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Eupwnadikn
Enitponin

Evhpuepwtiko deAtio yia

To napdv evnpepwtikd eATio aneuBlvetal e enayyeAUaTieg ToU TOUEA TG
uyeiag kal o€ Povadeg uyeiag, MNa pia YeVIKA €NIoKONNON ToU VTIKTUMNOU TwV
KQVOVIOLIW)V, QVaTpELTE otnv eVATNTA YIC TA IATPOTEXVOAOYIKA Npoidvtat
atov Igtdtono 1§ Eupwnaikii¢ Enmponnc 2.

Ti npénel va yvwpilete

0 véog Kavoviopog yia ta 1atpoteXvVoAoyikd
npoidvta (2017/745/EE) kai 0 véog Kavovioudg yia
1Ta in vitro Siayvwotika 1atpotexvoloyikd npoidvia
(2017/746/EE), o1 onoiol téBnkav og 10xU tov Maio
tou 2017, Ba avukatactioouv Ty odnyia nepi twv
1aTPOTEXVOAOYIKWV Mpoidviwv (93/42/EOK), thv
obnyia oxetkd He ta evepyd ep@uUTeloIPa 1atpika
BonBnpata (90/385/EOK) kai thv odnyia yia ta
latpotexvoAoyika BonBhpata nou xpnoigonolodval
otn didyvwon in vitro (98/79/EK).

H €xdoan tou kKavoviopoU yia Ta 1aTpoteXvVoAoyIKa
npoidévta tov Maio tou 2017 gnpatodotnoe tnv
€vapgn tpietolg petaPatikng nepiédou and tnv
odnyia nepi Twv 1ATPOTEXVOAOYIKWYV NPOIOVIWYV
Kal Tnv odnyia oXetika e Ta evepyd epputeloipa
latpika BonBnpara.

H ékboon tou kavoviopou yia ta in vitro Siayvwotikd
latpotexvoloyikd npoidvta tov Maio tou 2017
onpatodotnoe tnv £évapgn neviagtolg petapatikng
nep1édou anéd tnv odnyia yia ta i1atpotexvoloyikd
BonBnApata nou xpnoiponolovvtal oth didyvwon

in vitro.
Eioaywyn otov Kavoviopo via Ta 1atpoTeXVoAOYIKA NPoiovTa Kal otov
Kavoviopo yia ta in vitro d1ayvwoTiKA 1atpoTeXVoAQYIKA Npoidvia
01 véor kavoviopoi Ba diapoppwoouy éva appayeg, diagpaveg Kal Ye avtiBeon pe g obnyieg, ol kavoviopoi 10xUouv Apeaa kai oev
Biwaipo kavoviotikd nAaioio, to onoio Ba avayvwpiletal dieBvuwg, xpelaletal va petagepBolyv ato €Bvikd bikalo. (¢ ek ToUTtou, 0
Ba BeAtiwvel TV KAIVIKA acpdaAeia kar 8a dnpioupynaoel ouVONKeG Kavoviopdcg yid Ta IatpoTeEXVOAOYIKA Npoidvia Kal 0 Kavoviopdg via
dikaiNg NpdoPacng Twv KAtaokeuaoTwy TNV ayopd. Ta in vitro diayvwotikd 1atpotexvoAoyika npoidvia nepiopidouy tov

Kivbuvo anokAioewyv w¢ nNpog Ty eppnveia oe eninedo EE.

1 Xto napdv €yypago, o 6pog «TEXVOAOYIKA NPoidvia» agopd Ta IatpoTeXVOAQYIKA NPOoidvTa Kal Ta in vitro diayvwoTiKd 1atpotexvoAoyikd npoidvtd, KaBwe kal ta
€€apTNPATAd Touc. MNa opIopoUg OXETIKA LIE TO T VOEITAl w¢ TEXVOAOYIKG Npoidy, avatpélte oto apBpo 2 Tou kavoviopoU yid Ta IaTpoTEXVOAOYIKA Npoidvia kal Tou
KavoviopoU yia Ta in vitro iayvwaoTikd 1aTpotexvoAoyIKa npoidvia.

2 httpsy//ec.europa.eu/health/md_newregulations/overview _el.
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ALpotepol ol kavoviapiol Ba teBouv o€ 10xU otadlakd katd ™ dIdpKela
peTaBatikng nepidodou TE0odpwy €TWV (€wg Tov Mdio tou 2021)
000V aPopd TOV KavoVvIoo yia Ta IatpoTEXVOAOYIKA MPOoiovTa, Kal
névie €twv (€wg tov Mdio tou 2022) 6oov apopd ToV Kavoviopo
via Ta in vitro diayvwoTtiKA 1aTpoTeEXVOAOYIKA NMpoidvia. And auteg
TIC NUePOUNVieg Kal PeTd, ol kavoviopoi Ba epappoédovial NANPWC.
01 ev Aoyw petaBatikeg nepiodol Ba dwaoouv TN duvatdTNTa OTOUG
KATAOKEUAOTES Kal 0€ AAAOUC OIKOVOUIKOUG (POPEIC va MPOETOINAcToUV
vid TNV €QAPLIoYN TWVY KAVOVIOUWY, VW 01 ENayYEALCTIEG TOU TopEa
TN Uyeiag kai ol povadeg uyeiag Ba éxouv xpovo yia va evnpepwBolv
OXETIKA LIE TIG UMOXPEWCEIG TOUG, 10iwg 600V agopd TNV IXVNAQoIeTnTa
TWV TEXVOAOQYIKWV MPOIGVIWV.

Kata tn petafatikn nepiodo, ol dUo kavoviopoi Ba tebolv o€ 1oxU
otadlakd, apxng yevopevng and TG d1atagelg nou oxetidovial e Tov
0pIoHG TWV KOIVOMOINPUEVWY 0pYyavIoUwY Kal th duvarotnta twv
KATAOKEUAOTWY va UnoBAaiAouy aItnaeig yia véa nioTonoinTika duvapiel
TWV KQVOVIOHWV.

MNa va ano@euxBei n diatdpagn g ayopdg kal yia va eEacpaAioTef
n opaAn petdBaon and Tig odnyieg atoug kavoviopoug, Beoniotnkav
eniong didpopeg petaBatikeég diatageig. Opiopéva TexvoAoyIKa npoiovia
LIE NMIOTONOINTIKA NoU €k6GBNKav OUVALE! TwV 00NYIWV PNopouyv va
ouvexioouv va TiBevtal o€ Kukhoopia® €wg Tig 26 Mdiou 2024 kai va
diatiBeval otnv ayopd“ A va tibevial oe xpnon® €wg TI¢ 26 Maiou 2025.

W TI onpaiver auto oty
npagn;

Ta niotonointikd nou ekddBnkav and KoivornoINpévoug opyaviopous
duvdpel tng odnyiag nepi TwWV 1ATPOTEXVOAOYIKWY MPoidviwy Ba
napapeivouv o€ 10xU €w¢ TNV NEPOUNVia AMENG TNG 10xU0G TOUG N yia
HEVIOTO XpOVO TECOAPWY ETWV (Kal €wG TIG 26 Mdiou 2024 1o apydtepo,
EKTOC anod 0pIOPEVES e€AIPETEIC Nou avapépovial ato dpBpo 120
napdypagog 2 Tou KavoviopoU Yia Tad IaTpoTeXVoAoVIKA npoidvia).

Ta nmiotonointikd nou ekdibovtal and KolvornoiNpEVoUg opyaviopoug
oto mAaiolo g obnyiag yia ta 1atpotexvoAoyika BonBnpata nou
xpnaiponolouvtal otn didyvwan in vitro napapévouv o€ 10xU €w¢
TIC NEPOUNVIEG ANENG TOUG N €wG TIG 26 Mdiou 2024 1o apyotepo.

‘Ewg tov Mdio tou 2025 opiopéva Texvolayikd npoidvia nou tiBevtal
o€ KukAogopia duvdapel twv 0dnylwy Kal opiouéva TEXVOAOYIKA
npoidévta nou tiBevtal oe KUKAopopia SUVALEI TwWV VEWY KAVOVIOHWY
Ba ouvundpxouv otnv ayopd. Apedtepa Ba €xouv 100TIH0 KABeoTWS
ano vopIkn dnoywn kai bev Ba enitpgnovtal ol diakpioelg petaty Toug
0to nAaiolo dnpdoIwy diaywVIoHWV.

Ta anoBépata Twv ev Adyw TEXVOAOYIKWY MNPOIOVIWY OTIC HOVADEG
uveiag pnopouv va e€akoAouBnoouyv va xpnalponolouvial HETA To
2025 péxpr v nuepopnvia Angng toug. EminAéov, ol kavoviopioi bev
puBuidouv TNV NepaItépw 61ABE0N TWV TEXVOAOYIKWY NPOIOVIWY OTNV
ayopd, akopn Kai Petd tig 25 Mdiou 2025, agou éxouv non diateBel
otnv ayopd n tebei o€ xpnon, yia napaderypa atnv nNepintwon twy
NWANCEWY HETAXEIPIOHEVWY MPOIOVIWY (AITIOAOYIKN OKEYN 3 TOU
KavoviopoU yia Ta 1aTpoTtexvVoAoyIKA Npoidvta Kal Tou kavoviopou yia
Ta in vitro diayvwaoTIKA 1aTpoTeEXVOAOYIKA MpoidvTa).

7, T e adcer

Katd kavova, dev éxouv agaipeBei anartnoeig and tg odnyieg (tnv
odnyia nepl Twv 1aTPOTEXVOAOYIKWY MPOIGvVTwWY, TNV 0dnyia oxeTika
€ Ta evEPYA epQUTEUOIUa Iatpikd BonBnuata kal v obnyia yia ta
1atpoTeEXVOAOYIKA BonBnpata nou xpnaiponolovvtal otn didyvwaon in
Vvitro)- paAiota, ol kavoviopoi (0 kavoviopdg via Ta IatpoTEXVOAQYIKA
npOIGVTa Kal 0 KavovIoHOG yia Ta in Vitro diayvwoTIKA IATPOTEXVOAOYIKA
npoidvta) NpoabETouV VEEC anaITNOEIC. e oUYKPION E TIC I0XUOUTES
obnyieg, ol véol kavoviapoi bivouv €u(acn o€ ia NPoCgyyIon KUKAOU
{wng yia Ty ao@aeia, otnpiopevn o€ kKAIvikd dedopiéva.

m Ta§ivopnon KivdUvou twV TEXVOAOYIKWV
npoidvtwyv Kai nedio epappoyng twv
KAVvoVIOHWV

H tafivopnon twv 1aTpoTeExvoAOYIKWY NPOIBVIWY GE TEGTEPIG KATNYOPIES
(katnyopia |, lla, 11 kai 1) diatnpeital, aAda o kavoviopdg yia ta
IATPOTEXVOAOYIKA MPOoidvTa avatagvVoper oplopéva TEXVOAOYIKA MpoidvTa
Kal éxel euputepo nedio epappoyna. Ma napadelyua, o kavoviopog
KaAUntel pntd Ta TeXvoAoyikd npoidvia yia tov kabapiopo, v
anoaoteipwan N TV anoAUpavon AAAWY 1IaTPOTEXVOAOYIKWY MPOIiGVTWVY.
0 kavoviopdg KaAUMTel eniong Ta enaveneCepyaopéva IatpoTEXVOAOYIKA
npoidvta piag xpnong, kabBwe kal opiopéva TexVoAoyIKa npoidvia
XwpIi¢ NpoPAendpEVN 1aTPIkA Xphon (kepdAaio | kal napdptnua XVI
TOU KavovIopoU via Ta 1aTpOTEXVOAQYIKE MpaiovTa).

Ma ta in vitro diayvwoTiKA 1aTpoTeEXVOAOYIKA MPoidva, N HeyaAUtepn
aMayn apopd v véa tagivopnon KivoUvou Twv in vitro diayvwotiKwy
IATPOTEXVOAOYIKWY MPOIOVIWY Kal ToV POAO TWV KOIVOMOINUEVWY
opyaviopwy. KaBe in vitro diayvwaoTikd 1atpotexvoAoyikd npoidv Ba
Katatdooetal NAéov o€ pia and TG TE00EPIC Katnyopieg KivOUvou
(katnyopieg A, B, T A, pie To eninedo kivduvou va autavetal and A oe A)
Baoer b1EBVWC avayvwplopévwy kavovwy (apBpo 47 kai napdptnpa VI
TOU KavoviopoU yid Ta in vitro diayvwaoTIKd 1aTpoTEXVOAOYIKA MPoidvTa).

Q¢ ek ToUTOU, Ba anaitnBei enmonteia and KoIVoroINPEVO 0pyaviopo
via nepinou 1o 85 % 0Awv TwV in vitro d1IayvwoTIKWwY 1aTpOTEXVOAO-
VIKQV Npoidviwy BAcer Tou kavoviopou yia ta in vitro diayvwotika
1aTpoTEXVOAQYIKA Npaiova, evavtl 20 % naiaidtepa Bdoel tng odnyiag
via Ta 1atpoteXvoAoyIka BonBnuata nou xpnaiponoiovvtal ot did-
yvwon in vitro (apBpo 48 Tou kavoviopoU yia Ta in vitro diayvwotikd
IATPOTEXVOAOYIKA MPOoiovIa).

Ta texvoAoyIKA NpoidvTa N ol UNnpeaieg Nou NwAouvtal diadiktuakd
kKaAuntovtal nAéov pntd and Toug kavoviopoug (apBpo 6 tou kavo-
vIopoU via Ta 1aTpotexvoAoyIKA npoidvta Kal Tou kavoviopou yia ta
in vitro diayvwaTIkA 1atpoTeEXVOAOYIKA MPoidvTa).

Or aMayéc autég Ba pnopoucayv va ennpedcouy TN 01aBeciUéTNTA Twv
IATPOTEXVOAOYIKWY NPOIOVIWY VId TG Hovadeg uyeiac. MNa napaderypa, ol
KATAOKEUAOTEG UNopoUv va eMAECOUV va oTapatoouy TNV Napaywyn
OpIOUEVWY 1aTPOTEXVOAOYIKWY MPoidvIwy. EninAéoy, edv oplopéva
1aTPOTEXVOAOYIKA Mpoidvia dev AdBouv €ykaipa Ta MioTonoINTIKA
TOUG, eVOEXETAI va KAtaoTouv npoowpiva pn diaBéaipa. Znthaote and

3 Qg «Béon oe Kukhopopia» voeital n 1abeon yia NpwIn Gopd TeEXVOAOYIKOU NPOoIdVIOE, EKTAC TWV UMNO €PeuVa TEXVOAOYIKWY MPOTOVIWY (M «EKTOG TWV TEXVOAOYIKWY
NPOIOVIWY yia HEAETN eNIBOCEWV» OULPWVA LIE TOV Kavoviopd via Ta in vitro iayvwoTikd 1atpotexvoAoyikd npoiévia), otnv ayopd tng Evwong (dpBpo 2 onueio 28
TOU KavoviopoU yia Ta 1aTpoTeEXVOAOYIKA Npoidvia, Kal apBpo 2 onpeio 21 Tou kavoviopou yia Ta in vitro diayvwaoTiKA 1atpoTexvoAoyIKA Npoidva).

4 (¢ «bidBeon otnv ayopds voeital KABe NPooPopA TEXVOAOYIKOU NPOIBVIOG, EKTOG TWV UNG €DEUVA TEXVOAOYIKWY MPOIOVIWY (M «EKTOG TWV TEXVOAOYIKWY NPOIOVIWV
via LEAETN eNIBOOEWY» OUL(PWVA LE TOV KAVOVIOUO YIa Ta in vitro diayvwaotika 1atpotexvoloyIkd npoidva), yia diavopn, katavaAwon fn xpnon otny evwolakn ayopd
010 NAaiolo epnopikng dpaotnpIdTNTag, eite eni NANPpwN eite dwpedv (ApBpo 2 onpeio 27 Tou KavoviopoU yia Ta IatpoTeEXVOAOYIKA Npoidvia Kal apBpo 2 onpeio

20 Tou kavoviopoU yia Ta in vitro diayvwaoTikA 1atpoTeEXVOAYIKA Npoidvta).

5 Qg «Béon o€ xpnon» Voeital To otddlo Katd To oroio éva TexvVoAoyIKG NPoidV, EKTOC TwV UNd €pEuVa TEXVOAOYIKWY NPOIOVIWV (1 «EKTOG TWV TEXVOAOYIKWV
npoidvIwy yia agloAdynon twv enibdoEwv» oUPPWVA HE TOV Kavoviopd via Ta in vitro diayvwotikd iatpotexvoAoyikd npoidvia), diatiBetal otov TEAIKO XpNotn we
£T0ILI0 va xpnaolponoinBei otnv evwolakn ayopd yia npwin ¢opd yia v npoPAendpevn xpnon tou (apBpo 2 onpieio 29 tou kavoviopou yia ta 2
1aTPOTEXVOAQYIKA Npoidvta Kal apBpo 2 onpieio 22 Tou kavoviopou yia Ta in vitro diayvwoTiKA 1atpoTexvoAoyIKA Npoidva).



TOUG NMPOPNBEUTEC 0ag va 0ag EVNHEPWOOUV EVKAIPWE OXETIKA IE TN
d1aBEaIPOTNTA TWV TEXVOAQYIKWY MPOIOVIWY Mou XPEIAdeaTE.

KAivikég épeuveg (apOBpa 62 £éwg 82 tou
KavovioHoU yia Ta 1atpoTEXVOAoyiKa
npoiévta) kai peréteg embdéoewv (apbpa
57 éwg 77 tou Kavovicyou yia ta in vitro
Siayvwotika 1atpotexvoloyika npoiovta)

01 KavoVveG OXETIKA PE TIG KAIVIKEG €PEUVEC IATPOTEXVOAQYIKWVY
NPOIGVTWY Kal TIG HEAETEG EMBOCEWY Via TA iN Vitro IaTpoTEXVOAOYIKA
npoidva éxouv auotnponoinBei. O1 véol kKavoveg NEPIYPAPOUV LIE
oagnVela Tov TPOMo e Tov oroio ol v Adyw €PEUVEC NPENEl va
oxediadoval, va kolvorolouvtal Kai/n va eykpivovtal, va dievepyouvtal,
va kataypdgovtal kal va avagepoval. Eav eiote xopnydg n AdapBavete
HEPOG O KAIVIKEC EPEUVEC N UEAETEC EMBOTEWY, DIABACTE MPOTEKTIKA T
OXETIKA ApBpa, WOoTE va evNUEPWBEITE yia OAEG TIG VEEG UNMOXPEWTEIG.

o YRoxpeWoeI§ KAl KAVOVIGTIKEG anAaITAGEI
TWV OIKOVOHIKWV (POPEWVS

YTOUC Kavoviopoug anooadnvidovial ol avTioTOIXEG UNMOXPEWTEIS
TWV KATAOKEUAOTWY, TWV €60UCI000TNHEVWY avTINPOoWNWY, TwWV
€10aywyEwV Kal Twv diavopéwy (apBpa 10 €wg 16 tou kavoviopou
via Ta 1atpoTEXVOAOYIKA Npoidvia Kal Tou kavoviopoUu yia ta in vitro
dlayvwaTIKA 1aTpoTEXVOAYIKA NMPoidvTa).

Ma TOUG KATAOKEUAOTEC, Ol KAVOVIOHOI MPOOBETOUY VEEC anAITNOEIC Kal
€vIoxUouV TIG ndn ugiotdpeveg. O KATAOKEUAOTES Efval UNOXPEWLIEVOI va
€pappodouy ouatpiata diaxeipiong Tou KivOUVoU Kal Tng noldtntag, va die-
VEPYOUV KAIVIKEG afloAoynaelg 1 agloAoynoeig emidooewy, va kataptidouv
TEXVIKO (PAKEAO KaI VA TNPOUV OAEC AUTEC TIC MANPOPOPIEC EMIKAIPOMOINKIEVEC,

01 KataokeuaoTég unoxpeouvtal eniong va epappdlouv diadikaoieg
agloAdynong NG oUPHOPPWONG, MPOKEILEVOU va Unopouy va B€touy
Ta TEXVOAOYIKA Mpoidvia Toug o KukAogopia. To enimedo KAIVIKAG
TEKUNPIwoNg nou anarteital yia va anodeixBel n ocuppdppwaon Tou
TEXVOAOYIKOU Mpoidvtog e€aptdtal anod v katnyopia kivouvou tou.

Ol KATAOKEUAOTEG, a@oU EKNANPWOOUY TIG UMOXPEWOEIG TOUG,
oUPNANPWVOUY BNAWGON CUPHGPPWGONG Kail TornoBetolv onpavon CE
0Ta TEXVOAOYIKA MPoidvia TouG:

3

Or kavoviopoi anooagnvidouyv eniong T diAkpion PeTay enaypunvnong
Kal enonteiag petd t didBeon otnv ayopd. H enaypunvnon nepiAapBavel
TOV EVIONIOUO Kal TNV avagopd ooBapwy NepIoTatikwWY kai T dieCaywyn
B10PBWTIKWYV EVEPVYEIWV OXETIKWY LIE TNV aoPAAeia. Anaitel v dpeon
Kal arnoTeAeopaTikn ouvepyaoia petall Twv enayyeALaTicdV ToU TopEa
Uyeiag, Twv povadwy Uyeiag, Twv KataoKeuaoTwy Kal Twv appédiwy
€BVIKWV apxwV yIa Ta IaTtpoTexvVoAQYIKA npoidvta. H enomteia petd i
d16Beon otnv ayopd nepidapBavel tnv napakoAouBnon Twv diaBeaitwy
NANPOQOPIWY, e akono va enaveniBefaiwvetal nepIodIKA T Ta 0PEAN
TOU NPoidvtog e€akoAouBouv va uneptepolV TwV KIVOUVWY TOU.

01 kavoviopoi anaitolv and Toug KATaokeEUaoTeG va epappodouv
oxedla napakoAouBnong petda t diabeon otnv ayopd. Ta oxeédia
autd nepIdapBavouy tnv Katdption ekBEoewy yia TNV acpaieia
Kal TNV enikaiponoinon tng agioAdynong twy emdocEwyY Kal tng
KAIVIKNG agloAdynong kaB' 0An tn didpkeia Tou KUKAOU {wng evog
TEXVOAOYIKOU Mpoidvtog. H npaktikn auth Ba pnopoUce va odnynael
TOUC KATaoKeuaatég va ntouv and Ti¢ Hovadeg uyeiag va napéxouv
NePIOOBTEPEC NANPOPOPIEG BOoV aPopd TNV epNelpia nou eixav pe ta
1aTPOTEXVOAOYIKA Npoidvta toug. Or povadeg uyeiag Ba priopovoay va
MPOETOILAcToUV eVOWEl autng Tng aAlayng, e€etadoviag nNpaktikoug
TPOMOUC VI TN CUAOYN QUTWY TWV NANPOMOPIWV.

01 KOTAOKEUAOTEC EKTOC TNG EVWOIAKAC ayopdc Ba npénel va ouvAantouy
oupBaon pe e€ouaiodotnuévo avtinpéowrno evidg g EE.

Inpavon cuppépgpwong CE (apBpo 20 tou
@ KavovioHoU yia Ta 1atpoteXVoAoyIKa npoidvta

ka1 apBpo 18 tou KavovicHou yia ta in vitro

Siayvwotika iatpotexvoloyika npoidvta)

Ta TexvoAoyIKA MPoiovVTa, eKTAG and Ta eni napayyeAia TexvoAoyIkd mpoidvta’
N Ta Unod épeuva texvoAoyIKA npoidvta, nou Bewpeitar Gt oUPHop@LVOVTal
JIE TIC anaImoeig TwV Kavoviopwy gépouy to onpa CE.

Katd kavdva, Ta 1atpotexvoloyikd npoidvta tng katnyopiag | kar ta in
vitro B1ayVwOoTIKA 1aTPOTEXVOAOYIKA MPOIdVTa TNG Katnyopiag A, ta onoia
EYKUPOVOUV Toug Alydtepoug KivOuvoug, Oev anaitodv TN OUPHIETOXN
Kolvoroinpigvou opyaviopoU yia T 8€on Tou o€ kukhogpopia. OAa ta dAa
TEXVOAOYIKA NpoidvTa npénel va ouvodeovtal and nioTornoinTikG rMou va
€xel ekb0Bel and KolvornoINpEVo 0pyaviopo: O AUTEG TIG MEPINTWCEIS, TO
onpa CE akohouBeital and tov apiBpd avayvwpiong Tou KOIVOroINKEVoU
opyaviopou.

O1 kavoviopol NpoaBétouv auotnNPATEPOUC KAVOVES Y TOV OpIoUO
KOIVOMOINPEVWY 0pyaviopwy, Le afloAoynTtég aveEaptntoug and Toug
KATAOKEUAOTEG Kal T TEXVOAQYIKA Mpoidvta Toug (KegdaAaio |V tou
KavoviopoU Yia Ta IaTpoTEXVOAOVIKA MPoidvIa Kal ToU Kavoviouou
via ta in vitro diayvwaoTiKA 1aTpoTexvoAoyIKA Npoidva). Auvdapel Twy
Kavoviapwy, 6Aol ol Kolvorioinpévol opyaviopoi Ba npénel va opidoval.

Y1a Kabnkovia Twv KoIvoroINpévwY opyaviopwy nepiiapBavovtal

10 €€1C;

e afioAdynon tou ouotnpatog diaxeipiong ¢ noldtntag tou
Karaokeuaotn:-

e afloAdynon Tou TexvikoU (pakéAou — PEPIKEC PopeEC padi pe
enainBeuon tou delypatog NPoidvIwy:

o ¢kboon nigtonointikwy onpavong CE-
e avayyeABEvIEG €TNOI0I EAYXOI enomteiag:

o aipvidlaaTikoi €Aeyxol TOUAAXIOTOV avd neviaetia, e derypa-
TOANMTIKEG OKIPIES:

e oUotnpa enonteiag petd m diabeon otnv ayopd.

O KataAoyog TwV KOIVOMOINUEVWY 0pYaVIOHWY MOoU €XOUV OpIOTEl
eival blabaipog otn Bdon dedopévuwv NANDOS.

6 Qg «OIKOVOUIKOG (POPEAG» VOEITAl O KATAOKEUAOTAG, 0 EE0UCI0O0TNHEVOG avVTINPAOWNOG, 0 £l0aywyEag n o diavopéag (apBpo 2 onpeio 35 tou KavoviopoU yia Ta
1aTPOTEXVOAOYIKA Npoidvta Kal apBpo 2 onpieio 28 Tou kavoviopou yia Ta in vitro diayvwoTiKA 1atpoTexvoAoyIKA Npoidva).

7 Qg «eni napayyehia texvoloyikd Npoidv» VOetal KABE 1aTtpoTeEXVOAOYIKO MPoidy NMou Kataokeuddetal £161ka oUp( VA LE IaTpIKA oUVIayn onoloudbnnote
egoualobotnpévou duvdpel Tou €BvIkoU Bikaiou NPoownou, AGyw Twv eNayyeALATIKWY NpoadvIwy nou diabétel, dnou unodeikvuovtal, un' eubuvn Tou ev AGyw
npoowou, €151KA XapakINPIoTIka oxediaopoy, Kal To onoio NPOKEITal va xpnolpornoinBei anokAEIOTIKA 0 CUYKEKPILEVO acBevn yia TNV avTHETWNIoN TG €10IKAG TOU
Kataotaong Kal twv €I8IKWY Tou avaykwy (GpBpo 2 onpeio 3 Tou kavoviopoU yia Ta IaTpoTexvoAoyIKA Npoiovta).

8 Qg «und €peuva texvoAoyIkd NPoidV» VOEITAl TO TEXVOAOYIKG MPOIGV Nou eKTipdTal oto nAaiolo KAIVIKAG épeuvag (apBpo 2 onpieio 46 tou kavoviopoU yia ta

1aTPOTEXVOAQYIKA NpoidvTa).

9  http//ec.europa.eu/growth/tools-databases/nando/, NANDO [New Approach Notified and Designated Organisations (Kolvonoinpiévor kar Aianioteupévol

Opvaviopoi Néag Mpoagyyiong)].



Ekto¢ and v afloAdynaon nou dievepyeital and Toug KOIVOMOINUEVOUG
opyaviopoug, oplopéva TexvoAoyIkd npoidvta uynAou Kivouvou
UNOKEIVTAl OE EMNAEOV EAEYX0 TWV KAIVIKWY PAKEAWV TOUG and opada
aveEApTNTWV EPNEIPOYVWHOVWY HE KAIVIKN, EMNIGTNHOVIKA KAl TEXVIKNA
€UnNEIpOyVWHOooUVN (apBpo 54 Tou kavoviopoU Yid Ta IaTpOTEXVOAOYIKA
npoidvta kal apbpo 50 tou Kavoviopou yia Ta in vitro diayvwotika
IATPOTEXVOAQYIKA MPOidvIa).

01 véol kavoviopol evioxUouv TIG appodIdTNTEG TWV APHOdIWY
€BviKwV apxwv kal g Enitponng éoov apopd tov €Aeyxo Kal Ty
napakoAoUBnNon Twv TEXVOAOYIKWY NPoidvIwy atnv ayopd.

IxvnAacipotnta

‘Eva evieAW)g VEO XapakInpIoTKG TwV Kavoviouwy €ival 1o ouotnpa
ANOKAEIOTIKAC TAUTOMNoiNong texvoAoyikoU npoidvtog («UDI») (GpBpo
27 ToU KavoviopoU yid Ta IaTpoTeEXVOAYIKA Npoidvta kal apBpo 24
TOU KavoviopoU yia Ta in Vitro 1IayvwaoTiKA 1aTpoTeEXVOAQYIKA MpoiovTa)
nou Ba xpnoiponolital oe GAa Ta TexvoAoyIKd Npoidvta nou tibevial oe
Kukhogopia otnv ayopd ¢ EE. To UDI Ba eival ypapHwtdg KWOIKAG,
KwbIKOG Taxeiag anokpiong (kwodikdg QR) N AAA0g avayvwaipog ano
pNxavnpa KwoIikog, Autd Ba BeATIooel TNV TaUTonoinon Kai Ty IXVNAa-
OILOTNTA TWV TEXVOAOVIKWY NPOIBVIWY Kal TNV AnoTEAEOUATIKOTNTA TWV
dpaotnpiottwy Nou oxetidovtal L v aceaAeia petd t diabeon atnv
ayopd, HECW OTOXEUPEVWY BI0pBWTIKWY HETPWY AoPAAEIAG KaTd TN Xpran
Kal KaAUTEPNC NapakoAoUBnaong anod Tic appodieg apxéc. O1 0IKOVOUIKO!
(popeic Ba npéner va eival oe B¢on va TautonoloUv onoiadnnoTe povada
uyeiag N orolovoNnnoTe enayyeALATia Tou TopEA NG UYEIag otny onoia N
OToV 0roio éxouv Napdoxel aneuBeiag Texvoloyikd Npoidv (apBpo 25 Tou
KavoviapoU Yia Ta IQTPOTEXVOAOYIKA MPOidvVIa Kal ApBpo 22 Tou KavovicoU
VIa Ta in vitro d1ayvwaTIKA IaTpoTexvoAoyIKa Npoidvta).

To UDI Ba npénel eniong va oUpBAE! 0T PEiwon TwV IaTpIKWY OPaALATwy
Kal OTNV KATanoA€pNoN Twv NapanoinpéVwy TEXVOAOYIKWY Mpoidviwy. H
XpNon Tou cuotpatog UDI avapévetal eniong étl Ba BeAticdoel Ty ayopd,
™ d1IaBeon anoPAntwy kai T diaxeipion anoBepdtwy anod Tg Hovadeg
uyeiag kar AMoug oikovopikoug gopeic. ‘Otav eivar duvartdy, To UDI Ba
npénel va eival cupato pe AMa cuotpata enaAnBeucng g Tautdtntag
rnou epappddoval ndn ota cuykekpipéva nAaiola (armoAoyikn okéyn 41
TOU KavoviopoU yia Ta IaTpOTEXVOAOYIKA MPOidVTA KAl AITIOAOYIKM OKEWN
38 TOU kavoviapoU yia Ta in vitro iayvwaoTIKA IaTpoTEXVOAOYIKA NMPoidvTa).

[=][=]

E li_l Tautonoinon

To anokAEIoTIKO avayvwpIaTikd TexvoAoyikoU npoidvtog («UDI») Ba xpnoi-
Honoleital yia  povoohiiavn Kai 6agn Tautonoinon Twy TEXVOAOYIKWY
MPOIOVIWY, TO00 TWV HELOVWHEVWY 000 Kal TWV OUCKEUACHEVWY N,
OTNV NEPIMTWON eNavaxpnoiponoloUEVWY TEXVOAOYIKWY MPOIOvVIwY,
HE dpeon onpavon Tou 610U ToU TEXVOAOYIKOU MPoidvIog.

KdBe 1atpotexvooyikd npoidv f in vitro SiayvwaTikd 1aTpoTeEXVOAOYIKG
npoidv —kai, katd nepintwon, kabe eninedo g cuckeuaciag Tou¢— Ba
péper UDI nou Ba avaypagpetal otig tikéteg. Ta UDI Ba npootiBeval otig
€TkeTeG atadlakd, diadikaaoia n onoia Ba npénel va oAokANPwWOEl €wg To
2027, avahoya e TV Katnyopia KivOUvou Tou TEXVOAOYIKOU MPoiovTog.

MNa ta epputelaipa TexvoAoyIKA npoidvia g katnyopiag I, ol povadeg
uyeiag Ba npénel va anoBnkeUouy Kal va pUAAooouY —Katd npoTipnan
HE NAeKTPOVIKA péoa— ta UDI Twv TEXVOAOVYIKWY MPOIOVIWY Mou €XouV
npopnBeuoel  ta onoia éxouv npopnBeutel (ApBpo 27 napdypapog 9
TOU KavoviopoU Yid T IaTpoTeEXVOAOYIKA npoidvta). O kavoviopdg yia ta
IATPOTEXVOAOYIKA MPOIdVTIA Kal 0 KavovIopOg yia Ta in vitro diayvwatikd
IATPOTEXVOAOYIKA MPOIGVTA KAAOUV Ta KPATN HEAN va NapoTpuvouy Kai
va anaitouv and g povadeg uyeiag va anoBnkeUouy kai va pUAGooouy
1a UDI Twv TeXvoAoYIKwY MPOoIidvVIWY Ta oroia €xouv NPopnBeuUTE.
EninAéov, ta kpdtn péAn Ba npénel va evBappUvouv Kal, EVOEXOUEVWIG,
Va anaroyv ano Toug enayyEALATIEC TOU Topéa TS Lyeiag va anoBnkeUouv

Kal va puAdooouv ta UDI twv TexvoAoyIKWY MPoidvTwy Ta oroia €xouv
npopnBeutel.

Me KdBe eppUTEUDILIO TEXVOAOYIKS MPOIOV 0 KATaoKeuaotg Ba npénel va
napadidel kEpTa EPPUTIEUIATOS NOU VA PEPEI TIG KATAMNAEG TANPOPOPIES,
H ev Aoyw Kdapta, nou Petaly twv NANPoeopiwv NepidapBavel v
Tautdtnta Tou aoBevoug, napéxetal o kabe aoBevi otov onoio xel
TonoBetnBei epputeupa. O1 povadeg uyeiag Ba kabioTouv ePIKT TV Taxeia
npooBaon otig NANPOQOPIEC MOU NEPIEXOVTAI TNV KAPTA EPPUTEUHIATOC OE
KG&Be aoBevn atov oroio éxel TornoBetnBEi TExVOAOYIKO MPOIdV, EKTOC AV O
TUNOG ToU epuUTeUaTog eCalpeital and tnv ev Adyw unoxpewaon (apBpo
18 napdypapog 3 Tou Kavoviopou yid Ta IaTtpoTeXVOAOYIKA Npoidvia).

D
h’ Baon debopévwv Eudamed

01 kavoviopoi Ba aughoouv T diagdveia, kabiotwvtag Tov UDI to
VEUPAAYIKO XapakInpIoTiké yia Tig d1aBéaipeg 0To Koivé NANPOQOopPIeg
OXETIKA IE Ta TeEXVOAOVIKA npoidvia Kai Ti¢ peAétec. H Eudamed, n véa
€upwnaikn Bacn dedopévwy yia Ta IatpoTeXVoAOYIKA Npoidvia Kal
Ta in vitro iayvwoTtikad 1atpotexvoAoyikd npoidvta, Ba diadpapatioel
kaBopiotikd poAo otn dlabeoipdtnta Twv dedopévwy, Kabwg Kai
otn BeAtiwon TN¢ noodtntag kai t¢ noldTNTAg toug (apBpo 33 tou
KavoviopoU yia Ta IatpoTeEXVOAOYIKA Npoidvia kal apBpo 30 tou
KavoviopoU yia ta in vitro diayvwaoTikA 1atpoTeXVoAQYIKA NMpoidvTa).

H kevipikn eupwndikn Bdaon dedopévwyv Ba dwaoel Tn duvardtnta
oe 6Aoug Toug evblapepopévoug va €xouv npoofBacn o€ Bacikég
NANPOQPOPIEG OXETIKA LIE TA IATPOTEXVOAQYIKA NPOidvTa Kal Ta in vitro
dlayvwoTikd 1atpotexvoAoyikd npoidvia, Onwe otny TaUTOTNTA ToU
TEXVOAOYIKOU MPOIOVTOG, OTO MIOTOMNOINTIKG TOU, OTOV KATaoKEUaaoTn,
otov €€0UCI0O0TNHEVO avVTINPACWO KAl OTOV EI0AYWYEQ.

H Bdaon 6edopévwyv Eudamed (GpBpo 92 tou kavoviopou via ta
1aTPOTEXVOAOYIKA Npoidvia kal dpBpo 87 Tou kavovigpoU yia Ta in
vitro diayvwaoTikd 1aTpoTexvoAoyIKA Npoidvia) Ba eVNHEPWVET ENAPKWG
T0 KOIVO, oupnepIAauBavopévwy Twy eNayyeALaticv Tou Topéa TG
uveiag, oxetika e ta €€

e TG €KBEOEIC OXETKA PE TC KAIVIKEC €PEUVEC yid Ta
1aTPOTEXVOAOYIKA NPoidvTa, KaBWG Kal TIC eKBETEIC OXETIKA E TIG
HEAETEC EMBOOEWVY YIa Ta in vitro diayvwaoTIKA IaTPOTEXVOAOVIKA
npoidvia: TIC NEPIAAWPEIC TwWV PACIKWY MTUXWY acPAAEIac Kal
embdOoewV ToU TEXVOAOYIKOU MPOTiOvVIog Kal T0 anoTéAeopa
NG KAIVIKNG afloAdynong kail TG agloAdynong Twv enidOoewv:

e TIC AVAKOIVWOEIC OXETIKA E TNV AoPAAEIa KAtd T Xpnon ano
TOUG KOTAOKEUAOTEG KAl OPIOUEVEG MTUXEC TWV eKBETEWVY YIa
ooBapd nepiotatikd.

O enayyeAUATieC TOU TOPEa TNG Uyeiag pnopouv va Xpnoiponolouy
QUTEC TIC NANPOQOPIES Kal va avapévouy anod Toug agBeveic epwTnoeIg
OXETIKA PE Ta oToIxXeia nou éxouv diaBdaocel atnv Eudamed.

EmnAgov, Ta kpdtn péAn AapBdavouv kat@AAnAa LETpa, 6nwg n
dlopyAvwon oToX0BeTNPEVWV EVNUEPWTIKWY EKOTPATEIWY, Yia va
evBappuvouy Kal va dIEUKOAUVOUV TOUG ENayyEALIATIEG TOU TOEA TNG
UVEIag, ToUg XpNOoTEG Kal Toug aaBeveic va avapépouy atic appodieg
apXEG unoyieg yia ooBapd NepioTatika pe TEXVOAOYIKA npoidvia
(apBpo 87 napaypapog 10 Tou KavoviopoU via Ta IaTpoTEXVOAOYIKA
npoiévta kal apBpo 82 napaypagog 10 Tou kavovicpou yia ta in vitro
dlayvwoTIKA 1aTpoTEXVOAOYIKA NMPoidvTa).

Enionpavon Kai odnyieg xpnong

EmnA€ov, o1 kavoviopoi BeAtiovouy Ty enionpavan. O VEEC analtnoeig
anookonouv OTNV UXEPECTEPN TAUTOMNOINGN TWV MPOIdVIWY, EGEUPEDN
TWVY 00NYILV XpNoNG Kal AWN NANPOPOPIWY OXETIKA e TNV A0PAAEIa
Kal TIC eMOAOEIC TWV TEXVOAOYIKWY Mpoidviwy. MNa napddeiyua, ol
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ETIKETEG Ba nepidapBdvouy veéeg NAnpogopieg, kabBwg kal oupBoAa
nou Ba enionpaivouv TNV Napouaia enikivbuvwy N PapUakeUTIKWY
oualiwv (napdptnua | kegdaAaio Il onpeio 23 Tou kavoviapou yia ta
1aTPOTEXVOAOYIKA NMpoidvTa kal napdptnpa | kegdaaio Il onpeio 20 tou
Kavoviopou yia ta in vitro diayvwoTIKA IaTpoTEXVOAQYIKA NMpoidvTa).

Katda kavéva, kaBe texvoAoyikd npoidv Ba cuvodeletal and Tg
anapaitnteg NANPOQOPIEC yia TNV Tautornoinon téoo Tou idiou tou
npoidvIog 000 Kal TOU KATAOKEUAOTN Tou, KaBwg kal and kabe
nAnpogopia via v acedieia kal t¢ emddoeiC Nou eival XpNaolpn
OTOV XpNoTn N o€ onolodnnote dAAo Npdowmno, katd nepintwaon.
O1 NANpoopieg autég pnopouyv va avaypdpovial Ndvw oto id1o To
TexvoAoyIké Mpoidy, 0TN cuckeuaaia n oTig 0dnyieg Xpnong Kai, EAv o
Kataokeuaotg oiab€tel 1otdtono, Ba diatiBevtal ekel ENIKAIPOMOINPEVEC,

Kapkivoyéveg, petarlaioyoveg n toikég
yia tnv avanapaywyn oucieg (KMT) kai
evBokpivikoi Siatapakteg

0 kavoviopdg yia ta IatpotexvoAoyIKda npoidvia npoPAEnel 4Tl ol
ETIKETEG TWV €V AGyw NpoidvIwy Ba npénel va avapépouy Ty napoucia
ouaiv KMT 1 oudiwdv pe 1616tnTeg evbokpivikoU diatapdktn g€
IATPOTEXVOAQYIKA MPOIGVTA OTavV AUTEC 0 0UTiEC UnepPBaivouy OpIOEVES
OUYKEVTPWOEIG. AUTA N anaitnon enionpavong dev onpaivel 0Tl 0
npoidv dev eival acpalég. To yeyovog ot pépel onpavon CE onpaivel
6T TG00 0 KATAoKEUAaTG GO0 Kal O KOIVOMOINUEVOG 0pYaviopag éxouv
Kpivel Betikn TN oxéon oPéAoUG-KIVOUVoU (napdptnpa | kepdAaio |l
onpeio 10.4.1 tou kavoviopoU yia Ta IaTtpoTeEXVOAYIKA Npoidva).

EocwtepIKa TEXVOAOYIKA npoidvta

01 kavoviopoi ENITPENouV OTIG LoVAdES uyeiag va kataokeuadouy, va
TPOMNonoIoUv Kal va Xpnaiponolouy, und oplouéveS NpolnoBEaclc,
TEXVOAOYIKA NPOidvIa «Oe PN Blopnxavikn KAipaka», otav dev eivai
diabéoipa oe epnopikn KAfpaka 1ooduvapa npoiévia (apBpo 5 tou
kavoviopoU yia Ta IaTpoTexvoAQYIKE MpoidvTa Kal ToU Kavoviopou
yia ta in vitro diayvwaTtika 1atpotexvoAoyika npoidvia). Me e€aipean
TIG YEVIKEC anaitnoeig aopaAeiag kar emniddoewy nou opidovial oto
napdptnpa | tou kavoviopou yia Ta IaTpOoTEXVOAOYIKA MPoidvta Kal
TOU KavoVvIopoU yia Ta in vitro diayvwaoTiKA 1atpoTeXVoAQyIKA Npoiova,
T €0WTEPIKA TEXVOAOYIKA Mpoidvia e€aipolvial anod T¢ anaitoelg
TWV KavovIopwy, atov Babud nou dev petapépovial g€ GAAN VOUIKN
ovtétnta. Qotdoo, ol Hovadeg uyeiag Ba npénel va diaBétouv KataAANAa
ouoTApata diaxeipiong tNg NoldTNTag: va kataptiouv Tekpnpiwon
OXeTIKA pe T diadbikaoia kataokeung, Ta dedopéva oxediaopou Kai
€MNIBOOEWV TWV TEXVOAOYIKWV NMPOIdVIwWY, cupnepiAapBavopiévou Tou
okoroU yia Tov onoio npoopidovtal kai va enavegetalouv v neipa
rnou &xel anoktNBei and Tv KAIVIKA Xpron TwV TEXVOAOYIKWY NMPoTiovVIwY
Kal va AapBavouv kaBe avaykaio 610pBwTIKS PETPO.

O1 nAnpogopiec autég diatiBevtar otic appodieg apxég katoéniv
aitnpatog, kal Ba npénel va dnuoaieUetal dAwaon LIE OpPIOLEVES
AEMTOLEPEIEC.

Edv o1 enayyeAuatieg Tou Topéa g uyeiag kataokeuddouv Kal
XpNalponololy TexvoAoyikd npoidvia nou dev cupHop@uvovTal LE TO
apBpo 5, Npénel va tnpouv Toug iB1oug KavoVeS e TOUC KATAOKEUAOTEC,

Ta Kpdtn péAN pnopolv va anaitnoouy and Tig Povadeg uyeiag va
unoBdaMouv atnv appddia apxn ornoiadnmoTe NEpAItépw NANpoPopia
OXETIKA E TA TEXVOAOYIKA MPOoidvIa Ta onoia €Xouv KataoKeuaoTel
Kal xpnaolponolouvial ato €6agog toug. Ta kpdtn péAn diatnpouyv 1o
dikaiwpa va neplopidouv TNV KATaokeUn Kal TN xpron oroloudnnote
OUVYKEKPILEVOU TUMOU TETOIWY TEXVOAOYIKWYV MPOIdVIWY Kal TOUG
enitpénetal N Npdofacn pe okond TNV eNIBEWPNON Twv HPACTNPIOTATWY
TWV povdadwy uyeiag,

Eni napayyelia texvoAoyika npoidvta

Q¢ «eni napayyeAia texvoAoyikd Npoidv» VOETal KABE TEXVOAQYIKO
npoidv nou katackeuddetal €10IKA oUPPWVA HE 1ATPIKA ouvIayn
onoloubnnote efouaiobotnuévou duvdpel tou €BvikoU Sikaiou
nMpoownou, Adyw Twv ENAYYEALATIKWY MPOCOVIWY nou diabetel,
onou unodeikvUovtal, un’ euBuvn Tou ev Adyw NPoowrou, €I8IKA
XAPAKTNPIOTIKA 0xedIacpoU, Kal T 0roio NPOKEITal va XpNaolponoinBel
anoKAEIOTIKA O€ OUYKEKPILEVO aoBevN yia TNV avPETWNION TG €I81KAG
TOU KATAOTAONG KAl TWV EIBIKWY TOU aVayKwV.

H diadikaoia yia ta eni napayyeAia texvoloyikd npoidvta neprypdgetal
oto apBpo 52 napdypapog 8 kai ato napdptnua Xl tou kavoviopou
VIQ TA IATPOTEXVOAOVIKA MPoiovTa. EQv €va 1atpotexvoloyIko Npoidv xel
anodeixBei ¢t npoopidetal yia TNV anokAEIOTIKNA XPoN CUYKEKPILIEVOU
aoBevouc, oUH(VA HE ypamnTn IatpIkn ouviayn, 0T €XEl NapacKeUaAoTEr
Kal xpnoiponoinBel ouppwva pe TIg dlatdagelg acpaAeiag tou
napaptpatog | tou kavoviopoU yia Ta IatpoTteXvoAoyIKA npoidvia
Kal €xel TekpnplwBei dedviwg, eCaipeital and AAMEG e101KEC analthoelg
TOU KavoviopoU yia Ta IatpoTEXVOAOYIKA MPoidvTa.

NavoiAika

O Kavoviopog yia Ta IaTpoTeEXVOAOYIKA NMPoidvia enionpaiver tnv
€notnuovikn aBefaidtnta oXeTKA e TOUG KIVOUVOUG Kal Ta O(pEAN
TWV VavoUAIKWY Mou XpnalpornoloUvial oTd IaTpOTEXVOAOYIKA Npoidvia
(aImoAoyikn okéwn 15 Ttou Kavoviopou yia Ta IatpoTeEXVOAOYIKA
npoidvta), Kar anaitel anod Toug KAtaokeEUaoTES va AapBavouy €181KNA
pEpipva otav undpxel «UWPnAn n péans duvatdtnta €0WTEPIKNG
¢€kBeong o€ vavoowpatidia. Ta ev Adyw texvoloyikd npoiovia Ba
NPENEl va UNOKEIVIAl OTIC auaTtnpotePeg diadikaaieg agloAdynong
NG OUPHOP(WONG Kai va AauBavouv unoyn Ti¢ YWWHOO0TACEIS TwV
OXETIKWYV ENICTNHOVIKWY €NITponwy. To apBpo 2 Tou Kavoviopou
yia Ta 1atpoTeEXVoAOYIKA npoidvta (opiopol 18 éwg 21) opidel ta
vavoowpartiolg, evw 1o apBpo 3 Tou ev Adyw KavoviopoU entpénel
TNV TPOMOM0INoN ToU OpIoHoU HE BAon TN HEANOVTIKNA €peuva.

 Enavene§epyacia 1aTpoTtEXVOAOYIKWV
npoiovIwV piag xpAong

O kavoviopog yia Ta IaTpoTEXVOAOYIKA MPOoidvTa enITpEnEl TNV
enavenegepyaoia IaTtpoTEXVOAOYIKWY MPOIOVIWY Hiag Xpnong WoTte va
kaBiotatal duvath n acpaing enavaxpnaolponoinan Toug, otov Babuo
rou autd enitpénetal kar and 1o €0viké bikaio Kal Hovo oUp(pwWVa HE
10 GpBpo 17 Tou Kavoviopou yia Ta IatpoTexvoloyikd npoidvia. O
enaveneepyaotng Ba avalappaver OAEC TIC UNMOXPEWCEIC TOU ApXIKOU
KATAOKEUAOTH TOU TEXVOAQYIKOU MpoidvTog (apBpo 17 napdypapog
2 TOU KavovIopoU yia Ta IatpoTeEXVOAQYIKA MNPoiovIa), aAAd ta Kpdtn
LEAN UnopoUv va anogacioouyv va KAtaoToouV TOV OUYKEKPILEVO
Kavova KAanwe nio eAactikd 6oov apopd T TEXVOAOYIKA NpoidvTa nou
upiotavtal enavenegepyaaia kal xpnalponolouvial o€ povada uyeiag
(apBpo 17 napdypagog 3 Tou KavoviopoU Yid Ta IaTpOTEXVOAOYIKA
npoidvta) h unofdarlovial oe enavenegepyaaia and tpito kat aftnua
povadac uyeiag (apBpo 17 napdypagog 4 tou kavoviopou yia td
IATPOTEXVOAOYIKA MPOidvTa). LG NEPINTWOEIG AUTEG, N aoPdAEia
Kal ol eMbAOCEIC Tou enaveneCepyaciévou TEXVOAOYIKOU MPOioVIOG
npénel va eival 1I000UVapeg PE AUTEG TOU NPWTOTUMNOU, Kal NPENEl va
€appodovIal cUaTAATa yia T dIaxeipion Tou KivoUvou, TNV enKUpwan
Twv d1adikaclwy, Tov €Agyxo TN anddoaong, Tn diaxeipion g noldtntag,
NV avagopd MePICTatKWY Kal TV IxvnAaoipdtnta. Ta kpdtn péAn
pnopoUyv va anaitouv and Ti¢ PovAdEC UyEeiag va evNUEPWVOUY TOUG
aoBeveig dT xpnalponolovy enavenegepyacpéva TexvVoAoyIKd npoidvIa.
H Eupwnaikn Enitponn Ba dnpoaoieUoel Kolveg Npodiaypageg yia v
€vVapHOVIoN TNG NPAKTIKAG 0Ta KPATN UEAN OTa onoia enitpénetal.

5



Kataloyog eAéyxou yia Ttnv €ToigéTnTa TV Hovadwyv uyeiag:

IxvnAacipdétnta

Eowrtepika texvoloyika npoiovra / E§aipeon yia tig
Hovadeg uyeiag

Enavene§epyacia TeXVoAOYyIKWV NPoidvTwyY Hiag xpRong

KAivikég épeuveg | Meléteg enibdoewv

?

YUXVEC EPWTNOEIC

Ma tov NANPN KAtdAoyo TwV OUXVWYV EPWTNCEWY, BA. TOV OXETIKO
KATAAOYO TWV appddIiwy apxwy yia Ta IatpoTeXVOAOYIKA NpoidvTa:

Juxvég epwrtioeis - Metafatikég diatd€eig tou kavoviauol yia
1a 1aTpoteXVoAoyIKd npoiov

JTuxvég epwrrioeis - Metafatikéc diataeig tou kavoviapoU yia
Ta in vitro diayvwotikd 1atpotexvoloyikd npoiovia

Noéte tibevral o epappoyn ol KAVOVICHOI;

O kavoviouog yia ta 1atpotexvoAoyikd npoiévia [kavoviopog
(EE) 2017/745] Ba epappodletal and 11¢ 26 Mdiou 2021 kal o
Kavoviopdg yia ta in vitro 61ayvwoTiKA 1atpotexvoAoyIikd npoidvia
[kavoviopog (EE) 2017/746 (IVDR)] Ba epappdetal and ug 26 Mdiou
2022 — dnA. and Ti¢ avTioToIXEC NUEPOUNVIES EQAPLIOYNG TOUG.

Oplopévec diatd€eig Twv ev Adyw kavoviopwy Ba teBouv o epappoyn
vwpitepa (n.x. 600V apopd ToUg KOIVOMoINUEVOUG 0pyaviapoug Kal To
Yuvtoviotikd ‘Opyavo latpotexvoloyikwy Mpoidviwy). Opiopiéveg GANEG
dlatdgeig Ba epappoatoly apyodtepd [M.x. 600V apopd Ta anokAEIOTIKA
avayvwploTika TexvoAovikwv npoidviwy (UDI) kal tnv enionpavon].
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la ta eueuTelolpa TexvoAoyikd npoidvia g katnyopiag I, ol povadeg
uyeiag Ba npénel va anoBnkeUouv —Katd MPOTIUNGN, UE NAEKTPOVIKA
péoa— ta UDI Twv TeXVoAoYIKWY MPoidvIwyY nou €xouv npopnBeloel n

Ta oroia €xouv NPOoLNBEUTEL.

Kdpta ep@utelatog kal mMANPOMOoPIES Mou NPEMEl va Napeéxovidl o€
a0BEVEIC IE ELPUTEUEVO TEXVOAOYIKO MPoidv (apBpo 18 Tou Kavoviopoy

YIQ Ta IaTPOTEXVOAOYIKA MpoidvTa).

Edv kataokeuddete, TPOMOMOIEITE N XPNOILIOMOIEITE 1ATPOTEXVOAOYIKA
npoidvia n in vitro d1ayvwoTKA IaTPOTEXVOAOYIKA MPoidvIa E0WTEPIKA,
EMIKOIVWVNOTE LIE TNV appodia apxn aag, EAV €/0TE €ToIU0I va EQApHOoETe
TIG eEAIPETEIG VIa TIG LIOVADEG UYEiag.

EvnuepwBeite and v appodia €BvikA apxn TNG XwPag oag OXETKA HE
TOUG €BVIKOUG KavOVEC Kal MPOETOILACTEITE YIA TNV EPAPHOYN TWV KOIVWV
npodiaypapwy nou Npokeital va dnpoaieuBouv and v Eupwnaikn
Entponn €wg to 2020.

Edv n idla n povada uyeiag xpnpatodotei N o enayyeAuatiag Tou topéa
TNG UYEiaG OUPETEXEI OE KAIVIKN EPEUVA N O€ LEAETN eMIBOOEWY, NPEMEI
va yYVwpicel TIg auEnPIEVEC UNMOXPEWTEIG TNG/TOU.

Moia sival n epappootéa vopoBeoia £w¢ T
avTioTOIXEG NHEPOHNVIEG EPAPHOYNG;

‘Ewg tv npepopnvia epappoyng Ba egakoAouBouv va epappolovial
ol €Bvikoi kavdveg Nou BeonioTnkav anod ta Kpdtn PéAN oUppwva e
TG 0dnyieg. TNa va eCaopaliotel n opaAn petdafaon and Tig odnyieg
0TOUG Kavoviopoug, éxouv Beaniatei didpopeg petaBatikég d1atdtelc.
Opiopéva texvoAoyikda npoidvta nou diabBétouv NioTtonoiNTika td
onoia ekbdBbnkav Bacel Twv odnylwv (tNg 0dnyiag oxeTka PeE ta
EVEPYA €U@UTEVOIUA latpika BonBnpata, Tng odnyiag nepl twv
IATPOTEXVOAOYIKWY NPOIOVIWYV Kal TNG 0dnyiag yia ta IatpoTeXVOAOYIKA
BonBnuata nou xpnaiponolouvtal otn didyvwaon in vitro) pnopouv va
ouvexioouv va tiBevial o€ Kukhopopia otny ayopd péxpl Tic 26 Mdiou
2024 kal va diatiBevtal otnv ayopd péxpl tig 26 Mafou 2025. Katd to
petapatiko otd@dio, ta texvoAoyikAa NpoidvIa nou eival migtonoinuéva
Bdoel Twv 0bnyIwv Kal Ta TEXVOAOYIKA NPoidvta nou €ival niotonoinpéva
Bdoel Tou KavoviopoU Ba ouvundpxouv oty ayopd.

Yndpxer duvatdtnta va tebolv o KUKAoPopia TexvoAoyIKA npoiovia
MouU CUPHOPQWVOVTAl e TOUG KavoviopoUg npiv and Ti¢ NHEPOLINVIES
EPAPHOYAG;

Nai, ol KaTaoKeUaoTEG PUropouv va BE0ouv 0€ KUKAO(OpIa TEXVOAOYIKA
npoiévIa Nou CUPHOPQWVOVTAI |IE TOUC Kavoviapoug npiv and ™ Angn
NG petafBatikng nepiodou. Autd 1oxUel yia Ta TeEXVOAOYIKA Npoidvia
OAWV TWV Katnyoplwv Kivduvou kai nepidappavel, yia napddeiyua, ta
eni napayyeAia texvoAoyikd npoidvia, Ta cuotnpatal® kal ta ouvoAa
npoidvIwv,

Q¢ «oloTnNua» VOEital 0 ouvbUaopOS NPOIBVIWY, Eite ouokeuaopévwy pad eite oxi, nou npoopidovtal va diacuvdeBouv 1 va ouvbuaatolyv yia TNy eniteugn

OUVYKEKPILEVOU 1aTpIkoU okornou (GpBpo 2 onpeio 11 tou kavoviopoU yid Ta IaTpoTeXvoAoyIKA Npoidva).
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Q¢ «0UVOAO MPOTGVTIWV» VOEITal 0 CUVOUACHOS NPOIGVTIWY NoU €ival CUOKEUaopéva padi kai tiBevial o€ Kukhopopia e okonod va xpnalponoinbouv
VI OUYKEKPIEVO 1atpIkd okond (apBpo 2 onpieio 10 Tou KavoviopoU yia Ta IatpoTeXVOAOYIKA Npoidvta).


https://www.camd-europe.eu/wp-content/uploads/2018/05/FAQ_MDR_180117_V1.0-1.pdf
https://www.camd-europe.eu/wp-content/uploads/2018/05/FAQ_MDR_180117_V1.0-1.pdf
https://www.camd-europe.eu/wp-content/uploads/2018/05/FAQ_IVDR_180117_V1.0-1.pdf
https://www.camd-europe.eu/wp-content/uploads/2018/05/FAQ_IVDR_180117_V1.0-1.pdf

Ta 1atpotexvoAoyika npoidvta nou unokelvtal otn diadikaoia
diaBouAeuong yia v KAIVIKn afloAdynon oUpgwva pe to apBpo 54
TOU KavovigpoU yia Ta IatpoTeXVoAQYIKA Npoidvia, kaBwg kal ta
in vitro dlayvwaoTika 1atpotexvoAoyikd npoidvia ng katnyopiag A
oUppwva pe 1o apBpo 48 napdypagog 6 Tou kavovigpou via Ta in
vitro diayvwaoTikd Iatpotexvoloyikd npoidvia dev punopoulv va teBouv
0€ KUKAo@opia npotoy cuataBouv ol OpAdES EUNEIPOYVWHOVWY Kal
Ta €pyactnpia avagopdg g Eupwndikng Evwaong yia ta TexvoAoyika
npoiovTa g katnyopiag A.

AvdAoya pe tnv katnyopia Kivduvou Tou TexvoAoyikoU npoidviog,
OTNV €KTIUNON TNG CUMLOPPWONG UNOPE( VA CUHLETEXE! KATAANAOG
KoIVornoInpévog opyaviopds. H anaitnon aut’ pnopei va npokaA€oel

nepaitépw kabuotepnaoelg otn B€on o KUKAoPopIa Twv ev Adyw
TEXVOAOYIKWYV MPOidVIWV.

Ta nictonoIintika nou ekbidovtal ané toug
KOIVONOINHEVOUG 0pYavioHoug Suvapel twv
IGXUOUCWYV 08NnyIWV napapévouv o€ 1I6XU HETA ThV
nUEpoOHNVia EQAapHOYNg TWV KAVOVICUWYV;

Nai, kata kavéva, ta motonointikda Ba napapeivouy ae 10xU €w¢
AnEn g nepiddou Nou avaypagetal oto MIOTONOINTIKO N €W TIG
26 Mdiou 2024, avdloya pe 1o noia and Ti¢ dUo npepopNnVieg ival

npoyeveatepn. Metda Ty nuepopnvia auth, bev Ba 1oxUel nAov kavéva
nIoTOoMNoINTIKO.

01/08/2020

© Eupwraikr Evwon), [2020] ETiLTtpéneTal n mMEPALTEPW XPron HE ava@opa tng mnyns.
H TIOALTLKN) yLa TNV TIEPALTEPW XPRoN EyyPAPWY TNG Eupwtalknig Emttpotrig Siémetal and tnv andgpaocn 2011/833/EE

(EEL3301tnG 14.12.2011, 0. 39).

XpnpatodotnBnke amd to Tpito Mpodypappa yLa tnv vysia

ISBN: 978-92-76-03189-5 DOI: 10.2873/493163

https://ec.europa.eu/health/
md_newregulations/overview_en
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