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EKTEAEETIKOX KANONIZMOZ (EE) 2025/117 THX EINITPOITHE
¢ 24n¢ lavovapiov 2025

yia T doren kavovev pappoyns Tou kavoviepov (EE) 2021/2282 dcov agopa Tig Siadikaociec kovov
emotnpovikev Stafouledoeov oXeTIKG pE LTPOTEXVONOYIKA TTPOiOVTA Kat in Vitro drayveotika
10TPOTEXVONOYIKA TTPOIOVTQ

(Keipevo mouv mapoveoialer evdiagépov yia tov EOX)

H EYPQITATKH EITITPOITH,
Exovtag unoyn t Suvdnkn yia m Asrtoupyia g Eupenaikng Eveorg,

'Exovtag unoyr) tov kavoviopo (EE) 2021/2282 tou Eupwnaikot Kowofouliou kat tou Zuppouliou, e 15n¢ Aekepfpiov 2021,
OXETIKA pe Ty af10AOyNoN Twv TERVOAoYIGY Uyelag kal Ty Tpomomoiner e odnylag 2011/24/[EE (), kat dlwg to apdpo 20
napaypagos 1 otoryeia a), ) kat d),

Extipdvrag ta akoouda:

(1) O kavoviopog (EE) 2021/2282 deomiler mhaioto otrpiéng kat dradikasies yia T ouvepyacia HETAED TOV KPATOV HEAGY OTOV
TOPEQ TV TEXVONOYLOV UYelag oe eminedo Evaong kat 6uykpoTel v opdda cuvtoviopou kpatev pedy yia v aflohoynon
TEXVOAOYLOV UYelag (0To €€nc: opdda ouvtoviapo).

(2)  Zopgwva pe to apdpo 16 mapaypagog 1 tou kavoviopoU (EE) 2021/2282, n opdda cuvtoviopou diedyel Kowveg
EMOTNHOVIKEG dlafoulevoel pe okomd Ty aviahayr] TANPOPOPLOV HE TOUG QOPEIS avamTuEng Texvoloyiav uyelag
OYeTIKA pe Ta owela oxeda avamtuéng 1aTpOTERVONOYIKOU TPOIOVTOG 1 in Vitro dayveoTikol 1aTpoTeVOAOyIKOU
Tpoiovtog. ST0Xog Twv &v Aoyw dwafoulevoenv gvar va SieukoAuvouv ) dadikacia mpoetopaciag kowav KAviKGY
af1oNOYNoEOV 1aTPOTEXVONOYIKOV TPOIOVIGY Kat in Vitro dayveoTIKGOV 1aTPOTENVONOYIKGOV TPOiovVTLY, Kadng Ja
EMITPETIOUV OTOUG POpEelG avamtuéng texvohoytav uyeiag va Aapfavouv kadodnynon anod v opdda GUVTOVIGHOU oYETIKA
pe g mAnpogopieg, Ta dedopéva, Tig avalloelg kal Aotmd atotyela mou evdeyopéves va anartndouy and kAvikég peNéteg
yia v kowr kKAvikr] afiohoynon tov ev Aoye mpoiovtev. Ot kowég emotnpovikéc dafouleloels pnopolv eniong va
dieukodvouy ) diadikacia TG TPOETOWAGIAG OXETIKGOV EMIKAPOTIOWOEWY TOV KOW®OV KAIVIKGV afloloyroewy yia
1ATPOTEXVONOYIKG TPOIOVTAL Kat in vitro SiayveoTtika 1atpoTexvoloyika Tpoidvta Otav Ta artipata mAnpolv Ta Kprrpia
em\e§pomTag kat emhoyrng.

(3)  Tlpokepévou va dwaopahiotel enapkrg mpofAeypotta yia toug opeic avamtuéng texvohoyldv uyeiag 6oov agopd
duvatdTTa TOUG Va GUHNETENOUV GE KOWEG EMOTNHOVIKEG DIAPOUNEVOEIC OXETIKA e 1OTPOTERVONOYIKA TIPOiOVTA Kau in
Vitro S1ayveooTIKA 1TPOTERVONOYIKA TIPOIOVTA pali pie Ty Opdda GUVTOVIoHOU, eival avaykaio va kadopiotel 1 mpodeopiia
evtOg TG onolag 1 opdda cuvtoviopoy Ja kadopioel TG MHEPOUNVIES TV MEPLOdWY UTOPBOARG AITNUATOV yia KON
emotnpovikr StafoUAeucn oXETIKA e 10TPOTENVONOYIKA TPOIOVTA KAl N Vitro dlayveoTikd 1aTpoTeXVONOYIKA TPOIOVTA Yiat
TO €NOPEVO €10, Kadmg kat o ehdyiotog apwpog meptddwv umoPolng artudtey ava £tog. SUpgeva pe o apdpo 6
napaypagog 2 ctoyeio B) tou kavoviopou (EE) 2021/2282, n opada cuvtoviopot kadopilel oTo €10l mpOypappa
EPYAOIOY TNG TOV TPOYPUHHATIONEVO appd Twv Kowev emotnpovikév dafoulevoewv. T va dodel otoug @opeic
QVATITUGIG TEXVOAOYIOV UYEIAG EMAPKIG XPOVOG TPOYPARHATIONOU KAl TPOETOLHAGIOG YIO TIG KOWEG EMLOTNHOVIKEG
daPouleloeic oxetikd pe 1aTpoTeEXVONOYIKG TPOIOVTA Kai in vitro SiayveoTikd 1TpoTeXVONOYIKA TIPOioVTA, 1 opdda
ouvtoviopol Ja mpénel va kadopiler Tig meplddous unofolrs artuatev yia Tig ev Aoyw diafoulelioeis To apyotepo €ug
TV MEEPQ KATA TNV oToia YKpiveL TO £TT0L0 TPOYpappa epyactv s, dSnhadn ¢uc tic 30 Nogufpiou kade £tou.

(4)  Zopgeva pe o apdpo 30 mapaypagog 1 tou kavoviopou (EE) 2021/2282, ) Emtpornr) dnpoupyel kat dratnpel matgoppa
TIT anotelovpevn), tetaty aMov, and acalés cUotpa aviaAAayrig TANPoQopLeY HETAEY TG OPAdAG GUVTOVIGHOU Kat
TOV UTOOHAdWV TG, aQevos, Kal QOpEnv avamtugng TEXVOAOYIGV UYELG Kal EHTELPOYVOUOVOV TOU GUHHETEXOUV OTIG
KOWEG epyaoies, apetepou (oto €ng: matgoppa TIT ATY). Suvenag, ot gopeig avamtuéng texvoloyiav uyeiag da mpénet va
umoPaNAouY Ta AITHATA yia KOWVEG EMOTHOVIKES dafoulevoels, Tov gakeho mAnpogoplav, dedopevay, avalloewy Kat
Nomov otoryeiny yia kowr emotnpovik StafoUNeuct oXETIKA pE 1ATPOTERVONOYIKA TpOiOVTa Kat in vitro dayveotikd
1ATPOTENVONOYIKA TIPOIOVTA, cUpTEPIAALPAVOLLEVOU TOU KATAAOYOU EPWTIOEMV (0TO €5|G: EVILEPWTIKO TAKETO) KADMG Kat
uyov mepartépe Sedopéva péow e matgoppag TIT ATY. Ta artuata kar ot gpakelot Ja mpénel va unofalhovtar pe
Xprion Tev unodetypatov mou kadopiCovtat and v opdda cuvtoviepol cupgova pe to apdpo 21 otoiyeia a) kai f) Tou
kavoviopov (EE) 2021/2282.

() EEL 458 g22.12.2021, 0. 1, ELL http://data.europa.eu/eli/reg/2021/2282]oj.
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(5)  Koatomv autipatog @opéa avamtuEng TeRVOAOYIGV UYElaS, HMOPOUV vV TPAYHATONOLOUVTAL KOWEG EMOTIHOVIKES
dafoudeloeic oxetika pe watpotexvoloyika mpoidvta mapdhAnia pe T Swfovdevon pe opdda eumepoyvOROVGY TOU
opitetal obpgwva pe to apdpo 106 mapaypagog 1 tou kavoviepot (EE) 2017/745 tou Eupenaikoy KowoPouliou kat
tou ZupPouliou () (oto &g opada epmEPOYVOROVAY), GURQWVA pe To apdpo 61 mapdypagog 2 Tou &v AOYw
kavoviopou (oto €€nc: diafoudevor opddag epmepoyvorovev). TIpokelévou 1 UTOORASE TGV KOWOV EMOTILOVIKGY
draPouledoewv g opadag cuvtoviepol (oto €€ng: unoopada kowav dafouleloewy) va pmopel va evtomilel Ta artpata
yia kowr emotpovikt] dafovdevon mou Da diefayetar mapaMnla pe ™ dafovhevon opadag epmelpoyvopdvey, o
QOpEAG avamTuEng Texvoloylov Uyelag Da MPEMeEL va avagepel OTO GITNHA yia Kowr emotnuovik dafoulevor av
napdMnha arteitan diafoulevorn opddag epmelpoyvapovaey.

(6)  Zupgeva pe to apdpo 28 ototyeio U) Tou kavoviopol (EE) 2021/2282, ) Enttponi, eKTENGVTAG XPEN YPARLATELAS THG
opadag ouvtoviopou (oto €fng: ypappateia ATY), SeukolUvel T ouvepyaoia pe TIG OHAdES EUMEPOYVOROVGY. U@LV
pe to apdpo 30 tou kavoviopou (EE) 2022/123 tou Eupwnaikol Kowofouhiou kat tou Supfouliou (%), o Eupendikog
Opyaviopog ®appakev extehel ypén ypappateiag yio g opddeg epmeipoyvopovey. Q¢ ek Toutou, 1 avtalhayi
TANPOPOPLOV [E TIC OHAOES EUTEIPOYVOHOVGY OXETIKA HE TIG KOWEG emOTNHOVIKEG diafouleloels yia Ta 1aTpoTeKVONOYIKA
npoiovta Ja mpémel va mpaypatonoteitar péow g ypappateiag ATY kat tou Eupendikol Opyaviopol ®appakev, o
0mo10G eKTENEL XPEN YPAPUATELAS TV ORADLV EPTEIPOYVOLOVEY.

(7)  Hypappateia ATY da npénet va kotvorotel otov Euponaikd Opyaviopd Gappdkey Tov Katdhoyo Tev artiaTey yia Kowr)
emotnpovikr StafoUNEUOT OXETIKA LIE LATPOTEXVONOYIKA TPOIOVTA VIOl TCL OO O POPEAG AVATTUENG TEXVONOYLGV UYelag
dMhwce ou arteitar mapdnha ™ Swfovhevon opadag epmerpoyvopovev. H ypappateia ATY kar o Eupwmaikog
Opyaviopoc Pappakev da mpemel va aAAnlogvipepovovtal OXETIKA e Ta ATpate mou emA&OnKav yia Kow
emotnuovikr dtafovAevor kat ta artipata mou Eyvav dekta yia Safovlevon opadag epmelpoyvepOveY.

(8)  Otav &ieEayovian kowés emotnuovikéc dafouleloeic oyetikd pe atpoteyvoloyika mpoiovia mapdMAnia pe
dafothevon opddag epmepoyvopovev, 1 ypappateia ATY ka o Eupomaikog Opyaviepog Gappdkev da mpémet va
avtaA\acoouv TG katdhnhes mAnpogopieg wote va Saopaliletar ot ot mapaAnhes dafoulevoeis eivar ypovikd
OUVTOVIOPEVEG.

(9)  'Otav, oupgova pe to apdpo 17 mapaypagog 4 tou kavovicpot (EE) 2021/2282, n opdda cuvioviopol, péow TG
ypappateiag ATY, evipepovel Tov gopéa avantuéng texvoloylav uyelag ot Ja mpofel oe ko) emotnpovikr Siafovlevon,
Ya mpénel niong va evipePGVEL TOV POpEA AVATTUENG TEXVONOYLOV UYEING OXETIKA HE TO XPOVOSIAYPAHHA TG KOWNG
emotnpovikns dafovhevong, cupnepihapfavopévng e mpodeopiag yia v unofoAr] Tou evijpepwTikoy makétou. [a va
daogaliotel 0Tt o1 kowEg emoTnpoviKEG SlafOUNEVTELS OXETIKA [E 1ATPOTEXVONOYIKA TPOTOVTA TIoU dieEayovtar mapdAAnia
pe ) draPfovleuon opddag EPMEIPOYVOHOVEHY EIVAL XPOVIKA GUVTOVIGHEVES, TO Xpovodidypappa da mpénet va cuyypoviletat
pe ™ Sdkacia dafoudeuons e opddag epmelpoyVOROVOV.

(10) To aitnpa dafouleucns opadag EUMEIPOYVOROVEGY KaL KOG EMOTIHOVIKNG dlafoUAeucns oYeTIKa e Ta oXEdLa KAVIKTG
avartuéng eivar e véa dadikacia yia toug @opels avamtuéng Texvoloyiov uyelag ot omoiot avantiocouv
1aTpoTENVONOYIKA Tpoidvta kat in vitro diayveotikd tatpoteyvoloyika mpoiovta. Emopévec, ot gopeig avamtuéng
Texvoloylov uyelag Ja mpénet va eivar oe Déor va hapfavouv fordeta yia Ty €ykaipn TPOETOIHAGLA TIAKETOU EVIHEPWOTS
uyn\iic mowottag, and tov aftohoyntr kat tov cuvaElohoynTr yia Ty kown emotnpovikh dafovlevon nmou Stopilovrat
oUpQova e o apdpo 18 mapaypagog 3 tou kavoviopov (EE) 20212282 (oto €nc: aktohoyntrs kat suvaEiohoyntrg)
Kat anod ta pENN Tou mpocwmikol T ypappateiag ATY mou eivar appodia yio TNV Tapoxr YPARHATEIKNG UTOGTHPIENS
oty unoopdda kowav Stafouleloewv.

(11) T va dwo@aliotel 1) QNOTENEGHATIK] GUUMETOXT) COUEVAY, KAIVIKGV EUMEIPOYVOHOVGY Kal GANGV  OXETIKGY
EUMELPOYVOLOVOV  (0TO €EMG: HELOVOLEVOL EUMEIPOYVOLOVEG) OTIV Kowr emotnpoviky Owfollevon oyetikd pe
LaTPOTENVOAOYIKG TPOTOVTa Kat in vitro diayveotikd tatpoteyvoloyikd mpoiovia, n ypappateia ATY Da npénet va apyioet
V& UNOSEIKVUEL T TPOCKMNA AUTA TO OUVTOHOTEPO duvatdv. Qg ek TouTou, 1 unoopada kowav dtafoulelioewy Ja mpémel,
TAUTOXPOVA [E THV EMAOYT] TGV 1ATPOTENVONOYIKGV TIPOTOVT®V KAl in VItro 1aTpOTEXVONOYIKGOV TPOIOVTGY MOU TPOKELTAL VOl
AMOTENECOUV aVTIKEIPEVO KOwnG emotnpovikis dtafolheuonc, va mpoodiopilel emiong, yia kade KOWN EMOTNHOVIKN
dafoudevon, mv 1atpikn madnon, Tov oxetikod Jepaneutikod Topga kat AN ek epnepoyvooia, facel g onoiag 1)

() Kavoviopog (EE) 2017/745 tou Eupwnaikov Kowofouliou kat tou Zupfouliou, mg 51¢ Anpikiou 2017, yia Ta 1atpoteyvoloyikd mpoiovta,

yiou Ty tpomomoinen e odnyiag 2001/83EK, tou kavoviopot (EK) api. 178/2002 kat tou kavoviopou (EK) apid. 1223/2009 kat yia v
Kkatdpynon tov odnyiey tou Tupfouliov 90/385/EOK kar 93/42/EOK (EE L 117 g 5.5.2017, o. 1, ELL http:[/data.europa.eu/elifreg/
2017/745/0j).

() Kavoviopog (EE) 2022/123 tou Eupwnaikod Kowofouliou kat tou Supfouliou, g 2516 lavovapiov 2022, oyeTikd pie TV evioxuon Tou
poAou tou Eupwnaikol Opyaviopol Gappdkey 060v agopd Ty ETOROTITA EvavTl Kpicenv kat T Siayelplon kpioewy yia ta gappaka Kat
tatpoteyvohoyika mpoiovta (EE L 20 e 31.1.2022, o. 1, ELL: http://data.europa.eu/elijreg/2022/123/0j).
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(13)

(14)

(15)

(16)

ypappateia ATY Da umodeikviel TOUG [EHOVOEVOUG EUMEIPOYVOROVEG TOU da KAMUJOUV va yVoHod0THoouY Katd T
dapkein g ev Aoyw kowng emotnpovikic SafolAeuong. T Ty UMOdEE) TOV HEHOVOUEVOV EUMEIPOYVOHOVEY, 1)
ypappateia ATY Da nipénet va oupfoulevetar o diktuo evilagepOpevey LepGV mou cuatddnke oURQovVa e To Gpdpo 29
Tou kavoviopou (EE) 2021/2282, ta eupondika diktua avapopls yia omavieg kat ToANUTAOKeS vOoOUG kat GANEG OXETIKEG
Tyes, Qopeig kat opyaviopous. Katd v tehikn emhoyn, 1 unoopada kowev dafoulevoewv Ja mpémer va Siver
TIPOTEPALOTITTAL 0 PELOVOHEVOUG EUTELPOYVOLIOVES TOU SIaDETOUV epmelpoyvwoia, and didgopa kpatn [N, oV 1oTPIKr
navnon, otov Uepameutikd Topéa 1 oto €dog TG TeXvoloylag UYElG TOU AMOTENEL TO AVTIKEIPHEVO TG KOWNG
emotnpovikrs dafouAevong.

H unoopada kowdv dwafoulevoswv, péow e ypappateiog ATY, Da mpémer va kowomoujoel otoug emhexUévieg
HEHOVOHEVOUG EUTELPOYVMLOVEG TO EVIHEPWLTIKO TAKETO KA VA TOUG dMGEL TN dUVATOTNTA VA GUVEIGYEPOUV OTITY KOWI)
emotnpovikr dafoulevon. H ypappateia ATY Ya mpémel va kaléoer ToUG eMAEXDEVTEG [EHOVOEVOUG ELMEIPOYVALOVES
ot ouvedpiact yia avialhayr amoyewv pe TOV QopEa avamtuEng TexvoAoylov uyelag mou avagépetatl oto dpdpo 18
napaypagot 7 kar 8 tou kavoviopou (EE) 2021/2282. Ava maca otypr] katd T SIPKELR TG KOWVIG EMOTIHOVIKNG
dapoudevone, n unoopdda kowev Srafouleloewy da mpéner va éxer T duvatotnta va Swafouleletar pe opyaveoelg
evbiagpepopevey pepav. Eidikotepa, i ev Aoyo diafoulevon da npénel va nepthapfavel yevikotepeg mAnpo@opies OxeTIKA pe
TNV 10TPIKT] TADT0T) KL TOV JEPATEVTIKO TOPEN ATO OPYAVAOELS AOUEVAY, OPYAVOOEIS ENAYYEAHATIOV TOU TOPER TG Uyelag
1 KAwikoUg kat emotnpovikols ouNOyous kat da mpémel va diefayetal péow tov peAGv Tou diktlou evdiagepopevav
pepov. H ev Aoyo Swfolhevon dev mpémel va amokal\UmTel TO GUYKEKPIUEVO LOTPOTEXVONOYIKO TPOIOV 1 in vitro
dayveoTiko 1aTpoTeXVONOYIKO TPOTOV TIOU AMOTENEL AVTIKEIHEVO TG KOWIG EMOTNHOVIKNG diafoulevong.

Tpoketpvou va S1aoQaMoTel OTL O [EHOVOHEVOL EUTELPOYVOLOVEG GUHHETENOUV € Kowr| emotipovikn Stafouleuon pe
avegaptnto kat dragavr TpoNo, YWPIC GUYKPOUGT) CUNPEPOVTLY, Ja TPENEL Vo EMAEYOVTAL KL VO GUHHETEXOUV G KOLVEG
emotnpovikes dtafouleloeis povo agol n Emrtponn agiohoyroet ta SnAwdévia cupgépovtd Toug, GURPWVa He To Gpdpo 5
Tou kavoviopoU (EE) 2021/2282 kat to apdpo 4 tou ekteheotikol kavoviopoU (EE) 20242745 g Enttpomic (¥).

Ta va pewwdel o SokTikds eoptog kat va anogeuydolv ot alnhenkaliyetg, otav dieEdyoval KOWEG EMOTNHOVIKES
daPouleloeic oxetika pe wtpoteyvoloyikd mpoiovta napdAnha pe ) dafovhevon opddag eumelpoyvopovey, o gopiag
avantugne teyvoloylov uyeiag da mpénel va umoPalAet v da tekpnploon ot ypappateia ATY kat oty opdda
EUMELPOYVOROVOV. 10 TOV 0KOTIO aUTO, TIPLY and Tov KaJopiopd TOU UTIOSELYHATOG TOU EVIJUEPWTIKOU TAKETOU CURQOVA HE
0 apdpo 21 croxeio P) Tou kavoviopou (EE) 2021/2282, to omoio da xproiponoteital Otav 1) KOWN EMOTNHOVIKY
dafovlevon oyetikd pe watpoteyvoloyika mpoiovta SieEayetar mapdna pe ™ dafovleuon opddag ERTELPOYVOLOVOY,
1 opdda ouvtoviopol da mpénet va dafoulevetar kat va katakiyel oe cupgovia pe Tov Eupenaiko Opyaviopd Gapuakey
OYETIKA 1€ TO UOELypa, oe diafoueuot) e TiG OpAdES EUMEIPOYVOHOVEY.

Ta va diaogakiotel 0Tt o1 Koweg emoTnpovikes dafouleloels OYETIKA e 1OTPOTENVONOYIKA TPOidVTa mou dieEdyovtat
napdM\nha pe ™ Safovhevon opdadag epmElpOYVOLOVOV Elval YPOVIKA GUVTOVIOHEVES, O QOPEAG AVATTUENG TEXVOAOYLGY
uyelag Ja mpénel va unofalhel T oxetkn Tekpnpioon yia kowr emotpoviki dafovlevon kar drafovdevon opadag
EUMEIPOYVOLOVOV Tautdxpova ot ypappateia ATY kat otov Euponaikd Opyaviopo dappakev. Emmiéov, 1 unoopdda
KooV dtafoulelioewy 1 1 OpAda GUVTOVIGHOU Kai 1) OpAdX EUMELPOYVOHOVOVY Da TPEMEL, €VTOG TOU KAUOPLOHEVOU
Xpovodiaypappatog, va eykpivouv, va ekdidouv kat va umoPfaAlouv otov Qopéa avamtuEng Texvoloyidv uyelag Toug
KaTaoyoug {TnpaTey, TO EyYpago anoTENEOUATGY TG KOWNG EMOTNHOVIKAG S1afoUNEUoNC KaL TV MOTOAN MapoyTS
oupfoulav.

Tpoketpévou va Sieukouvdel 1 oulfton pe tov Qopéa avamtuéng Ttexvoloyiwv uyelag kar 1 dwafollevon pe
HEHOVOHEVOUG EUTELPOYVOHOVEG KaTa Tr ouvedpiaon mou avagépetal oto aptpo 18 maplypagog 7 TOU KAVOVIGHOU
(EE) 2021/2282, 1 unoopdda kowav dafoulevoewy, pécw e ypappateiag ATY, Da mpénet va kowonolel otov gopéa
avantuéne texvoloyidv uyelag tov katdhoyo Tov {nmpdtev mou umodekvUouv Ta Jipata mpog egétaon Katd T
OUVEDPIAOT] Kal, KATA TEPIMTWON, TIC CUYKEKPIUEVEG EPWTIOEIC TOU Ja €EETAGTOUV HOVO YPATT®G TPV and Ty &v AOyw
ouvedpiaon (oto €fng: katdhoyos {mudtey). H unoopdda kowav dafouleloenv Ja mpénel va mapéyer otov gopea
AVATTTUENG TERVOAOYIOV UYELG TN SUVATOTNTA VaL AmavToeL ypantds oTov Katdhoyo {mpdtey oe eUdeTo Xpovo mpv and

™ ouvedpiaon).

(*) Exteheotikog kavoviopog (EE) 2024/2745 g Emtpons, g 2516 Oktwfpiov 2024, yia t Jomion kavovey epappoyns Tou Kavoviopou
(EE) 2021/2282 tou Eupwnaikol Kowofouliou kat tou Zupfouliov 6cov agopd T diaxelpion ouykpoloewy GURQEPOVTOY OTIG KOWVEG
EPYAOIES TIG OPAdAG GUVTOVIGHOU TwV KPaTeV HEAGY yia tv aftoAdynorn tev texvoloyiay vyeiag kat tov unoopadey e (EE L, 20242745,
28.10.2024, ELL: http://data.europa.euleli/reg_impl/2024/2745/0j).

ELL http://data.europa.eu/elijreg_impl/2025/117/oj


http://data.europa.eu/eli/reg_impl/2024/2745/oj
http://data.europa.eu/eli/reg_impl/2024/2745/oj

EL

EE L g 27.1.2025

(17) 'Otav dieEayovton kowég emotnuovikés dafouleloelg oxetikd pe tpoteyvoloyika mpoiovia mapdMAnia pe )

daPovlevon opadag epmepoyvopovev, n ypappateia ATY ka o Eupomaikog Opyaviepog Gappakev da mpémet va
avtol\acoouv  toug  avtiotoryoug  katahoyous {nnpdteov. H umoopdada kowav  Swfoulevoeov kar 1 opdda
ERMELPOYVOROVOV Ja MPEMEL va oulTouy Toug KataAdyous JTpatey pe Tov gopéa avamtugng Texvoloylov vyelag o pia
eviaia ouvedpiaon. Oa mpénel va Sevkpwiletar mota pépr Ya mpookaholviar oty ev Aoyw kown cuvedpiaor. H
ouvedpiaor] Ja mpénel va dieayetar dadiktuaka kat va cupmpoedpetetat ano tov alohoyrt 1} Tov cuvatiohoynTr yia Ty
Kown emotnpovikn dafovleuon kat évav and toug elonynTes yia T dafovhevon opadag eRMELPOYVOLOVOY.

(18) T Swwogahion e dapdavelag, TG ivNAAGILOTITAG KAl TOU ENAYYEAHATIKOU AMOPPITOU, 1] TEKINplweT Tou oxetiletat

pe TG Koweg emotuovikés Siafouleloeig OXETIKG HE  1ATPOTENVONOYIKA TPOIOVTIA Kot in vitro diayveotikd
1aTPOTEXVOAOYIKGA TpoiovTa Do mpénet va anootéA\etar o yi@iakn poper kat da mpémet va avtal\aooetat pe v opdda
ouvtoviopoU, v unoopdda kowev dafoulevoewy, T ypappateia ATY, Tov @opéa avantuéng texvoloyiav uyelag kot
LELOVOLEVOUG EUMELPOYVOLOVES, KADOG Kat petal toug, péow g mateoppag TIT ATY katd T didpkeia TOV KOWGY
emotnuovikdv dtafouleloewy.

(19) Tpgova pe o apdpo 5 mapaypagog 1 otoyeio a) tou kavoviopou (EE) 2018/1725 tou Eupandikou Kowofouliou kat

tou ZupPoulou (), eivar avaykaio va Jeomotolv oL Kavoves yia v eneEepyacia dedopévov mTPOCLIKOU XapakTpa yia
TOUG okomoug TG diekaywyrs kowav emotnpovikeov dtafouleloewy OXETIKA e 1ATPOTEXVONOYIKG TIPOIOVTA Kal in vitro
dayveotikd 1atpoteyvoloyikd mpoiovta. Edikotepa, eivar avaykaio va mpoodiopiotolv Ta dedopéva mpocwmkoy
Xapaktipa mou pmopouv va umofAndolv oe emegepyaoia, dnhadn opiopéva dedopéva mpocwmikoU Xapaktipa mou
AQOPOUY TOUG EPOVOLEVOUG EUMIEIPOYVOHOVES Ol OTIOI0L CUHHETEYOUV OTIG KOWEG emiotnpovikés dtafoulelioeis, kaddg kat
oplopieva dedopéva TPOCWTIKOU XAPOKTHPA TOU AQOPOUY TOUG EKTIPOGANOUG oL omoiot dopilovtal oty opdda
OUVTOVIGHOU Kat oty umoopdda kowav dtafouleloenv, TOUG EKTPOCMNOUG TLV Qopéwv avamtung texvoloyidv uyelag
KAl TOUG EKTPOsOMOUG TV pelav tou Siktou evdiagepdpevov pepov. Otav dieEdyoviar KOWEG emoTnHOVIKES
daPouletoeic oxetika e 1atpotexvoloyikd mpoiovta mapaMnda pe ) dafovdevon opddag epmeipoyvepovev, 1
Enrtpon) da mpénet va Aapfaver and tov Eupemaikd Opyaviopd Qappdkev TOV KATGAOYO TGV GUHHETEXOVIOV OTN
daPovhevon opadag epmelpoyvopdvey ot omoiot KAANOUVTAL OTr) GUVESPINOT] HE TOV YOPER AVATTUENG TEKVOAOYIGV UYELAS.

(20) H Emitponr) Ya mpénel va Jewpeitar unelduvog emegepyaciag dedopéveav mposwmkol Xapaktipa Katd Ty €wold Tou

apdpou 3 onueio 8) tou kavoviopoU (EE) 2018/1725. Kade eneepyaocia dedopévev mpoowmkol xapaktipa eKTog Tne
mhatgoppag TIT ATY ano tov Eupwnaikd Opyaviopd Gappdkev kar and ta péAn e opadag GUVTOVIGHOU Kat Tig
umoopadag KooV dafouleloeny Kadhg Kal and TOUG EKTPOGATIOUS TOUG, TPETEL VAL TPAYHATOTOLELTAL CULQOVE HE TOV
kavoviopo (EE) 20181725 kat tov kavoviopo (EE) 2016/679 tou Eupwnaikot KowoPoulou kat tou Zupfouliou (%)
aVTIOTOLYWG.

(21) T va Swwoeakiotel 1) duvatdtta enakndevons Tou katd moGov ot Koweg emotipovikés diafouleloeg Siekaydnkav pe

aveEapTnTo Kat apepOANTTO TPOTO, yia Mapadelyia o€ TepITTRON Katayyehov i avudikidv, kadog kat yia va diacgaliotel
1 oxetkr 16 fadog eedikeupévn epnelpoyvacia oe kown entotnpovikr dafoulevon kat va ebakpiPodel 1) ouppOpPwoT| e
™V anaitijon mou opiletat oto apdpo 8 mapaypagos 4 tou kavoviepol (EE) 2021/2282, oclpgwva pe v omoia o
afoloyrTs kar o cuvaElohoyntic yia v kowr khvikr] afloloyron mpénel va elvar SlaQopETIKA MPOCLTA and TOV
akrohoynT kat Tov cuvaEiohoyn yia Ty kown emotnpoviky dafovlevor), eivar avaykaio va npofAénoviar katdnAeg
niepiodot diartriprong 6oov agopa ta dedopéva TpocwnKoL XapakTpa Kat enaveEETaot] TOUG o€ TaKTd Xpovika diaotrpata.

(22) H tavtotta tev acdevov pmopel va anokaAUYEL TV KATACTAOT] TG UYELAG TOUG O OXE0T HE TO QVTIKEIHEVO TNG KOWNG

emotpovikis SafouAevong kai, ¢ ek TouTou, Ja mpémel va Jewpeitar ediKn Katnyopia OedOUEVOV TPOCWTKOU
xapaxtpa oUpgeva pe to apdpo 10 tou kavoviopov (EE) 2018/1725. Ta ev Aoy dedopéva da mpénet va unofaAloviat
o¢ enegepyaoia povo otav mnpouvtal ta kprjpia Tou apdpou 10 mapaypagog 2 ototyeio V) Tou &v AOy® KavoviopoU.
Eivar avaykaio va mpofhe@Volv katdAnha kot e1dikd pétpa yia 0 diac@dAion Tav Sikaoudtoy kat ey eNeudeplov Tou
acvevolc. Eidikotepa, ot aoleveic dev Ja mpemel va umoxpeolvtal va anokaAUTTOuV TV TAUTOTNTA TOUG GTOV GOpEa

Kavoviopog (EE) 2018/1725 tou Eupwnaikot Kowofouliou kat tou Supfouliou, g 23ng Oktwfpiov 2018, yia v mpoctacia twv

QUOLKGY MPOsOTKV évavtt e enefepyaoiag dedopévav mpocwmikou xapaktipa and ta Jeopikd Kai Notmd Opyava Kat TOUG OpYavIGHOUGC TG
‘Evoong kat v ehebdepn kukhogopia twv dedopévey autdv, kat yia v katapynon tou kavoviopot (EK) apd. 45/2001 kat g anogaong
aptd. 1247/2002[EK (EE L 295 ¢ 21.11.2018, o. 39, ELL http://data.europa.eu/elijreg/2018/1725/0j).

Kavoviopog (EE) 2016679 tou Eupwnaikou Kowofouhiou kat tou Zupfouliou, tg 2716 Anpthiou 2016, yia Ty mPOCTAGIA TGV QUOIKGOV
npocenev évavit g encepyaoiag tov Sedopvav mpocwnikol xapaktipa kot yia Ty ekedepn kukhogopia tov dedopévev autdv kat Ty
katapynon e odnyiag 95/46/EK (Tevikdg Kavoviopog yia v Tpootacia Aedopévwv) (EE L 119 g 4.5.2016, o. 1, ELL: http://data.
europa.eu/elijreg/2016/679/oj).

ELL http://data.europa.eufelijreg_impl/2025/117/oj
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aVATTUENG TERVONOYLOV UYelag. Supguva pe o apdpo 5 mapaypagos 6 tou kavoviepov (EE) 2021/2282, ot eknpocwnot
mou dlopiloviar oV ORAdA CUVTOVIOHOU KAl OTNV UMOORAda Koy dlafouleloewy, KaDMG KAl Ol HELOVOLEVOL
EHMEIPOYVOLIOVEG TIOU GURHETENOUV CTIG EMOTNHOVIKEG S1afOUNEUOEIS, UNOKEVTAL GE UTOXPEWGT] TNPNONG EMAYYEAHATIKOU
amopprTOU, aKOUN Kal HETE Ty mavor) tev kadnkoviey toug. Tlpokepévou va dacpaliotel 1) mpootasia twv Sedopévav
TIPOCWTIKOU XAPAKTIPAL KAL TV EPTICTEUTIKAY TAIPOYOPLOY, Elvar avaykaio va mpofAegUel OTL OTIC KOWVEG EMOTIHOVIKES
daPouleloelc pmopolv va  GUUHETEXOUV [OVO HEHOVOHEVOL EUTELPOYVOLOVEG TIOU £€XOUV UTIOYPAYEL OUHQVIES
EMMIOTEVTIKOTITAG.

(23) Tug 19 Senmtepfpiov 2024 {nidnke 1) yvoun TG opadas GUVTOVIOHOU OXETIKA L€ TOUG &v AOY® SLadikaoTIKoUg Kavoveg,
oupQeva pe to apdpo 20 napaypagos 1 tou kavoviepov (EE) 2021/2282.

(24)  Znuidnke, olpgova pe to apdpo 42 tou kavoviopou (EE) 2018/1725, n yvoun tou Eupenaiou Enont Ilpootasiag
Agdoptvov, ou yvepodotnoe otig 11 Aekepfpiov 2024.

(25) Ta pétpa mou mpofAénovial oTov mapOVTA Kavoviopo eivat cUpQova pe T yvopun g Enrtponng yia v Afioloynon twv
Teyvohoyiwv Yyelag,

EEEAQXE TON [TAPONTA KANONIZMO:

‘Apipo 1
AvTikeipnevo

O mapev kavoviopog deomiCer Aemtopepeic dradikaotikols kavoves yia Tig koweg emotipovikés dafoulelboeig mou dietayovta
oupgava pie ta apdpa 16 ¢wg 21 tou kavoviopol (EE) 2021/2282, doov agopa:

a) v unoPoN] ATNHATEY and GOpeis avamtugng TexYONOYLOV UYEING yia KOWEG emoTnuovikes Siafoulevoels oxeTika pe
1ATPOTEVOAOYIKG TIPOIOVTA KAt in Vitro dlayveoTikd 1aTpoTeEXVONOYIKG TpoiovVTar

B) v emhoyn opyavdoemv evdiaQepopevey pepeY KAJOG Kat AGUEVAV, KAIVIKOV EUMEIPOYVOUOVGY Kot GANOV OXETIKGY
epmelpoyvopovey (oto fng: pepovoptvol epmetpoyvopoveq) kat T Swwfollevon pali toug oto mAaiclo Kkowrg
emotnuovikng Stafouleuong oYeTIkA e 1TPOTEYVONOYIKA TPOIOVTA Kat in vitro diayveotikd atpotexvoloyikd mpoiovta:

Y) ™ ouvepyaoia, K¢ ptow ™G avtahhayng TANPOQOPLOY, HE TIC OpAOEC EUTEPOYVOHOVOV OYETIKA HE TIG KOWEG
EMOTNHOVIKEG OLAPOUNEVTELS Y10 TA LATPOTEXVONOYIKA TIPOIOVTA, OTAV £VAG POPEAG AVATTUENG TEXVOAOYIGV UYElag arteitat
va Siefaydel n daPovdevon mapadnha pe Swafovhevon pe TV Opada EQTEIPOYVOROVOV GUpQLVA He TO apdpo 17
napaypagog 2 tou kavoviopol (EE) 2021/2282 (oo £&nic: Srafoveucn opadag epmelpoyvouovey).

‘Apdpo 2
Kadopiopog nepiodev unofolic artuatev yua kowéc emotnpovikéc Stafovledoeis

1. 'Ewc g 30 Noeufpiou kade £toug, 1) opdda cuvtoviopol kadopilet Tig NuepOpVies Twv meptodnv Unofols artudtey yia
KOWEG eMOTNHOVIKEG SLafOUNEVGEIG OYETIKA [IE 1ATPOTERVOAOYIKA TPOIOVTA KAt in Vitro SiayveeTIKA 10TPOTEXVONOYIKA TPOiOVTaL
Y0 TO ENOHEVO ETOG KL TOV TPOYPARHATIONEVO apIDHO TV KooV entotnuovikev dtafouleloewy yia kadepia and tig &v Aoyw
nepLOdoug unofolic artnudtey.

2. H opdda ouvtoviopou opiler touhdyiotov tpelg meplodous umofols artpdtey yia Koweg emtotipovikes Safoulevoeig
OETIKQ L€ LOTPOTENVONOYIKA TTPOIOVTA KAt in Vitro diayvwoTIKA LATPOTENVOAOYIKA TPOIOVTA aVA ETOC.

3. Kata mapékkhion and tg napaypagous 1 kat 2, éwg g 31 Maptiou 2025, 1) opdda 6uvtovicpoU opilet TOUNGYIOTOV piiat
nepiodo UMOPONHC AITUATOV yia KOWEG EMOTNHOVIKEG StafOUNEUOEIS OYETIKA pe LATPOTEXVONOYIKA TPOidVTA Kal in Vitro
dayveotikd tatpoteyvoloyikd mpoiovta yia to 2025,

‘Apipo 3
YroBoM) artudtoev yia kowveg emotnpovikic Stafouvievoeig

1.  Onowdnnote omypr) eveog TG meptodou umofolrg artudtey mou dpooctevetal cupQova pe o 4pdpo 17 mapaypagog 3
Tou kavoviopoU (EE) 2021/2282, évag popiag avamtuéng texvoloylov uyeiag propei va umofaAel aitnua yio Kowr| moTHOVIKY
dafolleuon oxetikd e TO 1ATPOTERVONOYIKO TPOIOY 1] TO in Vitro diayvwoTikd 1aTPOTENVOAOYIKO TPOIOV, HECK TG TAATPOPLAG
TII nou avagépetat oto apdpo 30 Tou ev Adyw kavoviopo (oto e&ng: matgoppa TIT ATY).

ELL http://data.europa.eu/elijreg_impl/2025/117/oj
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To aitnpa cuvtaooetat GURPEVA e To UTOdEYHa ToU kadopiletal and TNV opdda cuvtoviopou cupgwva jie to apdpo 21 ototyeio
a) Tou kavoviopov (EE) 2021/2282.

2. Katd mv unofolr tou artjpatog yia Kown emotnpoviky diafoUlevcn OXETIKG HE LOTPOTEXVONOYIKO TIPOIOY, O QOpéag
avantuéng texvohoytav uyelag avagepet av arteitat va dieEaydel napdAhnha 1 diafovlevon) opadag epmelpoyvapovaey.

‘Apdpo 4

Avta\ayr mAnpogopidv oxetika pe ta emAexdévia artpata yia ko emotnuoviki Stafovdeven

1. 'Ewg o téhog e mepiodou umopoli¢ artudtwy, 1 Emtporn, ektehavtag xpén ypappateiag e opddag cuvtoviopou (oto
kne: ypappateia ATY), npoPaive oig akoAoudeg evépyees:

a) kadiotd dadéoa pécw e mhatgoppac TIT ATY ta artpata yio KOWEG €MOTNHOVIKEG dafOUNEVCEIS OXETIKA [E
1ATPOTEXVONOYIKG TIPOTOVTAL Kat in Vitro SiayveoTikd 1aTpoTeXVONOYIKA TIPOIOVTE TOU GURLOPPGVOVTAL HE TIG ATALTOELS
Tou apdpou 3 mapaypagog 1 devtepo edagio oty appodia yia Tig koweg emotpovikés dafouleloels unoopada g
opadag ouvtoviopou (oto eénc: unoopdda kowev dafouleloewv) Kal avagipel yia mola anod Ta ev AOY® QITHHATA TOU
agopoLV atpoteyvoloyikd mpoiovta {ntidnke va SieEaxdel mapanda i dafoulevon opddag epneipoyvapovey:

B) koworotel otov Eupenaikd Opyaviopd ®apuakey Tov KaTahoyo Tewv artuatey yia kowr emotnpoviki dtafovlevon
OYETIKA L€ 1ATPOTERVONOYIKA TPOIOVTA yia Ta Omoia 0 @optag avamtuEng texvoloyidv uyelag dnlwoe ot arteitat va
dieEayVel mapaAhnha i dafovAevon opadag epmelpoyvapovay.

2. Evtog 15 epyaopov nuepov ano t Aién ke mepodou umoPolrg artpdtov, n ypappateia ATY mAnpogopel tov
Eupanaikd Opyaviopd Gappdkev mola anod ta artipate mou avagepovial oty napaypago 1 atotyeio f) emhéxdnkav yia kowr)
emotnpovikr) dafoudevon kat o Eupwnaikog Opyaviopos dappdakev mAnpogopel T ypappateia ATY mota and ta artipata yio
napdMn\n dieEaywyn e dafovlevons opddag euneipoyvapdvey, supgova pie v napaypago 1 otoieio f), Eywav dektd.

‘Appo 5

[apoxn TAPoQopidY 6ToV Yopia avanTtuEng texvoloyidv vyeiag yia ) SieEayoyn Kooy emotyuovikey
SiaPouvlevoewv

1. 'O00v apopa TIG KOWEG EMOTIHOVIKEG S1afOUNEVOEIG OYETIKAL [IE 1ATPOTEXVONOYIKA TPOIGVTA Kat in Vitro Siayveotikd
1aTPOTEXVONOYIKA TIPOTOVTa, Ol MAT|POQOpiEG moU avagépovtal oto apdpo 17 mapdypagog 4 tou kavoviopou (EE) 2021/2282
napeyovtal and Tty umoopada kowdv Swafouleloswy piow e ypappateiag ATY kai, katd mepintoon, mepiapfdvouv
Xpovodiaypapipa yia v kowr) emotnpoviki dtafovdeuvon).

2. 'Otav 1 kown emotnpovikn diafolleuon oyetikd pe watpotexvoloyika mpoiovta mpokertar va dteEaydel mapdAhnha pe
dafotlevon opadag epmelpoyvopovey, TO YpOvodLaypaa ToU avagipeTal oty mapdypago 1 cupgoveital pETaEy g
ypappateiac ATY, oe ouvevvonon pe v unoopdda kowav diafoulelioewy, kat tou Eupwnaikol Opyaviopot ®appdkev, oe
GUVEVVOT|OT] HiE TV OPAdM EUMEIPOYVOROVEY, Kal ouyxpoviletal pe To xpovodiaypappa e dadikasiag dwafovAevons opadag
EUMELPOYVOIOVAY, OTWG opiletal oo apdpo 8 mapaypagog 6 otoixeia a) Kat €), oto Gpdpo 10 mapdypagog 2 ototyeio a), oTo
apdpo 13 napaypagog 2 kat oto apdpo 14 otoixeio a).

‘Apdpo 6

Erm\oyi) pepovoptvev epneipoyvopovey yia kowvég emotnpovikes draffoulelboeig

1. Kata v emhoyn Tov 1aTpoTEYVONOYIKOV TPOIOVIOY KAl TOV in Vitro SlayveoTIKGV 10TPOTERVOAOYIKGY TPOIOVIGY TOU
npokertar va unoPfAndolv oe koweg emotnpovikes dafouleloelg, 1 unoopdda kowav drafouleloewy mpoadlopilel, yia kave
1ATPOTEXVONOYIKO TIPOTOV Katt in Vitro SlayvwoTiko 1aTpoTeRVOAOYIKO TPoidy, Ta akdAouda:

a) TNV 1aTpikn) madnon:
p)  Tov Vepaneutikd Toptar

Y) M\ eldikn epneipoyvaoia, onwg To €1dog TG Texvoloyiag uyelac, eav amarteitar yia T Oeaywyn G Kkowng
emotnpovikrs dtafoulevorng.

ELL http://data.europa.eufelijreg_impl/2025/117/oj
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2. Me Paon g mAnpogopieg mou avagépoviar oty mapaypago 1, n ypappateia ATY UNOdEKvUEL TOUG HEHOVOHEVOUG
eunelpoyvapoves ot onotot Ja KAdolv va yvepodotioouv katd T Sidpkeia e kowng emotmpovikig dwfovlevong kat
KaTapTileL KATANOYO TV OXETIKGOV HELOVOUEVOV EUTEPOYVOROVLY, ot dafouleuct pie v unoopdda kowav Safouleloeny kat
Tov aglohoyntr kat Tov ouvaEiohoynti yia v kowr emotrpovikr dafoudevon mou opiloviar oUpgeva pie to apdpo 18
napdypagos 3 tou kavoviopoU (EE) 2021/2282 (oto €bng: afoloyntig kar cuvatiohoyntrg). Katd v kataption tou
katahoyou, n ypappateia ATY propel va oupfouleletar pia 1) mepLocOTePES anod Tig akohoudeg myes:

a)  ta péhn Tou dikthou evdiagepdpeveV HEPGY TOU Exel cuoTADEL GUPQLVa pe To apdpo 29 Tou kavoviopou (EE) 20212282

B) T evpwnaikd diktua ava@opds yia omavieg kat TOAUTAOKEG VOGOUG KaL TIG QVTIOTOIYEG EUPOMAIKEG Opades unoaTtipiEng
AoVEVOV

Y) ™ dtictuakr) nUAN yia Tig omavieg vocoug kat ta oppavd gapuaka (Orphanet):

d) T0L EDVIKA OTpEl ENAPTS TIOU OploTrkav cUPQoVa e To apdpo 83 maplypagog 1 tou kavoviopou (EE) api). 536/2014 tou
Eupwnaikol Kowvofouliou kat tou Supfoudiou ()

€) tov Eupenaikd Opyaviopo dappdakov.

3. 'Otav 1 dwafovdevon pe Tig myés mou avagEpoviar otV mapaypago 2 Sev £l amOQEpel eMapKn] apwpd OXETIKGY
PEHOVOHEVOY ERTELPOYVOHOVLV, 1) ypappatela ATY propel va oupfoulebetal Tig akdAoudeg Tnyés yia Ty Katdption Katahoyou
HEHOVOUEVOY EPTELPOYVOLOVEOV:

a) Mg aceis dedopevav 1) KaTahOyoug EKTOG eKEVOV TOU Tapatidevial oty mapypago 2-
B)  péE\n e opddag ouvtoviopol kat Twv unoopadey e

Y) GUVAQEIG EVOOLAKOUG Kat SLEDVEIG QOPEIG Kat OPYaVIGHOUG.

4. Agou 1 Emitpor), oUpgova e Toug kavoves mou opiloviat oto apdpo 5 tou kavoviopov (EE) 2021/2282 kat oto apdpo 4
Tou ekTeAeoTikoU kavoviopou (EE) 2024/2745 g Emtpomrg, afioloynoer ta dnledévia oupgepovia TV pEHOVOpEVGY
ELMELPOYVOROVOV GTOV Kataloyo mou kataptilet 1) ypappateia ATY cvpgova pe ig mapaypagous 1 ¢ug 3 tou mapdvtog apdpou,
1 ypappateia ATY napéxet oty unoopdda kovav dafouleloeny KaTaAoyo TV SIaDECIHOV HEHOVOHEVGY EUTEIPOYVOHOVGV.

5. H umoopdda kowav Safoulelioewv mpofaivel oty TENKN €MNOY TGV HELOVOUEVOV EUMEIPOYVOLOVOV OL Omoiol Vo
KA\ndolv va yvepodoticouv katd T dapkewa TG Kowng emotipovikig dafovhevons, amd Tov KATAAOYO HEHOVOUEVOV
EUMELPOYVOROVOV ToU Trg mapéyel 1 ypappateia ATY oUpgova pe v mapaypago 4. Katd v tehikn emhoyr), 1 umoopdada
Kkowav Stafoulelicemv divel TPOTEPALOTITA G HELLOVOLEVOUG EUTIELPOYVOLOVES TIOU dLladETOUV epmelpoyvmoia, and Siigopa kpatn
pEN, oty watpikn nddnon, otov depaneuTtiko Topga 1 oTo €ldog TG TEXVONOYiag UYEIag TOU AMOTENEL TO AVTIKEIPEVO TNG KOWNG
enoTnpovikng diafoulevorg.

‘Apdpo 7
Ynoxpedoeis PN onG ENAYYENRATIKOU ATOPPTITOV ANO HELOVOIEVOUG EUTIEIPOYVOHOVES

H ypappateia ATY SaopaliCel 6Tl oTig kowveg emoTnpovikes dtafouleloels oyeTika He 1ATPOTENVONOYIKG TPOIOVTA Kot in Vitro
dlayveoTIKG 1aTPOTEXVOAOYIKA TPOTOVTE GUHHETEXOUY HOVO HELOVOLEVOL EUMEIPOYVOIOVEG TOU EXOUV UTOYPAWEL CUHQGVIQ
ELMIOTEUTIKOTITO.

‘Apipo 8
Evjuepotiko nakéto kar mepartépo dedopdva yia kovig emompovikés Siafouvledoeic

1. O gopeag avamtuéng texvohoyidv uyeiag unoParde péow e matgoppag TIT ATY tov gakeho mAnpogopiav, Sedopévay,
avaloewv kar GA\ov otoxeiov yia kown emotipoviki dtafollevon olpgova pe to apdpo 21 ototyeio f) Tou Kavoviopou
(EE) 2021/2282, oupmepihapfavopévou Tou Kataloyou epotioewv (0T0 €ENG: EVHEPOTIKO TAKETO), XPIOIHOTOLOVTAS TO
unoderypa mou kataptiler 1 opada cuvtoviopol cUpgeva pe to dpdpo 21 ototyeio f) Tou kavoviopou (EE) 2021/2282 1
oUPQOVA 1€ TO APYPO 9 TOU TAPOVTOG KAVOVIGHOU.

() Kavoviopog (EE) apw. 536/2014 tou Eupenaikov Kowofouliou kat tou Zupfouliou, g 16n¢ Anpihiou 2014, yia tig khivikeg dokipeg
QappakeV mou Tpoopitovtat yia tov avipeno kat yia T katapynor g odnyiag 2001/20/EK (EE L 158 g 27.5.2014, o. 1, ELL http://
data.europa.eu/elijreg/2014/536/0j).

ELL http://data.europa.eu/elijreg_impl/2025/117/oj
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2. Katad mv unofol) tou artipatog mou avagEpetal oto apdpo 3 mapaypagos 1, o gopéag avantuéng texvoloyiav uyelag
propet va {ytijoel ouvavnon pe tov atohoynt kat tov cuvaElohoynT) kat pe ta pEN Tou mpocwmikou ¢ ypappateiag ATY
TOU €lvatl appodla yia TV Tapoyr] YPAHLATELAKNG UTOoTHpiENG oty umoopdda kowav Siafouleloewy, yia va {toel fordea
OXETIKAL [E TNV TIPOETOIAOI0 TOU evijpepwTikoy maketou. Ta péNn ¢ unoopddag kowev Stafoulevoenv mpookalolvtal otnv v
\oyoe euvavron.

3. H npodeopia yia v unofol] Tou evipepTIKOU MAKETOU OPILETaL GTO XPOVOdIAYPafHa TOU avagepeTal oTo apdpo 5
napaypagos 1. H ypappateia ATY kadiota Swdéoyo péow g mhatgoppac TIT ATY To evnpepwTikd TAKETO, TO OMOIO
CUHHOPQPOVETAL UE TIG AMOALTIOEIS TG mapaypdgou 1, atov aflohoyntr] kat Tov cuvagloAoyrt Kadeg kat oy umoopada Kovav
dafouletoewy.

4. 'Otav o afohoynmis 1 o ouvagioloyntrg Yewpel OTL anartouvtal TEPUITEPL AEMTOREPELES 1) SlasaQnvicels 1 mPpOoTETeS
nAnpogopies, dedopéva, avalloels 1 AANa OTOIXEID OTO EVIJHEPOTIKO TOKETO, 1) OTL Wial 1] MEPIOCOTEPEG EPWTIOES TOU
unofaN\ovtar and tov gopéa avantuéng texvoloytay vyelag Sev epmintouv oo medio TG kowng emotnpovikig dtafovdevor, 1
ypappateia ATY {ntd and tov gopéa avamtuéng TexvoAoyIav UYElag va UTOPANEL TPOTIOTIOMIEVO EVILEPWTIKO TIOKETO EVTOGC TNG
npoveopiiag mou opiletal oTo xpovodidypajijia TOU avagepeTal oTo apdpo 5 mapaypagos 1.

5. 'Otav o afohoynuic 1 o ouvaEoloyntg, onoadmote otypr) katd ) Sidpkela g kataptiong tou oxediou Kowrg
emoTpovikiG dtafouleuong, Jewpel OTL amartouvial mepAITépw Aemtopépeles 1 Slacagvicels 1 mpOOUETes MANPOPOpIES,
dedopéva, avaloeis i aMa otoryeia, i ypappateia ATY {jtd and tov gopéa avamtugng TexVoNoyLOY UYELAS Vo TAPACYEL TIG &V
Noyw mAnpogopiec, dedopsva, avaloeig 1 otoixela evtog g mpodeopiag mou opiletar and Tov afioloynmi Kai Tov
ouvaktohoynT.

6. Emm\éov tov kavovev mou opifovtal otig mapaypagous 1 €ug 5, dtav i kown emotpoviki Swfollevon oxetika pe
Latpoteyvoloyikd npoiovta dieEdyetar mapaina pe t SiafovAeuon opddag epmelpoyvepdvev, 1oYUOUV Ta akolouda:

a) 0 popéag avamtuéng texvoloylhv uyelag UTOPANAEL TO EVIJHEPOTIKO TIOKETO TIOU TEPLEEL TIC AMAULTOULEVEG TAT|POYOPIES Yiat
™MV Kown emotnpoviki Oafouleuon oxetikd pe iatpotexvoloyikd mpoiovia kar yio T Swwfovhevon opadag
EUMEIPOYVOLOVOV TauToXpova ot ypappateia ATY kat otov Euponaikd Opyaviopd ®apudkaey, eviog ¢ mpodespiag mou
opiCetat oTo ypovodiypapiia ou avagépetat oto apdpo 5 mapiypagog 1-

B évag amod Toug ElonynTES yia T dafouleuon opddag eumeipoyvepovey kat éva pENog Tou mpocenikol tou Eupwnaikol
Opyaviopot ®appdkev mou eivat UNELDUVO Yia TV TAPOXT] YPARHATEIAKNS UTooTpENG oty opdda eTElpOyVOROVOY
OUHETEOUV 0TI GUVAVTIOT TIOU QVAQEPETAL OTIV TAPAYPOPO 2

Y) 0T GUVAVTI|ON TOU QVaQEPETaL OTIY mapaypago 2 mpookaholvtar cURBoUNOL TG OHAdAG EUMEPOYVOHOVGY TOU
ouppeTéouv ot dafovlevon:

d) 1 ypappateia ATY kat o Eupenaikog Opyaviopog @appakey avtaAAdeoouy petafl Toug TUXOV arTiiatd Toug yia unoPoir
TPOTOTOUHEVOU EVIHEPWTIKOU TAKETOU TAUTOXPOVA HE TV QMOCTOAT TwV &V AOYy® artpdtev otov gopéa avamtuéng
TERVOAOYIOV UYelag:

€) 0 Qopeag avamtuéng texvoloylov uyeiag UnoBAANeL TO TPOTIOMOUNHEVO EVIHEPWTIKO TOAKETO TAUTOXPOVA OTI| YPAHHATELR

ATY kat otov Eupenaikd Opyaviopd ®apuakey, evidg e npodeopiag mou opiletat oto Xpovodidypappa mou avagepetat
ato apdpo 5 mapaypagog 1

ot) 1 ypappateia ATY ka o Euponaikos Opyaviopog Gappdkev aviaAdooouv petal toug emfefaioon napakafrc tou
EVIJHEPWTIKOU TAKETOU TIOU AVAQEPETAL 0TAL GTOLELN @) KAl €) TauTtOypova e v anootohr emfefainons napalafrs otov
Qopea avartuéng texvoloylov vyeiag:

0 o Eupenaikoc Opyaviopods dappdkev kowonotel ot ypappateia ATY v emkUpoor, and Ty opada eRNELpOyVOHOVOY,
NG aitnong yia ) StafouAeuct opadag EUMEIPOYVOROVEGY:

n) 1 ypappateia ATY kowornotel otov Eupomnaikd Opyaviopd Gappdkev Ty anodoyr] ToU eVjHEPLTIKOU TAKETOU yia TNV KO
emotnpovikr diafovlevor and Ty unoopdda kowaey dafouleloewy:

V) 0 gopéag avamtuéng texvoloylav uyeiag unofdAlet tautoxpova ot ypappateia ATY kat 0TV opada eRMELpOYVOLOVOV TIG
nAnpogopieg, ta dedopéva, Tig avalUoeig 1 AA\a oToLyEl MOV avapEPOVTAL 0TIV Tapaypago 5.
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7. Tlpw and T ouvavtion mou avagépetar oty mapaypago 2, o Eupemaikog Opyaviopog dappakev amootédhel ot
ypappateia ATY Tov KaTdAOYO TGV GUPHETEXOVTGY TOU TPOKELTAL VA TPOGKANTOUV GTr) GUVAVTIOT] GURQOVA [E TNV Tapaypapo 6
otoiyeia ff) kat y).

‘Apdpo 9

Kadopiopdg unodeiypatog tou evijuepotikot makétov otav ) kowil emotnpoviki StaPovAevon Siefayerar mapaAinia
pe ™ SaPovAevon opadag epnerpoyvopodvev

H opdda suvtoviopo, katomv drafovlevonc ka enitevéng ouppaviag e tov Eupondikd Opyaviopd Pappdkey, oe dafoulevon
PE TIC OHAOEG EUTELPOYVOHOVOV, KATAPTILEL E1O1KO UMOSELYHA TOU EVIHEPOTIKOU TAKETOU TOU TIPEMEL VL XPTOLHOMOLELTAL OTAV 1)
kown emotmpovikiy Sifollevon oxetikd pe atpotexvoloyikd mpoiova diefayetar mapaMna pe ) SdwfovAevon opadag
EUMELPOYVOHOVAV.

‘Apdpo 10

Kataloyog Cnnpatoev npog eulitien oty cuvedpiaon ya avtallayr andyeov

1. Katomv aZloAoynong tou evijpepwTikol MaKETou Kal, KATA TEPITTOOT), TG TEKPNPLOOTS mou avagépetal oto apdpo 8
napaypagog 5, 1 unoopdda kowav drafouleloewy, péow g ypappateiag ATY, kotvorotel otov opéa avamtuEng texvoloyiav
vyelag Tov katahoyo tev {ntudtey nou unodeikviel ta depata npog eEétaor] katd T cuvedpiaon nou avagépetal oto apdpo 18
napaypagog 7 tou kavoviopou (EE) 2021/2282 «kai, katd mepinToor), TIG GUYKEKPIIEVEG EPWTIOEIC MOU Ja EEETACTOUY [16VO
Ypamtas mpv and v ev Aoyw cuvedpiact] (oto £ katdhoyog Cnmudtev). O gopéag avamtuEng Texvoloylav uyelag mapexet
omv unoopdda kowav Swafoulevoewy, péow e ypappateiag ATY, ypamtés amavtrioels, v UMAPYXOUV, OTOV KATANOYO
{nmpatev, Kaddg kat Tuxov avaykaio UNIKO 1 mapouctacels yia tr ouvedpiaon to apyotepo 10 nuépes mpv and vy ev Aoyw
ouvedpiaot).

2. Emm\éov tov kavovev mou opilovtar oty mapdypago 1, otav 1 kowr emotnpovik dwafoulevon oxetika pe
1aTpoTeXVONOYIKd TpoiovTa dietayetar mapdMnha pe m diafovdevon opddag epmeipoyvepdvey, toxtouvy ta akdhouda:

a) 1 unoopdda kowav dafoulevoeny, pécw e ypappateiag ATY, kot i opdda epneipoyvopovey, péon tou Euponaikol
Opyaviopol ®appdkey, anooTeANoUV TOUG aVTIOTOL(OUG KATaAoyous nudtev otov gopéa avamtuéng Ttexvoloylov
UYELG EVTOG TIG MPOVEGHIAG TIOU OPILETaL 0TO XPOvodIdypappa mou avagépetat 6to apdpo 5 mapaypagog 1+

B) 1 ypappateia ATY kat o Euponaikog Opyaviepog Pappakev avtahaocoouv toug katahdyoug {nnpdtey petafy toug Ty
idla uépa fe TV anooToAr] TOUG GTOV PopEa avamTuéng TexvoloyLov Uyelag:

Y) 0 @optag avamtuEng texvoloyiav uyelag anootéM\et oty unoopdda kowav diafouleloewy, péow g ypappateiag ATY,
QVTIYpaQO TGV YPATTOV AMAVIFOEOV TOU, €4V UTAPXOUV, OTOV KaTAAoyo {nmpdtev mou améotel\e 1 opdda
ELMELPOYVOLOVOV TAUTOXPOVA E TIY anooToN Twv &v Aoye anavtrjoewy otov Euponaikd Opyaviopd Gappakey:

d) 0 goptag avamtuéng teyvoloyidv vyeiag anootéMet otov Eupomnaiko Opyaviopd Qappdkeov aviiypago Tov ypamteov
AMAVTHOEGV TOU, AV UTAPXOUY, GTOV KATAAoYo {ntnpdtev nou anéotelle 1) unoopdda kowav dafouleloewy Tautoypova
JE TV anooTON] TwV v AOyw anavtijoewy otr ypappateia ATY.

Apdpo 11

HMapatnpiioeis HEpOVOREVOY ERTEIPOYVOROVOV 6€ Kowvi] emotiuovikl SitafovAevon

To apyotepo 30 nuépes peta Ty UTOPOAR TOU TPOTIOTOUHEVOU EVIJHEPWTIKOU TAKETOU TTOU AVAPEPETAL 0TO (pdpo 8 mapdypapoc
4 1), otav 1 kown emotnpovikr dtafouAeuon yia tatpotexvoloyikd mpoiovta diekayetar mapdMnla pe  dafovlevon opadag
ELMELPOYVOROVOV, TO apyOTepo 30 NUEPES HETA TNV ENKUPWOT] TNG ALTIONG TOU avapEpeTal oto apdpo 8 mapiypagog 6 ototyeio
0), n umoopdda kowev dafoulevocwv, pEow G ypappateias ATY, KOWOTOLEL TO EVIHEPOTIKO TAKETO OTOUG HEHOVOUEVOUG
ELMIEIPOYVOOVEG TIOU EXOUV €MIAEYEL GUHPWVA [E TO APUPO 6 KL TOUG MAPEXEL TN dUVATOTNTA VA UTOPANOUY TIapaTIPrIOEIS 0TIV
Kkowr| emotnpovik dafovhevon.
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‘Apdpo 12
Awafov)evon pe opyavooeis eviiageponevoy nepdv o¢ kovig emotmpuovikes Stafouvledoeig

1. Ava ndoa onypn katd ) SdpKeLa TOV KOOV EMOTHHOVIKOV dafoulevoewv, 1 unoopada kowev dtafouleloeny, téow
™G ypappateiag ATY, pnopel va {ntrioet Ty UTOBONR TapaATPTOEDY OYETIKA HE TNV 1OTPIKT TAUNON, TOV JepaneuTIKO TOHED Ty
aMoug Topeis mou oyetiloviar pE TO 1OTPOTEXVONOYIKO TPOIOV 1] TO in Vitro diayveoTkO 1aTPOTENVOAOYIKO TPOIGV amd
OPYAVOOELS A0UEVAY, OPYAVOCELS EMAYYENHATIOV TOU TOpEN TNG UYEiag, KAVIKOUG Kat EMOTIHOVIKOUG GUANOYOUG, HEGK TOV LENGY
TOU dIKTUOU EVOIaQPEPOUEVLV PEpGY TOU Exel ouoTadel cUpQwva pie To apdpo 29 tou kavoviepol (EE) 20212282, mpavrag tov
EMMIOTEUTIKO APAKTI)POL TOU ALTAHATOG Yic KOWr| eMOTNHOVIKY) dtafouAeuor).

2. Otav n xown emotnuoviki) Safoudevon diegayetar mapdMnla pe ™ dafoulevon opadag eumEPOYVOROVWGY, 1)

ypappateio ATY kowvomoiel Ti¢ mapatnprjogls mou avagépovtar oty mapdypago 1 otov Eupwmaiko Opyaviepd Qappdkev
TAUTOXPOVE PE TIV KOIVOTIOINGT] TOUG aTiy UToopdda kowav Stafouleloemy.

‘Apdpo 13

Tuvedpiaor pe Tov gopta avantuéng texvoloyiov vysiag

1. 3 ouvedplaon mou avagépetar oto apdpo 18 mapdypagog 7 Ttou kavovicpol (EE) 2021/2282 mpookalolvtar ot
aKOAOUTOL CUHETENOVTEG:

=)

) 01 EKTIPOCLTIOL TOU POPEN AVATTUENG TEXVOAOYIOV UYElag:

=

) o aftohoyn¢ kat o cuvaiohoyntrg:

Y) 01 HEHOVOHEVOL EUMEIPOYVMHOVEG TIOU £XOUV EMAEYEL UPQWVA [ TO apdpo 6
d) Mot ekmpdowMoL TG UToopAdag Kovav dlafouleloeny TEpaV ekelvaV TOU avagépovtal oTo oTotyelo f)-
€) o pEN) tou mpocwmikol g ypappateiag ATY mou eivar appoddia yia Ty mapoyr YPARRATEWRKAG UnoothpiEng oty

unoopdda kowev dafouleloewy.

2. Emm\£ov TV GUMHETEXOVTGY TOU cwa(pspovml otV napaypago 1, otav n KOWT] EMOTINHOVIKT] 61a[30u)\suoq dieEayerar
napa)\}\q)\a pe ) dafoudevon opadag epmepoyvepdvey, ot ouvsﬁplaoq mou avagepetal oto apdpo 18 maplypagog 8 Tou
kavoviepov (EE) 2021/2282 npookalouvtat ot akONOUDOL GUHLETEXOVTEG:

a) ot oUpPoulot TG opadag EUMEIPOYVHIOVEHY TIOU GURHETEKOUV oTr| dlafouleuct) opddag epmelpoyvepovey:
f)  ta peh tou npocwmikol tou Eupendikol Opyaviopol ®appdkey mou mapEXouv YpapHaTEIaKT] unootpiEn oty opada

EUMELPOYVOLOVWV.

Katomy artjpatog tou Eupenaikol Opyaviopot Gappdkev, ot cuvedpiacn propolv va mpookalouvial yia aviaAayr anoyewy
Kat agvevels mou emAéyovial cUpQeva e Toug oxeTikoUs kavoves Tou Eupenaikol Opyaviopol Gappdkev yia Vo GURIETAoYOUV
ot SafouAeuon opddag EUMEIPOYVOROVEY.

Katony artipatog tou gopéa avamtuéng texvoloyLdv uyeiag, EKMPpOcKNOL TOU KOWVOTIOULEVOU OPYAVIGHOU TOU eMéNeEe 0 Qopéag
avantuéng texvoloylov uyelag pmopolv va mpockAndolv otr cuvedpiaon yia avialhayr) anoWeny oG mapatnprTéc.

3. H ouvedpiaon mou avagépetal oty napaypago 2 diefayetar Siadiktvaka. Tupmpoedpebetar and tov agiohoyntr 1 Tov
ouvaglohoynTr kat évav and Toug e1onynTés yia ) diafovAeuon opddag epmelpoyVOROVOY.

4, Ilpw anod ) ouvedpiaon mou avagépetar oty mapaypago 2, o Euponaikds Opyaviopos ®appakev anootédlet ot
ypappateia ATY tov katdAoyo Tev cuvedpev mou mpokertat va npookAndolv ot cuvedpiact oUpgwva pe Ty napdypago 2.

‘Apdpo 14

'Eyypago anoteleopatov e kowig emotnuovikis Stafovdevene yia kowic emotnpovikés Stafouvlevoeis mov
SieEayovrar mapanda pe tig drafouvledoeis opddag epnerpoyvopovov

'Otav 1 kowr emotnpovik dafotlevon dietayetar mapaMnda pe Tt dafoudevon opddag epmeipoyvepdvey, oxtouv Ta
akolouda:

a) 1) Opada OUVTOVICHOU &yKpivel TO &yypago amoTENEOUAT®Y TG KOWNG emotnpovikig daPovlevons kar 1 opdada
epnelpoyvopovey dafifater v emotoh oupfoulov mpog TOV Qopéa avamtuéng TEXVONOYLOV UYElag evtog Tng
TPOVEHiag TOU 0pIleTal 0TO XPOVOdLAYPANLLA TIOU avVAPEPETAL 0TO (pdpo 5 mapdypagog 1-

10/12 ELL http://data.europa.eufelijreg_impl/2025/117/oj
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B) 1 ypappateia ATY kat o Euponaikos Opyaviopog Gappdkev aviacANIGoouV HETAE TOUG TO £yYpago amOTEAEGHATGY TOU
eykpidnke ano v opada cuvtoviopol kat v enotoM] oupfoulav mou Safifaotnke and Ty opdda epmElpOyVOROVOVY
TNV 1810 NUEPA 1€ TV AMOCTONT] TOUG OTOV POPER AVATTUENG TEKVOAOYIGV UYELQS.

Apdpo 15
ANnloypagia katda t Siapkeia kowev emotnpovikeov Stafovledoeov

Kade texpnploon mou avagépetat atov kavoviopo (EE) 2021/2282 kai otov mapovia Kavoviopo da mpemet va anootéNeTal oe
YNQLAKT] LOPPF KAl KATA Tr SLAPKELN TV KOGV EMOTNHOVIKGV dtafouleloewy OXETIKA e 1aTPOTEXVONOYIKA TIpOlOVTA Kal in
vitro dlayveotikd 1atpoteyvoloyika mpoiovia da mpemel va aviaANAAceETaL e TV OpAda GUVTOVIGHOU, TNV UTIOORAdA KOGV
dafoulevoewv, ™ ypappateia ATY, TOV QopEd avamtuéng TEVOAOYIOV UYEIAS KAl HEHOVONEVOUG ELMELPOYVALOVES, KAUMG KaL
petagl Toug, péow e matgoppac TIT ATY.

‘Apdpo 16
EneEepyacia dedoptvov nposemkov xapaktipa

1. H Emtponn eivar o unevduvog enefepyaoiag tov dedopévav mpocwmikol yapaktipa mou cuAEyovTal yia Tov 6Kono g
dietayoyne kowav emompuovikév  dafouleloewy  oyeTikG pE  tatpotegvoloylka Tmpoidvta kar in vitro Sayveotika
1ATPOTENVOAOYIKG TPOIOVTA SUVALIEL TOU TAPOVTOG KAVOVIGHOU.

2. Ot katnyopieg dedOpEVGY TPOCKTIKOU XAPAKTIPA TOU EIVAL AVOYKAIES YICL TOV GKOTIO TOU OVAPEPETAL 0TIV TAPAYpago 1
etvat:

a) 1 Tavtotyta, 1 dievduvon nhektpovikol Tayudpopeiou kai 1] OXEOH TOV EKTPOCAOTEY TIOU €XOUV OPLOTEL oTIV opdda
ouvTOVIGHOU Kat Ty umoopdda kowvav dtafouleloewy:

B) 1 tavtdmta kar n Sievduvon nAekTPOVIKOU TaUSPOHEIOU TGV HEHOVOHEVEY EUTELPOYVOHOVOV GE OmOLadnmoTe and Tig
akOAoUDEG TEPIMTAOTELG:

i) £XOUV TPOCOIOPIOTEL WG OETIKOL pe TV kowr) emotnpovikr Siafovlevon:
ii) gyouv emheyel yia va kA\dolv va yvepodoticouv oto mhaicto ko entotnpovikng dtafoulevong:
iii) &youv kAnlel va yvepodotioouv ato mhaioto kot ematnpovikic diafovlevonc:

Y) 1 TautodTTa, N dievduver NAEKTPOVIKOU TaxUOPOHEIOU Kal 1] OXEOH TGV EKTIPOCOTGY TV QPOPEWY AVATTUENG TEXVONOYLOV
uyelag:

d) n tavtotyta, 1 S1evduvon NAEKTPOVIKOU TAXUOPOHEIOU KaL 1] OXEON TV EKTPOCOMOV TV HEAGY TOU diktlou
evliapepOpEVOV HepGV Tou cuotadike oURQova pe To apdpo 29 tou kavoviopoy (EE) 2021/2282-

€) 1N tavtoTta, 1 dielduvon nhektpovikoy Taxudpopeiou kar 1 oyéon Twv cuppetexoviwy ot dafovlevon opadag
EHMELPOYVOOVOV TOU avagépovial oTo apdpo 8 mapdypagog 6 ototyela f) kat y) kat oto apdpo 13 mapaypagog 2 kat
TipOKertat va mpookAndouy otr) ouvedpiaot pe Tov gopéa avamtuéng Texvoloylov uyelac:

o) 1) TautoTa, 1 Stelduvon NAEKTPOVIKOU TaXUOPOEIOU Kal 1] OXEOT) TOV GUHHETEXOVIWV TIOU avagépovtal oto apipo 13
Tapaypagog 2 Tpito edAPLo Kat TPOKELTAL Ve TPOOKANDOUY 0T GUVEDPIAOT] HE TOV POPER avamrTuEng TeRVOAOYIOV UYeLag.

3. Ouexmpoowmnot mou dtopilovtal oy opada cuvtoviopol kat oty unoopada kowev dtafoulevoewy £xouv mpdofacn povo
ota pEpr) Tou acpaloug ouotipatog g mhatgoppag TIT ATY mou oxetifovtan pe v ektéheon tov kadnkoviev tous. Ot
EKTPOCWTOL PUTOPOUY va cuvepydlovtal, péow g matgoppag TIT ATY, pe aMoug ekmpocdnoug mou dtopiloviar oty opada
ouvtoviopoU 1 otnv unoopdda kowdv Swafouleloewv oty omoia avijkouv, yia Toug okomols TG defaywyrc Kkowov
EMOTNHOVIKGY SlafOUNEVGEDVY OYETIKA HE LATPOTENVOAOYIKA TPOIOVTA Kat in Vitro dayveeTIKA LaTPOTENVOAOYIK TPOIOVTA.

4. Kata m Sipkeia g ouvedpiaons mou avagépetar oto apdpo 13, ot acVevels dev unoypeolvial va amokaAUTTOUY IV
TAUTOTITA TOUG OTOV POPEX avATTUENG TEXVONOYLOV UYELaG.

5. HEmtpomn dwatnpel ta dedopéva mpocwnikol yapakTipa moU avagEPOVTaL OTIY TApaypapo 2 HOvo yia 660 dlaotipa evat
avayKaio yiol ToV OKOTO TTOU aVAQEPETAL 0TNY Tapdypago 1 kat ot meplocotepo and 15 £Tr HeTd TNV NHEPOHNVIA KATA TNV OTtoia
TO UTIOKELHEVO TV dEDOPEVOV OTAATNOE VoL CUPHETEXEL O€ Kot emoTipovikn dtafoulevon. H Emrtponr) enavegetalet v avaykn
anoVKevong Twv dedopevev Tpocweikol Yapaktipa kade 2 €.
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H Enttpornr) dwatnpel ta dedopéva mpocwmikol yapaktipa HEHOVOHEVGY EUTEIPOYVOLOVOV TOU dev £ouv emheyel yia va kKAdouv
Ve YVOR0O0T 00UV G KON emtoTnovikr dtafouleuon povo yia 660 XpOvo XPelaleTal TPOKELEVOU Va eEACQANLOTEL 1] OXETIKN €16
Badog ekerduceuptvn epmepoyvasia oty ko emotpoviky dtafolvlevor, kal OXt MEPLOGOTEPO AMO 3 £TN UETA TV NUEPOHNVIa
kata v onoia 1) Emtporn) mapéhafe ta ev Aoy dedopéva.

‘Apdpo 17

'Evap&n 1oxv0c

O mapov kavoviopog apyiler va woyvel v koot nuépa and T dnpooicvor] Tou oty Emionun Enuepida t¢ Evpwmaikhc
Evworg.

O mapdv Kavoviopog eival SEOPEUTIKOG KG TPOG OAa T PEPT) TOU Kat LoYUEL Apeca o€ Kae KpaTog
peNoG.

BpuEeNheg, 24 lavouapiou 2025.

TINa ™y Emtport)
H Ipoedpog
Ursula VON DER LEYEN
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ELL http://data.europa.eufelijreg_impl/2025/117/oj



	Εκτελεστικός κανονισμός (ΕΕ) 2025/117 της Επιτροπής, της 24ης Ιανουαρίου 2025, για τη θέσπιση κανόνων εφαρμογής του κανονισμού (ΕΕ) 2021/2282 όσον αφορά τις διαδικασίες κοινών επιστημονικών διαβουλεύσεων σχετικά με ιατροτεχνολογικά προϊόντα και in vitro διαγνωστικά ιατροτεχνολογικά προϊόντα

