O tepi Tov In Vitro Awoyvoostikdv latpoteyvoroyikdv [poiévtov Kavoviepoi Tov
2024, ov omoiol ekd60NKaY 06 TO YToupyKé ZopuPodito dSvuvapel TV SL0TAEEMY TOV
apBpov 41 tov nepi g Enonteiog tng Ayopdc Nopov tov 2022, a@od katatédnkay oty
Bov Tov Aviimpoconmv kon ykpidnkay and avti, onpocievovror oty Erionun
Eonuepida tne Anpokpatioc soppmva pe 1o £€6a¢ro (3) Tov apdpov 3 Tov mepi
Koata0éoeowg otn Bovi tov Avtimpoconov tov Kavoviepdv mov Exdidovral pe
E&ovorwoddtnoen Nopov, Nopov (N. 99 tov 1989 6mtmg tpomomomOnke pe to N. 227 Tov

[Ipooipuo.

Enionun
Epnuepida
m¢ E.E.: 117,
5.5.2017,

o. 176-332.

2VVOTTIKOG
TitAog

Epunveia

KoaBopiopog
Apuddg
Apxis

1990 £wg 3(I) Tov 2010).

O IIEPI THX EIIOITEIAYX THEX ATOPAX NOMOZX TOY 2022

Kavoviopoi dvvaper Tov apOpov 41
IMa oxomovg epappoyng g npaéne e Evponaikne Evoong pe titho —

«Kavovioudég (EE) 2017/746 tov Evpomaikod Kowofoviiov kot Tov
YvuPovriov, ™ Sng Ampihiov 2017, yw to In Vitro SloyveoTikd
WTPOTEYVOAOYIKE TTpoidvTa, Kot Yo TV Kotdpynon g Odnyiog 98/79/EK
Kol ™G anogaong 2010/227/EE g Emtpomic.

To Yrovpywo ZvppodAto, ackmvtog Tig £0VGIES TOL YOpNYOUVTAL G ALTO
amd to dpBpo 41 Tov mepi g Emonteiog g Ayopdg Nopov tov 2022, ekdidet
Tovg akoAovbovg Kavoviopovg —

1. Ot mapdvteg Kavoviopoi Ba avoaeépovior w¢ ot mepi tov In Vitro
Awyvootikov latpoteyvoroyikov Ipoidoviov Kavoviopol tov 2024.

2. Xrovug moapodvtec Kavoviopovg —

«Kavoviopog (EE) 2017/746» onuaivel tov Kavoviopog (EE) 2017/746 tov
Evpomnaikod Kowvofoviiov kat tov ZupfovAiov, mg Sng Ampidiov 2017, yw
T0 in Vitro S10yvmoTIKA 10TPOTEXVOAOYIKA TPOTOVTA, KoL Yo TV KOTAPYNON
g Odnylag 98/79/EK xon ¢ andpacng 2010/227/EE g Emtponr.

«Ymovpydo» onpaiver tov Ynovpyo Yyeiag

3. Q¢ apuodio apyn v v gpoppoyn tov Kavoviepov (EE) 2017/746
kaBopiletar o Awvbuvtig tov latpikdv Yanpeoidv kot Ynpeoudv
Anpodoug Yyeiog, Tov Ymovpyeiov Yyeiog kot omolovonmote Aettovpyd g
ev My Ymnpeoiog 1 GAAO TPOS®TO E101KA ££0VGLO00TNUEVO YPOATTMG Ol
avTOV Vo EVEPYEL GTO GVOLLA KO Y10l AOYOPLOGUO TOV.
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Noeitat 0Tt 1 apuoddia apyn evepyel wg opifovsa Yo TOL KOWOTOUUEVOLG
opYaVIGHOVG 0Py oLV LE To dpbpo 31 tov Kavovicpot (EE) 2017/746.

4. Ot emionueg YA®ooeg g Evoong mov givatl amodektég amd v appuddia
apyn v v pappoyn Tov dutdéewv tov Kavoviopot (EE) 2017/746 eivan
N EAAnvicn /kan AyyMkn YAGGGO.

Nogiton 0T 01 TANpOoPopiec movL —

() ovvodedovy TO TEYVOAOYIKO TPOidV, cvuemve, pe 1o Tlapaptnua I,
Tunuo 23.4 pe titho «IlAnpogopieg otig Odnyieg Xpnone», yw
TpoidvTo mov mpoopilovtol Yoo xpNom amd YN EMAYYEAUATIEG TNG
vyeiag,

(B) mopéyoviar 6TOV GUUUETEXOVTO, GE KAWIKY €PELVO 1 GTO VOUIU®GC
OPIGUEVO EKTPOGMTO TOV, cOUE®VA LE Ta apBpa 59(2), 59(3) 60(1)(B),
61(B),

(y) mopéyoviar otnv mepiinyn ¢ KAWVIKAG €PELVOC, COLE®VL UE TO
apBpo 73(5) 2" mapdypapog,

(0) mopéyovtan otV €100TOINCT ACPAAELNS KATA TN YPHON TEXVOLOYIKOD
TPoiovTog, cOuemve pe to dpbpo 84(8), n omoio amevbvvVeTaL 68 PN
enayyelpatieg vyeiag,

tov Kavoviopov (EE) 2017/746, Ba mpémetl va map€yovior omapaitnto Kot
otv EAnvikn yAdooa.

5. Xwpig emmpeacpd tov datdéenv towv apbpwv 52 kat 53 twv mepl Tov
Bacwkov Amoutnoewv mov mpénel va. mtAnpovv Kabopiopuéveg Katnyopieg
[Ipoidvtov Nopwv tov 2002 émc 2013, owovopkol @opels, opyaviopog
a&loAdynoNg TS SLUUOPPMONG, YOPNYOS KAVIKNG £PEVVOC 1 OTOL0ONTOTE
TPOCHOTO, TO ONOI0 OVTOTPOCAONTMOG 1N O VWOAANAOL TOL 1 GAAOL
ekmpoodnov Tov TmapoPaivel M mopadeimer vo cvppopemBel pe TG
dTa&elc—

() 1oV apBpov 5-8, 10-21, xon 22 tov Keparaiov II, pe titho «Adbeon
oTNV ayopd kot 0€on 6 ¥pNon TEXVOLOYIK®OV TPOIOVIWOV, VITOYPEDGELS
TOV 0OIKOVOUIK®OV popéwv, Emavenetepyacia, Znuavon CE, EAehBepn
Kvxhogopion,

(B) tov apbpev 24, 26, 28 kar 29 tov Keporaiov III, pe titho
«Tavtomoinon Kot YVNAUGIHOTNTO TOV TEXVOAOYIK®OV TPOIOVTWV,
Kotoyopion tov 1e(VOAOYIKOV TPOIOVI®OV KOl TOV OWKOVOUK®OV
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eopéwv, Ilepinyn TOV YOPAKTNPIOTIKOV OCEAAEINS KoL TOV
KMviKov  emddoewv, Evpomaiky Pdon dsdouévaov  yuoo  To
WTPOTEYVOLOYIKA TPOIOVTOVY,

(y) 1ov apbpov 32-34, 38, 42 xor 45 tov Kepohaiov IV pe titho
«Kowomompuévor Opyavicpoi»,

(0) 1oV apdpav 57-62, 64, 66, 68, 70-71, 73-75 kot 76 Tov Keporaiov VI
pe titho «Kawvikr) A&ohdynon ko Kiwvucéc Epevvegy,

() 1oV apBpwv 78, 80-85, 88-89 kot 92 tov Keparaiov VII pe titho»
Enonteia petd m 6160eom oty ayopd, Enaypdmvnon kot Eronteio
™G ayopacy,

(o1) 10V ApBpov 110 tov Keparaiov X, pe titho «Tehkég Aratdéecy,

tov Kavoviopov (EE) 2017/746, dwompdttetl odiknpo Kot VToKeTor—

() og mepimtwon PO KATAOIKNG, ©E TOWN QLAGKIONG TOL OV
vrepPaivel ta 600 (2) £t N o€ YPNUATIKY TOWVH TOL OeV VIEPPaiver
T1G €KATO YAbdeC vpd (€100.000) 1 ko 0TI dVO AVTES TOVEG: Ko

(i) o mepintwon OebTEPNG 1 UETOYEVECTEPNG KATAOIKNG, OE TOWN
@LAAKIoNG OV OV vepPaiver Ta Tpia (3) €N N GE YPNUATIKY TOVN
mov dgv vrepPaivel Tig exatd mEVVTA YIMAdES evpd (€150.000) 1 ko
oTIG 000 OVTEG TOVEC.

6.—(1) H omdégoaon g apuddiag apyng va eKTIUNGEL OTL 1] KAMVIKT £pgVVoL
yio. TNV ozoia vioPARONKe aitnon, coppova pe ta apbpo 66(1) kar 74(1) Tov
Kavoviopov (EE) 2017/746, dev gunintel 610 medio epappoyne tov 1 6t o
QAaKeLOC TG aitnon dgv elval TAPNG, VITOKELTOL GE 1EPAPYIKT TPOSPVYN
evomov tov Yrovpyo¥ Yyelag, n omola ackeitan péca oe dekamévie (15)
NUEPES O TNV NUEPA TTOL O XOPN YOS AapPdvel Yvdon TS amdpaonc.

(2) H andeaon exni g 1epapyIkng Tpocuyng ekdideton péca og e€nfvta (60)
NUEPES QO TNV NUEPOUNVIQ AGKNONG TNG LEPUPYLKNG TPOGPLYNG.

7. KdBe eioaymyéac 1 dtovopéns 10TpoTe)vVor0YIKoD eE0TAGHOD, 0QEirel VO
KOWOTOUGEL GTNV OPLOdILL apYT), OE NAEKTPOVIKT LOPOPT, TN devBuven TG
£€0pag Tov, KaBMS Kot KOTAAOYO e OAQ TO LOTPOTEYVOLOYIKG TPOIOVTOL TTOV
dwBéter otnv Kumpraxmn ayopd.

8. O Ymovpyodg dvvartor va ekdidel doTdypato, To omoio dnpociehoviot
omv Emionun Eenuepida g Anupokpotiog kot to omoio dvvartor vo
kaBopilovv:
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()  yopic emmpeacpd tov dpbpov 5 tov kavovicpov (EE) 2017/746,
0éom o€ ypnoN Yo EIKEG KOTNYOPIES 1OTPOTEYVOLOYIKMV TPOIOVIMYV,
CGYETIKA LE TOL KPLT)pLoL Ko Tpodmoféaelg:

B Béoet tov 4pBpo 24(9) yio 10V K0OOPICUO TOV TEXVOAOYIK®DV
TPOIOVTOV, TOV KATIYOPLOV 1) TOV OUAO®V TEXVOAOYIKMY TPOIOVIMV
mov Bo TPEMEL 01 POVAdES VYElog Kot Ol emayyelpotieg vyeiag vo
amofnkevovy Kot va datnpovv, pe niektpovikd péca, ta UDI tov
TEYVOAOYIK®V TPOIOVT®V TO 010l Exovv mpounevtel:

(v) Baoel Tov Gpbpo 63 Yoo tov kabopiopd mpoOcHeTV PETPOV Yo
OlevEPYELD KAMVIKNG £pELVAL EMTL —
I. TPOCOTA TOV EKTEAOVV VIOYPEMTIKN OTPATIOTIKY OnTEia,
Ii. mpdowna mov oTEpOVVTAL TV EAEVOEPia TOVG,
lii. Tpdéowna To. 0moin, AOY® SIKOOCTIKNAG AmdQAcNC, OV LTOPOLV Vo,
AGPovv pnépog oe KAMVIKEG EPEVVEG,
Iv. Tpdéowna wov {ovv o€ 1dpvUATAL.

9. O mapdvteg Kavovicuol apyilovv va 1oyvovy Vv €1KOGTI NUEPA LETA
) onpocievon toug otnv Enionun Eenuepida tg Anpoxpatiog.

10. Me mv évapén oydog tov tapdviwv Kavoviouwv, ol tepi tov Bacikov
Anmontoeov  (latpoteyvoroywkd Bonnuata mov ypnoylomoodviol o1
Adyvoon In Vitro) Kavoviopoi tov 2003 £w¢ 2012, Kotopyodvrat.



