,
OedOUEVOL TOV EMEIYOVTOC YOPAKTIPO TNG KOl TOV TEPLOPICUEVOV OALAYDV TOV
oyetiCovror povo pe m otadokn epapuoyn g Eudamed xor v mapdrocn g
HETOPATIKNG TEPLOOOV TOV KOVOVIGLOV Y10, TO In Vitro d10yVOGCTIKE 10TPOTEXVOLOYIKA
npoiovia. Kotd v kotdption tov TPOTAcE®Y Yo TOV KOVOVIGUO Yoo To
WITPOTEYVOAOYIKG TPOIOVTA KOl TOV KOVOVIGUO Yo T in Vitro JduoyveoTikd
WTPOTEXVOLOYIKA TPOiOVTO. dlevepynOnke NON eKTIUNON TOV EMATOCE®V, Kol 1|
Tapovca  TPATACT) OV TPOMOMOLEL €Ml TNG Ovoiog TOV KOVOVIGUO Yoo To
W0TPOTEYVOAOYIKA TPoidvTo. O0VTE TOV KOVOVIGUO Ylo TO in Vitro OloyveoTiKd
WTPOTEYVOLOYIKA TPOIOVTO KO OEV EMPAAAEL VEEC VTTOYPEDCELS GTA EVOLUPEPOUEVQL
pépn. Ipotapyikds ckomdg g eivar va tpomomomoetl Tig petafotikésg datdelc,
TAPEYOVTOS, VIO oplopéveg mpobmobioels, mpdabeto ypdvo Yoo T petdfaom oTig

28

O 06pog «maAold» TEYVOAOYIKO TPOIOVTO OVOPEPETOL OE TEYVOAOYIKA TPOidvTa Tov Tifevtol o€
KUKAOQOpioL HETGL TNV MUEPOUNVIO EQOPHOYNG TOV KOVOVIGHOD Yl TO in Vitro Sl0yvOCTIKA
TPOTEYVOAOYIKG TPOIOVTO, oOUPOVE HE TIG peTofatikég olatalelg tov apBpov 110 tov ev Ady®
kavoviopov. ['o mepartépm drevkpvicelg, PA. MDCG 2022-8, Regulation (EU) 2017/746 - application
of IVDR requirements to ‘legacy devices’ and to devices placed on the market prior to 26 May 2022 in
accordance with Directive 98/79/EC [Kavoviopog (EE) 2017/746 — e@oppoyn 1oV OmoLTGE®V TOV
KOVOVIGHOD Ylo TO. in Vitro S10yvOOTIKA 10TPOTEXVOLOYIKA TPOIOVTIO OTO «TOAOLL TEXVOAOYIKA
TPOTOVTAY KOl GTO TEYVOAOYIKA TPOoidVTO TTov TEOMKAV o€ KukAogopio mpv omd Tic 26 Maiov 2022
ooppova pe v odnyia 98/79/EK] (Mdiog 2022).
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https://health.ec.europa.eu/system/files/2022-05/mdcg_2022-8_en.pdf
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OTOLTIOELS TOV KOVOVICUOD Y10, TO. In VItro d10yVOGCTIKE 10TPOTEXVOAOYIKA TPOidvTa,
®ote vo amoeevyBovv ot eAAelyelg kot va mpootatevtel 1 onuocta vysio oty EE.
Me v toydTepn VIOYPEOTIKN ¥pNon Tov dwbéciuwv evotntov ¢ Eudamed, ot
eviote TOMATAEG eBvikéG Kataympioelc 1| Kowvomomoels Ba aviikatactafovv and
pio eviaio Koataydpion/kowvonoinon oe eninedo EE. H mpotaon 0o avénoet emiong
N SPAVELL Kot TNV 1YVNAACILOTNTO TOV 1TPOTEXVOLOYIK®Y TPOTOVI®V Kol T®V in
Vitro  01yVOOTIKOV 10 TPOTEYVOLOYIKOV TPOiOVI®OV, KoOdg 0o dlevkoivvel tnv
TopaKoAoLON oM TS SOEGIUOTNTAS TOVG KOl TOV OACPOANDY ETOOGEDY TOVG Ol TIG
eOvikég apuodleg apyés pe niextpovikd péoa oe eminedo EE. Adym ¢ avaykng
avaAnyng Tayelag dpdong Yo va Kotoyvpmbel n aceaieto dikaiov Tpv amd ) AEN
™G 10YVLOVCAG UETOPATIKNG TEPLOOOV TOV KAVOVICUOV Y10, TO. in ViItro d0yvVooTIKE
0TPOTEXVOLOYIKA TPOToVTa, KOTESTN advvatn m defaymyn egvpeiag OnuocLog
dwpovrevonc. Qg ek tovtov, 1 Emtpony| cuykévipwoe to amapaitnTa otorygion amod
o KPOTN HEAN KOl TO €VOLHQEPOUEVO. HEPN HECH OCTOXEVUEVOV OVTUAALYDV
TANPOPOPLDV.

ZnmOnke 1 GLUPOAN TOV CPYDV TOV KPOTOV LEADY KoL TOV EVOLOLPEPOUEVOV LEPDV
HEG® GTOYELUEVNG OAANAETiOpaonS, KLpimg Katd Tig cvvedpldoels Tov XOIIT otig
10-11 OxtwPpiov 2023 otig 11-12 Aekepppiov 2023 kar otig 18 Aexepuppiov 2023
Kot TS oxetkég ovinmoelg otig vroopddeg tov XOIIL. Xtig 20 AexepPpiov 2023
npoypatoromdnke éktoktn ovvedpioon tov XOIIT pe evdlapepdueva pépn yuo vo
ocv{nmBovv {nmuata oyetkd pe mbavég tponomomoets. Xt 30 NogufPpiov 2023
TpaypatoromOnke avtoAliayn oamdyewv pe to. Kpdtn pEAN Katd T oLVOOO TOV
Yvppoviiov Amacydéinong, Kowovikng IloAtikng, Yyelag ko Katavoilotov
(Yyeia).

H Emutpony| 6a cuveyioel va mapakorovdel otevd v mpdodo mov onpetdvetal 6Gov
apOPd TNV EQOPLOYN TOV KAVOVIGU®OV, KOOMS KOl TOV OVTIKTUTTO TV TPOTEWVOUEVOV
tpomontomcemv. Eniong, Oa dwafovievbel pe 1o O kot o evolapepoOpeva HéPT
OYETIKA LE TNV AVAYKN ANYNG CUUTANPOUOTIKOV LETPOV.

2opeova pe to apdpo 121 Tov KavoviepoD Yo To 1TPOTEXVOAOYIKE TPOTOVTO Kol TO
apBpo 111 Tov KavOVIoHOD YO TO 1N VILrO d1YVOGTIKE 10TPOTEYVOAOYIKA TPOidVTO,
n Emtpomn opeihel va eKTIUNGEL TNV €QAPLOYT TOV KAVOVIGUMV KOl VO, GUVTAEEL
éxBeom a&loroynong to apydtepo €mg TG 27 Maiov 2027. Aaupovopévaov vroyn
TOV TOALOTAGV TpokANcewv mov oyetiovior pe TV €Qoppoyn Tv 000
Kavovicpuav, N Emtponn 0o apyicel mpomapackevaoTikég epyacies yio 6ToxeLUEVN
a&lohdynomn oM and to 2024. Me ™ otoyevpuévn allordynon Ba ektyunBei Kvpiog
av 1 vopobeoio £xel AmOQEPEL TO TPOGOOKMUEVO OTOTEAEGLLOTO Kot av Elvat (okoun)
KATAAANAT Y100 TOV EMOIOKOUEVO GKOTO 1) £YEL KOTAGTEL AVETAPKNG OGOV apopd T
dwo@dion G OBECIUOTNTOG TEYVOAOYIKADOV TPOIOVIOV Y10 UIKPES OUAOES
acBevav (OMAad] «OpPOVE 1OTPOTEXVOAOYIKE TPOTOVTAY) KOl TNV TPo®Onon g
avamTuEng Ko TG SfEGTUOTNTOG KOVOTOU®V TEXVOAOYIK®VY TTpoidvimy oty EE. H
a&lohdynon Ba mpémel vo dMoEL WiTEPT EUPOCT GTNV EPAPUOYN TOV UNYOVIGHLOV
TPOEWOTOINGNG Yol TV TAPAKOAOVONON TOV EAAEIYEDV TEYVOLOYIKDOV TPOTOVIMV,
KaOADG Kot 6T0 KOGTOG Kol GTOV JLOIKNTIKO POPTO TOL TPOKVITEL OO TV EPAPLLOYT
¢ vopobBeoiog, 1d0img yuo i¢ MME.

AHMOZXZIONOMIKEX EINIIITQXEIX

H mpotewvdpevn dpdion dev £xel ONUOGLOVOUIKES EMTTMOCELG.
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AOIITA XTOIXEIA
AvaloTikn enelnynon Tov empépovg owutdiemv g TpdTacng
ApOpo 1: TPOTOTOMGELS TOV KUVOVIGHOD VLU T LOTPOTEYVOLOYIKE TPOIOVTQ

210 apbpo 1 mpootifetan 10 véo ApbBpo 100 mov Ogomiler v vmoypéwon TV
KOTOOKELOOTMV VO EVIUEPDVOVV €K TMV TPOTEPOV CYETIKA UE TN OLKOTY NG
TPOUNOEL0G OPICUEVDV 1OTPOTEXVOAOYIK®VY TPOIOVTI®V Kpiotung onuaciog. Extog and
TNV KOWOTOINGN OTIG GYETIKEC UPUOSIEG OPYES, Ol KATAOKELOOTEG Oa mpémel emiong
VO EVIUEPDOVOLV TIC LOVAOEC VYELOG 1] TOVE EMAYYEAUATIEC TOV TOUEN TG VYELOG KOt
TOVG OIKOVOLUKOVG (OpElg Toug omoiovg mpoundedovv amevbeiag (e To TEXVOAOYIKO
poiov. Or apudd1tol OIKOVOULKOL Popeic B TPEMEL Vo TOPEYOVY TIG TANPOPOPIES
oTNV KAtV 0AVcido £odlacuod €mg 0Tov eviuepm®BOVV o1 LoVAdES LYEiaG 1 ot
EMAYYEALOTIEC TOV TOHEN TNG VYElog. Me avtdv Tov unyoviopd, m opyn Kot ot
povadeg vyeiag o £govv ™ SLVATOTNTA VO EEETAGOVY TO EVOEXOUEVO ANYNG LETPOV
HETPLOGHOD Yia T S1aGPAAIoT) TG VYEIOG Kot TG AGPAAELNG TOV 0GOEVDV.

Tpomonotovvtor eniong d1dpopeg datdielg mov apopovv v Eudamed. Ot odAayéc
oto apOpo 34 mapdypaeot 1 kol 2 katapyodv v Evvola 0Tt N ypnon ¢ Eudamed
UTOPEL VO KATOOTEL VITOYPEMTIKN UOVO OTOV OAEC O1 EVOTNTEG TNG £YOLV KNpvyDel
TANP®G AEITOVPYIKES. AV aLTOV, 1] VA JATVTTOOT TOV dlaTtdEemv KaboTd duvaty
TN OTOOWKY] EQAPLOYT TOV EMUEPOVS evotnToV NG Eudamed petd tov €heyyd touvg
KoL 0pov KNpuyTOUV AEITOVPYIKEC.

Aegdopévov OTL M €QPAPUOYN TNG GUVIOVICUEVNG EKTIUNGONG TOV KAVIKOV EPELVOV
eCaptdton amd TN Asrtovpywkotnra g evotnrag ™ Eudamed yio 11g xhvikég
épevvec / peréteg  emOOCEMY, TO  YPOVOOLAYPOUUO YL TNV €QOPUOYT  TNG
GLVTOVIGUEVNG eKTiNoMG Tposapuoletan oto dpbpo 78 mapdypapog 14. Awatnpeital
N mpocéyywon OtL 1 Odwociocs cuVToOVIGUEVNG exTiumong Oa mpémel, katd T
OWIPKEWL TOV TPATOV TEVTE ETAV, Vo eQapuoletar povo omd to KpAatn UEAN o€
TPOULPETIKT PACT), TPOTOV KATOGTEL LVTOYPEMTIKTY Y10 OAOL TOL KPATN LEAT).

Koatd cvvéneia, tpomomotodvtal exiong ot 101kéG petafatikég Oatdéels Tov aphpov
120 mapdypapog 8, tov dpbpov 122 xor tov apbpov 123 mapdypapog 3 mov
oyetilovron pe v Eudamed, dote va Kataotel duvarn 1 opoAn otadtoky] Hetdfoon
amod TG TOAAATAES Kotaywpicels oe eBvikég Pdoelg dedopévov oty eviaia
kataympion omv Eudamed. Ot tponomomoelg dwacpaiilovv ) ANén tov ebvikodv
OTOLTIGEDV KATAYDPIGNS OTOV apYiGOVV VOl IGYVOVV Ol AOLTIGELG KOTOYMPLoNG TNG
Eudamed. EmutAéov, o1 alhayég amosapnvilovy mola TeXVOAOYIKA TPOIOVTA KOt o0
motonomtikd mpéner  va  Kotoyopilovtar oty Eudamed «ov pe  moto

YPOVOOLAYPOLLLLOL.

ApBpo 2: TPOTOTMOMIGEIS TOL KOVOVIGHOU Y100 TO in Vitro owyveooeTIKG
L TPOTEYVOLOYIKA TPOIOVTA

To &pBpo 2 mepthapPdavel TIG TPOTOMOUCEL; TOV KOVOVIGUOV Yo To in Vitro
SYVOOTIKA 10TPOTEYVOAOYIKG TTPOidVTa, Ol omoieg oavtikatomtpilovv oe peydAo
Babuod Tig aAlayéc mov emnABaV GTOV KOVOVIGLO Y10 TO LOTPOTEYVOLOYIKE TPOIOVTAL.
To véo apBpo 100 TpoPAETEL UINYOVIGHO TPOEIBOTOINGNS OTAV £VOG KOTAGKEVAGTNG
avopuével ™ Ookom| TG mpoundelg opouévev  in VIitro  SloyVOOTIK®MV
WTPOTEYVOLOYIKOV TPOTOVTI®OV Kpiowng onuoacioc. Ot OTdEelS OYeTIKO HEe TOV
XPOVO EPOPUOYNG TNG GUVTOVICUEVNG EKTIUNONG TOV UEAETOV eMOOGE®V (GpbHpo 74
Tapaypoeoc 14) kot ot e10wég petafartikég dwutdéelg oyetika pe v Eudamed oto
GpBpo 110 mapdypapoc 8, oto apbpo 112 wor oto apbpo 113 mapdypagog 3
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TPOTOMOLOVVTOL  HE TOPOUO0 TPOTO OM®WSG KOl  OTOV  KOVOVIGUO Yoo TO
0TPOTEXVOLOYIKA TPOTOVTOL.

EmnAéov, tpomomotovvtal to dpbpo 110 mapdypagot 2 kot 3 pe 6td)0 TNV TOpATOoT
TOV  UETAPOTIKOV TEPLOO®V TOV KOVOVIGLOD Ylo TO In VItro JOloyveoTikd
wTpoTEYVOLOYIKG Tpoidvta. o Tov okomd avtdv, ot aAlayéc Tov apBpov 110
TaPAYPOPOS 2 TapaTteivouy TV oY1 TOV MIGTOTOMTIK®OV OV £YoLV €kdobel Pacel
g odnyioc 98/79/EK, ta omoia Ppickoviav Ge 1oy1 TV NUEPOUNVIC EQAPLOYNG TOV
KOVOVICHOV Yo To. in Vvitro S10yveoTikd 1atpoteyvoroykd mpoidvia (26 Madiov
2022) ko dev éxovv avakAnOei amd kowvomomuévo opyoviopd. H mapdtoaon oydet
dpeca, MOTE Vo UMV VTOYPEOHVTOAL Ol KOWVOTOUUEVOL OPYOVIGHOTL VoL dALAEOLY TNV
nuepounvia TV €KAoToTE MoToTOMTIK®Y. H didpkela tng mapdToong 1oxvog Tov
TIGTOTONTIKOV OVTIOTOXEL ot didpKelo TG mapatadeicog petafatikng meptddov
nov opiletor oto mpotewvopevo apbpo 110 mapdypapor 3 émg 3B. Ocov apopd ta
TIGTOTOMTIKA 7oV €yovv MO ANnel katd ™V évapén 1oybOg NG TPOTEWVOUEVNC
Tpomomoinomng, N mapdtacn Bo vrdkelton oty TPovHTOOEST OTL, KATA TN GTIYUN NG
MENC, 0 KATAOKELOOTNG £YEL LTOYPAYEL GOUPOCT) LLE KOVOTOMUEVO OPYOVICUO Y10
™V eKT{UMoM ™G  OCLUUOPPMOONSG TOL  EKACTOTE  TEXVOAOYIKOV  TTPOIOVTOG.
Evolloktikd, €dv dev €xel vmoypael tétoov €idovg ovufacn Katd tn ANREN TOL
TIGTOTOTIKOV, apuodia €0vikn apyn Lmopel va £xel YopnyNoet TapEKKAoT and TV
1GYVLOVGO JLUSIKAGIO EKTIUNONG TG CLUUOPP®ONG COLPMVE LE TO GpBpo 54 1 va
&xel (ntNoel omd TOV KATOGKELOGTY] VO JLEVEPYNOEL TN OdIKaGiol EKTIUNONG NG
CUUUOPPMOGCNG EVTOG GLYKEKPUYLEVNC XPOVIKTG TEPLOSOVL GOUPMVO. LE TO ApOpo 92.

Me mig aArayés oto apBpo 110 moapdypagog 3, mopateivovior ot pHeTAPOTIKEG
nepiodol TOL GYVOVY YOl TO «TTAANLE TEXVOAOYIKA TPOidVTOY, ONAGON EKEIVH TOV
KOADTTOVTOL OO TGTOTOMTIKO 1 ONAWGT CLUUOPP®SNG TTOL €xel ekdoBel PAcel TG
odnyiag 98/79/EK mpv amd v 26m Moiov 2022. Adym tng éktaong g odtaéng, n
napdypaeoc 3 avtikaBiotator amd TG mapoypdeovs 3 €wc 3e. Awtmpeitor 1M
KMUAK®OOT TOV HETOPATIKOV TEPLOI®V, LE TNV TOPATAGT TOV YPOVOOLAYPAULATOS
¢og v 31n AskepPpiov 2027 v to in Vitro SyVOOTIKA 10.TPOTEXVOLOYLKE
TPOIOVTO TOV KOAOTTOVTAL OO TGTOMONTIKO oL €xel €k000el Pdoel g oomyiag
98/79/EK «xor yw to te(vohoywd mpoidvia g katnyopiag A €mog v 31n
Agxepppiov 2028 yua ta teyvoroyikd mpoidvta g kornyopiog I kol éwg v 31n
Aexepfpiov 2029 yio0 T0 AMOGTEP®UEVO TEXVOLOYIKA TPOIOVTA TV Kotnyoptov B
Kat A.

EmmAéov, m epappoyn ¢ mopatobdeicag pHeTaPATIKNG TEPLOOOV VTOKELTOL GE
SAPopeG cMPEVTIKEG TPOVTOOEGELS, 01 0Toieg elvat ot €ENG:

o T0. TEYVOAOYIKE TTpoidvTa TPEmeL Vo eE0KOAOVOOVV VO GLULOPPADOVOVTOL LLE TNV
oonyia. 98/79/EK. H mpobimdBeon ovtn amotedel Mon péPOg TOL 16YXHOVTOG
GpBpov 110 mapdypapog 3

o TO. TEYVOAOYIKA TPOIOVIO OEV LEICTOVTOL ONUAVTIKEG UETOPOAEG OTOV
oxed10GUO Kol otV TpoPAremopevn xpnon tove. H mpodmdBeon avtr amoteiet
Nno”M HEPOG ToL 1vovTog apbpov 110 mapdypapog 3

o TOL TEXVOAOYIKA TPOidVTO deV TapoLGLALoVV AmapAdeKTO KIVOLVO Yo TV vyeia
N TV ac@AAElD TOV AcHEVOVY, TOV YPNOTAOV 1 GAAOV TPOCOT®V, N Y1o. AAAEG
TTUYEG TG Tpootaciag TG Onuoctag vysiog H évvoln to0v «amapddektov
KvdOvoL yua TV vyeia kol v acedieion opileton ota dpBpa 89 kot 90 tov
KOVOVIGUOD Y10 TO in Vitro Ol0yvOOTIKA 10 TPOTEXVOLOYIKA TPOidvVTa. Agv
ATOUTEITOL GLOTNUOTIKOG EAEYYXOG TNG OGPAAELNG TOL TEXVOAOYLKOV TPOIOVTOG,

15

EL



EL

dedoUEVOL OTL TOL TEXVOAOYIKA TTPOIOVTO TOL KOAVTTOVTIOL OO TIGTOTOUTIKO
nov €xel ekdobel Phoet g odnyiog 98/79/EK Ba 1ehovv VO «pocnKovca
emontEio» Oamd TOV OpYavioud mov €EE0MCE TO MOTOMOMTIKO 1] Omd
KOWOTOMIEVO opyaviopd mov opiletol BAceEL TOV KOVOVIGHOV Yo T in Vitro
SYVOOTIKA 10 TPOTEYVOLOYIKA TTPOIOVTO. AV pio. approdio apyn SlOTIGTAOGCEL,
070 TAQICI0 TV JPUCTNPLOTHTOV EMOTTEING TNG AYOPAS OV eKTEAEL, OTL éval
TEYVOAOYIKO TPOIOV TOPOLCIALEl OmapAdekTo Kivouvo yio TV vyeio N v
ACQPUAELD TOV AGOEVOVY, TOV XPNOTOV 1 GAL®V TPOCHTOV 1| Y10, AAAEG TTLYEG
MG TPOoTaciog TG ONUOctlag vyeiag, N petafatiky tepiodog mavEL va 1oYHEL
Y10L TO €V AOY® TEYVOLOYIKO TPOTOV

o 10 0opyotepo €m¢ v 26m Moaiov 2025 o kotaokevaotng &xel 0écel og
EPapPUOYN ovoTNUo dtoxelptong g modtnTog ovuUe®ve pHe T0 Gpbpo 10
TAPAYPOPOS 8 TOL KOVOVICUOD Y10l TOL in Vitro SloyvmoTIK( 10TPOTEYVOLOYIKAL
npoiévta. H mpodmdOeon avt €yl ®g otdX0 Vo OlcPoAicel OTL Ot
KOTOOKELOOTEG KIVOUVTOL OTOOOKG TPOC TNV TANPN CUUUOPO®ON UE TIG
OOITACE TOV KOVOVICUOV Yio TO in VItro SloyveoTIKE 10TPOTEYVOLOYIKA
TPOIOVTA. LTO GLYKEKPIUEVO 0TAdW0 Ogv amarteiton €0k PePaiwomn, dniadn
dev amarteitor vrevhuvn dMAwon ovTe emainbevon ™S KATAAANAITNTAG TOV
GULGTNLLATOG JLAXEIPLONG TNG TOLOTNTAG OO KOWVOTOMUEVO OPYOVIGLLO®

o €m¢ ovykekpévn nuepounvia (26 Maiov 2025, 26 Maiov 2026 11 26 Madiov
2027, avaioyo pe TNV Katnyopid KwoOVOL), O KOTOOKELAGTNG 1 O
€€0VG1000TNUEVOG OVTITPOGMTOG TOL £XEL LTOPAAEL ETIONUN AUTNOT COUPOV
pe to mopdpnuoe VII tuipa 4.3 tov kavoviopod yuo ta in vitro dtoyveootikd
WTPOTEYVOAOYIKA TPOIOVTO, YloL EKTIUNGT TNG GLUUOPP®ONG OGOV aPopd TO
«OAOO  TEXYVOAOYIKO TPOoidv» moL KoAOmTETOL 0nd moTomoTikd Pdoet
odnyiog 1 dMAworn cvupdpe®cng 1, OGOV APopd TEXVOAOYIKO TPOIOV 7OV
npoopileTor Vo aVTIKATAGTNGEL TO €V AOY® TEXVOAOYIKO Tpoidv Pdcetl Tov
KOVOVIGHOU Y10 TO in Vitro doyveooTiKd 10TpoTEVOAOYIKA Ttpoiovta. Evtog
TEGGAPOV UNVOV, 1) 0{TNGCT VTN TPEMEL VO, KAAVTTETAL OO YPOTITH) GLUE®VIN
HETOEL  TOV  KOWOTOMUEVOL  OPYOVIGHOL Kol TOL  Kotaokevaotny. H
npobmdeon avt] €xel ®G OTOXO VA SUGEOAIGEL OTL UOVO TO. TE(VOAOYIKE
TPOIOVTO TOL OO0l O KATUGKELOOTNG TPOTIOETAL VO LETAPEPEL GTO TAOIGLO TOL
KOVOVIGHOD Y10 T in Vitro dlayveoTikd 10TpoteXvoloyikd mpoidvta Oa
enm@eAnfovv and v mapatadeica petafatikn nepiodo. QotdcG0, | TapdTaom
Bo mpémel v 1oYVEL KOl Y10 TOL «TOAOLE TEYVOAOYIKA TTPoidvTay T omoio O
KOTOGKELOOTNG TPOTIOETAL VO AVTIKOTOGTICEL UE «VED» TEYVOAOYIKO TTPOidV
Y. T0 omoio VTOPAAAEl aitnom eKTIUNONG TNG CLUUOPP®ONS TPV OO TN
oyetikn mpobeouio mov mpoPArénetal oto apBpo 110 mapdaypapoc 3y. Me tov
TpOTO ALTOHV B ATOPELYOOVV TEPITTES OUTNGELS Y10 TGTOTOINGT TEYVOLOYIKMDV
TpoidvIOV To omoia, og KAOe mepimtwon, Ba katapynbovv ctadiokd kol Oo
AVTIKATOOTOO0VV Otd [ol VEQ YEVIEL TEYVOLOYIK®V TPOIOVTOV, EVED TOPEAANAQ
o SwmpnBovv dwbéocya To veroTdpeva HOVIEAD €mG TO TEAOG TNG
petafotikng meptdoov.

Ta teyvoloyikd mpoidvta oL KOAVTTOVIOL OO TMIGTOMOMTIKO OV £xel €KO00el
Bacer g odnylag 98/79/EK  eEaxolovBovv  vo  amoteAolVv  avTIKEILEVO
«TPOCNKOLGOG EMONMTEING» OO TOV KOWOTOMUEVO OPYOVIGUO 7oL €EEOMGE TO
motomonTikd. EvaAloktikd, O KOTOGKELOOTNAG UTOPEL VO  GUUEOVNGEL LE
KOWVOTOIMUEVO 0pYOaVIGHO oL €xel oplotel PAGEL TOL KAVOVIGHOD Yo TO in Vitro
JYVOOTIKA 10TPOTEYVOAOYIKE TPOidvTa OTL 0 TeAgLTaiog KabioTator veHBvvog Yy
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mv enonteio. O &v AOYy® KOWOTOMUEVOS Opyaviopog koabiotoatar €€ opiopov
VIEVHVVOC Y10 TV TPOCNKOVGO. EMOTTEIN TO APYOTEPO EMG TNV NUEPOUNVIL KOTE TNV
omoio TPEMEL VO VITOYPOPEL M YPOTT] CUUP®VIO, LETOED TOV KOTAGKEVAGTN KOl TOV
KOLVOTIOINUEVOL OPYOVIGHOD Yol TNV EKTIUNGT TNG CUUUOPPOGNG GOUP®VO, LE TOV
KOVOVIGUO Y10l TOL in Vitro d10yVOGTIKA 1TPOTEYVOAOYIKA TPOTOVTAL.

ApBpo 3: évapén woyvog

To apBpo 3 mpoPAiémer v €vapén 10YVOG TOV KAVOVIGHOD KOTA TNV MUepOUNnVia
ONUOGIELGNG TOL Ko TNV AVABOAN TNG EPOUPIOYNG TOV UNYOVICUOD TPOEISOTOINOTG.
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2024/0021 (COD)
[IpoTaon
KANONIZMOZX TOY EYPQIAIKOY KOINOBOYAIOY KAI TOY 2YMBOYAIOY

Yo TV Tpomomoinen tTwv Kavovicp®v (EE) 2017/745 xon (EE) 2017/746 6cov apopd ™
otaooki) epappoyn t™s Eudamed, Tnv vroypémon evuépmong o€ mePinT®o OLOKOTNG
¢ popn0grog Kot Tig peTafaTikéc O1aTASELS Yo OpIoPEVA in Vitro o10yveOTIKA
LI TPOTEVOLOYIKA TTPOIOVTA,

(Keipevo mov mapovcialet evolapépov yio tov EOX)

TO EYPQIIAIKO KOINOBOYAIO KAI TO XYMBOYAIO THE EYPQIIAIKHE
ENQZHT,

‘Exovtag vmoéyn t ZvvOnkn o ) Asrtovpyio g Evpomaikng Eveoong ko 1diwg to

apBpo 114 kor to apBpo 168 mapdypapog 4 ctoryeio v),

"Exovtag vroyn v npotaon g Evponaikng Emtponncg,

Kotomy dapifacng tov oyediov vopobetikng mpaéng ota eBvikcd kotvofodita,

"Eyovtag voyn ™ yvoun g Evpomaikig Ouovoukng kot Kowvmvikic Emrponic!,
"Exovtag voym ) yvoun g Emrponng tov Hepipepeidv?,

Amnogacilovtog copemva e T cuviin vopobetikr| dtadwocia,
Extudvtog ta akdAovba:

(1) Ot kavoviopoi (EE) 2017/745° xon (EE) 2017/746* tov Evponaikod Kowopoviiov kat
tov XvuPoviiov OBeomilovv KOVOVIOTIKO TAGICIO Yol TN OWGOAAMOY TNG OMOANG
Ae1tovpyiog TS ECOTEPIKNG OYOPAS OGOV 0LPOPA TO. LOTPOTEYVOLOYIKA TPOTOVTO Kol TOL
n Vitro 01yVOGTIKA 10TPOTEXVOAOYIKA TPOIdVTa, EXovTag g Pdon éva vynAd eninedo
TPooTaciog TG vysiog Tov achevav Kot Tov ¥pnot®dv. Tovutdypova, Ol KAVOVIGHOL
(EE) 2017/745 won (EE) 2017/746 0¢touv vynAd mpoTLma TOLOTNTOG KOl OCPAAELNG
YU TO. 1OTPOTEYVOLOYIKA TPOIOVTO, Kol TO In VItro SloyVOGTIKG 10TPOTEXVOLOYIKE,
TPOIOVTA, L€ GKOTO TNV OVTILETOTIOT KOW®V AVICLYLDOV OGOV 0POPA TNV ACPAAEL
TOV TPoIdvVTeV ovt®v. EmmAéov, au@dtepol ol KOVOVICUOL EVIGYVOVV GNUOVTIKA
OPIGUEVA POCIKA GTOLXELD TOL TPOTYOVUEVOL KOVOVIGTIKOV TANIGIov TTov Kabopiletat

! EEC 1, o0o..

2 EEC mg,o0..

Kavoviopdg (EE) 2017/745 tov Evponaikov Kowofoviiov kot tov Zvpfoviiov, g Sng Ampidiov
2017, yw T0 WTPOTEXVOAOYIKG TpoidvTa, Yoo TV Tpomomoinon tng odnyiog 2001/83/EK, tov
kavovicpot (EK) aptf. 178/2002 kot tov kavovicpob (EK) apif. 1223/2009 kot yio v Katdpynomn tov
odnyudv tov XvpPfoviiov 90/385/EOK «or 93/42/EOK (EE L 117 g 5.5.2017, o.1, ELL
http://data.europa.ev/eli/reg/2017/745/0j).

Koavoviopdg (EE) 2017/746 tov Evponaikod KowoBoviiov xai tov Zvpfoviiov, g Sng Ampiiiov
2017, yio to in Vvitro SlyVOOTIKA 10TPOTEYVOAOYIKG TPOIOVTIO KOl Yoo TNV KoTdpynomn 1ng
odnyiag 98/79/EK kar g andpaong 2010/227/EE g Emitponng (EE L 117 tg 5.5.2017, . 176, ELIL:
http://data.europa.eu/eli/reg/2017/746/0j).
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2)

€)

(4)

©)

(6)

otig  odnyiec 90/385/EOK? ko 93/42/EOKS tov  ZvpPovAiov kot otV
odnyia 98/79/EK 1tov Evpomaikod Kowvofovdiov kot tov ZvpBoviiov’, dmoc M
EMONTEID TOV KOWVOTOUMUEVOV OPYAVICU®V, 1 TOEWVOUNGCT KIVOUVOD, Ol SLoOIKOGIES
EKTIUNONC TNG CLUUOPPMOGCNG, Ol OMOLTHOELS KAWVIKNG TEKUNPIOONG, N ETAYpOTVNON
Kol M emomteion TG ayopds, kol eMPAAAOLY TN Onpovpyia TG ELPOTOIKNG PAong
dedopévmv Yo, toTpoteyvoroyikd mpoiovia (oto €&ng: Eudamed) mpokeiuévov va
KOTOOTEL SLVOTY 1 OLPAVELD KOl 1] LYVNAOCSILOTNTO, OGOV 0POPE T 1OTPOTEYVOALOYIK(L
TPOTOVTA KOl TO, in Vitro dloyvVOGTIKA 1 TPOTEYVOLOYIKA TPOIOVTAL.

Xoupova pe toug kovoviopovg (EE) 2017/745 wou (EE) 2017/746, n Emutpomnn
KoAgital vo. avamtiocel, vo cuvinpet kot vo dtayepileton v Eudamed, n omoia
TepAapPavel €XTd S106LVOEdEUEVA NAEKTPOVIKG cvothiuota. Exel olokAnpwdei n
aVATTUEN TEGGAPOV MNAEKTPOVIKMOV GULOTNUATOV, €V® 1 OAOKANpwon 600 akduo
NAEKTPOVIKOV GUOTNUATOV OVOUEVETOL €vTOC Tov 2024. QotOG0, 1M avaATTLEN TOV
NAEKTPOVIKOD GUOTNUOTOS VIO TIG KAWVIKEG £PEVVEG KOl TIG HEAETEG EMOOCEMV
KaBvotepel oNUOVTIKA AOY® TNG TEXVIKNG TOAVTAOKOTNTAG TMV OTOLTHOEMV KOl TOV
POMV £PYACIOG TOL TPETEL VAL EPAPLLOGTOVV.

2oppova pe tovg kovoviopovg (EE) 2017/745 kau (EE) 2017/746, o1 voypedoelg Ko
ot amottnoelg mov oyetiCovion pe v Eudamed mpdxettar va oydoovv amnd pua
ocvykekplévn  muepounvia, oeotov n  Emitpomn  emaAnBedoer v mAnpn
Aertovpywotta ¢ Eudamed kot dnpocievcet oyetikn avaxkoivaon. Q¢ ek TovTov, N
kaBvotépnomn otV avanTtuEn ToV TEAELTAIOV NAEKTPOVIKOD GUGTNLATOS TOPUKMOAVEL
TNV VTOYPEDTIKT XPNON TOV SOEGIUOV NAEKTPOVIKOV GUGTNUATOV.

H ypnion tov nAextpovikdv cuotnudtmv mov £xovv oAokAnpwbel 1 mpdkettar vo
oAokAnpwbovv Ba ompiel oe peydio Pabud TV ATOTEAECUATIKY Kol OTOOOTIKY
epappoyn tov kavoviocudv (EE) 2017/745 wou (EE) 2017/746, kabdg Ba peidoet tov
SLOKNTIKO GOPTO Y10 TOVG OIKOVOLKOVS Popels. Q¢ ek TovTov, O Tpémel va emTpamel
1 OTOSKY EQAPUOYN TOV EMUEPOVS NAEKTPOVIKOV cvotnpdtov ¢ Eudamed poiig
emaAnBevtel n Ae1TOLPYIKOTNTAE TOVG COLPOVO [LE TN O10OTKAGIA TOL TPOPAETETOL GTOV
kavoviopo (EE) 2017/745.

Aappavopévng vtoyn e oTadloKNG EPUPUOYNS TOV NAEKTPOVIKMOV GUGTNUAT®OV TNG
Eudamed xot mpoxewévov va amopevyBel mn  oaAANAemkOAvyYn TOV  TEPLOOW®V
Katoyopong ot efvikéc Paoeig dedopévov ko otnv Eudamed, Qo mpémer va
€VOLYPOUIGTOVV O UEPOUNVIES EQPUPLOYNS TOV VTOYPEDCEMY KOl TOV OTOLTNGEDV
mov oyetiCovrar pe v Eudamed kou ot mpepounvieg epappoyns tv aviictorywv
ebvikov amaitnoewv kotaympong Pacet tov oonyov 90/385/EOK, 93/42/EOK ko
98/79/EK.

Adyo ¢ xabuotépnong omv avamTuEN TOL MAEKTPOVIKOV GUGTHUOTOS Yo TIG
KMVIKEG EPEVVEG KO TIC LEAETEC EMOOCEWMV, TO YPOVOOTAYPOULLLO Y10 TNV EPAPLOYT] TNG
GUVTOVIGUEVNG EKTIUNONG Y10 TIG KAMVIKEG EPEVVES Kol TIG LEAETEG EMOOGEWMV Bl TPETEL
EMIONG VO TPOCOAPUOCTEL, SLOTNPOVTOS TOPAAANAQ TNV TPOGEYYION COUPOVO UE TNV

Odnyia 90/385/EOK tov Zuppoviiov, g 20Mg lovviov 1990, yio v Tpocéyyion TV vopodecidv tov
KPOTOV LEADV OYETIKA LLE TO gvEPYA epuTeDoIpn wTpkd Pondipata (EE L 189 g 20.7.1990, 6. 17,
ELI: http://data.europa.eu/eli/dir/1990/385/0j).

Odnyia 93/42/EOK tov Zvppoviiov, g 14ng lovviov 1993, mepi TV 10TpoTEYVOAOYIKDV TPOIOVI®V
(EEL 169 t¢ 12.7.1993, o. 1, ELI: http://data.europa.eu/eli/dir/1993/42/0j).

Odnyia 98/79/EK 1t0v Evponaikod Kowvofoviiov kot Tov Zvufoviiov, g 27m¢ Oxtwppiov 1998, yo
TO. WITPOTEYVOAOYIKE Ponbuoata mov ypnoipomolovvtal otn ddyvmorn invitro (EE L 331 g
7.12.1998, o. 1, ELI: http://data.europa.eu/eli/dir/1998/79/0j).
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)

(10)

(11)

(12)

omoio. o kpdTn HEAN Oo mpémel MPAOTA Vo EYOVV TN OLVATOTNTO TPOUPETIKNG
GUUUETOYNG OTN GLVIOVIGUEVT] EKTIUNGN TPOTOV AT KOTAGTEL VITOYPEMTIKN Yo OAL
To KpATn PEAN.

[Mopd v avénon tov aplBuod TOV KOWOTOMUEVOV OPYOVIGUOV Tov opilovtol
ooppove pe tov  koavoviopd (EE) 2017/746, m  ouvvolkn  KavotHTo TV
KOWVOTOMUEVMV 0PYOVIGUAOV £E0KOAOVOEL vau unv emapkel yioo v eEac@diion T
TGTOMOINONG TOL HEYAAOL OPOUOV TEYVOAOYIKMOV TPOIOVTI®V TOV TPOKEITOL VO
vtoPAnBodv oe  exTiuUMom NG CLUUOPP®ONG HE GLUUETOYN  KOWOTOUUEVOL
OPYOVIGLOV GTO TAAIGLO TOV €V AOY® KOVOVIGLLOV.

O aplBuds TOV AUTHCE®V YlO. EKTIUNGCT TNG CLUUOPP®ONG TOL VTOPANONKOV amd
KOTOOKELOOTEG KOl O  oplBpdg TV MOTOMOMTIKOV 7OV  €k00OnKav  omd
KOWOTIOINUEVOLG OPYOVIGHOVS HEXPL CNUEPO KOTAOEIKVOOLV OTL 1 HETAPOON GTOV
kavoviouo (EE) 2017/746 dev €xel onueidoetl Ipoodo Katd TpOTO Tov Vo Stoc@aAilet
TNV OUOAT HETABOOT) GTOVE VEOVS KAVOVEG.

[ToAAd aceadn kol kpioyng onpaciag in Vvitro SyVOGTIKA 10TPOTEXVOAOYIKA
TpoidvTa, To ool elval amapaitnta Yo TNV wtpkn ddyveoon kot Oepaneio achevov,
elvar moAd mbavod va unv motonomBodv copewva pe tov kavoviopd (EE) 2017/746
pw amd ™ AMEN Tov petafotikedv TePtodwv. Avtd odnyel oe kivouvo eAlelyemv,
10img TEYVOLOYIKOV TTPOTOVTOV VYioTOL Kvduvoy (katnyopiog A) g to TEAOG NG
1GYVoVGOG HETABOTIKNG TEPLOdoL, oTig 26 Maiov 2025. Q¢ ek TovToVL, £lvan avaykaio
va olac@alotel 0 adtdAemtog £podoopog g oyopds g ‘Evoong pe in vitro
SYVOOTIKA 10 TPOTEYVOLOYIKA TPOTOVTAL.

2VVEN®GS, Yo va eEac@aloTel LYNAO NSO TPOGTAGING TNG ONUOCIOG VYELNG Kot TNG
ACQAAELNG TOV 000evOVY, UE TOPAAANAN SlG@AAON TNG OUOANG AErTOovpPYiaG TNG
EOMTEPIKNG ayopds, kabmg kot ywoo vo moapacyebel acedieln dikaiov Kot vo
amo@evydel evoeyduevn dwatdpaln g ayopdg, sivar avoykaio vo mopatadoldv
TEPAUTEP® 01 PETAPOTIKEG TTEPi0d0L TOV TpoPAémovian otov kovoviouo (EE) 2017/746
Yl TOL TEXVOAOYIKA TTPOTOVTO OV KAAVTTOVTIOL OO MIGTOTOUTIKA OV £XovV £K000el
OO KOWOTOMUEVOUG OPYOVIGLOVG ovuemvo e tmv oonyio 98/79/EK kot yo ta
TEXVOAOYIKA TTPOTIOVTO OV TPpdKETOL Vo VITOPANBOVV Ge EKTIUNGN TG CLUUOPPOGNG
UE TN OLUUETOYN KOWOTOMUEVOL OPYOVIGUOD Yo, TPATH @OpA OVLVAUEL TOL
kavoviopo¥ (EE) 2017/746. T'a v enitevén tov v AOYw otdymv, n mapatadeioa
petofatikn mepiodoc Bo mpémer va a@opd OAEG TIC KOTNYOPIEC TEYVOAOYIKOV
TPOIOVIOV, MOGTE VO, SIUGPAALETOL 1 OLAXEPIGIUN KATAVOUT TOV POPTOL EPYACIOS TMV
KOWOTOUMUEVOV OPYOVIGU®OV 6€ PAB0C ¥pdvov Kot v amo@edyovtal Tuyov eumdol
611 01001KAGi0 TIGTOTOINGNG,.

H odpkela g mapdtaong 0o mpémel va givol emapkne, OCTE VO TOPEXETOL GTOVG
KOTOOKELOOGTEG KOL GTOVG KOWOTOMUEVOLG OPYAVICUOVS O amapaitnTog ¥pOvog Yo TN
OlEVEPYELNL TOV OMOUTOVUEV®V EKTIUNGEMV NG GVUUOPPmonS. H mapdtaon Oo mpémnet
Vo amooKomel 6T SGPEAAoN LYNAOD EMITESOV TPOoTAGiag TNng OMudclag vyeiag,
oLUTEPIAOUPOVOUEVIG TNG AOPAAELNS TOV ACHEVMVY, KOl OTNV amoPUYN EALEIYE®V in
VItro S10yVOOTIK®OV 0ITPOTEXVOAOYIKMOV TPOTOVIMV OV OOUTOVVTOL Y1oL TNV OUOAY|
Aertovpyio TOV LANPECIOV VYELOVOLIKNG TEPiBaAyNg, xwpig va petmwBodv ot 1oyhovceg
OTTOLTIOELS TOLOTNTOG KOl OCPAAELNG.

H mopdrtaon Oo mpémer va vmoketor o€ oplopéveg mpoimobécels, €101 MOTE v
S @oAleTON OTL LOVO TO TEXVOAOYIKA TPOTOVTO TOL EIVOIL ACPOAT KO Y10l TOL OTTO10L Ol
KATOOKEVOOTEG €yovv MO AdPer opiopévo pétpo ywoo tn HeETGPacm mpog
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(13)

(14)

(15)

ovpupopewon pe tov kavoviopd (EE) 2017/746 Ba emweeinbovv and 10 mpdcsbeto
YPOVIKO S1AGTN L.

[Na va eEacpatiotel n otadiaxkn petdpaocn otov kavoviouod (EE) 2017/746, n evbovn
Yyl TNV TPOCNKOVCO, EMOMTEID. OGOV OPOPA T TEYVOAOYIKA TPOIOVTO, TOV
enO@eAOVVTOL amd TN petoPatikn mepiodo Oa mpémer vo petoapepBel amd TOV
KOWVOTOMUEVO  OpYavVIGHO 7oL  €£EOMOE  TO TMIGTOMOWTIKO GOUQ®VO UE TNV
oonyia 98/79/EK oe xowvomompévo opyoaviopd mov opiletar PAGEL TOL KOVOVIGLOV
(EE) 2017/746. T'ta. AOYOUG 00QAAELNG OIKAIOV, O KOWVOTOIUEVOS OPYOVIGUOS TOL
opileton dvvdpel Tov kavoviouov (EE) 2017/746, dev Oa mpémer va elval vrevbuvog
Yo TG OpaoTNPOTNTEG EKTIUNONG TNG CLUUOPE®ONG Kol eTONTEING TOL deEdyovTon
a7t0 TOV KOWOTOWNUEVO OPYOVIGHO OV €EE0MGE TO TIOTOTOMTIKO.

Ooov agpopd T0 ¥poviKd SIACTNO TOL ATOLTELTOL Y10 VO UTOPECOVV Ol KATUOKEVOUOTEG
KOl Ol KOWOTOWUEVOL OPYAVICUOT VO OlEVEPYNOOLY, GUUP®VO HE TOV KAVOVICUO
(EE) 2017/746, v extiugnon t¢ OLUUOPQ®OONEG TV In  VItro JloyvVOOTIKGV
OTPOTEYVOLOYIKAOV TPOIOVI®OV 7OV KOAOTTOVIOL OO TMIGTOMONTIKO 1 ONAmON
oVUUOPPMOONG 7OV €kdOONKe ovuemvo pe v odnyia 98/79/EK, Oo mpémer va
emrevybel 1ooppomion petalh G meEplopiopévng Obéotung  KovOTNTAG TV
KOLWVOTOINUEVOV OPYOVIGUAOV KOl TNG S106QAMONG DYNAOD ETTESOV ACPAAELNS TV
acBevov kor mpootaciog g omuocwog vyeioc. Kotd ocvvémewn, m dudpkeio g
petopatikne mepiddov Oa mpémer va e€aptdror omd TNV KoTNyopio. KvdUVOL TOL
EKAOTOTE TEYVOAOYIKOD TPOIOVTOG, MGTE N €V AOY® TTEP1000G VoL Efvarl LIKpATEPT Y10, TO
TEYVOAOYIKO TPOIOVIO 7OV EURMIMTOUV O KOTNYOPio. LYNAOTEPOL KIVOVVOL Kol
HEYOADTEPT] Y1 T TEXVOAOYIKA TPOIOVTIO TOV EUTIMTOVV GE KOATIYOPio YOUNAOTEPOL
KvdHvov.

Aoppoavouévev vIoyn TOV EMATOCEDMV TOV EVOEYETOL VO EMPEPOLY Ol EAAELYELS
OPIGUEVOV TEYVOAOYIKMOV TPOIOVTIOV OTNV 0oQAAElD TV achevov kot T onudcia
vyeio, Oo mpémer va Oeomiotel pnyovVIoHOc mpoedomoinone mov Bo mopéyel ™
dvvotdTTa 110G oTIg aprOdIEg apyES Kot oTIg LovAdeS vyeiag va Aappdvouy pétpa
UETPLOcUOD, OOV Elval avayKaio, Yio TN SlG@AAIoN NG VYELNG KOl TG OCQAAELNG
tov aclevav. Qg €K TOOTOVL, OTAV Ol KOTUOKELOOTEG OVOUEVOLY Y10 OTOLOVONTOTE
AOYO T OKOmH TNG TPOUNDENC 1OTPOTEYVOAOYIKOV TPOTlOVI®OV 1 in  Vitro
LY VOO TIK®V 10 TPOTEYVOAOYIKAV TPOIOVTOV Kot Umopel EDAGY®G va TpofAepbel 0t N
dlakomn umopel va mpokaiésel cofapn PAAPN 1 kivovvo coPapnc PAAPNG oy vyeia
tov aclevov 1 ot oNuUOclae vysio €vOC 1 TEPICCOTEPOV KPATMOV UEADV, O
KOTOUOKELOOTNG B0l TPEMEL VO, EVIUEPDVEL GYETIKA TIG OYETIKES aPUOOIES apyES, KaOmg
KOl TOLG OIKOVOULKOVG (POpPEiG Toug omoiovg TpounBevovy amevbeiog e 1o TeXVoAOYIKO
TPOIOV Ko, KATH TEPITTMOT), TIC LOVAOES VYELNG 1 TOVE EMAYYEAUATIEC TOV TOUEN TNG
vyelag Tovg omoiovg mpounBevovv amevbeiog pe to TEYVOLOYIKS TPOidy. O Kivovvog
coPapnc PAGPnc otnv vysin TtV acbevov 1 ot oNuocla vyeion umopel, yuo
TOPAOELYO, VO, OQEIAETOl OTN ONUOGIOL TOL TEYVOAOYIKOD TPOIdVTOG Yo TNV
eEAoQAAION POCIKOV LANPECIOV VYEIOVOUIKNG TepiBaAyng o€ éva 1 mePLocdTEPL
Kpatn pEAN, oty ££0PTNON TNG LYEIOG KOl TNG ACPAAELNG TOV AcOEVOVY amd TN GLVEXN
dtafecudTTA TOL TEYVOAOYIKOD TTPOIOdVTOG GE Eva 1| TEPIGSOTEPU KPATN UEAN N oTNV
amovcio. KOTAAANA®V  EVOALOKTIK®OV AVcewv, Aaupdvovioag emiong vmoyn v
avapEVOLEVN SLAPKELDL TNG OLOKOTTNG TNG TPOUNOELNG, TIG TOCOTNTES TEXVOAOYIKDOV
TPoidvTv mov £yovv NoN owatedel otnv ayopd kot to Swwbécipa amobépata 1 To
APOVOILAYPALLLOTO VIO TNV TPOUNOEID. EVOAAOKTIKOV TEXVOAOYIK®V TPoiovimv. Ot
mAnpogopieg o mpémel vo moPEYOVIOL OAMO TOV KOTOOKELOOTH Kol GAAOVC
OKOVOHKOVG (Opeic otV Katdvn oAvcidoa epodtacpol €mg 6tov evnuepmbolv ot
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(16)

(17)

(18)

aPUOdLEG LOVADES VYEIDG 1 Ol EVOLIPEPOLEVOL ETOYYEALOTIEG TOV TOREN TNG LYEIOC.
Agdopévov 6tL 0 kivovvoc eAleiyemv givorl 1010UTEPO CUAVTIKOC KATA TN HETAPooN
and Tic oomyieg 90/385/EOK, 93/42/EOK «xor 98/79/EK  o610VC KOVOVIGHOUG
(EE) 2017/745 «or (EE) 2017/746, o pnyoavioudg mposwdomoinong 0o mpémel va
e€QopUOLETOL KOl OTO TEXVOAOYIKA TPOTOVTO TOV TiBEVTAL G KUKAOPOPIo GOUPMOVOL LLE
T petafotikés dwtd&elg mov mpoPAémovrar oto apbpo 120 tov KAVOVIGHOD
(EE) 2017/745 ko oto apBpo 110 tov kavovicpov (EE) 2017/746.

Emopévog, ov xavovicpoi (EE)2017/745 wou (EE) 2017/746 6o mpémer  va
TpOomoToInHovV aVaAOYMC.

Agdouévov 0Tt ot 6TOYOlL TOL TOPOVTOG KAVOVIGUOD, ONACON 1 OVTIUETMOTICT TOL
KvoOvou eAAElYE®VY In VItro S10yVOOSTIKGOV 10TPOTEYVOLOYIKOV TPOTOVI®MV EVTOG TNG

‘Evoong kot n £ykaupn epapuoyn e Eudamed, dev umopodv va exttevybodv emapkmc

amo To, KPATN UEAN, UTOPOoVV OU®G, AOY® TNG KMUOKOG KOl TOV OTOTEAEGUAT®V TOVG,
va emtevyfobv koAvTEPO G0 EVO10KO eminedo, N 'Evwon dvvatan va Osomicel pétpa
COUQMVO, PE TNV apyn TNG EMKOLPIKOTNTOS TOL ApBpov 5 g ZuvOnkng yw TV
Evpomnaikn ‘Evoon (ZEE). Zoueova pe v oapyn TG ovoAOyIKOTNTOG, 7OV
dlatvmvetol 6to 1010 dpbpo, 0 mTaPOV Kavoviopdg dev vrepPaivel To avaykoaio yio
mv emitevén oavtdv TV otdyov. O mopdvV KOvVOVIGROS ekdideTal AOY®D TV
EEAPETIKAOV TEPIGTAGEMV TOV TPOKLITOVV OO TOV GUECO Kivouvo eAlelye®V in Vitro
Y VOOTIK®V 10ITPOTEYVOLOYIKDV TPOIOVI®MVY Kol TOV GLVAPOVS KIvOHVoL Kpiong 6Tov
Topéa TG OMuootag vyeiag, KaBdg Kot Ady® TNng onUavTikng kobuotépnong oty
avATTLEN TOL TEAELTOIOV MAEKTPOVIKOV cvoThuatog ¢ Eudamed. T'a va emtevybel
TO EMOIMKOUEVO ATOTEAECLUO TOV TPOTOTOMCEDV TV Kavoviopav (EE) 2017/745 ko
(EE) 2017/746 ko1 vo. dtac@orotel 1 S100ectudTTa. TEYVOLOYIKMOV TPOIOVI®V TMOV
OTOI®V T MOTOTOMTIKA £Yovv NoN ANEel N TpodKeLtol va ANEOLY TPV amd TV 26m
Maoaiov 2025, va mapoacyedel ac@alelo SIKOIOD Y100 TOVG OTKOVOUIKOVS POPELG KO TOVE
TOPOYOVS VYEWOVOUIKNG TEePiBaAynG, Kol Yy AOYOUS GLVOYNG OGOV a(OPa TIC
TPOTOTMOCELS KOl TOV OVO0 KOVOVIGLAV, O TOPpOV KOVOVIGLOS Ba tpénetl va apyicel va
woyveL eneryovime. o tovg id1ovg Adyovg, Oewmpeiton GKOMUO v EQUPUOCTEL M
mopEKKAon and v tpobecpia Tov okt efdopddwv mov mpoPfAémeTon oo Gpbpo 4
TOV TPMOTOKOALOV ap1f. 1 oyetikd pe Tov poro twv eBvikdv kowvoBoviimv otnv
Evponaikn ‘Evoon, 1o onoio mpocaptdtor ot ZEE, ot ZuvOnkn yua ) Asttovpyia
s Evpondiking Evoong kot ot ZovOnkn yuoo v ©dpvon g Evpomaikng
Kowomrag Atopuxng Evépyelag,

[Tpokeyévon o1 KOTAGKELAGTES KOl GAAOL OUKOVOLUKOL (POPELG VO £XOVV TO XPOVIKO
epllOP0 Vo TPOCAPLOGTOVV  GTNV  VIOYPEMOT  YVOGTOTOINGCNG  OVOUEVOUEVIG
SKOTNG NG TPOUNOELNG OPIGUEVMV TEXVOLOYIKAV TPOIOVI®V, €lvol GKOTUO Vo
avaPAnfei n epappoyn tov dwutdéewv mov oyetilovrot Le TNV eV AOY® VTTOYPEMOT,

EZEAQXAN TON ITAPONTA KANONIZMO:

Apbpo 1

Tpomonmoumoeis Tov kavoviepov (EE) 2017/745

O xavoviopog (EE) 2017/745 tpomomoteiton g €ENG:

Y

npootifetar To akdAovbo apbpo 10a:
«Apbpo 10a
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2)

3)

Ymoypewoelg o€ mePITT®OT SOKOTNG TNG TPOUNDENS OPICUEVOV TEXVOAOYIKMDV
TPOIOVI®V

1.

Otav évog KaTooKEVOOTNG AVOUEVEL SLOKOTN TNG TPOUNOELNG TEXVOAOYIKOV
TPOIOVTOG, €KTOG T®V enl mapayyeAio. TEXVOAOYIKAOV TPOiOVI®OV, Kot OTav
umopel evAOY®OC vor mpoPAepbel 6Tt M dloKomN aVTY UTOPEl VO TPOKAAECEL
coPapn PAAPN N xivovvo cofapnc PAGPNS oty vyeio Tov acbevov 1 ot
onuoctlo. vyl €vOC 1 TEPIOCOTEPOV KPATMOV UEADY, O KOTAOKEVAOTNG
EVNUEPDVEL OYETIKA WE TNV OVOUEVOUEVN OKOT TNV OPUAdLoL apyr] TOL
KpATovg LEAOLG 6TO 0TO10 eivar eyKATESTNEVOG O 1010¢ 1) 0 €£0VG1000TNUEVOG
avTImPOcHOTOS TOV, KOOMDS KOl TOLG OIKOVOUIKOVS QOPEIS, TIC LOVAdES vyeing
KOl TOUG EMOYYEAUOTIEG TOL TOMED TNG VLYEIOG 7POG TOVG OMOIOVG O
KOTOGKELOOTNG TpounBevet anevbeing 1o TeVOAOYIKO TPOTIHV.

Or mnpopopiec mOL OVOPEPOVIOL GTO TPADTO €OAPLO TOPEXOVTAL, TANV
eCQPETIKAOV TTEPICTAGEWV, TOVAAYIOTOV £EL UNVESG TPV OO TNV OVOUEVOUEVN
dwkony|. Ot TAnpogopieg mov mapéyovral otnv apuoddie apyn devkpviCovv
TOVG AOYOVG TNG OLUKOTNC.

H oapuoddia apyn mov éxer AdPel 11 mAnpoopieg mov avapépovtal GtV
napdypoaeo 1 evnuepdvel ympic adikatoAdyntn kobvotépnon Tig oprOdIES
apyés TV ALV kpatdv pel®v koi v Emupomn oyxetkd pe v
OVOLLEVOLLEVT OLOKOTY).

Ot owovopkol @opeic mov &povv AdPer TG mWAnpoopieg omd TOV
KOTOGKELOOTI] COUPMVO, LE TNV TOPAYPAPO 1 EVNUEPOVOLY GYETIKA HE TNV
avapevopevn owakomn yoplg adwkaoAdynt kabvotépnon Tovg  GAAOVG
OLKOVOUIKOVG (POPELS, TIC LOVAOEG VYEIOG KOl TOVG EMOYYEALOTIEG TOV TOUEN TNG
vyeiag Ttovg omoiovg TpounBevovv amgvbeiog pe 10 TEXVOAOYIKO TPOIOHV.» -

10 4pBpo 34 tpomomoteiton WG ENG:

o)
B)

oV mapdypoeo 1, n tpitn mepiodog draypapeTor
N Tapaypapog 2 aviikadiotatal amd 1o akdéiovho Keipevo:

«2. H Emupomm evnuepavel to XOIIT 6tav, Pdoet exbécemv aveEaptntov
eléyyov, eCakpifooel 0Tt €va M| mEPLOCOTEPA OMO TO MAEKTPOVIKA
CLOTNUATO TOL  avagépovior 6to  apBpo 33 mopdypapog 2 eivat
AELTOVPYIKA Kot TANPOVV TIG AETOVPYIKES TPOdSIOYpapES oL opilovTat
COUPOVA LE TNV Tapdypapo 1 tov Tapdvtog apBpov.»:

o710 apBpo 78, N mapdypagog 14 avrikabictator and 1o akdAovBo Keipevo:

«14. Ola ta kpdn péEAN amoarteiton vo epapuodlovv ) dadikacio mov kKabopiletat

070 Tapov GpOpo amd TV Nuepounvia TOLv AVTIoTOVKEL 08 TEVTE £TN PETA TNV
nuepounvio dMpocievong g avakoivowong mov avaeépetor oto Gpbpo 34
TAPAYPOPOS 3, HE TNV OToiol EVNUEPDOVOLY OTL TO NAEKTPOVIKO GUGTINLLO TOV
avagépetor oto GpBpo 33 mopdypapog 2 otoryeio €) eivor Aeltovpyikd Kot
TANPOL TIG AEITOVPYIKEG TPOOLOYPOPES TOV OpilovTanl cupP®va Le To pbpo 34
Tapaypopog 1.

I[Ipwv amd Vv &v Adym muepounvio kot to vopitepo €51 pUveg UHETA TNV
nuepounvio ONUOGIELGNG TG AVOKOIVMOOTG TOV OVUPEPETAL GTO TPADTO EOAPLO,
N dwdwkacio Tov TpoPAénel To mapdv ApBpo epapuoletar povo amd to KpaTn
LéEAN ota omoia mpdkettan va deaybel n KAviky épevva Kot ta omoia £xovv
CUUPMVNCEL VO TNV EQAPUOLOVV.»
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4)

5)

6)

10 4pBpo 120 tpomomoteiton wg e&Ng:

N Tapdypaeog 8 anaieipeTor
npooTtifeton n akdAovdn mapdypapog 13:

«13. To apBpo 100 epapudletor emiong oTo TEXVOAOYIKA TPOIOVTO TTOL
avapEPOVTOL oTIg Tapaypdeovg 3, 3a kot 3 Tov TapoVToc ApOpov.»:

010 GpBpo 122 TpdTO £3GPLO, N TPAOTN, 1| OEVLTEPN, 1) TPITN KoL 1) TETOPTN TEPITTOON
avtikadiotavtal amd 1o akdAovbo Keipevo:

«— 10 apbpa 8 kot 10, to apOpo 10 mapdypoapog 1 otoyeion B) kot y), TO

apBpo 10B mapdypapor 2 ko 3 g odnyiog 90/385/EOK xor to apbpo 10, 10
apBpo 14a moapdypapog 1 otoryeio v) kot 8), To ApOpo 14a mapdypagot 2 Kot 3
Kot 10 GpBpo 15 g odnyiog 93/42/EOK, kabmdg Kol TIG LVIOYPEMOELS GYETIKA
LE TNV EMOYPOTVION KoL TIC KMVIKEG EPEVVEG TTOL TPOPAETOVTIOL GTO, AVTIGTOLYOL
TOPUPTILOTO TOV EV AOY® 00NYIDV, TO 0010, KOTAPYOLVTOL, KOTH TEPImTOON,
amd TNV NuUEPOUNVia ToLv avaeépetal 6to apbpo 123 mapdypapog 3 otoyeio d)
TOL TAPOVTOG KAVOVIGLOD OVOPOPIKA LE TNV EQUPLOYN TOV VITOYPEDGEMV Kl
TOV OTUTNCE®Y TOV  OPOPOVY TU MNAEKTPOVIKA GCLOTAUATO TO  OmOoio
avaeépovtorl oto apBpo 33 mapdypapog 2 ctotyeia €) Kot 6T), avticToryo

t0 GpOpo 10a, 10 GpBpo 10B mapdypapog 1 otowyeio o) kot to Apbpo 11
napdypaeoc 5 g odnyiag 90/385/EOK kot 1o apbBpo 14 mapdypapor 1 ko 2,
10 GpBpo 14a mapaypagpog 1 otoryeio o) kot B) ko to apbpo 16 wapdypapoc 5
™mg odnylog 93/42/EOK, xoBdG Kol TIG VLRWOYPEDCELS OYETIKA HE TNV
KOTOYDPLON TEYVOAOYIKDOV TPOIOVTMV KOl OIKOVOUK®OV QOPEMY KOl CYETIKA UE
TNV KOWOTOINGY TICTOMOMTIKAOV, 7oL TPOPAETOVTAL  OTA  OvTioTOU(O
TOPUPTIHLOTO TOV EV AOY® 00NYIDV, TO, OTOi0 KATOPYoLVTIOL, KATE TEPITTMON,
amd TV Nuepounvia Tov avaeépetarl oto apbpo 123 mapdypapog 3 otoryeio d)
TOV TOPOVTOG KOVOVIGLOD OVOPOPIKE LLE TNV EPOPLOYN TOV DITOYPEDCEDY Kol
TOV OTOLTHOEDV 7OV  OQPOPOVV TO MAEKTPOVIKG GULOTAUOTO TO OTOio
avaeépovtol oto dpbpo 33 mapdypapog 2 cToryeia o), y) Kot d), avTicTou o »:

10 GpBpo 123 mapdypapog 3 tpomomoteiton g eENG:

10 6ToLYEl0 §) TpoTOTTOLEiTAL (G EENG:

1) ot0 mp®TO €0AP0, M TPOTN MEPIOSOG TNG EICAYMYIKNG (QPACNG
avtikodictoton amd To akoAovbo keipevo:

«He MV EMEOVAOEN TV VIoxpedcewv TG Emtponig cvpupwvo pe 1o
GpBpo 34, o1 VIOYPEDGELS KOl Ol OOLTOELS TOV APOPOVV OTOL00NTOTE
amd TO MAEKTPOVIKA GLOTAUHOTO 7OV avagépovior ot1o  Gpbpo 33
TopAypoeog 2 epapudloviol amd v NUEPOUNVia TOv avTioTolyel og €51
Uveg HeTd MV muepounvic OMUOGIELONG NG  OVOKOIVMOONG OV
avagépetal oto apbpo 34 mapdypoeog 3, pe TV omoia yvwotomoleitol
OTL TO aVTIOTOYO NAEKTPOVIKO GUGTNLA Elval AEITOLPYIKO Kot TANPOL Tig
Aertovpyikég mpodlaypapés mov opilovior cvuemve pe 1o Gpbpo 34
Topaypoeog 1.»

1)  petd m dwdékatn mepintmon tpootifetor n akdlovdn tepintmon:
«— 10 apBpo 56 mapdypapog 5,»

i11) 1 oékoarm té€Tapn TEPimTon avikadiotatal amd 1o axoiovho Keipevo:

24

EL



EL

«— 10 apBpo 78 mapdypaeot 1 £wg 13, pe v emepvraén tov apHpov 78
Topaypoeog 14,»

70 080TEPO €010 avtikabiotatol omd To akdAovOo Kelpevo:

«Ewg v nuepounvia papproyng tv datdEemy Tov avagEpovTol 6To
TPAOTO €6APIO0 TOL TAPAVTOG OTOLKEIOL, €E0KOAOVOOVY va. 1oYVLOVY 0L
avtioTotyeg oataéelg Tmv odnylav 90/385/EOK kot 93/42/EOK oyetkd
UE TIG TANPOQOPIEG YlOL TNV AVAPOPE TEPICTATIKOV ETAYPVTVNONG, TIG
KMVIKEG  €pEuVEC, TNV  KOTOXMDPLON TEXVOAOYIKAOV TPOIOVI®V Kot
OTKOVOULKAOV POPEMV KOl TIG KOIVOTOMGELS TIGTOTOMTIKMV.»"

B) 10 otoyeio €) avrikabictoton amd To akdAovBo Keipevo:

«€)

TO aPYOTEPO 6 UNVEC UETA TNV NUEPOUNVIO TTOV OVAPEPETOL GTO GTOLYELD
d) ¢ maPoLGUS TOPAYPAPOV, Ol KATACKEVAGTEG EacParilovy OTL Ot
TANpoPopieg mov mpémel vo elodyoviar oty Eudamed cOppova pe to
GpBpo 29 ecdyoviol 6TO MAEKTPOVIKO GUGTNUO TTOL OVOPEPETOL GTO
GpBpo 33 mapdypagog 2 ctoyeio a), Onwg emiong Kot OGOV apopd To
akoAovOa TEXYVOAOYIKA TPoidVTO, VIO TNV mMpovmdbeon OTL Ta 1o
TeYVOLOYIKA TTPoidvTa TiBevtan g KukAoEopia Kol amd TNV nuepounvia
OV OVOPEPETOAL GTO GTOLYEID §) TNG TAPOVLSAG TAPAYPEPOV:

1) TEYVOLOYIKA TPOTOVTO, EKTOG TV enl TapayyeAio TE(VOAOYIKOV
TPOIOVI®V, Yo TO OmOiol O KOTOOKELOGTNG &xel mpoPel o€
extipmon g svpupodpe®oNg cOLE®VA e To ApBpo 52°

i1) TEYVOAOYIKA TTPOIOVTO, EKTOC TOV EML TOPAYYEAID TEXVOAOYIK®V
npoidvtwv, mov tifeviar o€ KukKAogopio cOueove pe TO
apBpo 120 mapdypapor 3, 3a 1 3B, €KTOG €6V TO TEYVOAOYIKO
TPOIOV Y10 TO OMOi0 0 KATACKELAOTNG £l TPoPel e extiumon
™G OCLUUOPP®ONG oVueove pe T0 Gpbpo 52 elvar MoM
Kataympopeévo otnv Eudamed: »-

Y)  MeTd TO oToyEio €) mpootiBevtal o akdAovBa cTotyEin:

«(ea) To apyodTEPO 12 PNveg PLetd TV NUEPOUNViL TOL OVAPEPETOL GTO GTOLKELD

(eB)

d0) ™¢ mopoboOg TOPAYPAPOV, Ol  KOWOTOUUEVOL  OPYOVIGHOL
eEaceaiilovv 0Tl o1 TANpogopiec MOV TPEMEL VA EIGAYOVIOL OTNV
Eudamed ovueovo pe 1o dpbpo 56 mopdypopog 5 eicdyovior oTo
NAeKTpOVIKO cOoTNUO 7oV ovagépetor oto GpBpo 33 mapdypapog 2
otoyyeio J), dmwg emiong Kot GOV aPOPE T TEXVOAOYIKA TPOTOVTO TOL
avaeépovtal oto oTotyEla €) kot B) e mapovcag mapaypdeov. I'a Ta ev
AMOy® teYVOlOYIKA TpoidvTOo, €104YyOVTOL HOVO TO TEAELTOIO GYETIKO
TIOTOTOMTIKO KoL, KOTA TEPIMTMON, TUYOV amOPACT) TOL £xEl APl omd
TOV KOIVOTIOUNUEVO OPYOAVICUO GYETIKA LLE TO EV AOY® TIGTOTOMTIKO,

Katd TapékkAon and To TP®TO £04PL0 TOL GTOoLYEIOL §) TNG TAPOHGOC
TOPAYPAPOV, Ol VROYPEDGCELS OVOPOPTOONG 1TNG TEPIANYNG TV
YOPOUKTNPICTIKAOV OGOAAENG KOl TOV KAWVIKOV ETOOGEMV GOUPOVO LE
t0 apBpo 32 mapdypaog 1, kabmG Kol 01 VTOYPEDGELS KOVOTOINONG OTIG
appoOdleg apyxés ocvuemva pe 1o apBpo 55 mapdypapog 1, pécw tov
NAEKTPOVIKOD GUOTHOTOG TTOV avapEPETal 6To apBpo 33 mapdypapog 2
ototyelo d), 1oYVOLVV Yo TA TEXVOAOYIKA TPOIOVTA TOL OVAPEPOVTOL GTO
otoyyeio €) TG TAPOVLCAS TAPAYPAPOL OTAV TO TIGTOTOMTIKO EICAYETOL
omv Eudamed cOppova pe 1o ototyeio ga) g mopodcog mapaypaeov,
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(ey) pe TV eMOOAOEN TOL TPMOTOL £OAPIOV TOV GTOLXEIOV O) TNG TAPOVCUG
ToPAYPAeov, Otav €vag Kataokevoothg mpémel va vmoPdier TTEEA
oouemve pe 1o apBpo 86 mapdypopoc2 N va avoaeépel cofoapd
TEPLOTOTIKO 1 S10pOMTIKO HETPO AGPAAELOG KATA TN YPNOT COUPMOVO. LE
T0 GpOpo 87 N} va voParel avagopd TacE®V COUP®VA UE TO ApBpo 88
UEC® TOV MAEKTPOVIKOV GULGTNUOTOC 7OV OVOPEPETOL 6TO Apbpo 33
TopAypopog 2 otoryeio ot), Katoywpilel emiong 10 TEXVOAOYIKO TPOidV
mov amotehel avrikeipevo g INEEA 1 ¢ ékbeong emaypvmynong oto
NAEKTPOVIKO CLGTNUO 7OV avagépeTal 6to dpBpo 33 mapdypapog 2
oTOLYElO ), EKTOC €0V TO €V AOY® TEXVOAOYIKO Tpoidv €xel 1ebel oe
KukAopopio cvppova pe v odnyia 90/385/EOK 1 v odnyia
93/42/EOK,»

d) 710 otoryeio n) amaAeipeTal.

Apbpo 2

Tpomomoujoeig Tov kavoviopov (EE) 2017/746

O xoavovicpudc (EE) 2017/746 tpomomoteitan g e&ng:

1))

npooTtifeton To akdAovBo apbpo 10a:

«ApBpo 10a

Ymoypedoelg o€ TEPITTOGT SIOKOTNG THG TPOUNOELNG OPIGUEVMV TEYVOLOYIK®V TPOTOVT®V

1.

2)

Otav évag KOTAOKELOOTNG OVOUEVEL OOKOTY NG Tpoundelag TteXVOAOYKOD
TPoidvTog Kot Otav Umopel eVAOY®S va TpoPfrepbel 6TL M Slakomn aVT Umopel va
npokaiécsel coPapr PAGPN M kivovvo cofapnc PAEPNC oty vyeia Twv acBevov 1
ot Omuoocte vyeio evog 1N TEPIGGOTEPOV KPATAV HEADYV, O KOTUCKEVOOTNG
EVNUEPDVEL GYETIKA UE TNV OVAUEVOUEVT] SLOKOTN TNV aprdOle apyn TOL KPATOUG
LEAOVG 6TO OToio Eival £YKOTEGTNUEVOG O 10106 1] 0 ££0VGLOS0TNIEVOS AVTITPOCHOTAOC
TOV, KOOMDG KOt TOVS OIKOVOLKOVS (POPELS, TIG LOVAOESG LYELOG KO TOVS ETAYYEALOTIEG
TOV TOpEN TNG VYElOG TOVG omoiovg TpounBevet amevBeiag Le TO TEYVOLOYIKO TPOTOV.

Ot TAnpoopiec mOL AVUPEPOVTOL GTO TPATO EGAPIO TOPEXOVTAL, TANY EEUPETIKAOV
TEPIOTAGEWMYV, TOVAGYIOTOV €1 pfves mpvy amd v avoapevopevn dwokonr. Ot
TANPOPOPIEC OV TOPEYOVTOL GTNV appoda apyn devkpvilovv ToVG AOYOLS NG
OLOKOTYG.

H apuoda apyn mov €xer Adfet Tic mAnpo@opieg mov avagEpovtal otny mapdypoeo 1
EVNUEPDOVEL Y®PIS adKaloAGYNTN KaBLGTEPNOT TIG OPUOdIES apYEG TOV GAA®V
KPOTOV HEADV Kot TNV ETitpomn oyetikd pe tnv ovoUeEVOIEVT] O10KOTY).

Ot owovopkol @opeic mov &yovv AdPet Tig mAnpoopieg amd TOV KOTAGKELOGTN
COUPMVO, LE TNV TOPAYPOPO 1 EVUEPDOVOLV GYETIKA LE TNV OVOUEVOUEVT] OLOKOT
Yopic adtkatoAdyntn KabvuoTépnon Toug GAAOVS OIKOVOKOUS QOPEIS, TIC LOVADES
vyelag Kol Tovg emayyeAotieg tov Touéa NG vyelog Tovg omoiovg mpounHevovy
angvbeiog e 10 TEXVOAOYIKO TPOIOV.»-

010 apBpo 74, n mapaypagog 14 avrikabictator omd to akdAovbo keipevo:

«14.0Ola o0 kpaTn péEAN amouteiton va epappolovv T dadtkacio Tov Kabopiletot
010 Tapov Gpbpo amd TV muepounvio wov ovtictolel oe S5 &t petd MV
nuepounvio dnpocievong g avokoivwong mov avoaeépetal oto apbpo 34
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wapaypaeoc 3 tov kavoviouoV (EE) aptf. 2017/745, pe v omoia evnuepmvovy
OTL TO MAEKTPOVIKO GLOTNUA TOL avagépeTal oto Gpbpo 33 mapdypapog 2
otoyEio €) TOL &V AOY® KOvVOVIoCUOD &ivorl AEITOLPYIKO Kol TANPOL TIG
Aertovpykég mpodlaypagéc ot omoieg opilovtar cOpeove pe to apbpo 34
TapAypopog 1 Tov v AOY® KavoVIGHOY.

[Ipwv amd v &v AOY® muepounvio. kot to vopitepo €51 UNVeS UETO TV
nuepounvio SNUOGIELOTG TNE AVOKOIVIOGTC TOV OVOPEPETAL GTO TPMTO 0GP0,
N Swdwkacio mov TpoPAénel To Tapdv apBpo epapudletar pdévo amd To KPATN
puéEAN ota omoia mpokertan vo oteaybel N HeAETN eMdOCEMV Kot T OTToia £YoVV
GUUP®VNGEL VO TNV EQAPUOOVV.»

3) 10 apBpo 110 tpomomoteiton wg e&Ng:

o)

B)

Y)

oV Tapdypoaeo 2, to OevTEPO €040 avtikabictator amd To aKOAlovbo
Kelpevo:

«To motomomtikd mov eKOOONKAV oamd KOWOTOMUEVOVS  OPYAVIGHOVS
ocvbpupovo pe v odnyio 98/79/EK amd v 25n Moaiov 2017, ta omoia
eEaxorovBovoav va Ppiokovior oe woyd v 26m Moaiov 2022 xor dgv
avakAnOnkav ot cuvEKELD, TAPAUEVOVY GE YD UETE TO TEAOG NG TEPLOOOV
OV OVOQPEPETOL OTO TMOTOTOMTIKO €mG Vv 31n AsgkeuPpiov 2027. Ta
TIGTOTOTIKA TTOL €KOOOMKAV OO KOWVOTOINIEVOLG OPYOVIGLOVS COLPMVA LLE
™mv ev AMy® odnyia amd v 25n Moaiov 2017, ta onoio e&axolovbovcav va
Bpiokoviar 6g 1oyd v 26m Maiov 2022 kot éAnEav mpv and v [Yzypeoio
Exdooewv: va mpootelei n nuepounvio. = nuepounvio évaping ioyvog tov
TapovIog tpomomoiTikod kavoviouod] Bewpeiton 0Tt woydovv € v 311
AexepPpiov 2027 upévo epdéoov mAnpovton  pic omd TG akOAoLOEC
npobmobécelc:

a)  TPW amd TNV nuepounviae AENG TOL MGTOTOMTIKOV, O KATAOKEVOGTYG
KOl KOTOW0G KOLWVOTOUUEVOG OPYAVIGUOG £XOVV  LTOYPAWYEL YPOTTN
ovueovio copeova pe to tapdptnue VII tpqua 4.3 dgbtepo £6Gp1o Tov
TOPOVTOG KAVOVIGHOD Yol TNV EKTIUNGT TNG GLUUOPP®CNG OGOV aPopd
TO TEYVOAOYIKO TPOIOGV TOL KOAVTTETOL OO TO ANYUEVO TIGTOTOUTIKO 1|
OGOV aPopPA TEYVOLOYIKO TPOIOV IOV TTPoopileTal Vo OVTIKOTAGTIGEL TO
€V AOY® TEYVOAOYIKO TPOTOV

B)  opupode apyf KPATOLG HEAOLG £xEL YOPMYNOEL TOPEKKAIOT OO TNV
1GYVOVGO OOKAGIO EKTIUNONG NG CLUUOPP®ONG CUUP®VO, UE TO
GpBpo 54 mapdypapog 1 Tov mapodVTOg Kavovicpov 1 €xel {ntnoet omd
TOV KOTOOKELAOTH, OLUP®VE HeE TO GpOpo 92 mapdypagog 1 TOL
TAPOVTOG KOVOVIGHOD, VO OlEVEPYNCEL TNV  1oYVOVCH  JLdIKAGTN
EKTIUNONG TNG GLUUOPPOONG.»*

N mapdypoeog 3 avtikadictatol and o akdAovbo Keipevo:

«3. Koatd moapékkhMon amd 10 @pbBpo S ko €pOGOV TANPoLVIOL Ol
TPovToOEGEIS TN TaPaYPAPOL 37 TOV TaPOVTOC APOPOL, T TEYVOLOYIKA
TPOIOVTIO TOV AVOPEPOVTOL GTIG TaPAyPAPovs 3a kot 3 Tov TapdvTog
apBpov emrpénetan va tebovdv 6e KuKAOPOpia 1 va TeBoVV Gg Yprion £mg
TIC Nuepounvieg mov opilovtan oTic v AdY® Tapaypaeovs.»:

npootifevtat o1 akdAovBec mapdypapot 3o £wg 3¢:
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«30. Teyvoloyikd mpoidvta ta omoia dtféTovy ToTOTOMTIKO TOV EKOOONKE

3p.

ocouemvo, pe v odnyia 98/79/EK kar to omoio Ppioketor oe 1oyv
SVVAUEL TNG TTOPayPAPoL 2 Tov Tapdvtog dpBpov emtpémeTon vo teBoHvV
o€ KukAopopia i va tefovv og yprion £mg v 31 Aexepfpiov 2027.

Texyvoloywd mpoidvia Yy to omoiot M OldKacio eKTiUnong g

ocoppopemong ovvdauelr g oonyiog 98/79/EK  dev amoutovoe 1

GUUUETOYN KOWVOTOUNUEVOL OPYOVIGLOD, Y0, TO ONOi0l KOTOPTIGTNKE

dNilwon couudpe®ong Tpv and v 26m Maiov 2022 cOupovo pe v

ev Adym odnyla Kou ywo To omoio M OdKAGioL EKTIUMONG TNG

CUUUOPPMOONE SVVAUEL TOL TOPOVTOC KOVOVIGLOD OTOLTEL TN CULUETOYN

KOLVOTIOWNUEVOD OPYOVIGLOV, EMLTPETETOL VO TEBOVV GE KLKAOPOpia 1 va

€000V Gg ypnon £mg TG akdAoVOEC NuEPOUNVIES:

a)31 Aekepppiov 2027 yia texvoroyikd Tpoidvia Katnyopiog A

B)31 Aekepppiov 2028 ya teyvoroykd mpoidvra katnyopiog I

Y) 31 Aexepfpiov 2029, yia texvoroykd mpoidvto Katnyopioc B
KOl Y10 TEXVOAOYIKA Tpoidvta Katnyopioag A mov tifevion oe
KUKAOQOPio ATOCTEPMUEVQ.

Ta TexvOLOYIKG TPOTOVTO TTOV AVOPEPOVTOL GTIC TOPAYPAPOLS 3o Ko 33

TOV TOPOVTOC APOPoL HIToPOovV Vo TEB0VV o€ KLKAOQOpia 1 va TEBoVV o

YPNOM £MC TIC NUEPOUNVIEG TTOV AVOUPEPOVTOL GTIG EV AOY® TOPALYPAPOVS
pévo v mAnpovvtat ot akdAovhec Tpodmobéaelc:

o) T &v  Ady® TEYVOAOYWKO mpoidvta  eEaxoiovBovv  va
GLUHOPPOVOVTOL pe TV 0dnYyia 98/79/EK-

B) OgV LITAPYOLY CNUAVTIKEG PETAROAEG OTOV GYESIAGUO KOl GTNV
npoPAremopevn ypon’

Y) O TEYVOAOYIKA TPOIOVTO OV  TOPOVGIALOVV  OTOPAOEKTO

Kivduvo yioo v vyela 7 TV ac@diEln Tov acbevdv, ToV
YPNOTOV 1N GAA®V TPOCOT®V, 1 YW OGAAEC TTLYES TG
TpooTaciog TG ONUoctag vysiog:

o) 10 0pyoTEPO €m¢ TV 26m Moaiov 2025 0 KOTOGKELAGTNG EXEL
Oéoel oe epappoyn ovomuo dlaxeipiong TG TOOTNTOG
ocvpemva pe to apbpo 10 mapdypapog 8-

€) 0 KOTAOKEVAGTNG 1 0 EE0VGIOO0TNUEVOS AVTITPOCMTOC TOL EXEL
voPdiel  emionun aitmon G©€ KOWOTOMUEVO OPYOVIGUO
oouemvo, pe 1o mopdptnua VII tuqua 4.3 mtpdto 4o yo
EKTIUNGON TNG GLUUOPP®ONG OGOV APOPA TEXVOAOYIKO TTPOIOV
OV AVOPEPETOL OTNV TOPAYPo@o 3a. 1 3B Tov TapdvTog Apbpov
N 0cov 0Qopd TEYVOAOYIKO TPOidVY mov mpoopiletar vo
OVTIKATOOTNCEL TO €V AOY® TEYVOAOYIKO TPOIOV, Kol TO
apyoTEPO £MG TIG:

1) 26 Moaiov 2025 vy TtO  TEYVOAOYIKA TPOIOVTOL OV
avaeEPOVTOL oTNV Tapdypopo 3o Kol oty mapdypago 33
otoyeio a)

i1) 26 Moaiov 2026 vy tO  TEYVOAOYIKO TPOIOVTAL OV
avagépovtol otnv Tapdypaeo 3B otoryeio B)
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0)
£)

30.

3e.

ii1) 26 Moiov 2027 7y TtO  TEYVOAOYIKO TPOIOVTAL OV
avagépovtol otnv tapdypaeo 3B otoryeio y)

oT) 0 KOWOTOWMUEVOG OPYOVIOUOS KOl O KOTOGKELOOTNG £YOLV
VIOYPAYEL YPATTH] CLUE®VIO GVUE®VO LEe TO Topdptnuoe VII
Tunpa 4.3 5evtEPO £04P1O, TO APYOTEPO MG TIC:

1) 26 XemtepPpiov 2025 yio o TEYVOAOYIKA TPOIOVTO, TTOV
avaeépovtol oty mopdypapo 3B otoryeio o)

i1) 26 ZemtepPpiov 2026 ywoo to TEYVOAOYIKA TPOIOVIO TOL
avaeépovtol oty moapdypapo 3B otoryeio )

iii) 26 XemtepPpiov 2027 yio tor TEYVOAOYIKA TPOIOVTO. TOL
avaeépovtol oty mopdypapo 3B otoryeio v).

Kot mopékkiion and v mapdypaeo 3, 660V apopd T0 TEXVOLOYIKA
TPOIOVTIO TOV AVOPEPOVTOL GTIG TOPAYPAPOoLS 3a. kot 3B Tov TapdVTOog
GpBpov, avti yo TIc avrtiotoyeg amoutioels e odnyioag 98/79/EK
ePaprolovial Ol amALTNGELS TOV TOPOVIOS KOAVOVIGULOD GYETIKA UE TNV
emonteion PETA T Odfeon oty ayopd, TNV €momTEio. TG Oyopds, TNV
EMAYPUTVIION KOL TNV  KOATOXMOPIGT TOV OLKOVOUIK®OV (QOPEMV Kot
TEYVOAOYIK®V TPOIOVTWV.

Me v emoOialn tov kepodiaiov IV kot g moapaypdeov 1 tov
TapoVTog GpOpPov, 0 KOWVOTOMUEVOG OPYOVIGUOS 0 omoiog e£€dmae To
TIGTOTOTIKO TTOV aVOQEPETAL GTNV ToPAypapo 3a eEokolovbel va etvar
VEVOLVOC YL TNV TPOCNKOVGO, EMOMTEIL OGOV APOPA TG 1OYVOVOESG
OTOTHOELS OYETIKG LE T TEXVOAOYIKA TTPOIOVTO TTOL £XEL MGTONOW|OEL,
EKTOG €0V O KOTOOKELOOTNG £XEL CLUPOVNGEL UE KOWOTOUMUEVO
opyavicpd mov opiletar cvpemva pe 0 dpbpo 42 611 0 terevtaiog Ha
dlevepynoeL Ty ev Ady® emonteia.

O kowvomompévog opyavicog Tov £XEL VITOYPAYEL TN YPOTT] CLLPOVIN
oL avaPEPETAL TNV Topdypopo 3y otoyeio ot) kabictator vrevhuvog
Yo TV ENOTTEIR TOV TEXVOAOYIKAOV TPOTOVIMV TOV KAADTTOVIOL OO TN
YPOTH CLUP®ViA TO apyOTEPO ¢ TNV 26Mm ZemteuPpiov 2025. Otav n
YPOMTY] GLUE®VIKL KOAVTTEL TEYVOAOYIKO TPoidv mov mpoopiletar va
OVTIKOTAGTNGEL TEYVOAOYIKO TPOIOV TO 0TOI0 SLOBETEL TGTOTOMTIKO TOV
exd0Onke ocvpewva pe v oonyia 98/79/EK, n emomteia dievepyeiton
OGOV apPopd TO TEYVOAOYIKO TPOidV Tov avTikabicTotal.

Ot pvBuicelc yioo ™ petagopd g €vBdVNG NG emomteiag amd TOV
KOWOTOIMUEVO  OpYOVIGHO 7oL €EEOMGE  TO  TOTOMOMTIKO  GTOV
KOwomompévo opyavicpd mov opileror cdppove pe 1o dpbpo 38
kaBopiloviol Gaedg oe cLHE®Vio HeTA) TOV KOTAOKEVOOTH] KOl TOV
KOWOTOMIEVOL 0PYOVIGHOV 0 omoiog opiletatl cOppwva pe To dpbpo 42
Ko, OTOV €ivol EPIKTO, TOL KOWVOTOUUEVOL OPYAVICHOD TTOV EE0MGE TO
moTomonTikd. O KOWOmoMUEVOG 0pYaVIGHOS oL opileton cOLPOVA e
T0 apOpo 42 dev eivar vEVOBLVOC YL TIG dPACTNPLOTNTEG EKTIUNONG TNG
CUUUOPPMOONS OV EKTEAOVVTOL OO TOV KOWOTOUMUEVO OPYOVIGUO TOL
€E€0WOE TO TOTOTOMTIKO. »

N mapdypaeog 8 anaieipeTor

npooTtifeton n akdAovdn mapdypapog 11:
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4)

5)

«11. To épBpo 10a epapudleton eniong ota TEYVOAOYIKA TPOIOVTA TOV
avagépoviol otig mopaypdeovg 3, 3a kot 3B Tov TOapdVTOg
apBpov.»’

10 GpOpo 112 Tpomomoteitar wg ENG:
o) 1o TPp®TO €040 avtikabicTtaton omd To akdAovbo Keipevo:

«Meg v emevroén tov dpbpov 110 mapdypapot 3 émg 3€ ko 4 kol pe v
EMPVAOEN TOV VIOYPEMCEMV TOV KPUTOV HEADV Kol TOV KOTUCKEVAOCTOV
OGOV aQopa TNV EMOYPOTVION KOl TIG VTOYPENDCELS TOV KOTOCGKELOGTMV
OYETIKG PE TN dbecuoTnTe. TV £YYpdpmv dvvduetl tg oonyiag 98/79/EK, n
ev Adym odnyia katapysitor omd 115 26 Maiov 2022, pe e€aipeon:

a) 10 apbpo 11, to Gpbpo 12 mapdypapoc 1 otoryeio y) kou 10 dpbpo 12
mapdypapot 2 kot 3 g odnyiag 98/79/EK, kabdg Kol TG VTOYPEDCELS
OYETIKOL HE TNV EMAYPOTVNOTN KOl TIC MHEAETEG €MOOGE®V 7OV
TPOPAETOVTOL OTO AVTIGTOLYO. TOPOPTAMHATO TNG €V AOY®D odnyiog, To
omoio. kaTopyobvTol, KOTO TEPITTOON, Omd TNV mnuepounvio mwov
avagépetal oto apBpo 113 mapdypapog 3 otoryeio ot) TOL TOPHVTOG
KOVOVIGLOD OVOQOPIKE HE TNV €QPAPUOYN TOV VIOXPEDGEMV KOl TOV
OTOLTICEMV TOV  QPOPOVV  TO, MAEKTPOVIKO GLGTNUOTO TO OToio
avagépovtal oto GpBpo 33 mapdypoeoc 2 otoyein €) Kot ©T) TOV
kavoviopo¥ (EE) 2017/745, avtictoyya:

B) 10 G4pBpo 10, t0 apBpo 12 mapdypagog 1 otoyeio o) ko P) kot 1O
Gpbpo 15 mapdypapog5 g odnyiag 98/79/EK, kabmg kot TIg
VIOYPEMGELS GYETIKA LE TNV KOTAYDPLON TEYVOAOYIKOV TPOIOVTOV Kot
OIKOVOUIKAV QOPEDV KOl GYETIKA LE TNV KOWOTOINGT| TIGTOTOTIKMV,
OV TPOPAETOVTOL GTO AVTIGTOLYO TOPAPTHLLATO TG EV AOY® 0dNYiag, Ta
omoio. kaTapyohvTol, KATO TEPIMTOON, Oomd TNV mMuepounvio mwov
avaeépetor oto apBpo 113 mapdypapog 3 otoyeio ot) TOL TAPOHVTOG
KOVOVIGUOD OVOQOPIKE LE TNV €QPUPLOYN TOV LIOYPEDCEMV KOl TWV
QMOTNCE®Y OV  aPOPOVV  TO MAEKTPOVIKG GLOTHUOTO TO OTOio
avagépovtal oto apBpo 33 mapdypapog 2 otoxeio a), y) kot O) TOL
kavoviopo¥ (EE) 2017/745, avtictoyo.»

B) 7o devtepo £ddpro avtikabictaTon amd To akdAovo KeipEVO:

«Ocov agopd Tta TEYVOLOYIKA TPOiIOVTO TOL avagépovtol oto Gpbpo 110
napaypaeol 3 €wg 3e kKo 4 tov mapOVIOG Kavoviopov, n odnyia 98/79/EK
eEaxorovBel va gpappoletor otov Pabud mov elvar amapaitmto yw TV
EQUPLOYY TWV EV AOY® TOPAYPAPOV.»’

10 GpBpo 113 mapdypapog 3 tpomomoteiton g eENG:
o)  TO otolyElo o) amaAeipeTon
B) 10 otoyeio o) Tpomomoteitan g e&NG:

1) TO TPAOTO £6AP10 TpOTOTOlEITO MG EENG:

1) m mpd TEePiodog TG el0ayOYIKNG Ppaong aviikadicTatol and o
axoiovBo keipevo:

«ue MV emeHAaEN TOV VIOYPE®GE®V NG Emtponng coppmva pe
t0 GpOpo 34 tov xavoviouov (EE) 2027/745, ol vroypedoelg Kot ot
OMOITNOES TOL  APOPOLV  OMOOONTOTE OO TO. MAEKTPOVIKA
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GLOTHOTO. TOL avVaPEPOVTOL 6T0 ApBpo 33 Tapdypapog 2 Tov v
AOY®  KavOVIGHOL  gpapuolovior omd TV muepounvic  wov
avTIoTolXel og €51 UNveg HETd TV MUEPOUNVIO ONIOGIELONG TWV
OVOKOWVAOCEMY TTOV avaPEPovTaL 6to apBpo 34 mapdypapog 3 tov
eV AOY® KOVOVIOLOV, HE TI OMOIEC YVMOOTOMOlEiTOl OTL TO
avTioTOLY0 NAEKTPOVIKO GUGTNUO Eival AEITOVPYIKO Kot TANPOL Tig
AELTOVPYIKEG TPOdIYPAPEC Ol omoieg opilovior GOUE®VO LE TO
GpOpo 34 mapdypapog 1 Tov €V AOY® KOVOVIGLOV.»

2)  upetd  6ékatn mepintwon tpootifeTon 1 akdAovON TEpinTOON:
«— 10 4pBpo 51 mapdypapog 5,»
3) 1 owdékatn mepintmon avikadictoTon amd To akolovbo keipevo:

«— 10 GapBpo 74 mapdypoeot 1 €wc 13, pe v emevialn tov
apBpov 74 mapdypapog 14,»

4)  m tekevtaia Tepintoon aviwkodictoton amd To akoAovdo keipevo:

«— 1o apBpo 110 mapdypapog 38.»

il) 10 debTepo £daPLo avtikabiotatot omd To aKdAovOo Keipevo:

«Ewg v nuepounvia epapproyng TV SaTdEEDY TOV AVOPEPOVTOL GTO
TPAOTO €0APL0 TOL TAPAVTOG GTOLKEIOL, £E0KOAOVOOVY va 1oyvLOVY Ol
avtioTotyeg otdselg e oonyiag 98/79/EK oyetkd pe t1g mAnpopopieg
YOO TNV OVOQOPA TEPICTATIKMDY EMAYPVTVNONG, TIG UEAETEC EMOOGE®V,
TNV KOTOYOPIoT TEYVOLOYIKMV TPOIOVIMV Kol OIKOVOUIKADV POPEMV Kot
TIG KOLWVOTIOUGELS TIGTOTOUTIKAOV. )"

Y)  uetd to otoryeio o1) mpootiBevion Ta akdOAoLOA GTOoLYElN!:

«(ota) TO OpPyOTEPO 6 PNVEG UETE TNV MUEPOUNVIOL TOL AVAPEPETOL GTO

(oTp)

OTOYEl0 O©T) TG TOPOLGOS TOPAYPAPOVL, Ol  KOTOUGKELUGTES
dtc@arilovv OTL 01 TANPOQPOPIEC OV TPEMEL VO EICAYOVIOL GTNV
Eudamed obOupova pe 10 @pbpo 26 e1odyovior 610 MAEKTPOVIKO
oLOTNUO TTOV avaPépeTal 6to ApBpo 33 mapdypapog 2 ctotyeio o) Tov
kavovicpo¥ (EE) 2027/745, 6nwg eniong Kot 66ov agopd ta akdAovba
TEYVOAOYIKA TTPOTOVTA, VIO TNV TtpobmodBeon OTL ta 1010 TEXVOAOYIKA
npoidvta tibevion oe KukAoeopio kol amd TNV mMuepounvie wov
AVOQEPETOL GTO GTOLYEIO OT) TNG TOPOVGUG TOPAYPBEPOL:

1)  tEXVOAOYIKA TTPOIOVTO Yol TO OTOIN O KOTACKELOOTNG £xel mpoPel
0€ EKTIUNOT NG CLUUOPP®ONG CLUP®VA LE TO ApBpo 48"

i1) teyvohoykd mpoidvta mov tibeviar oe KukKAo@opia GOUP®VA LE TO
apBpo 110 mapaypapor 3, 3o N 3P, €KTOC €0V TO TEXVOAOYIKO
TPOTOV Y10 TO OTOI0 0 KATOOKEVAGTNG £YEl TPOoPel o€ ekTiunom g
CLUUOPPMOONG SOLP®VA LE TO GpBpo 48 givor 11N KATOY®PIGUEVO
otv Eudamed-

T0 opydtepo 12 pnveg pHETd TNV MUEPOUNVIO TTOL OVOPEPETOL GTO
oTOoLEl0 GT) NG TAPOVGAG TOPAYPAPOV, Ol KOLVOTOINUEVOL OPYaVIGHOT
Stc@arilovv OTL Ol TANPOPOPIEC OV TPEMEL VA E1GAYOVIOL GTNV
Eudamed obOpeova pe 10 apBpo 51 mapdypaeog 5 tov mapdVTOG
KOVOVIGHOU E€GAYOVTOL GTO NAEKTPOVIKO GUGTNIO TTOV OVOPEPETOL GTO
GpBpo 33 mapdypapog 2 otoryeio d) tov kavoviopov (EE) 2017/745,
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Omwg emiong kKot OGOV aQopd TO TEXVOAOYIKA mPoidvta 7OV
avaeEpovTol ot otolyeio ota) Kot 8) g mapovoag mapaypdeov. o
T &V AOY® TEYVOAOYIKO TPOIOVTIQ, E0AYOVIOL HOVO TO TEAELTAIO
OYETIKO TGTOTOMTIKO KO, KATO TEPIMTOGT, TUYOV ATOPOUGT TOL EYEL
IeOel amd TOV KOWOTOMUEVO OPYOVICUO GYETIKA HE TO €V AOY®
TIGTOTOMTIKO,

(oty) kot mopEKKAON OO TO TPATO E6APLO TOV GTOLYEIOL GT) TNG TOPOVCOC
TOPAYPAPOV, Ol VIOYPEDGCELS OVAPOPTOONG TNG TEPIANYNG TOV
YOPOKTNPIOTIKOV OCPAAENG KOl TOV EMOOGEMV COUPOVE HE TO
GpBpo 29 mapdypagog 1 TOL TAPOVTOG KAVOVIGHOV, KAO®MG Kot Ot
VIOYPEDGELS KOWOTOINONG OTIG OPUOOIEG OpPXEG COUPMOVO LLE TO
GpBpo 50 mapdypopog 1 TOL TOPOVTOG KAVOVIGHOD, HEC®  TOV
NAEKTPOVIKOD ~ GUOTAUATOS 7oL  avoaeépetal  oto  GpBpo 33
napdypaeog 2 otoryeio d) tov kavoviopov (EE) 2017/745, woydovv yu
TOL. TEYVOAOYIKA TPOTOVIO TOV OVAPEPOVTOL GTO OTOLKEID OTA) TNG
TapoVGOG TAPAYPAPOL OTAV TO TGTOTONTIKO e16ayeTon oty Eudamed
COLPMVO LLE TO 6TOLYEL0 OTP) TNG TOPOVGAG TAPAYPAPOV”

(otd)  pe ™V emMEVAOEN TOL TPAOTOL £50PIOV TOV GTOLYEIOV OT) TNG TOPOVSOG
TapAypAeov, OTaV £voc Kataokevaotng mpénel va vrmoPdier TTEEA
ooupwva pe to Aapbpo 81 mapdypoapog2 1M va avaeépel coPapd
TEPLOTATIKO 1| O10POMTIKO HETPO OGPAAELNG KATA TN YPNOT GOUPOVOL
pe to apbpo 82 1 va vmoPdiel avagopd TAGE®YV COUEOVO UE TO
GpBpo 83 Lo TOL MAEKTPOVIKOL GUGTNUOTOS TOL OVOPEPETOL GTO
apBpo 33 mapdypagog 2 otoryeio ot) tov Kavovicpov (EE) 2017/745,
Katoympilel emiong To TEXVOAOYIKO TPOIOV OV OMOTEAEL OVTIKEINEVO
¢ [IEEA 1 ¢ ékBeong enaypOmvnong 6To NAEKTPOVIKO GUGTNLLO TTOV
avaeépetor oto GpBpo 33 mapdypapog 2 oToLElo A1) TOL &V AOY®
KOVOVIGHOD, €KTOG €AV TO €V AOY® TEYVOLOYIKO Tpoidv €xet 1ebel oe
KukAopopio cOpeva pe v oonyia 98/79/EK »:

d) 1o otoryeio §) amaieipeTar

€) ©10 otoryeio 1), M nuepounvia «26 Moaiov 2028» avtikaBictotor omd ™V
nuepounvia «31 Aekepppiov 2030».

Apbpo 3

"Evapén woyvog

O moapdv Kavoviopog apyiler va oyder v nuépa g Omuocicvong tov omv Exionun
Eopnuepioo tnc Evpownaixns Evworng.

To épBpo 1 mapdypapog 1) kot To apBpo 2 wapdypapog 1) epapudlovtar and v [Yanpeoio
Exoooewv: vo mpooteOei n nuepounvio. = 6 unveg ueta wmyv évopln 1oxdog tov Topoviog
TPOTOTOINTIKOD KOVOVIGUOD |.
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O mopdV KaVOVICUOG vl 0ECUEVTIKOG MG TPOG OAN TOL LEPT] TOV Ko 1oYVEL Apesa o€ KAOe
KPATOG HEAOC.

Bpuééhiec,
T 1o Evpwraixo Kowvofovlio T'to to Zoufodlio
H Ilpoedpog O Ilpoedpog

33

EL



	1. ΠΛΑΙΣΙΟ ΤΗΣ ΠΡΟΤΑΣΗΣ
	• Αιτιολόγηση και στόχοι της πρότασης
	• Συνέπεια με τις ισχύουσες διατάξεις στον τομέα πολιτικής

	2. ΝΟΜΙΚΗ ΒΑΣΗ, ΕΠΙΚΟΥΡΙΚΟΤΗΤΑ ΚΑΙ ΑΝΑΛΟΓΙΚΟΤΗΤΑ
	• Νομική βάση
	• Επικουρικότητα (σε περίπτωση μη αποκλειστικής αρμοδιότητας)
	• Αναλογικότητα
	• Επιλογή της νομικής πράξης

	3. ΑΠΟΤΕΛΕΣΜΑΤΑ ΤΩΝ ΕΚ ΤΩΝ ΥΣΤΕΡΩΝ ΑΞΙΟΛΟΓΗΣΕΩΝ, ΤΩΝ ΔΙΑΒΟΥΛΕΥΣΕΩΝ ΜΕ ΤΑ ΕΝΔΙΑΦΕΡΟΜΕΝΑ ΜΕΡΗ ΚΑΙ ΤΩΝ ΕΚΤΙΜΗΣΕΩΝ ΕΠΙΠΤΩΣΕΩΝ
	Εκ των υστέρων αξιολογήσεις / έλεγχοι καταλληλότητας της ισχύουσας νομοθεσίας

	4. ΔΗΜΟΣΙΟΝΟΜΙΚΕΣ ΕΠΙΠΤΩΣΕΙΣ
	5. ΛΟΙΠΑ ΣΤΟΙΧΕΙΑ
	• Αναλυτική επεξήγηση των επιμέρους διατάξεων της πρότασης


		2024-02-16T11:20:04+0000
	 Guarantee of Integrity and Authenticity


	



