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1. "Eykpion ¢ nuepiorog otataing
To YvuBovlo evékpive TV nuepnota dtatasn oc £xel oto yypagpo 10234/24.

2.  ’Eyxpion onpeiov «A»
o) Koardrhoyog pn vopoBetikav dpastinprot)tov 10310/24
To YvuBovio evékpive O o oMpeian «A» oL TEPIAAUPEVOVTOL GTO AVOTEP® EYYPAPO,
ocounepthappavopévav OAwv Tov gyypdewv COR kot REV pe yAowoouéc adiayéc mov
vroPAnOnKav mpog Eykpion.
ANloon oyetikd pe To onpeio avtd nepthapnpdvetol 6Ty TpocONK.
B) Kardhoyog vopoBetik®v mpacemv (Anudcio cuokeyn 10311/24

cLuUPVaA e To apBpo 16 mapdypapog 8 g ZuvOnKng
vy v Evponaikn ‘Evoon)

Yyeia

1.  Kavoviopdc yro v tpomomoinen Tov kavoviepdv (EE) 0] 10225/24
2017/745 xon (EE) 2017/746 660V 0.90opa TN 6TOOWOKN PE-CONS 54/24
avantoén s Eudamed, Tnv voypémon evnuépmong oe +COR 1
TEPITTOGT HLOKOTG TOPUOOGEMV KL TIG PETUPATIKES + COR 2 (it)
puOpiceig Yo opropéva in vitro Sroyvemotikd SAN
L TPOTELVOLOYIKA TTPOIOVTA.
Exooon s vouobetikng mpalng
eykpinke amd v EMA, 1o tufuo, otig 29.5.2024
To YvuBovio evékpive ) BEon Tov Evponaikod KowoBoviiov og mpdtn avdyvoon Kot n
TPOTEWVOUEVT TTPAEN £KOOONKE, cVPP®VA pe To ApBpo 294 Tapdypapog 4 TS ZvvOnKng Yo
™ Aertovpyio ¢ Evpomnaikng Evoong (vopukn Baon: dpbpo 114 kot apBpo 168 mapdypapog
4 onpeio y) e ZAEE).
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Hepi1pdriov

2.

Kavoviepog yra tnv tpomomoinon tov kavoviopov (EE) 10210/24
2017/852 ywo. Tov vopapyvpo 060V 0.POPa TA 0OOVTLATPIKA PE-CONS 53/24
OROAYGROTO KOl GAAG TPOTOVTO PE TPOSONKI VOpaPYLPOL ENV

Exdoon s vopobetikng mpaing

eykpinke and v EMA, 1o tuiuo, otig 29.5.2024

To XvuPovio evékpive tn Béomn Tov Evponaikod Kotvopfoviiov 6e Tpdtn avéyvoon kot 1
TPOTEWVOUEV TTPAEN €KOOONKE, cLUP®VA e TO ApBpo 294 mapdypapoc 4 Tng ZvvOnKnS Yo
) Aettovpyio g Evponaikng Evoong (vopukn Baon: apbpo 192 mapdypapog 1 tg XAEE).

Ecotepikn Ayopd kot Brounyavio

3.

Oodnyia Yo TNV Tpo®@ONGN TOV SIKIDNOTOS EMOKEVNG 9378/24 + ADD 1
Exdoon e vouoBetixng mpoéng PE-CONS 34/24
eykpidnke and v EMA, 1o tunquoe, otig 29.5.2024 CONSOM

To YvuPBovio evékpive ) BEon Tov Evponaikod KowoBoviiov og mpdtn avdyvoon Kot n
TPoTEWVOUEVT TTPAEN £KOOOMKE, cVPP®VA pe To ApBpo 294 mapdypapog 4 T ZvvOnKng Yo
™ Aertovpyio ¢ Evponaikne Evoong, pe aroyn g EcBoviag kot g Agtoviag (vopikn
Baon: apBpo 114 g XAEE).

270 TapAPTNUA TEPIAAUPAVETOL ONAMON CYETIKA LLE TO oNUED OVTO.

Owovopikd kol Annociwovonkda Ofpoto,

4. Koavoviopog oyetikd pe tnv apoéinyn g yp1nopnomoineng 9464/1/24 REV 1
TOV YPNNOUTOTIOTOTIKOV GVGTHNATOS Y10, TT] VOULHOTTOING1) +REV 1 ADD 1
€000V 010 TOPAVONES OPACTNPLOTNTES 1] YO TN PE-CONS 36/24
APNUATOOOTN O THS TPOUOKPATIOG EF
Exooon s vouobetikng mpalng
eykpinke amd v EMA, 20 tufuo, otig 22.5.2024
To YvuPBovio evékpive ) BEon Tov Evpanaikod KowoBoviiov og mpdtn avdyvoon Kot n
TPOTEWVOUEV TTPAEN €KOOONKE, cLUP®VA e TO ApBpo 294 mapdypapoc 4 Tng ZvvOnkng Yo
™ Aertovpyio ¢ Evponaikng Evoong (vopukn Baon: dpbpo 114 g XAEE).

210 TOPAPTNUA TEPIAAUPAVETOL ONAMON GYETIKA [LE TO oNUEi0 AVTO.
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5.  Kavoviopog etk pe ™ 606Toon TG Apyig Yo THY 9573/24
KOTOTOAEPN G TS VOULIHOTTOIN61)G €600V U0 TAPAVOUES PE-CONS 35/24
OpPUCTNPLOTNTES KOL TG YPNNATOOOTIONG TNG TPOROKPUTIOG EF
Exooon ts vouobetikng mpalng
gykpidnke and v EMA, 20 tunquo, otic 22.5.2024

To YvuBovio evékpive ) B€on Tov Evponaikod KowoBoviiov og mpdtn avayvmon Kot n
TPOTEWOUEVT TTPAEN £KOOONKE, cVUP®VA pE To ApBpo 294 Tapdypapog 4 TS ZvvOnKng Yo
™ Aertovpyio ¢ Evponaikng Evoong (vopukn Baon: dpbpo 114 e XAEE).

6. Oonyio oYeETIKA 1E TOVG PNYOVIGROVS TTOV TTPETEL VO, 9574/24
GLYKPOTI|GOVV TO. KPATN PEAN Y10 TNV TPOA|YN TG PE-CONS 37/24
APNOGLLOTOINGNGS TOV YPNUATOTIGTOTIKOV GUGTILATOG YL EF

TOVG GKOTTOVG TNG VOULHOTOIN GG E600MV Um0 TAPAVONES

OpaoTNPLOTNTES 1] TNG YPNNOTOOOTIONGS TGS TPOUOKPUTIOGS

Exdoon e vouoBetixng mpoéng

eykpidnke and v EMA, 20 tunuoe, otig 22.5.2024

To XvuPBovio evékpive ) BEon Tov Evponaikod KowoBoviiov og mpdtn avdyvoon Kot n
TpoTEWVOUEVT TTPAEN £K0OOMKE, cVPP®VA pe To ApBpo 294 mapdypapog 4 TS XvvOnKng Yo
™ Aertovpyio ¢ Evponaikng Evoong (vopukn Baon: dpbpo 114 g XAEE).

7.  Kavoviopog 710 TIC KEQUAIOKES OTULTIOELS 3 9576/24
Exdoon tns vopobetikng mpaing PE-CONS 80/23
eykpinke and v EMA, 20 tunuo, otig 22.5.2024 EF

To YvuPovlo evékpive tn Béom Tov Evponaikod Kotvopfoviiov 6e mpdtn avéryvoon kot 1
TPOTEWVOUEVT TTPAEN £KOOOMKE, cVPP®VA pe To ApBpo 294 mapdypapog 4 TS ZuvOnKng Yo
) Aettovpyio g Evpomnaikng Evaong (vopukn Baon: apbpo 114 g XAEE).

8. Odnyie 1w Tic keQarmoakég anartioeis VI 9575/24
Exooon s vouobetikng mpalng PE-CONS 79/23
eykpinke amd v EMA, 20 tufuo, otig 22.5.2024 EF

To YvuBovio evékpive ) B€on Tov Evponaikod KowoBoviiov og mpdtn avayveoon Ko n
TPOTEWVOUEVT TTPAEN €KOOONKE, cLUP®VA e TO ApBpo 294 mapdypapoc 4 Tng ZvvOnKng Y
™ Aertovpyio ¢ Evponaikne Evoong (vopukn Baon: dpbpo 53 mapdypapog 1 g ZAEE).
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Awkonocvvn kol Ecotepikéc YroO<osig

9.

Odnyia yia Tqv Tpomomoinon e 0dnyieg (EE) 2019/1153 10046/24 + ADD 1
0G0V a@opd ™V TpocPfacn TOV apy®OV eTPOANG TOV VOROV 6 PE-CONS 44/24
YPNUATOOIKOVOUIKES TANPOPOPieS: eviaio onueio TpocPaong ENFOPOL
Exdoon g vouoBetixng mpoing

eykpinke and v EMA, 20 tuiuo, otig 22.5.2024

To XvuPovio evékpive tn Béomn Tov Evponaikod Kotvopfoviiov 6e Tpdtn avéyvoon kot 1
TPOTEWVOUEV TTPAEN €KOOONKE, cLUP®VA e TO ApBpo 294 mapdypapoc 4 Tng ZvvOnKnS Yo
) Aettovpyio g Evponaikng Evoong (voukn Baon: apbpo 87 mapdypapoc 2 g ZAEE).
ZOUQOVO [LE TO CYETIKA TPMTOKOAAN TOV £Y0VV Tpocaptn el oTig ZuvOnkeg, n Aavia dev

ouppeTelye otNV Yyneopopio.

210 TopAPTNUA TEPIAAUPAVETOL ONAMOT GYETIKA e TO onpeio aTO.

Mn vonoOetikéc 6pacTNPLOTNTES

3.

ZVUTEPACLLATO GYETIKA LLE TV OVATTLEN PLOCIUOV SIKTV®OV 10244/24
NAEKTPIKNG EVEPYELOG
Eyxpion

Avakoivoon «RePowerEUx»: quo vadis? 9774/24
Avtailayn amoyewv

H Evponaikn [Ipdovn Zvpewvia — [Mopeia tov epyaciav 9775/24
Avtaldoyn amoyewv

Aldoopa

6.

a) IIpoinyn g andtng otov Topéa Twv Prokavcipmy 10302/24
Evnuépwan amo t yaliikn, ) yepuovikn kot v ollavoikn
OVTITPOTOTIO,

B)  Avtiktumog Tov T€A0VG OVOETEPOTNTAS Y10 TNV ATOONKEVOT) 10265/24
aepiov Kol avaykn Yo KAADTEPO GUVTOVIGHO GE EVPWOTATKO
eninedo
Evnuépwon ex uépoug s owotpioxns, e ovyypIkng, e
GLOPOKIKNG KoL THG TOEYIKNG QVTITPOTWTIOS

10547/24 5

TREE.2 FL



Y)  «Anhoon — Etiowog moltikdég didroyog — Karlovy 9917/24
Vary» ka1 avaykn evicyvong g oikang petafoong
OTIC TEPLPEPELEG TOV TANTTOVTOL OTO TNV ATAALAYT] OO
TIS avVOPOKOVYES EKTONTTES
Evnuépwan amo v togyixn koi t) cAofaxikn avimpoomio.

To YvuBovio onueimwoe Tig TANPOPOpieg TOV TapUcYEIMKAY ATO TNV TOEXIKN Kol TN

oAoBaKIKN avTITpOoc®Tia.

0)  Opot kot TpotimoBécelc tv dnponpacimv tov Tapeiov 10386/24
Kowvotopiog yio to 2024 yio v mopoy®yn ovoveOGILOD
VOPOYOVOL Un PLoAoyikng Tpoérevong (deVTeEPOG YOHPOG
onuompacuny H2)
Evnuépwan amo v ovyypixn, tv TolwVikny Kol TV TOEYIKN
QVTITPOTMOTTIO,

g) EOvika oyéda Yo v evépyera kot 1o kKhipo — I[p6odog 10095/24
TOV EPYUCLAOV
Evnuépawon amo v Emitpory

To YvuPovio onueiwsce Tic TANpoeopieg mov mpockoce | Emrpon).

ot) Evepyelaxn ac@dieta kol ETOYOTNTA Y10 TOV YELDOVA 10100/24
Evnuépawon amo v Emitpory

)  E&opboroyiopog tov dtadasiomv yia ) B€omion 10098/24
LUNYOVICUAV 16YVOS GTO TANIGLO TNG LETAPPUOIONG
TOV GYESOGHOV TNG OYOPAS NAEKTPIKNG EVEPYELOG
Evnuépwon anod v Emitpory

n)  Ipdypoppa epyasiog e avarapPdvovcag [poedpiog
Evnuépwan ard v Ovyyopio

Anpodoio culnon mpotabeica and v [poedpia (dpbpo 8 mapdypapog 2 tov
€0MTEPIKOV KAVOVIGHOD TOV ZVpBOVAIOV)
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IHAPAPTHMA

ANAOGEIC 6YETIKG NE Ta vonoOeTIKG onueia «A» wov weprEéyovron 6to £yypooo 10311/24

LYETIKG NE TO
v’ aprd. 3 onueio
«A»:

Odnyia Yo v TPo®ON 61 TOL NIKALONATOG ETICKEVTG
Exdoon ¢ vouoBetixng mpocng

KOINH AHAQXH THX EXOONIAX KAI THX AETONIAX

H EcBovia ka1 1 Agtovia vroompilovv Toug KOP1ovg 6KOTOVG TG 091Yiag, Ol 0010l CLVIGTAVTOL
oV Tpo®Bnon e Blidoung Katavaiwmong Kot T BeATioon g AEITovpylag TG ECMTEPIKNG
ayopdc, Kal, EMOUEVOC, OTNV TPOMON O TNG KUKAKNG O1KOVOULOG KoL TV TPOCTOGio TOV
nepairovtoc. Tavtoypova, ToTeEVOVUE OTL TO LETPO TOV AopPdvovTotl Yo TNV EXITELEN QVTOV
TOV 6TOYOV B0 TPEMEL VO TPOSPEPOLY ETOPKN TPOSTIOEUEVT a&io Kot va eivol AmOTELECUATIKA
otV Tpasn.

Kaitol n apywmn mpotaon €xet Pertiodel oe kdmolov Babud (petad dAhov kot Katd tn ddpkeio
TOV TPIUEPOV JAdY®V), eEakolovBolpe va PNV ELocTE ATOAVTMG TENEIGUEVOL OTL OAOL TOL LETPOL
OV AmOPACIoTNKAY Vol TPOGPOPA KL OVOYKaio Y10 TV EMTELEN TOV GTOXWOV TNG 00N Yi0g
(ONAadN TNV LTOYPEMOT] TOV KOTAGKEVOOTN Y10 ETICKEVT KOl TIG TPOTOTOWOELS TG 00N YOG Yo TIg
TOAGEL ayaddV Tov peTaPéPONKe TPOGPATA 6TO €0VIKO diKato). AVTO OV EMTLYYAVEL, OUMG,
etval IPOGOETOG SLOIKNTIKOS POPTOG Y10 TIG EMYELPTOELS KOL TO KPATN LEAT KOl VITEPUETPOG OYKOG
TANPOPOPLADV Y10, TOLG KOTOVOAWDTES.

Ewdwdtepa, 1 kOpla avnovyio pog e&apyng apopoioe kot e£akolovdel va apopd T dtodtkTuaKn
TAATOOPLLOL.

[IpdTov, dev gipacte TEMEIGUEVOL OTL O HEGOG KOTAVOAMTNG Bal TN YP1CLOTOUCEL Y10l VL
avalnTNoEL TANPOPOPIEG GYETIKA LE TOVG TOPOYOVS VINPECIDY EMCKELNG. TN GVYYPOVI] KOmvio
nov Bociletor 6TV TEYVOAOYia, 01 KATAVOAMTEG £XOVV NON TPOGPACT GE SAPOPES UNYAVES
avalNnong Kot HEGH KOWVOVIKNG OIKTOMONG, YEYOVOS OV J1EVKOADVEL TNV £EEVPEDT| TV
AVOYKOL®V TANPOPOPLDY YPNYOPO KO ATOTEAEGLOTIKAL.

Agvtepov, LoAovoTL Bempovpe OTL 1] Eviaio, EVPOTATKN TAATPOPLLA OTOTELEL KAADTEPT EMAOYN OE
oLykpilon pe 27 eBVikEG TAATQOPUES, OVIIGLYOVLLE Y10 TOV SLOIKNTIKO GOPTO TOL GUVETAYETOL M|
dwxeipion TV eBVIKOV TUNUATOV 6Ta KPATN LEAN. 26 €K TOVTOVL, deV EILOGTE LITEP TNG AVADESNC
oTo KpATn HEAN TG eVOBHVNC Y1 TN OLACPAALCT) TNG AEITOVPYIONG TV EOVIKAOV TUNUATOV HL0G
TOVELPOTOIKNG TAATPOPLAG AOY® TOL SLOPOPETIKOV KOGTOVG TOV oxeTileTon e TN drayeipion, tnv
gyypaon kot v vanpecia xpnom. Tovto Ba eivar Wiaitepa emayBEC via ta LikpdTEPQ KPATN WEAN,
onwc n EcBovia ko n Agtovia. Emimiéov, evoéyetar vo vtdpEel KOTOUKEPUATIGHOG TNG EGMTEPTKNG
ayopdg evtdg g EE, edv kabe kpdtog péEL0g £xet T dvvatdtnta vo emPdiiel mpoimobécelg ya
mv gyypoen kot v npdcsfacn otnv mhatedpuo. H emBoin npdchetwv npoimobécemv Ba ntov
wwitepa gmayONC yio TouG HIKPOVE EMGKEVAGTES, 01 OTTOT0L, MG €K TOVTOV, OEV HBal ¥PNGULOTOLOVCHY
™V TAOTOOP L, LLE OTOTEAECLLA T UEIMON TNG AVTAYOVICTIKOTNTOG Kot TNG TPOPOATG TOV LUKPOV
EMLYEPTLATLOV.

Ev kataxeidy, elpacte g yvoung 6t n S10c@dAIon TG AEITOVPYING TOL £6VIKOL TUNUOTOG TG
EVPOTAIKNG TAATEOPLLOG efval Sucavaroya emayOng Kot cuvemdyeTat adkaloAdYNTO KOGTOGS Y10, TO.
kpat péAN. EEakolovBovpe va apueipdirlovpe Katd OGOV Lo EXYPOLUIKT TAATEOPLL TOPEYEL
enapK” TpooTBénevn a&io dote va dkaoAoyeiton N ETPBOAT TETOWNG VITOYPEDONG GTO KPATN UEAN.
®a urmopovcape vo otnpiEovpe 1 BEomion TG EVPOTOTKNG TAUTPOPLLAS LOVOV VTTO TNV
TpobmdOeoN OTL AMOKAEIGTIKA LITEHOLVY Yo TV AvATTLEN, TN JaXEIPLOT KO T1) SLACPAALOT TNG
Aertovpyiog g TAateOppos (copmepthappfavopévav Tov efvikodv tunudtov) o ftav n Erttpom.

Bdoet tov avotépo, n EcBovia kot 1 Agtovia duotuydg dev pmopobv va yKpivouy 10 TEMKO
Kelpevo.»
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TYETIKG PE TO Kavoviepog oyetikd pe v tpoinyn g ypnoipnomoineng tov
YPNURATOTIOTOTIKOD GUGTILATOS YO TT] VOULROTOIN O €600V OO

TOPAVONES OPACTNPLOTTES 1] VIO TN YPNUOTOOOTNON TNG TPONOKPATIOG
Exdoon ¢ vouoBetixng mpocng

v’ aprd. 4 onueio
«A»:

AHAQYXH THX AYXTPIAX

«H Avotpia emavoroppdvel 0Tt TopapéEVEL OTOAGVTEVTO TPOCSTAMUEVT) GTNV KOTOTOAEUNGT TOV
O1KOVOUIKOV YKAUTOG Kot otnpilel T ouuPiBactiki AVomn GXeTIKE e T 0EGUTN VOLOBETIKOV
pétpov. H Avotpia emBopel va vroypappicet 0t ) mpdsPaocn o€ petpntd amotedel onuaviikd
{tnuo, TOc0 Yo To VPV KOO, OGO KoL Yol TV KOWWMVIKN Kol ypnuotootkovopukn évraén. H
Avotpia ThooETAL VIEP TOV TEPALTEP® EPYOCLDOV Y10 VO, EVIGYVOEL TO VOULLO Yp1LO TV
EKPPOUGLEVOV GE EVPD YOUPTOVOLUCUATOV KOl KEPUATOV, LETAED AAA®DV 6TO TANIG10 TV eV e&eMEet
VOUOOETIKAOV S1OTPAYUATENGEDV GYETIKA LLE TOV KAVOVIGHO Y10 TO VOO YPTHOL.»

SYETIKG PE TO Odnyia Yo v Tpomonoinen g 0dnyiog (EE) 2019/1153 d6c0v apopd
™V npocfacn TOV apy®V ETPOANS TOL VOUOV GE YPTHOTOOIKOVOUIKES
ainpogopieg: eviaio onueio npécPfaong

Exdoon ¢ vouoBetixng mpocng

v’ aprd. 9 onueio
«A»:

AHAQXH THX EIIITPOITHX

«Katd ™ yvoun e Extponng, 1o katdAAnio miaicto yio v e&€tacmn tov {NTHatog g
ovvepyaciog g Evpomod e TG LOVAOES XPM LATOOIKOVOUIK®DV TANPOPOPIDV MG TTPOG TNV amd
KOwoU avaAVGY| TOVG €lval TO TAAIGL0 TNG OEGUNG LETPOV Y10, TNV KOTATOAEUNGN TNG
vopponoinong e600wv and mtapdvopeg dpactnpromres. H Emrpont| vroypappiler 6t omotadmote
této10 cvvepyaoia pe v Evpomod Oa npaypatonomOei soppwva pe tov kavoviopud (EE)
2016/794, 1diwg Tovg Kavdveg oxeTiKd e To Kabnkovta g EvpondA kot v tpoctacia twv
dEOUEVOV TTPOGOTIKOV YOPOKTNPA TTOL 0pilovTal GTOV €V AOY® KAVOVIGUO.»
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