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AMOOAXEIX
ApOp. [2y/I.N.58750/25

Kavoviopog epappoyng Eviaiag Kwdikomoinong oto Apxeio Kwdikomoinong Mpoidviwy, Yrnpe-
olwv Kal MpopnBeutwv tn¢ EBvikg Kevtpiknig Apxnig Mpoundeiwv Yyeiag Kat Twv @opéwv Tou dp-
Opou 7 Tou v. 4865/2021.

O YOYTIOYPIOZ YTEIAZ

‘Exovtag unoyn;:

1.Tovv.4865/2021 «XUoTaoN Kal 0pyAvwaon VOUIKOU TTPoowTou ISIWTIKOU SIKaiou UE TNV enwvupia “EOvIKA
Kevtpikr Apxn MpounBeiwv Yyeiag’, otpatnyikh KEVIPIKWY TTPOUNOEIDV TIPOIOVTWV KAl UTTNPECIWY UYEIOG Kal
ANec emeiyovoec Slata&elg yia tn Snuodola uyeia kat TNV Kovwvikn mpdvoltar (A’ 238) kal 16iwg to dpbpo 10
Kal TNV map. 7 Tou apBpou 21 auto.

2.Tov V. 4412/2016 «Anuooiec Zuppaocelc Epywy, MpounBsiwy kal Yrnpeolwv (mpooapuoyr oTic Odnyieg
2014/24/EE ka1 2014/25/EE)» (A" 147).

3.To apBpo 90 Tou Kwdika vopoBeoiag yia tnv KuBépvnon kal ta kuBepvntikd 6pyava (m.6. 63/2005, A'98),
To omoio SlatnpenOnKe og 1oXL e TNV TTEP. 22 Tou ApBpou 119 Tou v. 4622/2019 (A’ 133).

4. Tov Kavoviopo (EE) 2017/745 tou EupwmaikoU Kotvo3ouhiou kal tou ZupouAiou Tng 5n¢ Ampihiov 2017
YIO TA lATPOTEXVONOYIKA TTPOidVTa, yia TNV Tpornonioinon tng Odnyiag 2001/83/EK, Tou Kavoviopou (EK) apib.
178/2002 kat Tou Kavoviopou (EK) apiB. 1223/2009 kat yia Tnv Katdpynon twv Odnylwv tou Zupouliou
90/385/EOK ka1 93/42/EOK.

5.Tov Kavoviouo (EE) 2017/746 tou EupwmdikoU KotvofouAiou kat tou Zupfouliou Tng 5n¢ Ampihiou 2017
yla ta in vitro S1ayvwoTIKA 1atpoTeXVOAOYIKA TTpoidvTa Kal yia tTnv Katdpynon tng Odnyiag 98/79/EK kai tng
anmogaong 2010/227/EE tng Emrponng.

6.To m.5. 121/2017 «Opyaviopog Tou Ymoupyeiou Yyeiag» (A’ 148).

7.Tom.8.79/2023 «Aloptopdg Youpywy, Avaminpwtwv YToupywy Kal Yeumoupywvs (A'131).

8. Tnv ur’ ap. 37310/9.7.2023 kolvr) anmégaon tou MNMpwbumoupyol kal Tou Yrmoupyou Yyeiag «AvdBeon
apuodiotritwy otov Yepuroupyod Yyeiag, Mdplo OsuiotokAéougy (B'4435).

9.To umod otolxeia A.X.X. 01K.12325/24-12-2025 £yypago Tng EBvikAc Kevtpikng Apxnig MpounBeiwv Yyeiag
«AlaBifaon ek véou (opBry emavaAnyn) tng um’ ap. 494 anogaonc Tng 372n¢/02.12.2025 Xuvedpiaonc A.X.
EKAMY kat tou cuvnupévou oxediou amd@acng Tou Yeumoupyou Yyeiag pe B€pa “Kavoviopog epappoyng
Eviaiag Kwdikomoinong oto Apxeio Kwdikomoinong Mpoidviwv Yrnpeoiwy kat NMpounBeutwy tng EBVIKNAG
Kevtpiknc Apxnc MpounBeiwv Yyeiag kat Twv Qopéwv tou dpbpou 7 tou v. 4865/2021"».

10.Tnv avAykn yla opoloyEVELd, SIA@AVELD, ATTOTEAECHATIKH SLAXEIPION TWV TTPOTOVTWV KAl UTTNPECIWV TTOU
XPNollomolouvTal amod Toug Qopeic Tou dpBpou 7 Tou v. 4865/2021.

11.Tnv umé otolxeia B2a,B1a/01k.2708/19.01.2026 giorjynon tou Avaminpwtr Mpoiotapévou tng Mevikig
AlgvBuvonc OlkovouIKwy YTTNPESIWY Tou YTToupyeiou Yyeiag, cUP@wva e TNV omoia Oev TPOKUTTEL TTIPOOOETN
damdvn o€ Bdpoc Tou Mpoimoloylopou Tou Yroupyeiou Yyeiag kat tou Emontevdpevou Oopéa tou (EBVIKAC
Kevtpiknig Apxnc NMpopnBelwv Yyeiag - EKAMY).
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12.To yeyovog 6Tt ol Slatdelg Tng mapouoag Sev agopolv o S1olkNnTIKA Sladikacia yla Tnv omoia UTdpxel
uroxpéwaon kataxwplong oto EMAA - MITOZ, anogaci{oupe:

ApBpo 1
> KOTOG Kal Tedio e@apuoyng
1. KaBiepwvoupe tnv e@appoyn eviaiag Siadikaciag katnyoplomoinong Kwdikomoinong Kat ovopatoAoyiag
TWV LOTPOTEXVOAOYLKWYV TIPOIOVTWY, GAPUAKWY, OKEUAOUATWY EIOIKAG SIATPOPNG, UTTNPECIWV KAl AOITWV UAL-
Kwv 1ou ipopnBevovTal n EBvikn Kevtpikn Apxr MpounBewwv Yyeiag (E.K.A.M.Y.) kal ot popeic Tou apBpou 7
Tou V. 4865/2021.
2. XKOTOC TG Tapovoag and@acng ival n umootrpién kai Aeitoupyia Twv HAekTpovikwv Mntpwwv Mpoun-
Bewwv Yyeiag Tou dpbpou 10 Tou v. 4865/2021, pe 0TOXO TNV Evidia mapakoAovBnon, Tn Slapdvela 0Ty KaTa-
VOUR TWV TTOPWV Kal TN OUYKPLON TIWV aANA Kal TTOIdTNTAG TWV TIPOIOVTWV KAl UTINPECLWY O€ €BVIKO eminedo.

ApBpo 2
Oploudc¢ - AvTikeipevo

1. Eviaia Kwdikomoinon Mpoidvtwy kat Yrnpeoiwv (epe€nc E.K.) eival n katnyoplomoinon, kwdikomoinon
KOl OVOATOAOYIO TWV LATPOTEXVOAOYIKWY TIPOIOVTWY, PAPHUAKWY, OKEVAOHATWY EIOIKNAG SIATPOPRAG, UTTNPE-
OlwV Kal AoImwv UAIKWY, Ta omoia mpopunBetovtal ot popeic Tou dpBpou 7 tou v. 4865/2021 ri/kat n E.K.A.M.Y.
H E.K.AMLY, ya Tig avaykeg tng Eviaiag Kwdikomoinong, a&lomolei Siabéoipa otolyeia amd tnv upwmaikn
Baon 6edopévwv EUDAMED, émwg ta avayvwplotikd UDI-DI/EUDAMED ID, EUDAMED ID yia latpotexvoAoyikd
TIPOIOVTA EVW YIa Ta Appaka aglomololvTal Ta otolxeia mou dtaxelpifetal o E.O.O.

2. Avtikeipevo tng mapovoag amdeaong ival o kaboplopog g diadikaciag epapuoyng tng Eviaiag Kw-
Sikomoinang Npoidvtwv Kal YIINPESIWV o€ OAOUG TOUG POopEig Tou dpBpou 7 Tou v. 4865/2021 Kal TO Xpovo-
Sidypappa vlomoinong tne. AteukpiviCetal 6t n Eviaia Kwdikomoinon (E.K.) Aertoupyei Siakpitd og oxéon pe
Vv Eupwnaik Ovopatoloyia latpotexvoloyIkwy TpoiovTwy (EMDN), pue Tnv €€1¢ S1akpilon: i) YITOXpewTIKNA
xprion Tn¢ EMDN yla ta 1atpotexvVoAOYIKA TTPOTIOVTA KAl TIC IATPOTEXVOAOYIKECG UTINPECIEC, ii) EQapUoyn TNG
€0VIKNA ¢ Kwdikomoinong Hoévo yla 6oa cuvaen Aotrd poidvTa f urnpeoieg Sev evtaocoovtal otnv EMDN R
otov E.0.0.

ApBpo 3
MeBodoloyia katnyoplomoinong kat Kwdikomoinong

1. H Eviaia Kwdikomoinon Mpoidvtwy Kal YIINpeoiwv KWSIKOTIOLEL Kal KATNYOPLOTIOIE TA LATPOTEXVONOYIKA
TPOI6VTA, AKOAOUBWVTAG TNV EKACTOTE O€ LloXU €kdoon TG EMDN, 6nw¢ autr opiletal oto dpBpo 26 tou Kavo-
viopou (EE) 2017/745 yia ta latpotexvoloyikd mpoidvta (Kavoviopog MDR) kat oto dpBpo 23 tou Kavoviopou
(EE) 2017/746 yia Ta in vitro S1ayvwoTiKd lo0TpoTeXVOAoyIKA TTpoiovTa (Kavoviopog IVDR) kat xpnoipomolei
TOUG i810U¢ KWBIKOUC PE auTh.

2. Na Tnv kwdikomoinon Kal KATNYOoPLloToinon UTTNPECIWV Kal TTPOIOVTWVY TTou 8V vTAooovTal GTnV OVo-
patoAloyia EMDN, epappoletatl Kwdikomoinon Mpoidvtwy Katl YITINPECIWV UE CUVETTH LOP®N KAl lEPAPXIKN
Soun kwdikwv, ot orroiot apxifouv pe mpdBepa EANANVIKWY KE@aAaiwy ypappdtwy ta omoia Sgv cuyxEovTal pe
avTtioTolxoug Aativikoug xapaktipes ([ A, ©, A, =, 1, %, O, W, Q).

3. KdBe kwdikdg TG E.K. mephapBdavel kot eAAXIOTOV ENANVIKO 0p0, aYYAIKO OpOo, CUVTOUN TTEPLYPAPR KAl
oplopd. H kwdikomoinon EMDN mepidapBdvel evOeIKTIKN PeTAPPAOn 0TNV EAANVIKA YAwooda. EmmAéoy, kata-
ypdgpovtal o€ Baon 6eSopévwy, UE CUCTNUATIKO TPOTIO TPOOHETEC TANPOPOPIEC TTOU APOPOUV TOV EKACTOTE
Kw8IKO, 6TTw¢ petadedopéva Siaxeiplong Tou KWKo, onUEia TPOOOXNG KATA TN Xprion, NTol EISIKEC eMon-
MAVOELG, TapaTNPNOELS I SIEUKPLIVIOELS TTOU 0UVOSEUOULV TOV KWAIKO, e OKOTIO TNV ATTOQUYI TTAPEPUNVEIWV
Kat tnv e€ao@daiion Tng opON¢ Kat eviaiag EPAPUOYRE TOU Kal omroladnmoTte AN TANpo@opia KPIBsi OKOTIIUN
META amd amodgaocn tou A.2. tng E.KATLY.

4. Mg anogaon tou A.X. tnG E.K.AMLY. peta ané eloriynon tng appéddiag AilevBuvong, Tibetal o€ epappoyn n
E.K. otnv mpwtn ékdoon tn¢. H katnyoplomoinon kat kwdikomoinon tn¢ E.K. avavewvetal o e€aunviaia fdon
1] EKTAKTWG, EQOOOV MPOKUYEL Apeon avAaykn, PeE OXETIKN amo@aon Tou A.X. tn¢ E.K.ANLY.,, petd anod eiorjynon
¢ appodiag AlevBuvong, wote va evappoviletal e Ti¢ e€eNifelc Tng EMDN Kal TIC AEITOUPYIKEG AVAYKES TNG
E.K.A.TLY. kat Twv popéwv Tou apbpou 7 Tou v. 4865/2021.

5. H E.K. amotehei tn Bdon yla tnv avantuén tou Mntpwou Mpoidviwy, Yrnpeoiwv Kat MpounBsutwy tou
apBpou 10 Tou v. 4865/2021, oo omoio Ba evidooovTal 0TnV avTioTolXn KATNyopia Ta TPoidvTa Kal ot UTIN-
peoieg akoAouBwvtag TNV Kwdikomoinon mou €xouv AdRel cuppwva pe tnv EUDAMED (UDI-DI/EUDAMED ID).
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ApBpo 4
MAnpo@oplakn Ymodoun

1. TNa v vAomoinon tn¢ E.K. avantuooetal kat cuvinpeital anod tnv E.K.A.M.Y.,, mAnpogoplakd cuoTnua
Eviaiag Kwdikomoinong pe kUplo okomo tn @uhodevia, dtaxeipion, avamtuén kat Aettoupyia tng Eviaiag Kwodi-
Komoinong yta mpocaon Kal Xprion amod To CUVOAO TWV YopEwV Tou dpBpou 7 Tou v. 4865/2021.

2. H dwaxeipion tng E.K. yivetal amokAelotikd amd tnv apuéddia AievBuvon tng E.K.AMLY., amd SlaxelploTtiko
mepiBaiov pe Stafabuiopéva dikaiwpata mpdofacng Tou EMTPEMEL TNV GUVOAIKN EMIUENELD TNG KWSIKO-
moinong, pe Aettoupyieg mou mephapBdavouv evEEIKTIKE, TTPOoONKN TEPLypa@wy, S10pBwaon Kataxwpernoewy
Kal HETAQPACEWY, KATaypa®r aAAaywy, Kataypagr aitiohoyiag Tpomomoloewy, AITAUATA Ao YOPEIC Kal
TPOoPNOeUTEC Kat KABs AAAN AelToupyia TTOU KpiveTal OKOTIIUN.

3. NMapdAANAA TEKUNPIWVETAL, AVATITUCOETAL KAl CUVTNPETAL PNXaviopog dtacuvdeonc (API) pe ta mAn-
POPOPIAKA CUCTAMATA TWV POPEWV Tou ApBpou 7 tou v. 4865/2021, pe okomd tn SlalerToupylkoTNTA, TNV
€UKOAN EVOWMATWON KAl TNV APESN EVNUEPWON TWV KWOIKWVY OTA UTTAPXOVTA TTANPOPOPLIAKA TOUG CUCTHATA.

ApBpo 5
YTOXPpeWOELG PpopEwV Kal MpopunBeutwv

1.HE.K.AT.Y. opiCetal w¢ o appdSiog popéag mou avalapBavel Tov oxeSlaouo, Tnv avamtuén, Tn Aeltoupyia,
n Slaxeipion kat tn ouvexn Beitiwon kat cuvtripnon e E.K. kat tou avwtépw MAnpogoplakol ZUoTHPATOG
Yla TIG avAyKEG AelToupyiag TnG.

2. HE.K.A.TLY. kat ol opei¢ Tou apBpou 7 Tou v. 4865/2021 umoxpewvovTal Va EVOWHUATWOOoLV TN Sour, Kw-
Sikomoinon Kal Tn Yevikotepn xprion tne E.K. ota undpxovta mAnpo@oplakd Toug CUCTAMATA TO ApYOTEPO UEXPL
T1¢31/01/2026, y1a T0O CUVOAO TWV LATPOTEXVOAOYIKWY TIPOIOVTWY KAl CUVAPWY UTTNPECIWY TTOU XPNOLUOTIOLOUV.

3. A6 01/02/2026 Ba gival uToXPEWTIKA N XPRon Hovo tng E.K. yia to cuvolo Twv gpopéwv Tou dpbpou 7
Tou V. 4865/2021 kat tnv E.K.A.M.Y. yia ta 1atpotexvoloyikd mpoidvta mou mpopunBevovtal Kal Kataxwpouv
OTA MANPOPOPIKA TOUC CUCTHATA Kal yia TI¢ Stadikaoieg mpournBlag mou kKivoLV yia AuTd.

4. O1 TEXVIKEC TTPOSIAYPAPEC YIA LATPOTEXVONOYIKA TTPOidVTa TTou cuvTtdooel n E.K.A.M.Y. ri/kal ol popeig Tou
apBpou 7 Tou v. 4865/2021, mpémel va ava@épouv Tov avTioTolxo kKwdikd E.K. otov omoio evidooetal 1o kaBe
meplypa@opevo €idoc. H amdédoon n kat n tuxov empPeBaiwon tou kwdikou E.K. yia ta €idn mou mepiypagpovtal
OTIG TEXVIKEC TTPOSIAYPAPEC TWV POPEWV YIVETAL ATTOKAEICTIKA armd TNV appddia Alevbuvon tng E.KATLY.,
pé€oa amd To MANPo@oplakd clOTNUA, Yia Adyoug Slac@Aaliong eviaiag kwdikomoinong Kat xvnAaoIuotnTag.

5. X& kd0O¢e Sladikaoia mpopnBEelag LATPOTEXVOAOYIKWYV TTpoiovTwy amd 01/02/2026, amod Toug Tpoavagep-
BévTeC POopEiC, gival UTTOXPEWTIKH N ava@opd oTov avTtioTolxo KwdIko E.K., 0Tov 01moio KAaTtatdooEeTal TO TTPOG
TPOoMNB<1a 1aTPOTEXVOANOYIKA TTPOTSOV 1 N cuva@nc utnpeoia. Ot kwdikoi E.K. eival SlaBéotuol yia Toug Qpopeic
péoa amd 1o minpo@oplakd cuotnua tnG EK.AMMLY. () péow artuatog av dev éxel ohokAnpwOei n dlaclvdeon
TWV opéwv ue Tnv EK.ATLY.).

6. AITipaTa yla véa Katnyopia A umokatnyopia o€ VPICTAUEVN KAaTtnyopia, yivovtal uévo amod Toug El00yw-
yeic i SlakivnTéC (mpopunBeuTéC) péoa amo To E18IKO TTANPOPOPIAKO cUoTNA. Ta artiuata e€etalel n apuodia
AevBuvon tne E.K.AM.Y. kat elonyeital oto A.Z. 10 omoio ek§idel OXETIKH amdpaon £ykplong f anmdppiPng Tou
AITAMATOC, KATOTTV £101)YNONG Tou ZupBouliou Epmelpoyvwpovwy (Z.E.). e mepimtwon pn cuykpotnong tou
>.E., n apuodia Aievbuvon tng E.K.ATLY. SUvatal va mapaméurmel To aitnua o€ appoddia Emtponn Zovtaén
Texvikwv Mpodiaypagwy, Tptv lonynBei oto A.Z. MNa 1aTPOTEXVOAOYIKA TTPOIOVTA TTOU €X0UV KwOIKOTIoINoN
EMDN, n eykpttikn ané@aocn tou A.X. anootéA\etal otn Eudamed, 6mw¢ mpoPAénetal.

7. Ot mpounBeutég opeilouv va akolouBricouv ta oplldeva otnv mapoVod aANd Kal O KABE OXETIKNA
UTTOUPYIKH amo@aon tou dpbpou 10 Tou v. 4865/2021 1 eykukAlo TnG E.K.A.M.Y., pe okomo Tnv adldAelmtn ou-
véxion tng Slakivnong Twv 1aTPOTEXVOAOYIKWY TOUG TIPOIOVTWY OTOUG QOpPEiG Tou dpBpou 7 Tou v. 4865/2021
katotnv EKATLY.

ApBpo 6
Tehikég dlatdéelg
1.HE.K.ATLY. péow amopdoewv tou A.X. TnG, Suvatal va ekSidel eyKUKAOUC epapoyng, odnyieg, Ue okotd
NV aptidtEPN opydvwaon Kal Aettoupyia tng E.K. yia tnv epappoyn tng mapovoag andgaong.
2. Me okomé tnv eupuBun Aertoupyia tng E.K., n E.K.A.M.Y. SUvatal va Béoel o€ e@appoyr TV mapolod oTa-
Slakd kat péxpt 28/02/2026 emAéyovtag cuvOUAOUO POPEWV, TTPOIOVTWY KAl UTTNPECIWY, WOTE VA SIACPANOTEI
N TARPNC KAl OOIOOPPN EQAPHOYH TOU CUCTAUATOC.
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3. Ot popeic Tou dpBpou 7 Tou v. 4865/2021 dev umoxpeolvTal va SNUIOUPYHRCOUV UNXAVIGHOUG APECNC
Slaouvdeong petall Twv UPIOTAPEVWY CUCTNUATWY TOUG e TNV véa E.K. Mpoidvta mou tuxoév €xouv mpopnOeu-
Tel pe mponyoupevn Stadikacia kataxwpnong (kwdikomoinon) ite Oa Ta AvaAWGoouV pie TNV aKoAouBoUuEVN
péxpt orpepa Sladikacia kal To apyoTePO £wg TI¢ 30/06/2026, eite 010 MAAICIO TNG amoypa@ng tou 2025 Ba ta
peTa@épouv otnv véa kwdikormoinon, amd 01/01/2026 wg Stakpttd amdBepa Pe Tn Xprion TnG véag KwSIKOToi-
nong, KATL TTou TiBeTal 0TN SIAKPITIK EUXEPEL TWV POPEWVY, CUHPWVA UE TIG SUVATOTNTEC Kal TIG Sladikaaoieg
TTOU aKOAOUBOUV. X€ KABE TEPIMTWON TO CUVOAO TWV VEWV ayopwVv Twv Qopéwv amod 01/02/2026 opeilel va
Katayxwpiletal cupPwva pe Ta opt{dpeva otnv mapovoa.

H véa Eviaia Kwdikomoinon Mpoidvtwy kat Yrnpeoiwy, StatiBetal péow tou 1ototomou Tng E.K.ALM.Y.

H amé@aon autr va dnuooievBei otnv Epnuepida tng KuPepvnoewc.

ABnva, 28 lavouapiou 2026
O Yopunoupyog
MAPIOZ OEMIZTOKAEOYZX

[ Kamodiotpiou 34, 104 32 A6rva
. I EONIKO Tn\. Kévtpo 210 5279000
[ | TYMNOIrPADEIO ATOGTONY £yyPa@WV TPOC Snpooicuon oto OEK
* 020098 62602260004 *

otnv nAektpovikn SieuBuvon https://eservices.et.gr



