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Elocaywyn

H texvnti vonuoouvn (TN) evowpaTwVeTOl OAO KOl TEPLOCOTEPO OTA CUCTAHATA
UYELOVOULKAG TtepiBaAPng oe oAOkANnpn tnv Eupwrnn, unootnpilovtag tn Stayvwaon, ™
AN KAWIKWY anodpacewv, Tov oxeSlaopo Bepameiag katl tnv mpoBAePn Kvduvou yla
Toug/TIc aoBeveic. AUTEC oL teEXVOAOYieG TPOOPEPOUV GNUAVTIKEG EUKALPIEG yla TN
BeATiwon TNG AMOTEAECUATIKOTNTAC TNE UYELOVOULKAG TiepiBaAing. Qotoco, oAogva Kall
TIEPLOCOTEPO. OTOlXEla Selxvouv OTL T CUCTAHATA TEXVNTAG vonpoouvng (Artificial
Intelligence/Al) prtopoUV VoL OVOUITOLPAYOUV 1 VOL EVTEIVOUV TLG UTTAPXOVUOCEG AVLIOOTNTES
OTOV XWPO TG vysiag.?

ApkeTtol pnxaviopol pmopolUv va odnyroouv OE PEPOANTITIKA OTTOTEAECHOTO TIOU
adopouv otn AnPn amoddcswv oL onoieg unootnpilovratl and cuotiuata TN otov
TOUEQ TNG UYELOVOULKAG TeplBaAng. Autol mepllapfdavouv avicopporiec ota
6e6opéva TTOU XPNOLUOTIOLOUVTAL VIO TNV EKTTAISEVON TWV CUCTNUATWY, oTo opAApOTA
HETPNONG O€ KAWLIKEC LETABANTEC, 0TOUG aKATAAANAOUG SEIKTEG avTikaTAaoTaong (proxy
indicators) kaBwg kal otig Stadoponolioelg mou evromnilovral ota mePLBAAlovTa NG
avamTuéng TOug KoL TWV oUVONKWV €€PapHOYAC TOUC OTOV TIPAYHATIKO KOOHO.2
MpokataAnPelg pmopet emiong va mpokuPouv otav ta cuotipata TN elodyovtal oTLg
£PYAOCLEC (CWHATIKEG KOl TIVEUOTIKEG) TTOU €KTEAOUV OL EMAYYEALOTIEC UYELOG YLt TNV
napoxy ¢povtidag otic/otoug aoBevelg (KAWIKEG poé¢ epyoaoiag), oOtav Oev
urmootnpiletat amd emopkn ekmaidevon autwv 1 otav O6ev UTAPXOUV LoXupol
punxoviopot avBpwrivng emomteiag kat Aoyodooiag ylwa tnv mapakoAoluBnon tng
anodoon¢ Twv cUoTNUATWY HETAED SladopeTikwy TAnBuouwv acBevwv.?

EnutAéov, n eumelpila péoa amo tnv €psuva €xel deifel OTL TETOLEG MPOKATAANYPELG
MIopel va €xouv coPapEG CUVENELEG 0 KAWVIKA TAaiola. MeA£teg £xouv avadEépel
emavalapfavopeveg aviootnteg¢ otn Olayvwon kKot T Bepameia  onuUAVIIKWVY
nadnoswv. Ma mapadelypa, Ol YUVAlKEG Kol oL aoBevel¢ TOU OVAKOUV Of
DUAETIKEG/EOVOTIKEG HELOVOTNTEG ME KOPSLAYYELOKA voonuata, ouxvd Aaupdvouv
kaBuotepnuévn Stayvwon n Atyotepo evtatikn dpovtida o olykplon UE Toug AvOpeg

! Jiang, F., Jiang, Y., Zhi, H., Dong, Y., Li, H., Ma, S., Wang, Y., Dong, Q., Shen, H., & Wang, Y., H teyvntr
VONUOoUVI OTOV TOUEX TNC UYELOVOULKNC mepliTaAPinc: moapeABov, mapov kot uéAdov, Stroke and Vascular
Neurology 2(4): 230-243, 2017.

2Vokinger, K. N., Feuerriegel, S., & Kesselheim, A. S., Meiwan tn¢ uepoAnyiac otn unyaviki uddnon otov
ToUEd TNC tatpikc, Communications Medicine 1, 25, 2021.

3 Panesar, S., Kliot, M., Parrish, R., Fernandez-Miranda, J., Cagle, Y., & Britz, G.W., Ot untooy€oei¢ ko ot
kivéuvol Tn¢ texvnTrig vonuoouvng otn veupoxetpoupyikn, Neurosurgery 87(1): 33—44, 2020.
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Kot AsukoUC aoBeveic,® evwy oL PUAETIKEG Kal eBvoTikéG Sladopéc emnpedlouvv T
dpovtida kot Ta TEAKA OIOTEAECHOTA WE TIPOC TNV acBéveta Tou Staprtn.’ NapdAina,
PuxIkEG TaBnoeLg Omwe N KataBAWn umodLaylyvwokovtal Kot uTtoBeparmevovial 1000
OTLG YUVAIUKEG OO0 KOl 0TOUG MELOVOTIKOUG TANBuopoUG.b

Eva KOAQ TeEKUNPLWHEVO Tapadelypa, amoteAel pa peAétn oto Journal of Medical
Internet Research, n omoia Stamiotwoe Sdladopomnooelg otn StayvwoTtikn enidoon-
Baoel pUAOU o0 aAyOPLOUOUG UNXAVIKAG UABNONG TOU XPNOLUOTIOLOUVTOL Yl TNV
npoPAePn  kopdlakwv Tobrnoswv. MO OCUYKEKPLUEVA, OL YUVAIKEG 0oBeVelg
UTTOEKTIPOCWTIOUVTAV CUCTNUATIKA 0Ta cUVOAQ SE60UEVWV TTIOU XPNOLLOTIOLOUVTAV YL
NV eKnaideuon TwV CUCTNUATWY, EVW Ta MOVTEAa gudavilav uPnAoTepa MOCOOTA
Peudweg apvNTIKWY ATIOTEAECUATWY YLa TG YUVALKEG, amodelkviovtag mwe n unapén
MEPOANMTIKWV SeSOpEVWV MMOpel va CUMPBAAAEL OpvNTIKA OTn  SLAYVWOTLKN
akpifera.” 0Ooov adopd tn GUAETLK LOOTNTA, Ko GAAN peAETN aveéSeLEe dTL poviéha TN
TIOU EKTOULSEVUTNKAV YL TNV EKTIUNON TNG 0oBapotnTag TN KAtdbAupng HEow avaAuong
YAWOOLKWY SE50UEVWV QIO HECO KOLVWVLKAG SIKTUWONC, mapouciaoav upnAn akpifela
yla TOUG AEUKOUG CUMMETEXOVTEG, OAAA ONUAVTIKA XOUNAOTEPN Ylo TOUC HOUPOUG
OUMMETEXOVTEG. To gupnua autd avadelkviel Sladopomoloelg otnv anddoon Ttou
OUOTAHOTOG, oL omoleg dpaivetal va cuvdéovtal He SLapopEC oTa TPOTUTIA YAWOOLKNG
£€kdpaonc ou Sev amoTuNWONKAV EMAPKWE KATA TNV EKMaiSeuon Twv povtéAwy.8

H avtipetwnion twv KwdUvwv mou oxetilovtol He TG TpokatoANPels omattel
PUOMLOTIKA MOVTEAQ TTOU EVOWHATWVOUV TIG SLEOVEIG KOl EVPWTIAIKEG NOIKEG Ka
VOUIKEG OPXEGC OFE OUYKEKPLUEVOUG MNXOVIOHOUG SlakuBEpvnong, TOuG Omoioug
UITOPOUV Vo ULOBETHoO0UV Kal va epapudoouV Ta IEpUHATA UYELOVOULKN G TtepiBaAng.
Evtog tng Eupwrnaiking Evwong (EE), To puBuotiko mAaiolo €xel e€eAyBel paydaia pe
™V uLoBEtnon tou Kavoviopou yia tnv Texvnty Nonpoouvn (Al Act), n onola Bgomilel
UTIOXPEWOELS Yyl cuothpata TN upnAol kwduvou Kkal ylwa 6ooug¢ ta BEtouv oe

4Balla, S., Gomez, S.E., & Rodriguez, F., Aviodtntec otnv kapdiayysiaxri nepidaAdn kat ota anoteAéouara
LA TIC YUVAIKEC TTOU TIPOEPYOVTAL aTtO QPUAETIKEC/eGVOTIKEC ustovotntec, Current Treatment Options in
Cardiovascular Medicine 22(12):75, 2020.

5Young, C. & Myers, A. K., QuAeTikéc kat eQVOTIKEC aviodTNTEC oTNV KAWVIKY @povTiba kat Stayeipion tou
StaBntn: Mia apnynuatiki avagkomnnan, Endocrine Practice 29(4): 295-300, 2023.

6 Sorkin, D.H., Ngo-Metzger, Q., Billimek, J., August, K.J., Greenfield, S., & Kaplan, S.H., Yrobtayvwaouévn
KoL QVEMApKWS FepateUOUEVN KaTaIALWN e aoTeVeic SLapopeTIKC QUAETIKNC/EBVOTIKNC KATAYWYNC UE
SwaBrtn turnou 2, Diabetes Care 34(3): 598-600, 2011.

7Straw, ., Rees, G., & Nachev, P., Atagopéc otnv atddoon avadoya ue to @UA0 o€ aAydptIUouc Unyovikric
uadnaongyla tnv mpoBAedn kapdiakwv nadnoswv: Mia Stepeuvntikn ueA€tn, Journal of Medical Internet
Research 26: e46936, 2024.

8Rai, S., Stade, E. C., Giorgi, S., Francisco, A., Ungar, L. H., Curtis, B., & Guntuku, S. C., Ot Bagikoi yA\woatkol
beiktec tnNC katadAupng ota puéoa Kowvwviknc SIktuwang eéaptwvtal and tn @ulrn, Proceedings of the
National Academy of Sciences 121(14): e2319837121, 2024.
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Aswtoupyia, OMwC yla mapdSelypo To voookopeia.’ Qotdoo, n MPOKTIKA £Pappoyn
OUTWV TWV VOULKWV QTALTHOEWY Kal SLodIKaolwY €VIOC TwV WpUUATWY UYeiag,
TLOLPOLLLEVEL L0l ONUAVTLKA TIPOKANON.

To mapov Eyypado NoAttikig (Policy Document) elonyeitot €va puOULOTIKO HOVTEAO yLaL
™ SwakuBépvnon Boiatpikwv cuotnuatwv TN, to omoio svBuypappiletal pe to
evpwnaikd kektnuévo (EU acquis), ouumepllapfavopévwy Twv OpXwVv TOU
KOTOXUpWVoVTaL oTtov Xaptn OspueAlwdwyv Aikatwpdatwy tng EE, evw eival oxedlacuévo
yla ta Snuocta CUCTAUATA UYELOVOULKAG TEPIBAAYNG KAl TIC OPYAVWOELG TNG KOWVWVLAC
Twv TmoAttwv (KtM). To mpotewvopevo povtéAo Boaoiletal oe sUupwmMAikd puBOULOTIKA
uéoa, ouuneplappavopévng tou Kavoviouou yia tnv TN (Al Act), Tou Kavoviouou yla
ta latpoteyvoloyika Mpoiovia (Medical Device Regulation/MDR), tou Kavoviouou yia
to In Vitro Alayvwotikd latpoteyvoloyika Mpoiovta (/n Vitro Diagnostic Regulation
/IVDR), tou levikou Kavoviouou yio. tnv lpootacio Asdouévwv (GDPR) Kal Tou
avaduopevou Euvpwrnaikot Xwpou Aebopévwv Yyelog (European Health Data
Space/EHDS). Metaoxnuatilel £T0L TIG APXEC TWV OepEAWSWV SIKOLWHUATWY, OTIWE TNV
avBpwmivn afloMpENELA, TNV LOOTNTA, TN KN SLAKPLoN KoL TO SIKALWLO OTNV UYELOVOULKNA
nieplBaAdn, oe mpakTikég Staopalioelg mpootaciag Kol eEAEyxou mou epapuolovial o
OAa ta otdadia tou KUKAou {wng Twv cuotnuatwv TN. Avadopé¢ oe emleypéva
napadeiypata dikatodoouwv ektog EE mapouaoialovial oto mapov £yypado Povo Omou
TPOODEPOUV XPHOLUES YVWOELG, AELTOUPYWVTAC CUUTTANPWHATIKA TIPOG TO EUPWTTAIKO
VOULKO TAaiolo kaBwg kal to mAaiclo mou Baociletal ota Skawwpata, Ta onoia
otnpilouv To HoVTEAO.

ErtutA€ov, To MPOTEWVOEVO PUBULOTIKO LOVTEAO QELOTIOLEL TIPAKTLKEG ATIO KOOLEPWHEVEC
PUBULOTIKEG TIPOOEYYLOELC TTOU cuvaVTWVTAL 0 GAAOUG TopEeic uPnAoU KIvdUVoU, OTIWG
n OSwaxelpion ™G aodpdiewag otnv aepormopia, n SwakuBépvnon  kKivduvou
XPNUOTOOLKOVOULKWY HOVTEAWYV, N PapUaKo-EmaypUTVNON yla TN pUBULON TOU TOMEQ
Twv dapuakwyv Kat ot afloAoynoelg alyoplBuikol aviktumou otn dnuoota Sloiknon.
AUTEC OL TIPOOEYYLOELG TAPEXOUV TIOAUTIUEG YVWOELG yla TN Sdnuloupyla mMAaLoiwv
SlakuBEpvnong, LKAVWVY va AVTLLETWTTLoOUV TtepiMAokoug KlvdUvoug oe OAa ta otadla
Tou KUKAou Twn¢ twv Blolatplkwv cuotnudtwyv TN. Zto mapov TAQICLO QUTEG ol
TPOOEYYIOELG £XOUV MPOCAPUOOCTEL WoTe va AapBdvouv umtodn Kot Vo EVOWUATWVOUV
TIG SLAOTACELG TNG LOOTNTAG TWV GUAWV Kal TNG PUAETIKAG LOOTNTAG 0 OAQ Ta otadla
TOU KUKAOU {wnN¢ Twv cuotnudatwy TN.

To TPOTEWVOUEVO HOVTEAO TapEXEL €va OAOKANpwHévVo Kat epapudcipo mAaiclo
StakuBépvnong yla ta WOpUPOTA UYELOVOULKNAG TEPIBAAPNG KAl TG OPYOAVWOELG TNG
KoWwviag Twv MoALTwy, KaAUTIToVTag OAa Tt oTadla Tou KUKAOU {wnG Twv BlolatpLkwy

9 Regulation (EU) 2024/1689 of the European Parliament and of the Council, @éornion evapuoviouévwyv
KaVOVWV yla TNV Texvnty vonuoouvn (Al Act), PE/24/2024/REV/1, Official Journal of the European Union,
13 June 2024.
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ocuotnuAatwy TN, oo TG mpopunOeLeg kot TV afLoAdynon €we TRV avantuén, Ty cuvexn
napakoAovOnon kat tn Aoyodocia. Méow TNG EVOWUATWONG TWV OPXWV TPOCTACLaC
TWV BepeAlwdwV SIKALWUATWY OTLG EMLXELPNOLOKEG Sladlkaoieg, To mMAaiolo otoxevEl
OTOV TEPLOPLONO Twv KvdUVwv Tou oxetilovtal pe €UPUAEG Kal GUAETIKEG
npokataAnPelg otn ARPn anogpdoswv oL onoieg unootnpilovtat and cuotripata TN
OToV XWpPo tNG uyeiag. NapdAAnAa otodxo¢ Tou TAALCloU eival va cUUPBAMAEL Og TILO
Olkalo amoteAéopata otnv Uuyelovoulkny TepiBaAn oe oAOkAnpn tnv EE, svw
NPOCHEPEL LA OELPA ATIO TIPAKTLKEG TIOALTIKEG, EPYOAAEL KOl TTPOTUTIAL TEKUNPLWONG
(artifacts), Ta omola TOL VOOOKOMEL KOL OL OPYAVWOELS TG KOWVWVIOG TWV TMOALTWV
(KtM) pumopouv va npooappdocouv os dtadopetikd eOvika mAaiola, SteukoAUvovtag
TNV OMOTEAECLATLKN EPaPUOYI TOU LOVTEAOU OTNV TIPALN.

To Eupwraikd Nouwkd MAaiocto yia tnv TN otnv YYELOVOULKN
NeplBaAn

H EE éxeL Oeomioel éva moAueninedo puOuLoTikO mepBaAlov yia ta Brolatplkd
ocuotripata TN, to onoio otnpiletal os t€00eplc AAANAEVEETEC VOULKES / KAVOVLOTIKEG
Slaotaoelg: Tov Kavoviouo yia tnv TN (Al Act), tov Kavoviopo yla Ta LatpoTEXVOAOY LKA
TPOIOVTA E TIG OXETIKEG KateuBuvtnpleg ypapupéc (MDR), tov Kavoviouo yla tnv
TPOOTACLO TWV TIPOoWTILKWV dedopévwy (GDPR) kat tn StakuBépvnon Twv SeSopévwy
Tiou oxetilovtal e Tov Xwpo tng vyeiag (EHDS).

O Kavoviouog yia tnv Texvnt Nonpoouvn (Al Act) Beomilel éva puBuiotiko mAaioto yla
to ouotuata TN, To omnoio Baciletal oTtnV MPocEyyLon tng afloAdynong Twv Kvouvwv.
MoAAEG edbaplUOYEG OTOV TOUEN TNG UYELOVOULKAG tEpiBaAdnG, cupmneplAapBavouévwy
TWV gpYaleiwv uTtooTAPLENG KAVIKWY armodAcewv Kot Twv SlayvwoTlkwy aAyopiBuwy,
taélvopouvtal otnv katnyopia twv cuotnudatwyv TN uPnAol kvduvou, Kal wg eK TOUTOU
odeilouv va cuppopdwvovtal pe avotnpég mpodlaypadég mou adopouv tn Staxeiplon
KwwéUuvwy, t SlakuBépvnon twv dedopévwy, T dtadavela, thv avBpwrivn enonteia
Kal TNV akpifela Twv anoteAecpdtwyv mou mapayouv. Ot oxUouoeg mpodlaypadEg
nepAapBAvouV EMUTAEOV TOV EVIOTILOMO KAl TOV TEPLOPLOUO TwV KVvOUVWV eudaviong
HEPOANTITIKWY OTOTEAECUATWY HECW aVAAUTIKAG aflOAOYNONG TwV EMIUEPOUG
mAnBuopLakwv opddwyv, AapBavovtag urtoyn to BloAoyikd kat Kowwviko ¢puAo (sex and
gender), tnv GUAETIKN TPOEAEUON KOl AAAQ KOLVWVIKA XOPOKTNPLOTIKA WG OPL{OVTLEG
HeTaPANTEG. Ta Spupata uyeloVOUIKAG TepiBaAPng mou O€touv oe Aettoupyia
cuvotiuata TN untéxouv eniong eldIkéEG untoxpewoelg Bacet tng Npagng yia tnv TN (Al
Act). e autég meplhapPBavovtal n StaoddAlon OTL TA CUCTHUATA XPNOLUOTOoLloUvTaL
ocuudwva Pe TG 0dnyieg Tou mapodxou, mapakolouBeital n emidoor Toug, TnpoLvTal
opxeila Asttoupyiag Kat avadEpovtal coBapd MEPLOTATIKA OTLG ApUOSLEC apXEC, L6lwg
otav ta autd evoexetal va entnpealouv Sucavaloya SLopopeTIKEC opadeg aoBevwy.
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Ooov adopa tnv edapuoyn tou Kavoviopou yia tnv TN (Al Act), to 2025 t€0nke nén oe
LoxL N oMOyOPEVCN OPLOUEVWY TIPAKTLKWY, EVW ApXLoav Vo ebappolovial oplopEvol
Kavoveg emomteiag kat StakuBépvnonc.l® To emoOpevo onpavtikd opoohnuo sivat o
Alyouotog tou 2026, omou Ba teBel o oYU N MAELOVOTNTA TWV UTIOXPEWOEWV TIOU
nipoPAEnovtal anod tov Kavoviopo (cupmeplAapBavopévwy Twy cuotnUatwy uPnAou
KwvdUvou tou Mapaptripartog I kat twv umoxpewoswv Sladavelag tou ApBpou 50). Itnv
EAMGda o Kavoviopog (EE) 2024/1689 tou Eupwrnaikol KowvoBouldiou kat tou
ZupBouliou tng 13n¢ louviou 2024 (Kavoviopdg yLa TV TEXVNTH vonpoouvn) eival o
dnuooila nAektpovikn StaBouAeuon péxpt 6 louAiou 2026.

Ta ouotuata TN vPnAol KwvSUVoU TIOU EVOWHATWVOVTAL 0 puBuLlopeva mpoidvta
(katnyopla otnv omola mephapfavovrtat moANd cuotipata TN yla LaTpoTEXVOAOYLKA
npoiovta) mpoPAEneTaL va UTtaXBoUV OTLG OXETIKEG UTIOXPEWOELG artd Tov AUYoUoTO TOU
2027.

Ma To VOOOKOUELQ, OL CNUAVTLKOTEPEC TIPAKTIKA dlatdgelg Tou Kavoviopou yia tnv TN
elvat ot €nc:

e Anapaitnteg npodiaypadég yia cuotipata TN udnAou Kwvdivou: OL mapoyol
ocuvotnuatwv TN odeidouv va epapuolouv éva cuotnua dlaxeiplong Kvduvwyv
oe OAa Tt otadla tou KUKAou Iwng Tou cuotnuatog (apbpo 9), kKabBwe Kot
TPAKTIKEC SlakuPBépvnong dedopévwv ol omoieg meplhapPBavouv: ocadeig
OUTTOLT OELG YL TOV EVTIOTILOUO KOl TOV HETPLAOUO TwV TipokataAnPpewv (apbpo
10), ouunephapfavopévng tng afloAdynong TG AVIUTPOCWTIEVTIKOTNTOG TWV
Sedopévwy Kal Twv mBavwy amokAoEwV/avicotNTwY HETaty SLadOopETIKWY
mAnBuoplakwy opddwv Aappdavovtag umodn tn xprion availuong e Bdaon to
BLoAoyLko Kal KOWwVIKO GUAO kaBwg Kal TV €Bvotikn i GUAETIKN tpoéAeuon:
Slaodalioelg dtadavelag kat mapoxr CXETKWY TAnpodopLwv o€ OCOUG Eival
umevBuvol yla tnv avamtuén kot Asltoupyia twv cuotnudatwv (ApBpo 13)-
HUNXOVLOUOUG avBpwrivng EMOMIELNG TIOU ATIOCKOTOUV otnVv TpoAndn tng
umtepBoALKA G €APTNONG ATIO AUTOMATOTIOLNUEVES amodAoeLg (automation bias)
Kall oL omoiot Ba emitpémnouy tnv mapeupacn f ™ Slakomn tng Aettoupyiag Tou
cuotnuatog (apBpo 14) dtav xpelaletol: eAéyxoug akpiBelag, avOeKTLKOTNTAG
Kal kuBepvoaoddlelag, pe WOlaitepn nmpocoxn os Bpoxoug avatpododotnong
Kal eTOEoeLg 181kA oxedlaopéveg yla cuotipata TN (dpBpo 15), oL omoleg, eav
OEV QVTIUETWTILOTOUV, EVOEXETOL VA EVIOXUOOUV UDLOTAPEVES QVIOOTNTEG.

e YMOXPEWOELS OOWV €lval UTELOUVOL yla TNV avAmTuén Kat Asltoupyia Twv
ocuotnpatwv (deployers): Ta voookopeia kat dAAoL ¢opeig mou xpnolpomnolouv
cuotiuata TN udnAol kivdUvou umoxpeoUVTaL VOl AELTOUPYOUV TA GUCTAUATA
ocUudwva pe TG odnyieg tou mapoxouv (apbpo 26)- va opilouv KatdAAnAa

10 European Commission, Xpovodidypauua yia tnv_s@apuoyl Tou_kavoviouoU tnc EE yia tnv texvnti
vonuoaouvn, Brussels: European Commission, 2024.
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KOTOPTIOUEVO avOPWIILVO TIPOCWIILKO yla TNV emormnteia toug (apBpo 26)- va
StaodpaAilouv otL Ta debopéva €l0OS0U Elval AVTUTPOOWIIEUTIKA KOl TTAN PN,
otav o Olaxelplotng eA€yxel TV eloaywyn twv Oedopévwv (apbpo 26),
AapBavovtag, omou eivat epikto, umoyn tn dnuoypadikn mokilopopdia Twv
KAWVIKWV MANBuopwyv: va mapakoAouBolv tn Asttoupyia kot Tnv andédoon twv
cuotnuatwy (apbpo 26)- va dtatnpouv apxeia Asttoupyiag mou dpuldoocovral
yla touAdxlotov €€l unveg (apBpo 26)- va avadépouv eykaipws cofapd
TIEPLOTATIKA OTOUG TIAPOXOUG KAl 0TI apUOSLEC apXEG (ApBpa 26 kal 73), Olwg
OTaV UTIAPXEL KIVOUVOG AVIOWV KALVLKWVY QTIOTEAECUATWV.

e Ektipnon Avuktinou / Emumtwoswv ota  OgpeAwdn  Akouwporo
(Fundamental Rights Impact Assessment /FRIA): MNpwv amd tnv avamtuén
oplopévwy cuotnuatwv TN udnAol kwduvou, ol ¢opeic dSnuooiou Sikaiouv,
KaBwg Kal WBLwTIkol opyaviopol mou mapéxouv dnUOCLEG UTINPECLEC, odeilouv
va OlevepyoUv  Ektipnon Avtikktumou ota  Oegpediwdn Akolwpota,
neplypadovtag TG Sladlkacleg xpnong TOU CUOTAMOTOC, TIGC OUASEC Tou
evOEXETAL VA EMNPEAOCTOUV, TOUC OXETIKOUC KWvOUVOUC KaBwe Kal Toug
UNXOVIOUOUG TIEPLOPLOUOU QUTWY, TA HETPA TOU £xouv AndBel yia tnv
ovOPWTLVN EMOMTELA KL TOUG UNXAVIOUOUC UTTOBOAN G Tapamovwy KaBwg Kal TG
KOLVOTIOLNOELG QUTWV OTNV appodla apxn emomntelog tng ayopag (apbpo 28). H
anaitnon autn eival Wolaltepa onUAVTLKA yLa T SnUOcLa VOGOKOUELD TTOA WY
KPATWV-PHEAWY, KABWCG TOPEXEL €vVAV UNXAVIOUO EYKOLPOU EVTOTILOMOU Kol
OVTILETWIILONG KLWWOUVWY, OLOKPIoEWY KoL AVIOWV ETIUMTTWOEWY, HECW TNG
avaAluong Twv anoteAeopatwy Aappdavovtag untodn to puAo kat tn uAn, mpv
amno tnv avantuén/ebapuoyn Twv cuotnuatwy TN.

MNépav tou Koavoviopol ywa tqv TN, T CUCTHMOTO TOU XPNOLLOMOLOUVTOL OE
LOLTPLKA TTAQLLOLOL UTLOKELVTOL, OE CUYKEKPLUEVOUG KOLVOVLOHOUG KOl KATEVOUVTAPLEG
oényieg, ocuvumeplapPfavopévou Tou Kavoviopol yia Tta latpotexvoloyika
Mpoidvta (MDR)! kot tou KavoviopoU vy to In  Vitro AloyvwoTtikd
latpotexvohoyikd Mpoidvta (IVDR),*? oL omnoiol puBuilouv tnv achdlela Kat tnv
QTTOTEAECHATIKOTNTA TWV LATPLKWV TeEXVOAoylwv. Ol kavoviopol autol emBaAlouy
™ KAWL afloAdynon Kol tn ouvexn TmapakoAolBnon tng amodoong Twv
AOYLOUIKWY LOTPOTEXVOAOYLKWY TIPOIOVTWY MPETA TN S1dBeory toug otnv ayopdq,
cuunepAapfavopévwy Twv €pyaAreiwv TIOU EVOwHOTWVOUV TexvoAloyieg TN.
ISlaitepn €udaon, Sivetal otnv afloAdynon TNG QAMOTEAECUATIKOTNTOC KOL TNG
LOOTLUNG AstToupylag Toug HeTall StadopeTikwy opadwv acBevwy, OTou UTIAPXOUV
SlaBéopa emapkn kot KatdAAnAa dedopéva. EmutAéov, ol KateuBuvtrpleg Odnyieg
Tou 2XuvtoviotikoU Opydvou latpotexvoloywkwv [Mpoidvtwv (Medical Device

11 European Union, Kavovioudc (EE) 2017/745 oyeTikd UE Ta LaTpoTeyvoloyikd npoidvta (MIDR), Official
Journal of the European Union, L117, Brussels: EU, 2017.

12 European Union, Kavovioudc (EE) 2017/746 oysTikd UE Ta LaTpoTeyvVoAoyikd tpoidvra in vitro (IVDR),
Official Journal of the European Union, L117, Brussels: EU, 2017.
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Coordination Group/ MDCG) oXeTIKA UE TOV XapakTnplopod kat tnv Tafvopncon tou
Noylopikou Baoel tou MDR/IVDR, map£xouv 0dnyleg yLa Tov TPOTOo XapaKTnpLopoU
Kot Ta€lvopnong tou Aoylopikov.t® Eketl umoypappiZetat 6t n tafvopnon e€aptdral
oo Tov MPoBAEMOUEVO OKOTIO Xprong Kat OxtL amnod tn 6€on tou AoylopkoU (.. av
Aewtoupyel oto cloud 1} elval EVOWHATWUEVO O GUOKEUR), evw meplAapBavovtal
napadeiypata amd nANpodoploKA OCUCTAMOTO VOCOKOUELWV KOl AOYLOMLKA
umooTNPLENG KAWVIKWY amodacewyv, tovilovtag dlaitepa TNV avaykn afloAoynong
TBavwyv S1adopoTmoLNUEVWYV ETUNTTWOEWV o€ SladopeTikou MANBUOUOUC acBevwy.
OL KateuBuvtnpleg 0dnyieg tou MDCG yLla tnv KALWVIKN Kot Aettoupyikn afloAoynon
TOU AOYLOUIKOU LATPOTEXVOAOYLKWVY TIPOIOVIWY EVIOXUOUV TIEPALTEPW TNV amaitnon
N TeEKUNPlwon vo eilval ovaloyn HE TOV KAWIKO POAO TOU AOYLOUIKOU,
ocuunephapBavovtag otolxeia mou amodelkvUouv OTL N ATMOTEAECUATIKOTNTA TWV
ovotnuatwv TN Tmapapével OUVEMNAG UETOED TAnOuoUlAKWY OpAdwv Tou
Slapopormolovvtal pe Baon to BloAoyko 1 Kowwviko ¢UAo Kol TNV €Bvotikg n
duAeTikn poéAevon.t

H oxéon petafu tou Kavoviopou yia tnv TN (Al Act) kal g udLotdpevng vopoBbeaiag
yla Ta LaTpoTeEXVOAOYLIKA Tipoiovta amoocadnviletal otig KateuBuvtiple¢ O8nyieg ya
v AMnAentiSpaon petaf tou KavoviopouU yio tnv TN kat tou MDR/IVDR.® To rapov
gyypado g€nyel o0tL 0o Kavoviopog yia tnv TN edapudletal mapaAAnAa pe toug dvo
0UTOUG KAVOVIOUOUG. ITNV TPAln, autd onuaivel 0tL moAAd cuotipata totptkig TN
TMPEMEL VA CUMOPPWVOVTAL TAUTOXPOVA Kal ME Ta U0 KavovioTikd mAaioiwa. Ol
kateuBuvtnpleg odnyiec dieukpivilouv emiong note €va Latpiko cvotnua TN Bswpeital
udnAou kvduvou cupdwva pe Tov Kavoviopo yia tnv TN, katL mou cuvABwg cupPaivel
otav to 8o to oclotnua eival LATPoTEXVOAOYLKO TPOloV 1| otolxeio aodadeiag evog
TETOLOU TIPOIOVTOC KOL EMOMUEVWCE UTIOKELTOL Ot afloAdynon ouppopdpwong amo
ave€aptnto Slamioteupévo dopéa. Na tig Stadkaoieg mpounBelwv TwV VOCOKOUELWY,
OUTO €XEL ONUOVTLKEG TIPAKTIKEG CUVETIELEG. Ta VOOOKOUEL Ba TTpEMEL va amaltolv ano
TOUG TPOUNDOEUTEG VAL TEKUNPLWVOUV TO KAVOVLOTIKO KABEOTWE TWV CUCTNUATWY TOUG,
ocupnepthapBavouévng tng tafvopunong MDR/IVDR, tnv avadopd Slamioteupévou
dopéa yla aflohdoynon Omou autd amatteital, TN CUUHOPIWON UE TIG OTOLTAOELS
udnAou kwvduvou tou Kavoviopou yia tnv TN, kaBwg Kal Tnv TeKunpiwon ¢ anodoong
ovd mAnBuoulak oudda Kal Twv METPWV TEPLOPLOUOU Twv TpokataAnpewv. Ot
ouuBaoslg mpounBewwv Ba MpPEMEL €mion¢ va amaltolv amd Toug avadoxoug va

13 Medical Device Coordination Group, Kateuduvtriplec 0bnyiec OXETIKA UE TOV YAPOKTNPLOUO KoL TV
taévounaon tou Aoyioutkot otov Kavoviouo (EE) 2017/745 (MDR) kot otov Kavoviouo (EE) 2017/746
(IVDR), Brussels: MDCG, 2019.

14 Medical Device Coordination Group, Kateuduvtriptec 0dnyiec yia tnv kAwikr aftoAdynan (MDR) kat tnv
aélodoynon entbooswy (IVDR) AoyLlouikoU o€ LaTplkEC oUOKEUEC, Brussels: MDCG, 2020.

15 Medical Device Coordination Group & European Al Board, KateuSuvtriptec odnyiec oystikd ue tnv
aAMnAentibpaon petaé twv kavoviaguwv MDR/IVDR kot Tou vOUoU yla TNV TEYVATH vonuoauvn, Brussels:
European Commission, 2025.
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TIAPEXOUV TNV amapaitntn TeKUnpiwaon, mAnpodopieg Stadpavelag Kal LETPO EMOTTELNG
mou xpelalovtal OcolL €ival umevBuvol yla TNV avamtuén kal Aeltoupyio Twv
ouotnUAtwy, oVupwva pe TOov Kavoviopud ywa tnv TN, ocupmnepllapBovouévwv
npoBAEPewv yla tn Sloodpalion Sikolwv OMOTEAECUATWY yla OAeC/OAoUG TIG/TOUG
aoBevelg.

ErutAéov tou Kavoviopou ywa tnv TN (Al Act), apketd eupwnaikd epyalsia €xouv
onpoaoia ywa tn dtakuBépvnon twv cuotnuAatwv TN OToV TOHEQ TNG UYELOVOULKAG
neplOaAng. O MNevikog Kavoviopog yia tnv Npootacia Asdopévwy (GDPR) e€akoAouBetl
va anoteAel évav Bacikd meploplopo yia tn Bloiatpikn kot ta cuotipata TN, kabwg ta
6ebopéva vyeiag anoteAouv l8IKN KATNyopLo TPOCWTILKWY SE60UEVWV KaL N AVATITUEN
OUOTNUATWY OE VOOOKOUELOKO TePBAAAov cuxvd amaltel tn Sievépyela Ektipnong
AVTIKTUTIOU O)XeTlkA pe TNV [Mpootacia Asdopévwv (Data Protection Impact
Assessments/ DPIA).

O Kavoviopog yia tnv TN (Al Act) (apBpa 26(9) kat 27(4)) cuvdEeL pNTA TLG TIPAKTIKEC
TwV UTeLBUVWV AVATTUENC KO AELTOUPYLOG TWV CUCTNUATWY HE TIG UTIOXPEWOELG YL
Ektipnon Avtiktumou oXetikd e tnv Mpootaocia Asdopévwv (DPIA) kat Bewpel tnv
Exktipnon Avuktinov / Emuttwoswv ota OgpeAwdn  Awouwwpoato  (FRIA)
CUMMANPWHATIKA TNG MPWTING, n omola umopel va meplhappavel tnv afloAoynaon
SL0POPETIKWV  ETUMTWOEWYV HETAEU TANOBUOULOKWY OPASWYV OE OVAAUCELS TIOU
AapBadavouv untodn to ¢duAo kat tn ¢uAn. EmutAéov, o Eupwnaikog Xwpog AeSopévwy
Yyelag (European Health Data Space/EHDS) amookomnel otn SteukoAuveon thg acdhaloug
npooPBaong oe Sedopéva vyelag TOCO yLa TNV MOPOX UTINPECLWV UYELOG OCO Kal yLo ThV
€peuva, Olatnpwvtag MoPAAANAQ LOXUPEG EYYUNROEL( yloL TNV Tpootacia Twv
Sedopévwy. 1© O EHDS avapévetal va Stadpapatiosl onpavtikd polo otn dnuioupyia
TIO QVTUTPOCWIEUTIKWY OUVOAWV Sebopévwy yla Tnv avamtuén cuotnudtwyv TN otn
Blolatpikn, evioxuovtag ta Ue afloAoynoelg Tou Ba €xouV OTO EMIKEVTPO TNV LOOTNTA,
evw 6Oa pewvouv Ttov Kivbuvo TNG UTOEKMpoowmnnong Ooupddwv acBevwv pE
OUYKEKpLUEVA SnUoypadIKE XapaKkTtnpLoTika.t’

T€Aog, 6oov adopa tnv KuPBepvoaodalela, o Opyaviopodg tng Evpwmnaikng Evwong ya
v KuBepvoaoddlewa (European Union Agency for Cybersecurity) €xel avamtU&el
kateuBuvtnpleg odnyleg oxeT{OPEVEG UE TIPAKTIKEG KUPBepvoaodaAsiag otnv TN. O
o6nyieg autég umootnpilouv OTL UPLOTAUEVO OPYAVWTIKA TIPOTUTA (OMWE MPOTUTIAL
Slaxeiplong aocdaielag kat mowotntag I1ISO) pnopouv va MPocopUOCTOUV OTLG OVAYKES
Twv ovotnudtwv TN.® Ou kateuBuvtipleg odnyie¢ tou Zuvtoviotikol Opydvou

16 European Union, Kavovioudc yia tov Eupwrnaikd Xwpo Asbouévwy Yyeiac (EHDS), Brussels: European
Union, 2024.

7 European Commission, Eupwriaikdc Xwpoc AsSouévwy Yyeiac (EHDS), Brussels: European Commission,
2025.

18 European Union Agency for Cybersecurity (ENISA), KuBepvoaopdAsia tn¢ TN kat turorntoinon, Athens:
ENISA, 2023.
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latpotexvoloyikwv  Mpoidvtwv  (MDCG) vy v KuBepvoaodaielad  Ttwv
LATPOTEXVOAOYLKWY  TIpOlOVIwY  kabopilouv 1O TAAiOl0 CUPHOPPWONG TWV
KOTOOKEUQOTWY HE TIG OXETIKEC amaltioelg Twv Kavoviopwv MDR kat IVDR, Sivovtog
€udaon otnv edappoyn Sadikacwwv Slaxeipiong KwdUvou kal otnv UloBEtTnon
Baokwv pétpwy KuBepvoaocdhdletac.® H woxupr StakuBépvnon tng kuBepvoaodEAetag
ouviota OepeAwdn mapdayovta yia T Sacdaiion tng Sikang Kat aflomiotng
Aewtoupyiog twv ocuotnuatwv TN. Méow tng mpootaciag TG QAKEPALOTNTAC TWV
Sedopévwy, tnNg acdalolg mpooPacng o€ AUTA Kal TNEG a€LOTLOTIOC TWV CUCTNUATWY,
HEWwVETAL 0 Kivbuvog akouolag Slawwviong n evioxuong udlotapevwyv Euduiwy,
DUAETIKWV 1] EBVOTLIKWV OVLOOTHTWV.

JUVOALKQA, TOL TIOPOTAVW VOMLKA €epyaAeia Snuoupyolv éva OUVOETO PUBULOTIKO
neplBAANOV €vtog Tou omoiou KaAouvtal va Asltoupyrnoouv ta cuotipata TN otov
TOMEQ TNG UYELOVOULKNG TepiBaAPnG. To MPOTEVOUEVO HOVTEAO pUBULONG CUCTNUATWY
TN yla ta eupwrnaika dnuoaota voookopeia €xel oxedlaotel pe Ao QUTEC TIC TECOEPLG
BAGIKEC VOULKEG «SLOOTACELG» TIOU SLETIOUV TNV MPAKTIKN edappoyn NG TN oTov TopEa
NG uyeiag. Avtiotolya, To LOVTEAO TTPOPAETIEL LNXAVIOUOUC yla TNV apakoAolBnaon kot
TOV EPLOPLOUO EUPUAWV Kal GUAETIKWY QVIOOTHTWY 0€ OAQ TOL 0TASLA TOU KUKAOU {WNG
TwvV ouotnuatwv Texvntig Nonpoouvng.

Evupwraikd kot AteBvry NAaiocta  AwokuBEpvnong  Tou
epapuolovral otnv YrnieuBuvn Texvnt Nonpoouvn otnv Yyeia

Elval onpavtiko va onpelwBel OTL Ta EUPWTAIKA PUOULOTIKA KOl KOVOVLOTLKA TTAQoLO
TIOU avoAUBNKavV TOPATIAVW OQTOTEAOUV TO TPWTAPXIKO VOMLKO BepéAlo ylo T
SlakuBépvnon NG TEXVNTAG VONUOOUVNG OTOV TOMEQ TNG PBloiatplkng €vtog tNng
Eupwnaikng Evwong. Népav Tou eupwrmaikol puBuoTtikoL eptBailovtog yiatn TN otn
Blotlatpikn, Stadopa pn deopeutika Slebvr epyaleia mapExouv KateuBUVOELS yla Th
Slaxeiplon twv KwdUVwv Tou ouvdéovtal pe tnv TN. Ta mpdéobeta mAaiocla
SlakuBépvnong mou efetalovtal otnv mapoloa £voTnTA TopoucLalovtal ylio va
avadei§ouv PAKTIKEG Kot pEBAdou¢ epapoyng mou pnopouv va aflonondolv oto
EUPWNAIKO TAAioL0, AELTOUPYWVTIAG TIAVIOTE CUMMANPWHOTIKA OTL EUPWTAIKEG
VOULKEG QUITALLTACELG KOlL OTLG apXEG TWV OepeAlwdwv Sikatwpdtwv. H aflonoinor toug
TIEPLOPIIETAL OE TEPUTTWOELS TIOU TipoodEPouV Xpriolpa mapadeiypata and AANES
Owkalwobooieg, otig omoie¢ €xouv nNdn edapuootel avrtiotooL pnxaviopol
SlakuBépvnong, Olwg OTouG TOMELS Twv HOVTEAWV Slaxeiplong kwduvou, Tou
oAyopLlOULIKOU eAEyXOU KoL TNG a&LloAOyNoNG BECLLKWY ETIMTTWOEWV.

1% Medical Device Coordination Group, MDCG 2019 16 Avad. 1 — KatsuSuvtiplec odnyisc yia tnv
KUBEPVOQOQAAELD TWV LATPLKWY CUCKEUWYV, Brussels: European Commission, 2020.
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MNna mopadeypa, 1o MAaiolo Awaxeipiong Kwvduvwv Texvnt¢ Nonpoouvng (Al Risk
Management Framework/Al RMF) tou EBvikou IvotitoUtou Mpotunwy Kat Texvoloyiag
twv Hvwpévwv MNoAwtewv (National Institute of Standards and Technology/ NIST)
TPOOodEPEL LA OAOKANPWUEVN Tipoaéyylon yla Tn Slaxeiplon kKivdUvwv o cuothpoTa
TN, ou epappoletal o OAa T 0TASLA TOU KUKAOU {wr¢ QUTWV KOL OPYAVWVETOL YUPW
amno tn owoth StakuBEpvnon, Tn xaptoypadnaon, tTnv aloAdynon Kot tn Slaxeiplon Twy
KwSUVwv.2° To mAaiolo autd avadelkviel pntd TN SKaoolvn Kal TNV AVTIUETWILON
emBAaBwv popdwv mMou POKUTITOUV Ao TPOoKATAANPELG W KEVIPIKEG SLOOTACELG yLO
v aglomiotn xpnon tng TN. EmutAéov, oto mAaiolo tng Stadlkaciog EVIOMIOUOU Kal
afloAoynong kwduvwy, evBappuvovtol OL OpyovIoHOL va avoyvwploouv Kol va
ovaAUoouv TIOAVEC OLadOPETIKEG EMUMTWOEL METAEL ETMPEPOUG TANBUCULAKWY
opadwv, Aappavovtag umoyn MopAyovIeEC OMWE TO BLOAOYLKO Kal KOWwWVLKO ¢UAO,
KaBwg kat Tt PUAETIKA KoL €OvOTIK TPOEAEUON. ZKOTOG €lvol N EVOWUATWON
UNXOVIOHWY SlaodaAlong TnG a&lomioTiog TOU CUOTHUATOG KAl EAEYXOU TWV KVOUVWY
oe OAa ta otadla oxedlaouou, avamtuéng Kal mapakoAouBnorg tou, cuvdualoviag
TEXVIKEC OLOAOYNOELS HUE OPYAVWTLKEG dladikaoieg Aoyodoaoiag. Mo Ta voookouelia,
Slaitepn afia tou MAaloiou Awaxeipiong Kivduvwyv Texvntrig Nonupoouvng (Al RMF),
anoteAel n SuvatdTNTA PETAOXNUATIOUOU TOU OE OUYKEKPLUEVEG TIPAKTIKEG, OMWG O
ocadnG KaOOopLONOG OPUOSLOTATWY Yyl TNV E€MOMTEid {NTNUATWVY LOOTNTAG, N
ocuotnuatiky afloAdynon tng amodoong twv ocuotnuAatwv TN oe SladOopETIKEG
MANOUOULAKEG OLASEC KOl OL TEKUNPLWHEVEG OTPATNYLKEG TIEPLOPLOUOU KLVSUVWVY, OTO
TAQLOLO HLOG EUPUTEPNG IPOCEYYLONG TToU BacileTal ota dikalwuata.

e eninedo Swayxeiplong, to mpotumo ISO/IEC 42001 tou AweBvolg Opyaviopou
Tunomnoinong (1SO), kaBopilel mpolTOOETELS yla Eva 0pyavwTIKO cuoTnua Slaxeiplong
ovotnuatwyv TN, £otlalovtoG O TOALTIKEG, OTOXOUC, SLASIKAOIEC KOl UNXAVIOHOUG
ouvexoU¢ BeAtiwong pe otdxo thv umeLBuvn xprion auvtwv.?! Av kot v kaBopilel
OUYKEKPLUEVOUC TUTouC BAafwv, umootnpilel TNV EVOWHATWON TWV aAPXWV TNG
Skaloouvng Kat TG KN SLAKPLONG OTLG TIOALTLKEG TToU adopoUlV TNV 0pyAVwWOon KoL TOUG
HNXOVLOUOUG €A€yxou KWOUVWYV, ETUTPEMOVIAC OTa LOpUHATA va QVTLPETW{ouV
ouvTtoviopEva TiBaveg mpokataAfP el wg mpog to GUAO Kal tn GUARA. ZUUITANPWHATIKA,
To mpotumno ISO/IEC 23894 napéxel kaBodnynon yla TNV evowpatwon tg Slaxeipong
KwwéUvwyv otnv avantuén kot epapuoyn cuotnuatwyv TN, cuuneplappavouévou tou
EVTOTILOMOU KOL TNG OVTIUETWIILONG TOUC, oL omoiol oxetilovtal He OKOUOLEG N
Suoavdhoyeg emMtwoel os SladopeTkEC TIANBUOLAKEG opAabeC.?? ESIkOTEPA OTOV
Topéa TNG KAWLIKAG TN, to mpotumo ISO 14971 mapéxel Eva SounUEVO TTAALOLO apxXwV

20 National Institute of Standards and Technology, [MAaioto Atayeiptonc Kivbuvwy Teyvntric Nonuoauivnc
(Al RMF 1.0), Gaithersburg, MD: NIST, 2023.

21 International Organization for Standardization, ISO/IEC 42001:2023 — SUotnua Staysiptonc Texvnthic
vonuoouvng, Geneva: ISO, 2023.

22 |International Organization for Standardization, ISO/IEC 23894:2023 — Ataxeipton KwSUVwV TEXVNTAC
vonuoaouvng, Geneva: ISO, 2023
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Slaxeiplong kwdlvou, TO oOmolo XPNOLUOTOLE(TAL €UPEWG yla T puUBUWON Twv
LOTPOTEXVOAOYIKWY TIPOIOVIWY. Ol OpXEG QUTEG TEPAAUBAVOUV TN OCUOTNUOTLKA
avayvwplon Kwwduvwy, tTnv afloAdynon Kal tov €Aeyx0 Toug, KaBwG Kal Tn CUVEXN
nopakoAolBnon og dAa ta otddia Tou KUKAOU {wr¢ Tou Tipoidvtoc.?3 Ou Stadikaoisg
OUTEG MMoOpoUV va  emektaBolv wote va meplappavouv tnv  afloAdynon
Sladopomnol|oeEWV 0TNV AMOTEAECUATIKOTNTA TWV CUCTNUATWY - WG Hopdr SuvnTKAg
BAABNC- avapeoa o SladopeTIKEC TANBUOULAKES OUASEC. Ta TapamAavw POTUTA Elval
Wdlaitepa xproua, Kabwg MPOTEiVouV Lo SOUNHEVN OPXLTEKTOVLKI EVOG CUCTIHOTOG
SLaxeiplong novu pnopei va uLoOeTN Ol anod ta voookopeia. MapdAAnAa, mMopEXOUV HLO
Kowr YAwooO yla TNV EVOWHATWON amapaitntwy npoinobécewv mou oxetilovral Ue
Intuata LodtnTag, Onwe n afloAoynon anddoon amoTeEAECUATWY ava MANBUCULAKA
OHAS KAl N OVTLUETWITILON TWV TIPOKATOANPEWV OTLC SLadIKAOIEC TPOUNOELWVY KaL OTLG
oupBaoelg e mpounOeuTEC.

Emiong, ta mAaiola nBAG SlakuBEpvNong MOPEXOUV HLOL ONUOVTLKA KOVOVLOTIKN
kaBodnynon. Ou KateuBuvtrpleg 0Odnyiec tng Eupwmnaikng Emtponnc ywa Aflomiotn
Texvnty Nonupoouvn (Ethics Guidelines for Trustworthy Al) amoteAoUv €va XprioLUo, oV
Kot pn SeopeuTiko, epyaleio.?* Ou obnyieg autéc opilouv emtd (7) amapaitnteg
npoinoBéoelg yla unmevBuva cuotiuata TN, petafl Twv onolwv mepthapfavovtal n
nokilopopdia, n un SLakpLon Kat n dkaloclvn, oL OTOLEG OUGLACTIKA UTIOYPOUpI{ouV
™V avaykn npoAndng, avilueTwong Kol anoduyng popdpwv npokataAnPewyv kabwg
Kal tnv oafloAdynon TwV EMUTTWOEWV QUTWV O TANBuopoUg He OladopeTikd
Snuoypadikd XopakInpPLOTIKA, Onw¢ to dUAo Kol n dulAetikr) TpoéAevon. H Alota
Aflohoynong ywa Afomiotn Texvnti Nonupoouvn (Assessment List for Trustworthy
Artificial Intelligence/ ALTAI), n omola avamntuxdnke amno tnv Opada Eumnelpoyvwpdvwy
™¢ Evpwrnaikig Emtponig ywa tnv TN, HETATPEMEL TIG Mapamdvw odnyleg oe éva
epyadeio autoalohdynonc.?> to mAaiolo evog povtélou unebBuvng StakuBEépvnong
™G TN oToV TOMEQ TNG UYELOVOULKAG TtepiBaAdng, n Wlaitepn afia tou ALTAI €ykettal
oTn Hopdn ToU WG Kia AloTa EPWTNHATWVY, TIOU UIMOPEL VAL EVOWUATWOEL OE TIPAKTIKES
eAéyxou ywa Sadikaoieq mpounOewwv Kat avantuéng cuotnpatwv. Me tov Tpomno
auto, evBappuvovtal ol eumAekopevol ¢opeic va efetdalouvv InTAMOTA OMWE N
OVTUTPOOWTEUTIKOTNTA TwV dedopévwy ekmaidbevong Twv cuotnudatwv TN, o kivbuvog
EUPAVIONC AVIOWV KALVIKWV OTTOTEAECUATWY KOL N EMAPKELD TWV HETPWY TIPOOTACLOG
€VAVTL EMUTTWOEWY TIOU TIPOKUTITOUV amod OLOKPLOELS, EVOWHATWVOVTAG £TOL TN

23 |nternational Organization for Standardization, ISO 14971:2019 — latpikéc ouokevéc: Epapuoyn Tne
Slayeiptonc KivdUvwy Ot LATPLKEC CUOKEVEC, Geneva: ISO, 2019

24 European Commission, Katsuduvtriplec ypauuéc Seovrodoyiac yia pia aflémiotn texvnti vonuoouvn,
Brussels: European Commission, 2019.

%5 European Commission, KatdAoyoc A&loAdynonc yia A&idmiotn Teyvntri Nonuoovvn (ALTAI) —
AutoaéloAoynan, Brussels: European Commission, 2020.
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Stdotaon INTNUATWY LOOTNTOG OTIG KABNUEPWEG QMODACELS KALWLKWY, TEXVIKWV
OTEAEXWV Kl SLOLKAOEWV VOOOKOUELWV.

A6 TNV OTTIKN TwV avBpwMivwy Sikawpatwy, N ZupBoaon-mAaiolo Tou ZupBouliou g
Eupwrnng OXeTIKA HE TNV TEXVNTA vonuoouvn Kol Ta avBpwriva Sikowpata, Tn
Snuokpatio kat To Kpatog Swkaiouv (Framework Convention on Al) amoteAel éva
dlaitepa onUAVTIKO VOULKO epyaleio, kaBwg otnplletal ot apxEG TNG avBpwrvng
aflompenelag, ¢ dtadavelag, Tng Aoyodoaoiag, TnG LooOTNTAG, TNG KN SLAKPLONG KAL TNG
TPOOTACLOG TNG OLWTIKOTNTOG, TOPEXOVTAG €va oadEG VOULKO TAQIOLO yla Tnv
OVTLUETWTILON  TWV  EMUTIWOEWY TOU  TIPOKUTTOUV  amo TG Slakpioelg,
ouunepapPBavopévwy ekeivwv mou oxetilovtol pe EUPUAEC 1 UAETIKEC pOpdEG
npokataAnyPng ota cuvotrpata TN. 26 Avtiotowa, ot Apxéc yia tnv Texvnt Nonpoouvn
Tou Opyaviopol OWKOVOULKAG Suvepyaoiag kat Avamntuénc,?’ kat n Zuotaon tng UNESCO
yla tn Asovroloyia tng Texvntic Nonupoouvng?® mapéxouv Slebvr) KavovIoTIKA
kaBodnynon, evBapplvoviag TOV EVIOTMIOMO KOL TOV HETPLAOUO Sucavaloywv
ETUMTWOEWV METAEY SLadOopeTKWY TMANBUOULAKWY OHASWVY Kal gvioxlovtag Tnv
nenoiBnon ot ta cuotuata TN Sev MPEMEL vaL AQvOITapAYOUV 1 VA EVIOXUOUV SOULKEG
KOLVWVIKEG aviooTtnTeG. EWdikotepa, 6oov adopd tnv nBkn StakuBépvnon tng TN otov
Topéa NG uyeilag, o Maykooulog Opyaviopog Yyeiag (MOY) €xel datunwoel €L (6)
BeUEAMLWOELG OPXEC: TNV AUTOVOLQ, TNV eunUepla, TNV eNeEnynollotnta, tnv euduvn,
TNV oTNTA Kat thv avtanokplowdtnta.?? H apxf tng woétntag, emiPAAAEL thv
afloAoynon mbavwv StadpopomoL|CEWV OXETIKA LE TNV MPOoBaor, TNV anodoon Kot
Ta anoteAéopata tTwv cuotnpatwv TN petady Stadopetikwv opadwv acOevwv,
Aappavovtag unoyn mapdayovteg Onwe To BLoAoyiko ¢pUAO, TO KOVWVLKO GUAO Kall Th
duletikn npoéAeuon.

Ta 6lebBvy auta mAaiowa umevBuvng SlakuBEpvnong ocuvdéovtal QUECA ME TIG
anattnoelg Tou Xaptn Ogpedlwdwyv Akalwpatwy tng Evpwnaikig Evwong oXeTKA Ue
™V avBpwrvn aloMpENELA, TNV LOOTNTA, TN KN Sldkplon kal to Sikailwpa otnv vyeia.
MapdAAnAa, potpadovtal pia kown €pudacn otn dtakuBépvnon kab’ 6Ao tov KUKAO Lwng
TWV CUCTNUATWY, ApXEC OL OTIOLEG UIMOPOUV va PHeETAPPAOTOUV AUECA OE TIPAKTLKOUG
HNXOVLOUOUG eAEyxou Kat Aoyodoaiag yla Ta dpUpata UYELOVOULKAG epiBaAng.

Albaypoata anod SLaTopeEAKA PUOULOTIKA LOVTEAQ

26 Council of Europe, ZuuBaon-MAaioto yia tnv Texvnti Nonuoaouvn (CAl), Strasbourg: Council of Europe,
2023.

27 Organisation for Economic Co-operation and Development, OECD Apxéc tou OOSA yia tnv Texvnti
Nonuoaguvn, Paris: OECD, 2019

28 UNESCO, Suotaon oystikda ue tn Seovrodoyia tn¢ texvntric vonuoaouvvnc, Paris: UNESCO, 2021.

2% World Health Organization, H9wn kot AtakuBépvnon tn¢ Texvntric Nonuoouvng otov Touéa tng Yyeiog,
Geneva: WHO, 2021.
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Topeilg pe vPnAd enimeda texVoAoylkwy KvOUVWY, OTIWE N agpomopia, o TPAMETILKOG
KAQSOG Kal n PopUAKEUTIKN Blopnxavia, €xouv avamtuel 6w Kal TOAAG xpovia
e€ellypéva ocuvotnuata SwokuBépvnong yia tn Staxeipion toug. OL Topeic autol
TPoodEPOUV TIOAUTIUEG TIPAKTIKEG pUBLILONG, OL OTOLEG UMOopOoUV VA TPOCAPHOCTOUV
otn StakuBépvnon Twv cuotnuatwyv TN oTov XWPO TNE UYELOG KAL OTNV QVILLETWTILON
ouvadwv MPoKANocewvV Mou oxetilovtal pe mpokataARPelg Adyw GUAou Kot GUAETIKAG
T(POEAEUONC.

MNapott N €uduAn 1 duletikn mpokatdAndn dev anoteAel texvoAoylkd Kivduvo Ue TN
OTEV £VVOLO TOU OpOoU, aVaSUETAL WE KOLVWVIKO-TEXVIKOC Kivouvog otav ta dedopéva,
oL aAyoplBpOoL Kal OL TIPAKTLIKEG OPyavVWOoNG TWV CUCTNUATWY, aAAnAosmibpouv e
SOUIKEC OVLOOTNTEG OTOV XWPO TNG UYELOVOULKAG TepBaAng. 2to mAaiolo auto, o 6pog
«Kivbuvocy avagepetal otnv ekdnAwon tng mpokataAnPng os enimedo cuOTAUATOC,
OMWG OUTA OTOTUTIWVETAL OTO QTOTEAECUATA, OTIC ANMOPACELG KOL OTIC KALVIKEC
ekBaoelg, mapad otnv apxtkn attia dnutoupyiag tng. O 8Lo¢ 0 TOUENG TNG UYELOVOULKNAG
niepiBaAPnc Slabetel extevr) dedopéva mou katadelkviouv TNV Umapén avtiotolywv
daALVOUEVWY, OTIWC OL TEKUNPLWHEVEC Sladopomoloelg otn Slayvwaon, otn BepameuTIKN
OVTLUETWILON KAl otnv TPOoPAsPn KwdUvou MPeTall MANBUCHLOKWY OUAdwY TIOU
Slakpivovtal pe Baon to dpUAo kat tn PUAETIKY / €BvoTikA MPOoEAEUDN. ZUVETIWG, TA
napadeiypata and aAAoug Touelg AeltoupyoUV CUUMANPWHOTLKA TIPOG TA EUNMELPLKA
6ebopéva TOU XWPOU TNG UYELOVOULKAG TepiBaAdng, kabwg avadelkviouv
SOKIHAOUEVOUG UNXavIopoUg StakuBEpvnong yla tn Slaxeiplon cUVOETWY CUCTNUATWY
udnAol avtiktumou, evw ta Sedopéva amod ToV XWPO TNG UYELOVOULKAG TepiBaAdng
TEKUNPLWVOUV TNV avAyKn €POpUOYNG AVILOTOLXWY PUOULOTIKWY UNXAVICUWV.

Eva oxetlkO mapddelypo amotedel 1o Ivotnua Awaxeipiong Aodaielag (Safety
Management System — SMS) ou epoappoletal otnv agponopia. Ot SteBveic kavoviopol
TIOALTIKNG aEepomopiag avilheTwrnilouv TNV acdpaAelad OXL WG ML HEUOVWHEVN
Stadikaoia motomoinong, aAAd w¢ Ula CUVEXWE EEEALCCOUEVN OPYAVWOLAKN TIPAKTLKA
mou Baoiletal otov evtomiopo KvdUvwv Kat tn dlaxeiplon toug, otn dtacdpaiion tng
aodAAElQg HEOW MNXOVIOHWV TtapokoAouBnong kal eAéyxou, otn OSlaxeiplon
ETUXELPNOLAKWY aAAaywv Kot otn ouvexh BeAtiwon twv Stadikaowwv.3® H sbappoyi
OUTAG TNG TPooéyylong otn SlakuBépvnon twv cuotnudatwv TN otov XWwpo NG
UYELOVOULKAG TiepiBaAdng Oa pmopouce va oénynoelL otn dnuwoupyia €vog
«Zuotnpatog Ataxeipiong Aopalewag TN» (Al Safety Management System), To omnoio
00 EVOWMATWVEL MAPAHUETPOUG LOOTNTAC, OTIWC:

(1) ™ dnuioupyia pnxaviopolL avadopdc KvdUVWY Kal TEPLOTATIKWY TTOU WOoTOC0 SV
obnynoav oe BAAPNn (near misses), p€ow Tou omoiou ol KAwikol emayyeAuatieg Ba

30 International Civil Aviation Organization, Eyxetpibio Atayeipionc Aopdlsiac (Eyypago 9859), 4th ed.,
Montréal: ICAO, 2018.
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UMopoUV  va  Kataypddouv TOAVEC TEPUTTWOEL EUGUAWYV 1 DUAETIKWV
nipokataAnPewv:

(2) ™ Swatripnon emionuou pnTtpwou Kvduvwv yla kabe cuotnua TN, oto omoio Ba
kataypadovtal ot Sladopomolioel ot OoMOTEAECHOTA  HETOELD  SLOPOPETIKWV
TMANBUoULOKWV OpAdwV acBevwyv:

(3) Tnv edapuoyn Sladikaciwy eAéyxou aAAaywy, HECow Twv onolwv Ba afloloyeital o
avtiktumog twv avapabuicewv Twv HovtéAwy, Twv HeTafolwv ota dedopéva 1 Twv
TPOTIOTOLNCEWV OTIG KALWVIKEC OSladlkaoleg KoL ota amoteAéopata 6ocov adopd TNV
LoOTNTA KOl

(4) ™n Sievépyela eplodikwv agloAoyrnocwv aopaAelag pe SLopOWTIKEG EVEPYELEC TTOU
OVTIUETWII{OUV TOOO TEXVLKOUG KLvOUVOUG, OCO KOl EVTOTILOUEVEC €UPUAEG Kal
dUAETIKEG aviootntec. H mpooéyylon autr Bpiloketal o cupdwvia pe Tov Kavoviouo
yta tnv TN (Al Act) (apBpa 9 kat 72), mou adopd otn Sdaxeiplon KvdUvwv og OAa ta
otadia Tou KUKAou {wNnG Twv cuoTtnuatwy TN Kal otnv TapakoAouBbnor) Toug HETA TN
S61aBeon otnv ayopa.

Mta SeUTEPN XPNOLLUN TIPAKTIKI) TIPOEPXETAL OO TOV XPNHOTOTILOTWTLKO TOUEN, OTIOU
OUVOETA MOCOTIKA £pyoAsia aAVTILETWIOVTOL W «LOVTEAQ» TIOU QTIALTOUV QUOTNPEC
Stadikaoieg avamtuéng, aveéaptntng enkUpwong Kal emomnteiag tng StakuBépvnonc.
210 MAaoLo TNG TPAMEILKAG ETTOMTELAC, avTioTtolya poviéAa Slaxeiplong Kivduvou €xouv
epapuootel oe Sadopeg Oikatodooieg, Omwg otic Hvwuéveg MoAtteieg (m.x. ot
Emontikég KateuBuvtnipleg 06nyieg tng Opoomnovdiakig Tpamelog twv HMNA oXETIKA pE
1o Mpotumno/ Movtélo Alaxeiplong Kwwduvou), mapéxovtag éva Tapadelypa ylo tnv
epapuoyn) OSladkacwwv emkUpwong, €AEyxou kot ave€daptntng afloAdynong
HovTéAwy.3t

AVTIOTOLYEG TIPAKTIKEG UMOPOUV va edappootolv o cuotipata TN otn Blolatpikn,
wote va Swacdaliletar ot ta epyalsia umootAPLENG KAWIKwY anodacswv
untoBaAlovtal oe avefAptntn EMIKUPWON (EOCWTEPLKA 1 EEWTEPLKA) TPV OO TV
€LOAYWYN TOUG OTNV KALWVIKN TPOKTLKA, KE L8IKA a§loAdynon tng anoddoorng Toug o
SladopetikéG MANOUOULAKEG OHASEG HE SLAPOPETIKA XOPOAKTNPLOTIKA WG MPOG TO
$UAo kat tnv Puletikn | €BvotikA mpoéAevon. Ta Bactkd TeKURpLla EMkUpwong Ba
TpEMEeL va meplhapfavouv tnv meplypadr Tou okomol Xprong Tou CUCTHMATOC, TWV
oplwv Aettoupylag Tou, TWV YVWOTWV TEPLOPLOUWY TOU, KaBwg Kal tng anddoon Tou
avd mAnBuoptakn opdda, cupnephapfavopévwy tuxov dtadopwv KabBwe Kot LETPWV
HETplaopol. H emaveruklpwon Oa mpémel va evepyomoleital otav 1o cuoTnua
epapuodleTal og VEO 0pyaVLOUO UYELOVOULKNG TtepiBaAdng, o SLapopeTikd mMAnBuoud

31 Board of Governors of the Federal Reserve System and Office of the Comptroller of the Currency,
Emontikéc katevSuvtnplec odnyiec yia tn Stayeipton tou kivduvou uovréAwv (SR 11 7), Washington, D.C.,
4 April 2011.
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a0Bevwy, 6Tav cUVEEETAL PE VEO EEOTTALOUO I TPWTOKOAAQ, OTAV TPOTIOTIOLE(TAL ATIO TOV
Tapoxo N mapouolalel evdeifelg umoBaduiong tng anddoong tou. O MPAKTIKEG OLUTEG
ouvadouv pe tov Kavovioud yua tv Texvnty Nonuoouvn (apBpa 13, 14 kail 60), o
omoiog emiBaArAeL tn Sie€aywyn dokipwy, Tn dtadavela évavtl Twv opéwv epapuoyng
KalL TNV avOpWTILVN ETOTITELA LE OKOTIO TOV EVTOTILOMO KL TNV TIPOANYN TG UTIEPBOALKAG
€€AdpTNONC MO AUTOMATOTIOLNUEVES anodAoELS (automation bias), Stacdaiilovtag otL
n ¢dpovtida mou unootnpiletal amod TNV TEXVNTH vonuoouvn eival aodalng kat dikatn
yla OAeG TIC SLapoPETIKEG TANOUCULAKEG OUADEC.

Ooov adopd otn SltakuBépvnon TwWV CUCTNUATWY HETA TNV AVATITUER TOUC, TO LOVTEAO
pLBULONG OTOV XWPO TWV GAPUAKWVY TIPEXEL LLOL LOLALTEPA XPrOLLLN TIPAKTLKE, QUTH TNG
«papuokoemaypunvnong» (pharmacovigilance). Ito mAaiolo auto, oL avemBUUNTEC
EVEPYELEG Kal TO onpata aodpdAelag cuAAéyovtal, afloloyolvral kal avaAvovtal
OUOTNUOTIKA YLOL TOV EVTOTILOUO VEWV KIVOUVWV. ZUYKEKPLUEVA, TO MEpog VI twv OpBwv
Mpaktikwv Qapuakoenaypunvnong (Good Pharmacovigilance Practices/GVP) tou
Eupwnaikol Opyaviopotu Qapuakwv (European Medicines Agency) kaBopilet
AEMTOUEPELG amaltoelg yia T ouAloyn, tn Slaxeiplon kot tTnv umoBoAn avoadopwv
OXETIKA PE UTIOYIEG AVETIIOUUNTWY EVEPYELWY, OVTAVOKAWVTOG L0 OALOTIKH TIPOCEYYLON
otnv avadopd TEPLOTATIKWY Kal tnv mapakolouBnof touc.3? M avtiotoyn
Tpooéyylon «emaypumnvnong ywa tnv TN» (Al-vigilance) Ba pmopoloe va emutpEPeL ota
VOOOKOMELa TNV Kataypadn, afloAdynon Kat avaAucon MEPLOTATLKWY TTOU oxeTilovtal
HE KAWVIKEC amodACELG EMELTA ATIO TN XPHoN cuoTtnuatwy TN, pe Wlaitepn éudaon otov
EVTOTUOMO TOAVWY EMUMTTWOEWY TIOU TIPOKUTITOUV amd mpokataAnPelg kabwg Kat
{NTNUATwWvY LooTNTaC.

‘Eva Tétolo ocuotnua Ba prnopouoe va neplhappavet:

(1) ovotnuatiky umoBoAr ekBéoswv TOU KaTaypAdeEL TUXOV TOPOTNPOUUEVEG
aviootnteg otn dpovtiba n ota amoteAéopata avaloya He To PBLOAOYIKO KOl TO
KOLWVWVLKO GUAO 1) TG UAETIKEG/OVOTIKEG SLadopEg,

(2) umoxpewtik Kataypadr cofapwv MEPLOTATIKWY OTa omoia ol TpokataAAPELg
evdéxetal va cuvéBaiav otn Stadopomolnuévn HETAXELpLON TwV acBevwy,

(3) umoxpewoelg yvwotomoinong OTov TAPOXO KOl OTIC OPHOSLEC OPXEG TWV
npoPAnuATwy mou oxetilovtal pe {NTAUATA LoOTNTAC (EVNUEPWON TWV APXWV EAV OL
npokataAnPelg odnyouv oe coPapry PAAPN, onwe sodaipévn Sldyvwon 1 avion
HETaxelplon, evw oL cUVABEL] avloOTNTEG MOPAUEVOUV OTO MAQICLO TNG ECWTEPLKNG
mapakoAouBnong tng moLotTnTag), Kat

32 European Medicines Agency, Evétnta VI tou GVP: SuMoyri kat uroBoAr ava@opwy yia UIOMTEC
avermduunteg evépyeleg, London: EMA, 2017
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(4) unxaviopoUg aviyveuong taoswv Kal evdeifewv nou evronilouv avaduopeva potifa
TPOoKATOANPEWY OE TUAHOTO, EYKATOUOTACELS | OTO EUPUTEPO SIKTUO UYELOVOULKNG
nepiBaAPnc.

Mua tétola Stadikaoia mapakoAouBnong Ba emETpemne tnV €dopuoyr TPOANTITIKWY
HETPWV TEPLOPLOUOU KvOUVWV Kol tn ouvexn PeAtiwon, SiaodaAilovtag oOtL n
nepiBaAPn mou unootnpiletal and tnv TeEXVNTH vonuoouvn dev eival povo acdalng,
OoAAQ KOl LOOTLUN.

TéAhog, epyaleia dnuootag SiakuPBépvnong, OmMwe ol afloAoynoelg aAyoplOpikou
OVTIKTUTIOU Kal Ol €AEyXOL YlO €VTOTILOUO TPOKATAANWPEWY, TIPOOHEPOUV TIPAKTIKES
HeBSGSoug yla TNV afloAdynon TwV KOWWVIKWY ETIMTWOEWV TWV OLUTOUOTOTIOLNUEVWY
cuotnuatwyv ANYng anodpdoewv, cupuneplapfavouévwy mBavwy avicotHTwV PETaEY
TwV dladopetikwv GUAWV 1 GUAWV. Ta Epyalela QUTA UETATPETIOUV TIG NOIKEC APXEC
KOl Ta TPOTUTIAL AVOPWTTIVWV SIKAUWUATWY O £POPUOCLUEG SLadLkaoleg, HEOW TwV
OTIolWV oL opyaviopol pmopouv va evtomilouv Kot va epLopi{ouv MIBAVEC aVIoOTNTEG
TPLV IO TNV OVATTTUEN TwV cUoTNUATwWV. MNa mapadelypa, n opoomovdiakr AELoAdynaon
AAyop1Buikou Avtiktumou tou Kavada aflohoyel toug Kivbuvoug Twv cuotnudtwyv TN
KoL TOUG OUVOEEL HE OUYKEKPLEVA METpO METpLaopol,?® avtipetwniloviag tnv
avantuén tng TN wg {tnua Staxeiplong emuttwoswy. Avtiotolya, n MPOCEyyLon TN¢
TOANG tng Néag Yopkng yla epyodeia avtopatonolnpévng ANYng amodpAcewv otnv
armaoxoAnon amottel €Aéyxoug HepoAnPiag Kal UTOXPEWOEL Onuootomoinong
rmAnpodopwv.34 e autd To MAALOLO, T VOOOKOUELD KOl OL OPYOVWOELG TNG KOWVWVIOC
TWV MOALTWYV OTOV XWPO TNG uyeiag Oa uropovcav va epaprocouV Eva OAOKANPWHEVO
«Nakéto A§loAoynong kat EAéyxou Avtiktumou TN», to omoio Ba cuvdudlel éva
SOUNMUEVO EPWTNUATOAOYLO ECTLOOUEVO OTNV LOOTNTA HE MEPLOSIKOUG AVEEAPTNTOUG
eAéyxoug &wkaoolvng, TAPEXOVTIAG TEKUNPLWUEVN EWKOVA TG amodoong Twv
OUOTNUATWY 0€ SLOPOPETIKEG TTANOUCULOKEG OUASEG KAl TWV HETPWY OVTLUETWIILONG
nou edapudlovtal. H epappoyn evog tétolou mAatciov Ba evioyue tn Staddvela, tn
dnuoola Aoyodooia kol TNV gunmiotooclvn twv acBsvwv otn dpovtidba uvyeiag mou
urnootnpiletat and TN. H evowuATWwon KAVOVLOTIKWY HOVTIEAWV amd TOMELS OMwE n
aoddAela tng agpomopiag, n dtaxeipion KwdUVOU XPNUATOTIOTWTIKWY UOVTEAWY, N
dapuakoemaypunvnon Kot n aAyoplBuikn StakuBépvnon, €XEL WG OTOXO TN OKOTILUN
uetadopd kablepwpévwy apxwv SlakuBépvnonc. O Topeic autol emAEXOnKav emeldn
epapuodlouv otnV MPAEN CUCTNUATIKEG TIPOCEYYLOELG EVTOTILOUOU, TTapakoAolBnaong kat
HETPpLAOMOU KIvOUVWV 0€ OUVOETOL OUOTAHOTA, OTou &VOEXeTaL va TpokUYouv
S10pOPOTIOLNUEVEC EMUMTWOELG Yo SLadpopeTIKEC opadeg avBpwnwy. H onupacia toug
£€YKELTAL TOOO OTNV EVVOLOAOYIKI] TOUC OUVAPELX OCO0 KAl OTNV amodeSelypévn

33 Treasury Board of Canada Secretariat, AfloAdynon twv emntwoswyv twv_alyopiduwy, Ottawa:
Government of Canada, 2026.

34 New York City Department of Consumer and Worker Protection, Epyaleioa autouatonoinuévne Arigng
AMOPATEWY OXETIKA UE TNV anaoyoAnon, New York: City of New York, 2023.
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epapuoyn pnxaviopwv SlakuPBépvnong oe OAa Ta otdadla tou KUkAou TWwNG,
UTIOXPEWTLKAG avadopaC TEPLOTATLKWY KOl aveEAPTNTNG EMOMTELNG, OL OTOloL UImopouV
Vo TIPOCOPHUOCTOUV ylO. TNV QVILUETWIION TpokatoAnPewv mou oxetilovtal pe
Intiuata puAou kot GUAETIKAG/eBVOTIKAG MpoéAeuang ota Blotatplkd cuotipata TN.
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IxEOL0 yloL €val KOWVOVIOTLKO HovteAo Texvntri¢ Nonpoouvng
EVUOUYPOUULOUEVO pE TOV XAapTn OepeAlwdwy AKALWUATWY yLa
dnuooLa VOCOKOMELD KOl OPYOVWOELG TN KOWVWVLOG TWV TTIOALTWV

H mapouoa evotnta mopouclalel TNV OLPXLTEKTOVLKI) EVOG KAVOVLOTLKOU HOVTEAOU TTOU
Baoiletar ot apxéc¢ tou Xaptn OgpueAwdwv  Awkalwpdtwv  tng EE, oAAd
SLatunwvetal wg £va cUVOAO MIPAKTIKWV SLASKAGLWV TToU UiopolV va edpappocouv
otnV NMPAgn Ta VOOOKOMELQ KL OL OPYOAVWOELS TNG Kowwviag Twv moAttwv. O Xaptng
ouviotd to BepéAlo yla tn Snuoupyia €vog TéETolou mAaLoiou Tou adopd oTn
SlakuBEpvnon Twv Texvoloylwv uyeiag otnv Eupwnn, pe 8laitepn Eudaon oTig apxEg
NG avOpwrvng afLlomMPEMELAC, TNG LOOTNTAC, TNG Amayopeuong Twv Slakploswv Kal Tou
SIKOULWHOTOC OTNV UYELOVOULKA TtepiBoAPn.3® Ta Sikawpota autd arnoktouy Wlaitepn
onuaocia otav autopatonolnuéva cuothuata TN emnpedlouv KAWIKEG ArmopATELS TTOU
adopouv tn ppovtida twv acbevwy, KaBWE EVOEXETAL VA EVIOXUOUV QVIOOTNTEG LETOEY
mAnBuoulakwyv opadwyv mou Sladopormolovuvtal pe Bacn to dUAO Kal TN GUAETIKN N
€0voTIKN KaTaywyn.

Ye BepeAwdeg eminedo, 1o apbpo 1 tou Xdptn, To omoio opilel 6tTL N avBpwrvn
aflompenela eival anapafiaotn, amoteAel tn Bdon yla TNV UloBETnon amapaitntwy
npoUmoBéoswv SwakuBépvnong mou  SaocdpoaAilouv OtL T ocuothuata TN
XPNOLUOMoLloUVTaL E TPOTO TIou dlatnpeitat n avOpwrivn Kpilon Kal o ogBacuog otnv
autovopia tou/tng acBevolg. Itnv mPaén, n opxn autr omattel Thv uloBEtnon
SikAeidwv aodaleiag Evavtl tng e§APTNONG QMO CLUTOMATONOLNHEVEG CUOTACELG, TN
Oéorion unxavicpwv apdopitnong anodpdcswv mou unootnpilovtar anod
ocuotrpata TN, kaBwg kat tn StaodpdaAion anoteAsopatikng KAWVLKNG enonteiag. Ta
METPO QUTA QIOCKOTOUV OTNV ONOTponn TtnG UMepPoAlkrg edptnong omno
outopatomnowuéveg anodpacels (automation bias), SnAadn Tng Taon Twv avpwnwy
mou Aaufdavouv amoddceEl va  eUMIOTEVOVTOL UTEPPOALKA Ta OAyopLOUKA
OQTOTEAECHOTO, YEYOVOC TIOU WUTopel va odnynoeL otnv evioxuon UpLOTAPEVWY
aviocotATwy olaitepa av oL CUOTACEL TwV CUOTNUATWY TN CUCTNUATIKA KAVOUV
Slakploelg oe BAPOG CUYKEKPLUEVWVY TANBUCULAKWY OpAdWV.

Avtiotolya, ta apBbpa 20 kat 21, Ta omola KATOXUPWVOUV TNV LOOTNTA EVWTILOV TOU
VOUOU Kal armayopevouV TG dlakpioelg, BepeAlwvouv ) vopikn Bdon ya tnv enBoln
PNTWV UTIOXPEWOEWV OLlKALOOUVNG KOL TOV TIEPLOPLOUO TWV TPOKATAANPEWV oTa
ocvotipata TN otn Blolatpikig. Ta VOGOKOMELO TOU AVANTUGGOUV TETOLA GUCTHHATA
odeilouv va edapudlouv Sladikacie¢ ocvoTnUATIKAG TapakoAouBnong tng
anodoong toug ot Siadopetikol MAnBucopoug acBevwv, AapPdvovtag umoyn
XOPAKTNPLOTIKA OTwG To GUAO, TN PUAR 1 TNV €0BvOTIKA Kataywyr, KaBw¢ Kal T

35 European Union, Xdptn¢ twv Qsushiwdwyv Aikawwudtwy tn¢ Evpwnaikric Evwone, 2012/C 326/02,
Strasbourg: EU.
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SlaBepaTikoTNTA KAl TG SLoTAUPOUHEVEG aviootnTteC. Otav evromilovtol avVioOTNTEG
otnv anddoon r ota AMoTeEAEoUATA TwV cuoTnUAatwy TN, Ba mpémnel va AapBavovral
Slo0pBwTIKA METPA PECW TIPOCAPUOYWV TOU HOVTEAOU, OAAOYWV OTIC KALVIKEG
Stadkaoieg i evolaktikwy Sadpouwv ANPNng amoddcswv, WOTE n XPRon Twv
cuotnUAtwyv TN va pnv moylwvel SLapBpwTIKEC AVICOTNTEG.

ErumtAéov, To @pBpo 35 tou Xaptn eyyuatal to dikaiwpa og uPpnAo eninedo npootaciag
™G avBpwrvng UYelog Kal, w¢ €K TOUTOU, EVIOYXVEL TNV apxn OTL Ta cuotiuota TN
ETUTPEMETAL VO OVATITUCOOVTAL POVO Otav amodedelypéva cupufarlouv oe acdaln,
amoteAeopatiki Kat dikatn vyslovoutkn epiBaAdn. Ol texvoloyieg TN Sev Ba mpémet
va €ELl0AYOUV VEA gumodla otnv mpooBaon kat tTnv mepiBaAPn, oUuTe va emdevwvouv
UPLOTAUEVEG QVIOOTNTEC TOU  eMNPEAlOUV  LOTOPLKA  UTIOEEUTINPETOUEVOUG
MANBuopoUC aoBevwyY, EVW O QVTIKTUTIOC TOUG OTIG OMAdEC autéC Ba MpEmel va
UTTOKELTOL O€ oUVEXH agloAoynan.

Ma t StacdpAAlon aUTwV TwV SIKALWUATWY OTNV TTPAEN, TO KOWVOVLOTIKO LOVTEAO TOU
Eyypadou MoAwtikng (Policy Document) uloBetel pia mpoogyyion StakuBEpvnong nou
adopd oAa ta otddia Tou KUKAoU {wn¢ Twv cuotnuatwv TN, n onoia opyavwvel tThv
EMOMTELN TOUG YUPW QATO MO COELPA UTTOXPEWTIKWV onpeiwv AYPn¢ anodpdaocswv n
oAAlwg «TUAWV» (gates). OL MUAeC autég ekdpalouv TN AOYLK TWV PUBULOTIKWY
Sladkaowyv mou evowpatwvetal otov Kavoviopuo yla tnv TN (Al Act) kat tng cuvadoug
vopoBeoiag otov TopEa TG LUYElag, TAPEXOVTOG OTA VOOOKOUELD T duvatdtnta ULag
ocadoug kat eAEyELung Sladpoung dtakuBEpvnong. To povtélo Aappavel wg dedouévo
OTL £VO VOOOKOUELO KATA KOvOVa AELTOUPYEL KATA Kavova wg GopEag avamtuenc/xpnong
(deployer) cuotnudatwyv TN (cUpdwva pe 6oa opilovtal otov Kavoviouod yia tnv TN) kat
WG TAPOXOG UTINPECLWV LYeilag Baoel Tng eBvikng vopoBeoiag. MapdAAnAa, To povtéAo
KAAUTITEL TNV TEPUMTWON KATA TNV omola éva voookopeio kabiotatal mapoxog
kataokevaotng (provider/manufacturer) (yia ocuvotiuata TN mou avamtuccovial
EOWTEPLKA).

Ta voookopeia amoteAouv Toug KUpLoug hopeis avamtuéng kat eAéyxou epapuoyng Twy
ocuvotnuAtwyv TN, evw OL OPYOVWOEL{ TNG KOWWVIOG TwV TOALTWY AELTOUPYoUV WG
ave€aptntol dopeic emomteiag, €Aéyxou Kal mapakoAolOnong HE yvwpova Ta
Swawwparta, xwplg aueon eumAokn otnv kabnuepwn ANYn KAwkwv amodpdcswv
OXETLKA HE TNV QVATITUEN KaL XPHON TWV CUCTNUATWV.

H edappoyn autou Tou KavovioTikoU HovtEAou Baoiletal tnv apxr TG avaAoyLlkoTtnTaG,
avayvwpilovtag Ot ota SladopeTikd KpATn MEAN KAl OTA CUOCTAMATO UYELOG TOl
VOOOKOMELO KL OL OPYAVWOELG TNG KOWVWVIOG TWV TMOALTWVY evEEXETAL va SLaBétouv
SladopeTika eNineda TEXVLKNG, 0PYAVWTLKAG KOt AVAAUTLKAG LKAVOTNTOG. Ol EAAXLOTEG
UTIOXPEWTLKEG amaltioelg edapudlovral eviaia wote va Staodaliletal éva Bactkd
eninedo npootaciog w¢ mpog tnv acdalela, tn Staddvela KAt TNV LOOTNTA.
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MapdAAnAa, TIO TIPONYUEVEG TIPAKTIKECG, OTIWCE N EKTETAUEVN avaAuon MAnBuouLaKwWyY
umoopddwy, ol efwteplkol €Aeyxol Kal ta efeAlyuéva epyaleio mapakoAouBnong
npokataAnPewv, pumopouv va edpapudlovral otadlakd avaloya pe TG SuvaTOTNTEG
KABe opyaviopoU. To TEXVIKO MOPAPTNUA, €TIONG aKOAOUBEL auth tnv Tpoaoéyylon,
Slakpivovtog PeTafl EAAXLOTWY KOl CUVIOTWUEVWVY QTTALTI|OEWV.

1. MNUAN nediov epappoyng kat tafvopnong: Mpwv and tv mpounbela f v
avamntuén evog cuotpartog TN, oL opyaviopol odpeilouv va kabBopilouv To KOVOVLOTIKO
Toug KaBeotwe. H Stadikacia auth mephapfavel Tnv aloAdynaon Tou Katd mocov To
OUOTNUA CUVLOTA AOYLOULKO LATPOTEXVOAOYLKOU TipoidvToc, oUpdwva e Ttov Kavoviopuo
yla ta latpotexvoAoyika Mpoidvta (MDR) rj tov Kavoviouo yla ta In Vitro AloyvwoTtika
latpotexvoloyika Mpoidvta (IVDR), eav amotelel cuotnpa TN vdnAol kivduvou katd
tov Kavoviopo ywa tnv TN 1 €dv aviAkel o€ Katnyopio xapnAotepou KwvdUvou Tou
wotooo eakolouBel va amattel enifAePn ¢ StakuPBépvnong. Ie AUTO TO TIPWLLO
otadlo, TO VOOOKOME(D HmopoUv va emionupoivouv cuothpata TN Twv omoilwv n
TIPOPBAETIOPEVN XPrioN EVOEXETAL VAL EXEL AUENUEVEG ETIUTTWOELG OE {NTAMOTA LOOTNTACS N
va ennpealouvv dladopetikol¢ mMAnBuopoug acBevwy, avayvwpiloviag wotoco OtL
auta Ba uroBAnBoulv oe o Aemtopepr afloAdynon wg mPog TIG PoKataANPeL oE
oxéon Ue to pUAo Kat TN PUAR oe emdpueva otadla Tng dtadikaoiag. O KaTeUBUVTNPLEG
odnyleg tou Zuvtoviotikou Opyavou latpotexvoloyikwy MNpoiovtwy (MDCG) oXeTIKA e
TNV Totonoinon Kat taglvopnon AoyLoUIkoU, TTOPEXOUV TIPAKTIKA Ttapadeiypata mou
oupuBaiAouv otnv anoduyn eocdalpévng taflvounong, Evw SnuLoupyouv Tig BACELS yia
HETAYEVEOTEPEC AELONOYNOELC WE TIPOG TLC TPOKATAARYPELS Kat Ta {NTApOTa todtnTac. 36
e aUTO To O0TAdLo, Ta voookopeia nyouvtal tng Sdtadlkaociag taglvopunong Kat Tou
KQVOVLOTIKOU TtPOOSLOPLOOU, EVW OL OPYAVWOELS TNG KOWVWVIAG TWV TIOALTWY TTAPEXOUV
ave€APTNTEG CUUPBOUAEUTLKEG YWWHOOOTHOELG OXETIKA E KIVEUVOUG TTou cuvEEovTal e
InTAuata LooTNTag, XWPLG wotdoo va dtabétouv appodlotnta yla anodAcel; o auto
TO otddlo.

2. MUAN mpounBelwv Kol CUMPBATIKWV UMOXPEWOEWV: Katd to otdadlo Ttwv
npounBewwy, Ta VOOOKOUEld aokoUV ouxvd Tn MeEYAAUTEPN EMLPPON TOUG OTN
SlakuBépvnon twv cuotnuatwy TN. Ze auto to mAaiolo, Ba npémnel va Stacdalilouv otL
oL pounBeuTEG SeopevovTal CUUPBATIKA YLa TNV QVTLIHETWTILON KWvEUVWV Tou adopouv
intuata  aviootntag, oupmnepllapBovopuévwy Twv  EUPUAWY Kol  PUAETIKWV
npokataAnPewyv, o 6Aa ta otddla tou kKUKAou {wnG Twv cuoTnuAatwy. EmumAéov, Ba
TIPETEL VA UTIOXPEOUVTAL VO TIAPEXOUV TEKUNPLWON CUHPOpdwONG HE TO LoxUoV
KOVOVLOTIKO TAQiolo, OMw¢ €VOELKTIKA: OMOOEIKTIKA oTowxela agloAdoynong tng
CUUMOpdWONG, anmoTeAEopATA EMIKUPWONG anodoong kat kabe avaykaio mAnpodopia
wote oL popeig avamtuéng/ xprnong (deployers) va EKITANPWVOUV TLG UTTOXPEWOCELG TOUG

36 Medical Device Coordination Group, Kateuduvtriple¢ o6nyieC OYETIKA LUE TOV YXPAKTNPLOUO KOL THV
taévounon tou Aoyloutkou otov Kavoviouo (EE) 2017/745 (MDR) kot otov Kavoviouo (EE) 2017/746
(IVDR), Brussels: MDCG, 2019.
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Baoel tou KavoviopoU ywa tnv TN. OL cupPdaoelg mpounBswv Ba mpémel va
npoaodlopilouv pntd TNV Katavoun subuvwy petafl mapoxou kat popa avarmtuénc/
XPNong, CUUMEPNAUPBAVOUEVWY TWV ATOITACEWV OXETIKA e TN OSladdvela, tnv
TEKUNPLwon, TNV kataypadn cupBavtwy (logging), tnv avBpwrivn emonteia, kabBwg Kot
TNV TEXVIKA UTOOTAPLEN HETA TNV oavamrtuén. 2toxo¢ TtNg TUANG OUTAC €ival n
evowpatwon Owadikaowwv Aoyodooiag kal gualobntomoinong OXETIKA HE TLIG
npokataAnPelg mou evromnilovral oto cupBatikd mAaiolo, Stacdalilovrag dikan Kat
aodaAn avantuén. € auTto To oTAdL0, T VOOOKOUELa elvat umeUBuva yLa TI¢ amodAoELS
TPOUNBELWV KAl TWV CUUPBATIKWY TOUG pUBULCEWY, EVW OL OPYAVWOELG TNG KOWWVLAG
TWV TIOAITWV MUTOPOUV VA TIAPEXOUV CUMBOUAEUTIKN yla {NTAMOTO LOOTNTAC, XWPILC
wWOoTO00 AUTH va elval SECUEUTIKA.

3. MNUAn emkvpwong: To Tpito otadlo eivalr n mUAR emkUpwong, n ormoia
Staodalilel otL ta cuotrpata TN untokewvtal o ave€aptntn afloAdynon mpLv evtaxbouv
OTLG KALWVLKEG pOEC epyaciag. H Stadikaoia tng emikUpwong Ba mpénel va afloloyel T6o0
TN OUVOALKH armodoon, 600 KoL Ta AMOTEAECUATA O SLaKPLTOUG MANBUCHOUG acBevwy,
ue WSlaitepn éudoaon oto GpUAo Kal otn GUAETIKN 1| €BvoTikh Kataywyr). To otadlo auto
elval kaBoplotikig onuaoiag, kabwg ta cuvotiuata TN otn Bloiatpikr pmopel va
napouaotalouvv Sladopomolnuévn anddoon HeTalU TMANBUOULOKWY OHAdWV OTav Ta
Sebopéva ekmaidbeuong Sev elval QVILTPOCWIEVTIKA i} 0Tav dev AapPBavovtal urtoyn ot
Sladopomowoelg petall Tou TEPLBAAAOVTOC avamtuéng kot Tou TEPLBAAAOVTOG
ebapuoyic twv ocuotnuatwyv.?’ MapdAnla, n Sadikaocio aflohdynong Ba mpémnel va
TEKUNPLWVEL TOL UMETPA UETPLACUOU TIOU €XOUV €POPHUOOCTEL KOl VO aVASEIKVUEL TOUG
mBavou¢ evamnopeivavteg Kivduvoug avadoplkd e INTAMOTO OVLOOTNTAG, TIOPEXOVTAG
OTO VOOOKOMELD TA avoykaia OTOLEla YL TEKUNPLWUEVEG amodACELS avamTuéng. e
oUTO To otadlo, Ta voookopeia eival umevBuva yla T Slevépyela 1 avabeon tng
Stadkaoiag emkUPWONG KAl ylot TNV EPUNVELA TWV OMOTEAECUATWY OTO TAALCLO TwV
anodAcEWV yla TNV avantuén twv cuotnudtwy TN, EVw oL OpYaVWOELS TNG KOWWVLOG
TwV TOAITWV Tapéxouv ave€aptntn aflohoynon Twv Oekktwv amnodoong /
QTMOTEAECUATWY KOl TWV KWOUVWV W¢ TIPOC TUXOV TIPOKATOANYELS, XWPLG WoTOCOo va
€XouV €Aeyx0 Tl TWV anoteAeopdtwy ¢ Stadikaoiag emkupwaong.

4, MNUAN avantuéng: Metd tnv emtuxi oAokAfpwaon tou otadiou tng emkUPWONG,
akoAouBel n mUAN ¢ Stadikaoiag avantuéng Twv cuotnuatwy TN. Ze auto To oTtddlo,
To voookopeia odpeihouv va Stacdaiilouv OTL oL cUVONKEG AELTOUPYLAC TOUG EMITPEMOUV
v aocdaln, OSikawn kat umevBuvn xprion toug. Autd meplAapBAvel Tov 0OpLOUO
KATAAANAQ EKTTAULOEVUEVOU TIPOCOWTILKOU €MOTTElag, TNV €PapUoyr UNXAVIOUWVY TIOU
ETUTPEMOUV 0TOUC/OTLG KALVLKOUG LATPOUC VA TIOPOKAUTITOUV 1] VA QTIEVEPYOTIOLOUV TLG

37 Rajkomar, A., Hardt, M., Howell, M. D., Corrado, G., & Chin, M. H., AtaopdAion tn¢ Sikaoovvne otn
Unyoavikn uadnan yia tnv npowdnan g Lootntag otnv vyeia, Annals of Internal Medicine, 169(12), 866-
872, 2018.
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OAYOPLOUKEG CUOTAOELG, KOOWC Kot T StacdAALon OTL oL XPROTPLEG/ XPrOTEC KATAVOOUV
TOV OKOTIO, TOUC TIEPLOPLOUOUG Kal TUXOV Sladopomolioelg anoddoong Twv CUCTNUATWY
HETAEL SladopeTikwv TANBuoULloKWY opdadwv. Ou kAwikol ylatpol Ba mpémel va
EVNUEPWVOVTOL YLO EVOEXOUEVEC adlkaloAoynte¢ Sladopomolioelg oTa anoteAEéopaTa
mou oxetilovtal He TO BLOAOYLKO KOl TO KOWWVIKO PpUAO 1 Tt GUAETIKN Kal €BVOTIKA
Kataywyrn, evw ol acBevelc mpémel va evnuepwvovtal OtL ywa tn ¢dpovtida Toug
Xpnotuomnolouvtal epyaAeia umtootnpllOPeva amod TNV TEXVNTH VONUoouvn. € auTto TO
otadlo, Ta Voookopeia pEpouv TNV MARPN €uBUVN yla TG anopAceLl avantuéng, tnv
KALVIKI) EVOWHATWON KAl TNV €momnteia tng epapuoyn¢ twv cuotnudatwv TN, evw ot
OPYOQVWOELG TNG KOWWVIAC Twv TOATwv v cUpPETEXOUV otn Stadikacia avamtuéng,
WOoTO00 UropoLV va afLloAoyolV TNV ETOLLOTNTA AVATITUENG UTTO TO Mpiopa {NTNUATWY
LOOTNTOG KOl SIKOULWUATWV.

5. MUAN napakoAovBnong, eAéyxou KatAoyodoaiag : H teAkn autr) TUAN pubpuilet
TN HeTa-avamntuélakn ¢aon Twv cuotnuatwyv TN. Ta cuotripata opeilouv va UTIOKELVTOL
O£ OUVEXN TapakoAolBNoN W MPOC T CUVOALKN Toug amodoan, TG SladopomoLoeLg
HETAEL SlakpLtwyv MANBUCHWY KoL TuXOV cupBavta mou oxetilovtal He TNV aopAAELa i
HE {NTAHOTA LoOTNTAG. Ta VOOOKOUELo Ba TpEMEL val TnpoUV apxeior Aettoupyiag tou
ouoTNUaTog, va epapuolouVv TUTIOTIOLNUEVEC SLadikaoileg avadopas MEPLOTATIKWY TTOU
kataypadouv mibaveég nmpokataAnPelg Adyw ¢duAou 13 puAng kat va mpoPaivouv oe
TIEPLOSIKA EMAVEKTIUNON TNG amodoong HEOW OladKOoWWY EMOVENIKUPWONG. X€
TIEPUTTWOELS OToU  evrtormilovtal aviootnteg i Kivbuvol mpokataAnpewv mou &egv
UITOPOUV VOl AVTLUETWTTLOTOUV OTTOTEAECLLATIKA, TO oUOTN MO Oa TIPETEL VO TPOTIOTIOLE(TALL,
va avOOTEAAETAL A KoL va armooUpetal. Ta moplopata Ba mpémnet va tpododotouv T600
NV eoWTEPLKN dLakuBEpvnon, 600 Kal Tn cUANOYIKN paBnon o eninedo Siktuou — 6TMou
evdelkvutal - HME OTOXO TNV OQIMOTPOTI €EMAVEUPAVIONG TOPOUOLWY Hopdwy
nipokataAnPewv. e autd to oTtAdlo, Ta VOoookoueia pEpouv TNV eVBUVN yLa TN CUVEXH
mapoakoAouBbnon, tnv kataypadn, tnv avadopd MEPLOTATIKWY Kal tnv £dapuoyn
SLopOWTIKWYV UETPWY, EVW OL OPYOVWOELS TNG Kowwviag Twv moAltwv Slevepyouv
ave€dptntoug €eA€yxoug, afloAoyolUv OUOTNULKOUC KvdUVOUG INTNUATWY LoOTNTOG
HETAEL OSladopetikwv Popéwv Kal umootnpilouv tnv KAWAKwWON INTNUATWY ToU
adopoUV O EMIPOVEG OVIOOTNTEG, XWPLG VO OOKOUV ETIXELPNOLAKO EAEYXO ETL TWV
TPOTIOTIOL|CEWV TWV CUCTNUATWV.

ZUVOALKA, OL €V AOYW TUAECG HETACXNUATI{OUV TIG OPXEC TwV BePeAlWOWVY SIKAULWUATWY OE
OUYKEKPLUEVEG Oladikaoieg SlakuBEpvnong, oL omoleg €ival LKAVEG va OVTLUETWIICOUV
KlvéUvoug mpokataAnPewv mou oxetilovtal pe to GUAO Kal TN PUAETIKA KaTtaywyn ota
KALVIKA CUOTNHATA TEXVNTAG VONUOoUVNG.
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Ixnua 1: Mopeia dtakuBEpvnong TN euBuypappiopévn pe tnv Xapta AEQUITAS

AIAAPOMH AIAKYBEPNHZHZ TEXNHTHZ NOHMOZYNHZ EYOYTPAMMIZMENH ME TH XAPTA AEQUITAS
A TH BIOIATPIKH TEXNHTH NOHMOZYNH XTH AHMOZIA YTEIA

OEMEAIO: APXEXZ XAPTAZ & NOMIKO MAAIZIO EE

AvBpuwmvn , ; Akaiwpa otny
e A€onpéneta @ lootnTa @ M-Audkpion @ Yyetovopikn NepiBakyn
MNpd€n yia tnv TN (Al Act) | MDR/ IVDR | GDPR | EHDS
r s — / P
o =
o~ |0 |[o o o
o — ‘ —_— ‘/
ZKOMOX & * MPOMHGEIA & =D = - =) | [TAPAKOAOYOHIH,
KATATAZH | IVMBAZEI: S AlATREN EAETXOE & AOTOAOIA
« KaS8eatisc MDR/IVDR . ﬁéguog:u“rlpé“lﬂ « Ave£GpTNTN EMIKDPWON « AvBpuimun enipheyn 2 (E:Iuvyl%'f'lgmg;] ™
. ﬁa\:dmin xlvéiv;_ou 3 Aﬁulllr"ﬁmcnwﬁmmq o . Aﬁé(ixéynon,unbbounc pe *» KAwiki evowpdtwon + MapaxohoiiBron anéboong
puEnF vaTviN - ouppiaoeig :Xnelﬂlm}j ool « Exmaibevon mpoowmikol « MapaxohoiiBnon woTnTaC
+ Apyikog Tpoabiopiopdg * Ynoypstoetg Stapavelag 8 : + Alapavsia yia Toug + Texvikol éheyxot
KivoUvou LedtnTag + PTpec kataypayrc & . AﬁlO)iOV'lOﬂ Kwbivou aoBeveic « ‘EAeyyot wotnrac &
L eAéyyou PEPOMYIAS - L Bwaiwpdrwy )

ry ry . A A 'y . a ry

G ZYNEXHX BEATIQZH

Enavemkipwon | Avranokpion oe Meplotatikd | ‘EAeyxog ANAaywv | MdBnon Awctdov | AtopBwriki Evépyeta

POAOI & APMOAIOTHTEZ

m NOZOKOMEIA (KYPIOI EODAPMOXTEZ) OPFANQXEIX THX KOINONIAZ TON MOAITQN (OKI)
+ Egappoyn biakuBépvnong oe 6Aeg Ti¢ NUAeC Tou KikAou JwrG ™ [S] ® * Naopoyq ave§aprnng afloAdynong kat gupBouleuTikuy stonyfoewy
B.I.B * AaoydAion UPEGPEIOTG e TIG VOPIKES Kat NBLKES anatTioelg ‘.‘ + EnifAeyn smntiwoewv otny 106TATa KAt Ta Sikawpara
« MMapaxoAoOBnon anédoarg, kataypaipr NEPLOTATIKWY Kat Afjyn

« Aefaywyn A unooTApiEn eAéyxwy kat aflohoynoewy

DlopBurikily Seprelcy « Zuvnyopia, napakoAolBnon kat npowBnon ouoTnPIXAG paBnong

« Awoydhion avBpunwvig enifieyng kat Aoyobooiag

MPOKTIKEG TIOALTIKEG, ETILXELPNOLOKA €pyoAeia Kol epyaleia
SLakuBEpvnong yLa EMAyYEAUATIEC VOOOKOUELWV KOIL OPYOVWOELG
TNG KOWWVLaG TwV TTOALTWVY

Mpokelévou va SlacdaAloTtel N OMOTEAECHATIKA AELTOUPYLA TOU OE TPAYUATIKA
neplBaAlovta vyElOVOULKNAG TEpIBaANG, TO TPOTELWVOUEVO KOVOVIOTIKO HOVTEAO TOU
neplhappavetat oto Eyypado TMOATkAG TPOPAEMEL TNV AVATITUEN TIPAKTIKWV
epyaleiwy, Ta omoia Prmopouv va emavaypnotpomnotouvtal anod Sltadopetikd Wbpupata
Kall va tpocapuolovial o€ Tolkida eBvika cuotiuata. I18laitepn éudaon divetal otnv
OVAYKN ylo TUTTOTtoLN UEVES Sladikaoieg, oadoug TekUNplwong Kot KOWwV MPOTUTIWY, Ta
omola EMITPEMOUV TOOO OTA VOCOKOMELQ OCO KOL OTLG OPYAVWOELS TNG KOWwviag Twv
TIOALTWV va Slaxelpilovtal Ta cUCTHUATA TEXVNTAG VOoNUooUVNG UE CUVENH Tpomo. To
OUVOAO Twv epyaleiwv mou akolouBel euBuypapuiletal PE TIG OQMALTAOCEL TOU
Kavoviopou yiwa tv TN (Al Act), T kateuBuvtripleg odnyieg tou Kavoviopou yla ta
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latpotexvohoyikd Mpoidvta (Medical Device Regulation/MDR) kat tou Kavoviopou yla
ta In Vitro AlayvwoTtika latpotexvoloyikd MNpoiovta (In Vitro Diagnostic Regulation
/IVDR), KaBw¢ Kol PLe eUPUTEPEC SLATOUEAKEG TIPAKTIKEG SLaKUBEPVNONG.

ZtAd10 npopndeLwWV KaL cUUBACEWV

- Makéto npoundelwv kat cupPacewv: H kowotnta npounBewwv TN tn¢ EE €xel
SnUooLlEVOEL TPOTUTIEG CUMPBATIKEC PNTPEC (0€ €KSOOELG yLa cuoThpata unAol
Kol un  uPnAol KwbdUvVou) Kal TIGC €XEL ETMIKALPOTIOW)OEL WOTE v
guBuypappilovtatl pe tov Kavoviouo ywa tnv TN (Al Act), evBappuvovtag Tig
SnNUOOoLEC apXEG va TIC afloTtololV, KAl TAPEXOVTAC EMEENYNUATIKEG 0ONYLEC yLa
v edpappoyn touc.3® 3to mhaiowo tg TN otnv vyelovouLkr TepiBaAn Kot pe
oTOX0 TNV afloAdynon Kal TOV HETPLOAOUO TwV EUPUAWVY Kal GUAETIKWV
npokataAnPewyv, oL v AOyw PHATPEC UIMOPOUV VO TIPOCOPHOCTOUV OfE Eva
€€e10lKELUEVO TTOPAPTNHA YL VOOOKOUELQ, TO omoio Ba eival éva autovouo
epyaleio, To omoio Kot eAAXLOTOV amaltel ta €EAG:

(1) Tumomownpévn kataypadn tng ouvBeong twv dedopévwy ekmaidevong Twv
CUOTNUATWY, CUUTEPIAAUBOVOUEVNG TNEG EKMPOOWTNONG Katd ¢pUAo Kal
duletikry/ €Ovotik opdda, TPOKEEVOU va  KaBlotatal Suvatr n
a§loAdynon TG aVIUTPOOWTEVUTIKOTNTOG TwV deS0UEVWV KAL O EVIOTUOUOG
Tou Kwvduvou pepoAnyiag.

(2) Tvwotomoinon tng mpogéAeuong twv Sedopévwy, n omola meplAapBavel
TIANPOdOPLEC OXETIKA LE TO €AV TA XPNOLUOTMOLOUMEVA oUVOAa SebSopéEvwv
elval dloktnolakd r avolktd, toug Opoug mpocBacng Kol Xpriong Toug,
KaOwG Kal T CUVETELEG TIoU eVOEXETAL val €xouv yla Tn Sladdvela Tou
cuotnuatog, Tn duvatotnta aveéApTnTNG EMKUPWONG Kal TV afloAdynon
TBavwyv pavouévwy EUdPuAwy 1 GUAETIKWY pepoAnPLwy.

(3) Tvwotomoinon oxetka pe tnv anddoon Tou cUCTUATOG O SLOOPETLKEG
MANBUouLOKEG opAdeG, ouvodeUOUEVNG QIO TNV ammapaitntn TeKUnpiwon
ETUKUPWONG, CUUTEPINAUPBAVOUEVWY ATMOTEAECUATWY TIOU Ttapoucitalovtal
avad ¢uAo katl puletiki ) €BvoTikn Kataywyn. H tekunpiwon autr Ba npénel
va neplhapfavel kataypadr Tuxov yVwotwv amokAicewv otnv amodoon,
neplypodn Twv HETpwWV ToU €xouv AndBel yla TOV TEPLOPLOMO TWV
npokataAnPewv Katd tn SLAPKELA TNG AVATITUENG TWV CUCTNUATWY, KABWG
KOLL TOL OXETLKA AMOTEAEOATA SOKLUWY KoL 0ELOAOYCEWVY TIOU TEKNPLWVOUV
TNV OMOTEAECUATIKOTNTA TOUG (CUUTEPIAAUBAVOUEVWY TwV ELSIKWV yLla
kKaBe tomoBecia mopauétpwyv mMou oxetilovtal HE TNV LOOTNTO KAl TN
Swkaoovvn).

38 European Commission, Ot EMKAUPOTIONUEVEC TPOTUNEC oUUBATIKEC pATPEeC tnC EE yia tnv texvnti
vonuoaouvn eivat mAéov dtadatuec, Brussels: European Commission, 2025.
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(4) KoBoplouod twv npoinmobéocwy yla tnv kataypadn (logging) tng Aettoupyiog
TOU OUOTAMATOG Kal tn duvatotnta eA€you TOU, WOTE va TOPAyovTal
KATAAANAQ opXela XPr)ONG TIOU VA ETUTPEMOUV TN SLEVEPYELD AVEEAPTNTWV
EAEYXWV YLOL TOV EVTOTILOUO TIOAVWV MPOKATAAAYPEWV ] AVIOWV ETIUTTWOEWV
o€ 510pOpPETIKEG MANBUCULOKESG OUASEC.

(5) Ynoxpewoelg OSaxeipiong twv oAAaywv Kal TwWV EVNUEPWOEWV TIOU
TpokUTITOUV ota cuotiuata TN, cUpdwva UE TG omoleg o mApoxog odeilel
VQL EVNEPWVEL TO VOOOKOUELOD yLa TUXOV avaBabuioslg, emaveknaibeuon Tou
HOVTEAOU N LETOBOAEC OTN pon¢ epyaciog Kot TLG TIOAVES ETUMTWOELG AUTWV
otn AslToupyla TWV CUCTNUATWY O OXEON HE SLaPOPETIKEC MANOUOULAKES
OMAbEG.

(6) Asopevoslc yla TNV QVTLUETWIION TEPLOTATIKWY TOU OXetilovtal He
TiPOKATAANPELG, OL OMOLEG UTMOXPEWVOUV TOV TAPOXO va avadEpPel ta
odpAApaTa moU €XOUV EVIOTLOTEL 1 TG AVIOOTNTEC TIOU EMNPEAIOUV OUASEC
aoBevwy, oL onoieg Stakpivovtal pe Baon To BLOAOYIKO KoL KOWVWVIKO GUAO
A T GUAETIKN/€OVOTIKNA KaTOywyH TOUG KOl Vol TEEPLYPAPEL T HETPA YLOL TNV
OTIOKATAOTACT TOUG.

(7) Zadng katavoun appodlotnTwy, n onoia Poadlopilel TIG UTIOXPEWOTELG TOU
TIAPOXOU KoL ToU SLaxeLpLoTr 000V adopd T CUUHOPPWON HE TIC ATIOULTIOELG
Tou Kavoviopou yla tnv Texvntr Nonpoouvn Kat tn Slaxeiplon Twv Kvduvwv
Tou oxetiovtal pe ta {NTAUATA LOOTNTAS KoL TIPOKATOANPELG.

ZTtadla EMKUPWONG KO TTPO-aVATTuUéNG

- MoAttikr) StakuBEpvnong d60HEVWV UYELAG KOL AVTUTPOCWIEVUTIKOTNTASG : [a
TOV UETPLOAOMO TwV EPPUAWV Kal GUAETIKWY TipokataAnPewy, OAa Tta
VOOOKOUELQ KOl OL OpYAVWOELS TNG KOWWVIOG TwV TTOALTWY TIOU avVamtuooouV
ocuvotnuata TN mpémnel va uloBetrioouv pia moAtikr ou Ba dtaodalilel otL Ta
bebopéva eknaibeuong, puBULONG N EPapUOYAG ELVOL AVTUTPOCWTIEUTIKA, TTARPN
Kal akplBr) ywa toug mAnBuopoug mou efumnpetolv. AUTO TEpAABAVEL
availuon dnuoypadikng ouvBeong, kataypadr  UTTOEKTTPOOWTTIOUEVWY
mAnBuopwv kKol KoBoplopd METPWV HETPLACHOU  KvdUVwyV, Omou auto
amnotteitat. H moAwtikn Ba mpémnel va KAAUTITEL TOC0 ECWTEPLKA AVATITUYUEVO 00O
Kal ewTeplkd TPoePXOUEVA oUVOAQ OSedopévwy, ocupmepAapBavopévwy
LSLOKTNOLOKWVY KAl AVOLKTAG Mpoofacng, Kal va amaltel tnv emaAnbsguon tng
arob00n G Toug o€ SLAKPLTEG TTANBUOULOKEG OUASEC, KABWCE KOL TIG OTPATNYLKEG
HETPLACHOU TwV MpoKataAfPewv ou epapudlovtal amo Toug mapoxoud. H ev
Aoyw SlakuBépvnon euBuypappiletal pe tov Kavoviouod ya tnv TN (ap6po 10),
0 OTolo¢ amaltel Tov EAeyXo KOl TOV TEPLOPLOUO TWV KvdUVWVY Tou adopouv
uepoAnyiec, evw avtavakAd PEATIOTEG MPAKTIKEG otn BiBAloypadia yiwa tov
HUETPLAOHUO TOUG OTa LaTpLlkA cuotripata TN, kaAumtovtag oAa ta otadia Tou
KUKAOU Iwn¢ amod tn cuAAoyn SeS0UEVWV WG KL TNV mopakoAouBnaon LETA TV
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avartuén tou cuvotAuatog.3? H ouykekpuévn moAttikr Sev amotelel ad’ eauthc
€Va LUELOVWHEVO TeEKUNRPLo, aAAA €va emimedo TOALTIKNC Tou kaBodnyel aAla
TEKUNPLO. AEITOUPYEL WC apxn TPO-avATTUENG Kal TpOoPOSOTEL AEC TN CUVEXN
TtapakoAouBnaon, Tov EAEyX0 KOl TOUC UNXaVLIoUoUG Aoyodoaoiag.

- Baowo eninedo kuBepvoaocddAleiag kot poviédo anstAwv ywa thv Texvnti
Nonpoouvn: Ta cuotrpata TN oto VOOOKOUELD HmopEel va elval euGAwTa OxL
HOVO o0t oUMPaTKEG emiBéoslg, Oomwe n «dnAntnplacn debouévwv» (data
poisoning), oavtutapaBetikd mapadeiypara (adversarial examples) n
napakappn tou poviéAou (model evasion), aAAG KoL O€ XELPLOUOUG 1) opaApaTa
mou emSelVWVOUV €UDUAEG 1 DUAETIKEG TIPOKATOANYPELS, yla TOPASELYUO
ennpealovrtag SucoVAAOYO UTIOEKTIPOCWTIOUUEVEG SnUOYPaADIKEC OUASEC oTa
6ebopéva ekmaidevong r vAomoinong. O Kavoviopog ywa tnv TN (apBpo 15)
amattel  avOektikotnTta €vavilt pn  €€ouclodoTNUEVWYV  AANOLWOEWV TWV
OTMOTEAECUATWY N TNG amodoong, avadelkvuovtag TNV OVAYKN yla €LOLKEG
OikAeibec aodaleiag ota cuotiuata TN. Q¢ ek ToUTOU, TA VOOOKOUEla Ba
TpEMeL va Beomicouv pa Bactkn ypaupun KuBepvoaodaAelag Kal €va OVTEAD
anelAwv €8ko yla tnv TN, to omoio Ba AapPavel pnta umoyn kwvduvoug mou
oxetilovtal pe mpokataAnPelg, MapAAANAQ UE TIG TEXVIKEG ATMEWNEG. AUTO TO
«lwvtavo» éyypado Ba Asitoupyel TOOO0 WG TOALTIK) OCO KOL WC TIPAKTLKO
epyaleio, xpnolpuevovtac wg Alota eAéyxou Tplv amo tnv avamntuén (pre-
deployment checklist), wote va O&lwaodaiiletat n edapuoyn EAEYXWV
KuBepvoaodalelag euBuypappLopEVWY e Toug Kavoviopoug MDR kat IVDR, pe
TV opyavwotakn dtakuBepvnon aopaielog mAnpodoplwv (r.x. ISO/IEC 27001),
KaOwg Kol e HOVTEAQ amelAwyv Kol oxESla Sokwy Tou eivatl evaiocdnta otig
npokatalPelc.®® Eniong, unootnpilel tn ouveyr mapakololBnon HETA TNV
ovamntuén Tou CUOTNUATOG, WOTE va evtomilovtal avaduOUEVOL TEXVLKOL Kol
oxetkol pe Tig mpokataAqPelg kivbuvol kat va mpoPAedBel n mpoAnmTikA
QVTILETWTILON TOUG. Me TNV edappoyrn autig TNG TOALTIKNAG, T VOOOKOUEL
UMOpPOUV VOl €VIOXUOOUV TNV QVOEKTIKOTNTA Twv ouotnudtwv TN T1ou
XPNoLlomoLlolV, va POooTATEVOOUV TNV LooTnTa otn ANYN anoddoewv Pe TN
BonBela tn¢ TN kat va dtacpaiicouv Tn cuppopdwaon pe Tov Kavoviouo yla tnv
TN (apBpa 9-15) kat tig mpolnoBéoelg twv MDR/IVDR.

- 'Evag «dpakelog ouotipatog TN» ava epyaleio: AuTo To TEKUAPLO AmMOTEAEL Eva
Tunonolnuévo €yypado mou tnpeital ywa kabe cvotnua TN mpwv amd tnv
avamntuén Tou o€ €vav opyovLoUO UYELOVOULKNG TtepiBaAdng. O «ddakelog» Ba
npénel va ouvolilel tov TPOPAEMOUEVO OKOTO TOU OCUCTHMOTOC, TNV

39 Char, D.S., Shah, N.H., & Magnus, D., Epapuoyn tn¢ unyavikric uddnonc otov Touéa e UYELOVOULKAC
nepiBaAPnc — Avtiuetwrion nBikwv npokAnoswyv, New England Journal of Medicine 378: 981-983 (2018).
40 Medical Device Coordination Group, MDCG 2019 16 Avad. 1 - KatsuSuvtipiec obnyiec yia tnv
KUBepvoaopadsla TwV LaTPIKWY OUOKEUWYV, Brussels: European Commission, 2020.
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EVOWUATWON TOU 0TNV KAWVIKA pOr £pyaciog, Ta AmoTeEAECUATA ETUKUPWONG KOL
Toug deikteg anodoong, pe Wiaitepn éudaocn otnv anoddoon oe TANOUCULOKES
opadeg acBevwy mou dladopomolouvtal WG PG TO BLOAOYLKO KAl TO KOWVWVLKO
dUAo N T duAeTIk/eBVOTIKN KaTaywyr, KABWG Kol 08 AANEG TUXOV YVWOTEG
aviooTNTeG. Oa TPEMEL va TEKUNPLWVEL TIG Sladlkaocieg TG avOpwrvng
enontelag, va SleukpLvilel ToLeg amoPACELS TTAPALEVOUV ATIOKAELOTIKA UTIO TOV
€\eyxo Tou/tnNg KAWLKOU/KALVIKAG LATPOU Kol Vo KaTaypadel TuUXOV avilpAaoelg
OXETIKEG UE TNV aodAAEld KOl TNV ooTNTa Twv oaoBevwyv. Mapéxovtag pa
TUTIOTIOLNKEVN, €uaoOnTomolnuévn WG TPOG TNV TPOANYN vyl TG
TiPOoKATOANPELG ETILOKOTINGN TOU cuoTtuatog TN, o «ddakelog» umootnpileL Tn
Sladavela, TV eowteplky OlakuPépvnon Kol Tov PUBULOTIKO EAegyxo,
Staodalifovrag OtL oL amodAoceLg TPV AMoO TNV AVANTUEN TWV CUCTNUATWY
Aappavouv coBapd umoyn toug Kivduvoug va mapaxBolv Avioa amoteAEoUATA.
- 'Eva ouvduaoTIKO TaKETO yia tnv Ektipnon twv Emmtwoswv ota OspueAiwén
Awawwpoata (Fundamental Rights Impact Assessment /FRIA) kau tnv Ektiunon
Avtiktunou oxetika ue tnv lMpootaocia Asdouévwy (Data Protection Impact
Assessments/ DPIA): Ta Snpoclo voookopeia mou avartiooouv cuotipata TN
uPnAoU kvdUvou Kalouvtal OAoEva KoL TTEPLOGOTEPO VA afLOAOYOUV TOOO TOUG
KlvéUvoug Tou adopouv Ta BepeAlwdn Sikawpata, 600 KoL UTOUG Yyl TNV
mpootacio. Twv Tpoowrikwv Sedopévwyv. H evomoinon autwv Twv
aflohoynoewv o€ €val €VIOLO TPOTUTIO TIOU OCUUUOPPWVETOL HE TOUG
Kavoviopoug yia tnv TN (Al Act, apBpo 27), ta mpoowrikd Sedopéva (GDPR) kai
Vv Ektipnon Avtiktimou oxetika pe tnv MNpootacio Asdopévwy (DPIA), uropetl
va Hewwoel to Slokntikd Bapog, SlaodaAilovrag mapdAAnAa Ot Booika
EPWTN AT OXETLKA UE TOUG TANBUCUOUG ou ennpedlovtal, TiG mbaveg PAAPEC
TIOU TIPOKAAOUVTAL, T OTPATNYLKEG UETPLACUOU TIOU ULOBETOUVTOL KOL TOUG
HNXOVLOMOUG KOTAYYEALWV QVILUETWT{OVTaL OCUOTNUATIKA, HE blaitepn
T(POCOXN O€ TOAVES AVIOOTNTEG TTOU TIPOKUTTOUV AOYW EUPUAWV Kal GUAETIKWV
nipokataAnPewv. To «cuvduaotikd maketo FRIA kat DPIA» Aettoupyel KUpiwg wg
€Va €K TWV TIPOTEPWV (ex-ante) Kol TIEPLOSIKA ETILKOLPOTIOLOUEVO TEKUAPLO
eAéyxou (audit artefact), katd 1o oTASL0 TTPLV ATIO TNV AVATTTUEN TOU CUCTAOTOG
Kal oto eminedo tou €Aéyxou yla I{nTAMATA LoOTNTAC Kal Sikawudtwy. Ot
0€LOAOYNOELG QUTEC QTOTEAOUV OPYAVWHEVEG, TEKUNPLWHEVEG EKTLUNOELG
KlvOUvwy yla ta Bepedwdn Sikalwpata Kol TNV nmpootacia twv dedopévwy,
AELTOUPYWVTAC WG CUYKEKPLUEVA onpela eAéyxou SlakuBépvnong Kal OxL w¢
gpyaleia ocuvexoUg mapakoAouBbnong. MapdTL Ba MPETMEL val ETIKALPOTIOLOUVTAL,
otav aAlalouv oL Kivéuvol 1) oL GUVONKEG TOU CUCTHUATOC, 0 BACLKOG TOUG POAOG
glval va TmopEéXOUV ML CUCTNUATIKA KoL ouvexn afloAoynon mibavwv
ETUMTWOEWV TIPLV KOL KATA TV QVATITUEN TWV CUCTNUATWY, uTtooTnpilovTag TIg
OUHHOPdWOEL TOOO e Tov Kavoviopd yia tnv TN 600 Kal PE auTov ylo Ta
npoowrnika Sedopéva (GDPR) BonBwvtog oTov EVTOMIOUO KOL TOV HETPLACHO
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EUPUAWV Kol GUAETIKWV TtpokataAnPewy. Na tnv evioxuon tng Stdotaong Twv
avBpwrnivwv SIKalwUATwy, Ba TPEMEL KATA TOV OXESLOOUO TWV EKTLUNOEWV
QVTLKTUTIOU va TIPOPAEMETAL OUCLAOTIK SLaBoUAEUCN ME TIG OPYOVWOELS TNG
KOLWVWVIOG TWV TIOALTWY, WOTE VO EVOWHATWVETAL O QUTEG N €EELOLKEVNEVN
yvwon toug oe Bépata Sikawpdtwy. Mo mapadelypa, 1o Eupwnaiko Aiktuo
EOvikwv Opyaviopwv yla ta AvBpwriva Awkawwpata (European Network of
National Human Rights Institutions/ ENNHRI) kaAel tnv Eupwmnaikr Emtponn va
CUUMANPWOEL Ta TPOTUNMA ME KatevBuvtrpleg odnyieg kat OSnuoola
StaBouAevon, wote va S1acdaAlOTOUV ATIOTEAECUOTIKEG EKTILUNOELG AVTLKTUTIOU
(FRIAs), oL omoieg AapPdavouv umoPn TNV LWOOTNTA WG TPOG To GUAO KL TLG
duleTikég/eBvoTikéc Staotdoelg.

- MoAttikr) eAéyxou MeTaBoAwv: AuTH N TIOALTIKN SLEMEL TI EVNUEPWOELS TWV
ocuvotnuatwyv TN, cupmnepAapBavopévng g enaveknaideuong LOVIEAWY, TwWV
avapabuicewv AOYLOULKOU 1) TWV TPOTIOTOL|CEWV OTLC KALVIKEG POEC epyaciag.
OL opyaviopol Ba mpémel va opilouv pe cadriveld TL CUVIOTA «OoUOLWON
uetafoAn» mou amattel emavaflohoynon n €ykpion, Stacdalilovrag OtL oL
evnuepwoelg dev eloayouv amnpoPAentouc Kivduvoug mou Ba emnpedcouv tn
dpovtida Twv acBevwv. EL8IkOTEPQ, oL LETABOAEC TIPEMEL va aloAoyouvTal wG
TPOG TLC TIOAVEC ETUTTWOELG TIOU €VOEXETAL va £XOUV O€ {nTRpaTa €UdUANG Kot
DUAETIKAC LoOTNTAG, CUpMEPAAUBavVOUEVWY HETABOAWY OTNV amodoTikotnTa
TOU ouoTtApOTo¢ avda TAnBuoplakny umoopdda n Sladopomoljoewy ota
amoteAéopata  PeTal mAnBuopwv Tou  Slakpivovtal  Pdoel  AAAwvV
Snuoypadlkwy XOPAKTNPELOTIKWY. Ta voookoueia Ba mpémel emiong va
StaodaAilouv 6tL oL KALVIKOL ylatpol KoL TO OXETLKO TTPOCWTILKO €lval EVAEPOL
Yl TPOTIOTIOLNOELG TIOU €EVOEXETOL VO EMNPEACOUV TO QNMOTEAECUATA TNG
dpovtidag yla dtadopetikol¢ mMAnBuouols aoBevwy, WOTE va UMopouv va
epappootolv KatdAAnAa pETpa emomrteiag Kal PETPLAOHOU KvdUvwy. Me tnv
EVOWMATWON TIAPAUETPpWY TIoUu adopolv Intuata ootntag otn dtadikaoia
Slaxeiplong aAlaywv, ta voookopeia dlatnpoulv ta enineda acdpAAelag Kol
Skatoouvng otn AN twv anoddcswv mou unootnpilovial and cucTAuaTa
Texvntig Nonuoouvng otnV KALVLKH TIPOKTLKA.

- Zuotnua Awaxeipiong Mowodtntag (Quality Management System - QMS) ywa
dopeic avantuéng cuotnudtwv TN mov ival TavtoXpovwg Kot tapoxot: Mia
OKOUN ONUAVTLIKN §LACTOON TOU TIPOTELVOUEVOU HOVTEAOU adopd TA CUCTHUATA
Texvntig Nonupoouvng MoOU avanTtUooovVTalL EVOOYEVWE OO VOOOKOUELD Kol
EpELVNTIKA OpUMaTa. H Tdon Ttwv OnNUOCLWV OPYyoVvVIoCUWV UYElag va
OQVATITUCOOUV 1} Va TPocaprolouy BLoKTNTa cuotripata Texvnt¢ Nonpooluvng
evioxvetal Slapkwg, L6iwg oto mMAaiolo Twv aKASNUAIKWYV LATPLKWY KEVTPWV. ZTLG

41 European Network of National Human Rights Institutions (ENNHRI), AAwon oyetikd ue tn Stao@dAion
TNC QIMOTEAECUQTIKOTNTOC TWV EKTIUNOTEWV ETUMTWOEWV ota FeueAiwdn dikawwuata (FRIAs) oto mAaiolo
ToU_Koawvoviauou tn¢ EE yia tnv teyvnth vonuoouvn, Brussels: ENNHRI, 2025.
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TIEPUTTWOELG QUTEG, TO 810 To dpupa avaAapBAavel ouoLOOTIKA Tov pOAO TOU
KOTOOKEUQOTA 1} TOU TAPOXOU TOU CUCTAMOTOC, UE QTOTEAECUA VO UTIEXEL
TPOOOETEC KAVOVIOTIKEG KOL PUOULOTIKEG UTIOXPEWOELS. Ol  EUPWTAIKEG
KaTeLBUVTAPLEG 0ONYIEG VLA TA LATPOTEXVOAOYLKA TTPOIOVTA IOV avVaTUCooVTaL
KOl XPNOLLOTIOLOUVTOL EVTOC TWV (BlwV TwV UYELOVOULIKWYV Wpupatwy (in-house
medical devices) Slteukpivilouv otLTa Wopupata vyeiag odeilouv va edpapudlouv
ocvotnuata Slaxeiplong moldtnTag Kal va SLaBETouV TEXVIKN TEKUNPLWON, N
omola va OmOOEIKVUEL OTL TA EOWTEPIKA  OVATTUYHEVA — Epyaleia
OVTOTIOKPIVOVTAL OE OUYKEKPLUEVEG AVAYKEC TwV acBevwyv Tou gV pmopouv va
kKaAupBolv amod Slabéoipo epmoplkd mpoiodvra.*? To votnua Aloyeiplong
Mowotntag Ba mpémnet va dStaodaAilet OtL Ta amoteAéopata Kol ol EMOO0ELS TWV
ocuvotnuatwyv Texvntn¢ Nonuoouvng aflodoyolvial w¢ TPOC TUXOV
Sladpopomnowoelg petall MANnBuoplaKkwy opdadwv mou Slakpivovtal PBacesl
BloAoyikoU Kot KoWwvikou GpUAoU Kat PUAETIKAG N €BVOTIKNAC KaTaywyng, OTL oL
OTPOTNYLKEG LETPLOOUOU TWV OXETIKWY KIVOUVWV TEKUNPLWVOVTOL ETAPKWE Kall
OTL Ol pnxaviopol avBpwrivng enomnteiag €xouv oxedlaoTel KATA TPOTO TOU va
Staodalilouv pntd 1600 TNV acddalela Twv acbevwv 600 kat tn Sikatn
HETAXELPLON TOUG. AKOUN Ko OTav epapuolovial KAVOVIOTLKEG EALPETELG yLa T
EOWTEPLKA (in-house) 10TPOTEXVOAOYIKA TIPOLOVTA, OL UTIOXPEWOELS TIOU
amoppEouv amd Ta OepeAlwdn Skolwpata Kol To gupUlTEpA  MAaioLla
StakuBépvnong ¢ Texvntig Nonuoouvng e€akoAouBouv va oxouv TANPWC.
Q¢ &Kk TOUTOU, TO ZUoTnua Alaxeiplong Moldtntag anoteAel KploWWo UNXAVIOUO
yla TV evowpdTtwon Tng apxng tng Lootntag kot tng pn Sldkplong otov
oxedLaouo, TNV EMKUPWON KAl TNV avartuén Bloiatpkwy cuoTnuatwy TexvnTng
Nonuoouvng.

Ztadlo napakoAovuOnong, eAéyxou kat Aoyodoaiag

- 'EkBeon amodoong kot LootntaG HE avaAluon oava mAnOuoplokn opada:
Aebopévou otL oL Stadopormolroelg otnv enidoon Twv alyopibuwv punopouv va
oUUBAAAOUV O dvioca amoteAéouata o oxéon MeE Ofpata uyeslag, Ta
voookopela 6ev odeilouv pOVO va amaltouv amod TOuG TPOUNBEUTEG va
TLAPEXOUV OXETIKEC TIANPOdOPLEC TPV amd TNV MPOoURBELa EVOC CUOTAUATOC,
OAAG KOl va €KTOVOUV €0WTEPLKEC OVAAUCELS Tou va Seiyvouv Twg Ta
ocvotnuata amnodibouv oe oaoBeveic pe  Sladopetikd  Snuoypadikd
xapaktnplotikd. Ot avalvoslg outég Ba mpémel va  eotdlouv  OTn
SlooTpwHATWHEVN aloAdynaon TNG AMOTEAECUATIKOTNTACG WG P0G TO BLOAOYLKO
®UAO Kal TV TautotnTa GUAOU, KABWC KOL OTLG OXETIKEC GUAETIKEC 1) EOVOTLKEG
SladopormoloeLg, 6mou auTo eival VOULUO Kal ePLKTO, mapExovtag mopaAAnAa

42 Medical Device Coordination Group, MDCG 2023 1 — Kateuduvtriplec 0bnyiec oyetikd ue tnv eéaipson
TwV tdpuudtwy vyeiac (MDR/IVDR), Brussels: European Commission, 2023.
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QLTIOAOYNoN ylo. TUXOV avomodeukTa Keva ota  amnoteAéopata. Omou
evronilovral Sladopéc otnv amodoon Twv ONMOTEAECUATWY, OL Opyaviopol
odellouv va TEKUNPLWVOUV TIC OTPATNYLKEG LETPLOOUOU TwV Sladopwy Kot va
TapoakoAouBolvV SLaXPOVIKA TNV OIMOTEAECHOTIKOTNTA TwV UETPWV autwv. H
T(POCEYYLON AUTH aviavokAd TiG tpolnoBéoelg mou tibevtal oto mAaiolo Tou
gupwmaikolL KavovioTtikoU TAaloiou yia tnv Texvntry Nonpoouvn, cUpdwva Ue
TLC OTIOLEC OL OpyaVIOHOL TIPEMEL va afloAOyoUV EVEPYA KAl VA UETPLA{OUV TOUG
kwwdUvoug TmpokataAnyng TO6oco ota oUvoha twv  Sedopévwv  Tou
XPNOLLOTIOLOUVTAL, OCO KOL OTO OTOTEAEGUATA TWV LOVTEAWV. O Kavoviopog yla
v TN (apBpo 10) mpoPAénel pntd tnv afloAdynon Kol TOV MEPLOPLOUO TWV
KlwéUvwyv mpokataAnPng ota cUvola SeSopévwy, evw TAPAAANAQ ETUTPENEL,
UTIO QUOTNPEC EYYUNOELG, TNV TIEPLOPLOUEVN eTetepyacia SeSopévwy ELOIKWY
KOTNYOPLWV L€ OKOTIO TOV EVTOTILOMO MIBavwV pokataAnPewy.

- H ouykekplpuévn avadopd Aeltoupyel MPWTIOTWG WG EPYAAEl0 ouvVEXOUG
apakoAouBnong evtog tou mAaloiou dtakuBEpvnong. Arattel cuvexn ouAloyn
6ebopévwy, TAKTIKA ToapakolouBnon tng emidoon¢ Twv OUCTNUATWV OEF
S10popeTIKEG dNuoYpadIKEC OUASEC KAl CUVEXH ETUKOLPOTIOLNON TWV UETPWV
HETpLAoOL KvdUVwV Ootav evromnilovtal Stadoponolnuéva anoteAéopata. Me
TOV TPOTO AUTO, oL GOPELG UYELOVOULKAG TTEPiBaAP NS umopoUv va evtomi{ouv Kall
va  avtlpetwrnilouv Toug Kwwduvoug TmpokataAnyng oe Babog xpovou.
MapdAAnAa, ta PBaclkd supriuata tng avadopdg, OnMws oL SLATIOTWUEVEG
OQVLOOTNTEG KAl N AMOTEAECUATIKOTNTA TWV OTPATNYLIKWY UETPLACUOU KLVOUVWY,
Ba pénel va cuvoPilovtal Kal va EVOWHATWVOVTAL OTOV «EAEYXO yLla {NTHUOTL
looTNTOG Kal Skalwpdtwv» (equity and rights audit), Siaodalilovtag tn
Stadavela kat tn dnuocia Aoyodoaoia.

- Z0otnua eAéyxou U0 emnéSwvy, To onoio nePAAPBAVEL EVOV TEXVIKO EAEYXO
Kol €vav €AEyX0o yla INTHpaATa LooTNTaG Kot Sikawpdatwy: Eva epoapuooipo
mAaiolo eAéyxou (audit regime) yla ta voookopeia Ba mpémnet va ocuvdualeL Tnv
QUOTNPOTNTA LE TNV TIPOKTIKOTNTA KAL TAUTOXPOVA VA E(VaL KATAVONTO TOCO Ao
TO POOWTILKO OCO KAl amd To EUPU KOWO. 210 MAaiolo auto, o €Aeyxog (audit)
VOE(TAL WC ML TUTOTtoNUEVN Kol Tieplodikny Sladikacia afloAdynong tng
ouppopdwaong, TG eniboong Kal Twv EMUMTTWOEWY €VO¢ cuotiuato¢ TN ota
SlKalwpata Twv Aatopwy, N omoila CUMMANPWVEL TN CUVEXH TtapakoAoubnon
Xwpig va tnv umokaBLoTa.

- Texvikog éAeyxog (Technical audit): To enimebo auTd CUVLOTA LA EUTILOTEUTLKN
emelpnolakny afloAoynon kot meplapPavel Aemtopepeic €Aéyxoug Tou
TIOPOPEVOUV  EOWTEPLKOL OTOV  Opyaviopo, OmwG OoKléEG aodAlelag,
aflohoynoelg avBekTkOTNTAG, EMIKUPWON NG KAWIKAG amodoong kabwg Kot
€Aeyxo ouppOpPwWoNG He TIG amattoels dtakuBEpvnong dedopévwy. 18laitepn
€udaon Ba mpémel va divetal otnv afloAoynon tng emidoong Tou CUCTHUOTOC
AapBavovtag urmtodn to Blodoyko duAo kat Tnv tautétnTa dpuAou, KaBwg Kat
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TIC GUAETIKEC 1 eBvoTikéC Sladopormolnoelg, €€etaloviag katd moco T
QIMOTEAECHOTA TOU LOVTEAOU eVEEXETOL VA BETOUV CUOTNUATIKA OE LELOVEKTLKNA
B£0n cuyKeKPLUEVEC TTANBUOULOKEC OpASEC. OL SpaoTnPLOTNTEC AUTEG Oa TpEMEL
va evappovilovtal Pe TIG OXETKEG Slataéelg Tou Kavoviopou yla tnv TN (Al Act)
(apBpa 9-15), kabwg kat pe tov Kavoviouo yla ta latpotexvoloyika Mpoidvra
(MDR) kot tov Kavoviopo ywa ta In Vitro AlayvwoTtikd latpotexvoloyikd
Mpotdvta (IVDR), émou amatteital n epapuoyn Toug.

- 'EAgyxog yia Intpata tootntag Kot Sikawwpdtwy (Equity and rights audit): To
Seltepo auTo eninedo eAéyxou emikevipwvetal otn dladavela, tn Aoyodoaia
KOL TOV METPLOOUO Twv TpoKataANPewv. Oa TPEMEL va TEKUNPLWVEL TLC
oVLoOOTNTEG OTa  amoteAéopata, TG  TANOUCULOKEG  OpAdeg  Tou
ouunepAndOnkav oTig SOKLUEC, TOUC YVWOTOUC TIEPLOPLOUOUC TOU GUOTAOTOC
Kall Toug SLaB€oipoug pnxaviopoug umoBoAng mapanovwy, meplappavovtag
mapAdAAnAa pnTH AVAAUCH TWV EMUTTWOEWV TIOU epdavilovtal os oxéon LE TO
dUAo kal T GUAR. EmumAéov, Ba mpémel va kataypddovtal otolxeia mou
amodelkviouv OTL N avBpwrivn €mMONTElA €lval OUGCLAOTLKA KOL LKAvr va
evtomilel kal va SlopBwveL AMOTEAECUATA TOU CUCTAHATOG TIOU TIPOKUTITOUV
and mnpokataAnPels. Me PBdaon TNV MPOOCEyylon Twv  «eAEyXwv  Kal
yvwoTtonoloewv mpokataAnyne» (bias audit & disclosure), n omnola
£bOpUOTETAL OTOV TOHEN TNC EPYAOLAKAC pUBULONG,*® propel va ocuvtaxBei pia
OUVOTTTIKY €kBeon TpooavaTtoAlopévn oto upU KOO n omoia Ba mapoucldlel
TO BOOLKA EUPAMATA, TIG OTPATNYLKEG AVILLETWTILONG TWV TipoKaTaAnPewy Kal
TIG BEATLWOELG TTOU €XOUV £DAPUOOCTEL, XWPLG VA ATTOKAAUTITOVTAL EUTLOTEUTIKEC
N Wloktnolakég mAnpodopieg. MapdAAnAa, «to cuvduaoTikd makéto FRIA kot
DPIA», to omoio avadEpetal mapandvw, EVIAOOETAL OTO EMinNeS0 ToUu AEyxou
yla Intuata  ootntag Kol SIKALWHATWY, €VIoXUOoVTAg TN OCUOTNMOTLKA
afloAoynon Twv BepeAlwdwy Sikawudtwy, TG mpootaciog Sdedopévwy Kal TG
Snuoypadkig LootnTag.

- Mntpwo “enaypunvnong” ywa tnv TN (Al vigilance log). H mapakoAouBnon
HETA TNV edapuoyn evog cuvotipato¢ TN umootnpiletal emiong UEOW TNG
Snuloupylag evog  apyxelou/pntpwvou  «emaypumvnong»  ywa  tnv TN,
EUNMVEUCUEVOU  amd T  ocuothuata  GapUOKOETAypUTVNONG  TIOU
XPNOLUOTOLOUVTAL OTN KAVOVIOTIKA pUBULoN Ttou Topéa twv dappdkwv.** Ot
enmayyeApatie¢ vyelag Ba mpémel va €xouv tn duvatotnta va avodEpouv
TIEPLOTATIKA, Ttap” OAlyo atuxnuata (near- misses) } anpoPAenta anoteAéopata
mou oxetilovtal pue anoddaoelg untootnpl{opeves anod cuotiuata TN, ue cadn
nedia kataypadnig Stadopwv mou oxetilovtal pe to GUAO Kal TRV TOAUTOTNTA

43 New York City Department of Consumer and Worker Protection, Autouatonownuévea epyaleio Anc
QAMTOPATEWY OXETIKA UE TNV anaoxoAnon (AEDT), New York: City of New York, 2025.

4 European Medicines Agency, Evétnta VI tou GVP — SuAdoyn kai urmoBoAri avag@opwy yia UOnTeC
averuduunteg evépyetec (Avad. 2), London: EMA, 2017.
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dUAoU N TG duleTike/eBvoTikEéC opadec. OL avadopég autég Ba mpenel va
ovaAUOVTAL OUCTNUOTIKA ylo TNV aviyveuon avoaduOUEVWY TPOTUTIWY,
ocuunepAapBavouévwy SladopomoLNUEVWY ETUMTWOEWY OE OUYKEKPLUEVEG
SnuoypadlkéG OpAdEG, WOTE OL OpPyavIoUOL UYelovOUKNG mepiBaAdng va
Umopouv va evtomilouv Bfépata acddaielag, INTHUATA LOOTNTAC 1 TAOELG
npokataAnyng. Omou eival amapaitnto, ta mepLotatikd, Wbilwg ekeiva mou
uTtoSelkvUOUV AVLoN PETAXElpLon i KWWOUVOUC yla TPOCTATEVOUEVEC oA deg, Oa
TIPETEL VA KOLVOTIOLOUVTOL QUECA OTOUG TIAPOXOUC TWV CUOCTNUATWY, OTLC
OPUOSLEC ETUTPOMEG SLOKUBEPVNONG TWV VOOOKOUEIWV KOL OTI( PUBOULOTIKEG
OPXEG. TO UNTPWO aUTO Ba MpEnel emiong va Tpododotel meplodikoug EAEyXOUC
yla {NTAUATA Llo0TNTAG KoL SIKAlWUATWY, utootnpilovtag tn ouvexn BeAtiwon
KOlL TOV TIEPLOPLOKO TWV TPOKATAANYPEWV OTNV KAWVLIKN €dappoyn tng Texvntng
Nonuoouvng.

- Zuvepyoaoia ot eninedo Siktvou Kat avtaAlayn MANPodopLWV OXETIKA ME
TLEPLOTATLKA. TO EUPWTAIKO SIKTUO TWV OPYAVWOEWV TNG KOLVWVIAC TWV TTOALTWV
Kal dnuoolwv voookopeiwv mou Ba avamtuxbel oto mAaiolo tou AEQUITAS
Aewtoupyel wg éva kowo eninedo StakuPepvnong, mapExovtog eviaio Ae€loyLo
KalL KOWVA TipoTuUTa avalpopaC YLO TIEPLOTATIKA KOl EUPALLOTO TIOU OXETL{OVTAL UE
€UPUAeC Kot GUAETIKEC TipokaTaAPelg ota cuotipata Texvntig Nonpoouvngc.
To biktuo autd umootnpilel tn datomiky HAadnon kal t Siaxuon BEATIOTWV
TIPAKTIKWY Yl TOV EVTOTILOUO, TOV TEPLOPLOUO KOL TNV OMOKATACTACH TWV
QVLOOTATWY, KOTA TPOTIO AVAAOYO LE TPOCEYYLoELS TToU edappuolovTal O TOUELS
vdnAng acddAelag kal otn pappakosmnaypumvnon. Méow tou Slapolpacpol
bebopévwy ou abopouv O KATOYEYPOUUEVA TIEPLOTATLKA TipOoKATAANEWY, OE
SLOOTPWHATWUEVEG aVOAUOELS yLla TNV €Md00N TwV cUOTNUATWY, KABWE Kal o€
€POPUOCUEVEC OTPATNYLKEC TIEPLOPLOMOU TWV KIVOUVWY, To SIKTUO EMITPEMEL OE
VOOOKOUELQ KL OpYAVWOELG TNEG KOWWVIAG TwV TIOALTWY va evtomi{ouv Eykalpa
CUOTNULKA TIPOTUTIA AVLOOTNTOG KAl VO CUVTOVI{OUV OTOXEUUEVEC TTOPEUPBATELC.
Eddoov o Eupwrnaikog Xwpog Asdopévwy Yyeiag (European Health Data Space/
EHDS), oto mAaiolo plag pubulotikng Swadikacioag, SleukoAUvel 1600 TNV
npwtoyevn xpnon (rapoxn dpovtidag) 6co kat tn dsutepoyevn xprion (€psuva
Kal Xapa€n TOALTLKAG), ETUTPETEL 0TO OIKTUO va €UBUYPAUUICEL TIG TIPAKTLKEG
avtaAayng &edopévwyv Kal paBnong pe Ta XPovodlaypAupaTa Kol TLG
EKTEAEOTIKEG TipAelg Tou EHDS kabwg autd eéedicoovtal, umootnpilovtog pla
o Sikatn kat Siadavy epappoyn tng Texvnt¢ Nonupoolvng oe OAa ta
dpupaTa UYELOVOULKAG TepiBaAdng.

- Eknmautdeutiky evotnTo/EKMALSEUTIKO CEUVAPLO Yyla KALVLIKOUG LATPOUG Kol
EUMELPOYVWHOVEG TWV OPYOAVWOEWV TNG KOVWVIAG TwV MOALTwV. MpoKeLEVOU
va TepLopLoTel N mBavotnta tng «mpokatdAnng avtopatiopou» (automation
bias) kot Twv avicotnTtwv otnv KAWLk Texvnt Nonupoouvn, to puBULOTIKO
pnovtélo AEQUITAS meplAapBavel UTIOXPEWTLKA ekTaidevon, oxedlaopEVn woTe
va epodlalel TIg/Toug emayyeAHaTieg vyelog pe 6e€L0TNTEC KATAVONONG TWV
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TIEPLOPLOUWY TWV CUOTNHATWYV TN, KPLTIKAG EPUNVELNG TWV ATMOTEAECUATWY TOUG
kat Sduvatdtntag mopdkapPng i Stakomng TnG AEltoupyiag Toug oOtav Ta
OTOTEAECUOTO  TIOPAYOUV TIPOKATEWNNUUEVO 1 Avica amoteAéopota. H
eknaidevon bivel éudaon otnv evalobnTomoinon OXETIKA PE TOUG KvdUVOUG
gudaviong E€udulwv Kol PUAETIKWY TIPOKATOANPEWY, OTIC OPXEG TwV
BepeAlwdwy SkalwUATWY Kol o€ NOKA {NTAHATa, cURIEPAABAVOUEVNG TNG
LooTNTOG, TNG UN Sldkplong katl tn¢ cupmnepiAndng twv acbevwv. H evotnta autn
umnopet va BewpnBel wg éva UTIOOTNPLKTLKO EPYAAELD, TO OTIOLO EVIOYUEL EVEPYA
™V edappoyrn tou pubuLoTikou poviélou, dtacdaiilovtag OTL TO TPOCWTIKO
Tou elval urteVBUVO yLa TNV eMonTeia cuoTNUATWY TN pmopet va epappolel pe
endpkela dtadlkaoieg mapakoAoubnong, emkUpwaong kot Aoyodoaoiag péoa amo
To mplopga ™G wootntag. H exknaibevon mepllapPavel emiong QOKAOELG
BaOLOUEVEG OE OUYKEKPLUEVEG UEANETEG TIEPITITWONG YL TOV EVIOTILOUO KAl TOV
HUETPLAOUO aviootNTwV He Baon to BloAoyikd ¢UAO, TNV TautotnTa PpUAOU Kal
TG UAETIKEG/eOVOTIKEG SLadopEg.

JUUTTEPOLOUOTLKAL

H Texvnty Nonuoouvn MPoodEPEL ONUAVIIKEG Suvatotnteg yla T BeAtiwon twv
OTOTEAEOUATWY OTNV  UYELOVOULK TiepiBaAPn. Qotdoo, xwpiG TPOOEKTIKN
SlakuBépvnon UToOpel va avamapayeL 1 vo €MITEIVEL aviooTnTeEG AOyw ¢UAOU Kol
tautotnTag puAou, KaBwC Kal GUAETIKEC 1} €OVOTIKEG avIoOTNTEG, AAAQ KOl GANEG
HOPGdEG OUOTNULKWY TIPOKATAANYEWV. TO PUBULOTIKO POVTEAO TTOU TTOPOUCLALETAL OTO
napov Eyypado MOATIKAG EMLXEIPEL VO LETAOXNHUOTIOEL TIC apPXEC TwV BepeAlwdwv
SIKALWUATWY O€ CUYKEKPLUEVEG SikAeldeg aodaleiag mou Ba pEMEL va LoXUouV og OAa
To 0TtddLa Tou KUKAOU {wn ¢ Twv cuotnudtwy TN, arod tnv mpopnBeLa Kal TV EMKUpwWon
€wg TNV avamtuén, tnv nmoapakoAouBnon kot tn Aoyodooia, pe pnti éudaon otov
EVTOTILOMO KOl TOV TEPLOPLOUO Twv Sladopwv ota anoteAéopata mou eudavidovral
HeTall Sladopetikwy MANBUoULOKWY opddwy acBevwy. Méow NG edapuoyng evog
ocuotnuatog dtakuBépvnong cuotnuatwyv TN ou otnpiletal os éva dopnuévo cUVoAo
otadiwv kKUKAou {wNG, TIOALTIKWY, TIPOKTIKWY EPYOAELWV KAl TEKUNPLWYV, TO VOOOKOUELD
KOLL OL OPYAVWOELG TNG KOWWVLOG TWV TTOALTWVY UTItopouV va aloAoyoUV CUCTNUATLKA, Vo
HETPLAlOUV KOl va TEKUNPLWVOUV KWvOUVOUC, CUUTEPIAAUBAVOUEVWY TWV AVIoWV
ETUMTWOEWV OE KOWWWVLKA OTTOKAELOUEVEG OUASEC aoBeVwV.

Me tnv evowpdatwon O&baypudtwyv omo SlopopeTIKOUC TOMEIS, TWV VOULKWY
anopaitntwyv mpoimoBécswv tng EE kat SeBvwv mAawoiwv SlakuBépvnong, Tto
PUBOULOTIKO POVTEAD UTtOOTNPILEL TIG/ TOUC EMAYYEALATIEG LUYELQG oTNV UTIELOULVN XpPrion
cuvotnudatwyv TN kat Stacdalilel Sikailn, aodaAn katl dStadavr) vyslovoutkr mepiBain
yla OAeg/Ohoug Tig/toug aoBevelg, aveCaptitwg ¢uAou, Tautotntag ¢ulou,
GUAETIKAG/EBVOTIKAG KaTaywyng i AAAWV SnUoYpadLKWV XAPAKTNPLOTIKWV.
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