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KANONIXMOZX (EE) .../... THX EIIITPOIIHX

e XXX

Yo TV TpoTonoinomn tov Kavovicpov (EE) ap10. 432/2012 écov agopd Tov 1oyvpiopo
vyeiog Yo ) povakorivn K poliod mwov £yl vrootei {opmon pe epvdpo Copopdvknta

(Keipevo mov mapovcidlet evotapépov yia tov EOX)

H EYPQITAIKH EITIITPOIIH,

"Exovtag vmoyn ) ZuvOnkn yuo m Asrtovpyia g Evporaikng Evoong,

"Exovtag vtoyn tov kavoviopud (EK) apif. 1924/2006 tov Evponaikod Kowofoviiov kot tov

Yvppoviiov, g 20Mg AekepPpiov 2006, GyeTikd Le TOVG 1GYLPIGUOVG JATPOPT|G Kol VYElg
oV SraTvTAOVOVTOL 6TOL TPOPIA, Ko 18iwg o pdpo 13 mapdypagog 4,

Extipdvrag to axdlovba:

ey

2

3)

“4)

Xoppova pe tov kavovioud (EK) apif. 1924/2006, amayopgboviar ot 1Gyvupiopol
vyeiog ota TpOEIa, av Oev £xovv gykplet and v Emtpony| copemva pe tov ev Adym
KOVOVIGUO Kot oV gV TEPAAUPAVOVTAL GTOV EVAOCIOKO KOATAAOYO EMITPEMOUEVDV
IGYLPIGUOV VYELNG.

O xavoviopog (EE) apif. 432/2012 g Emutpomng, g 16mg Maiov 2012, Oeomnilet
KATOAOYO EMTPEMOUEVOV IGYVPICUOV VYEING OV OOTLTMOVOVTOL Yol TO TPOPILLA,
e€apovpévav 66OV aeopovy TN Hel®on Tov KvOHVOL E£KONAMONG VOCOL Kol TNV
ovamTLEN Ko vYEla TOV TodIhOV.

Xoupova pe tov kavoviopd (EK) apif. 1924/2006, n emomuovikn tekunpioon Oa
TPENEL VO, ATOTEAEL TO KUPLO HEANLO Y10 TN XPTOT) IOYVPICUOV SUTPOPNG Kot VYEioG,
Kol 01 LIELHVLVOL ETLYEIPNCE®V TPOPILMY TOV YPNGLULOTOOVV 1GYVPICHOVS Ba Tpémer
VO TIOA0YOUV TOVG IGYVPLGLOVG avToVG. Ot Ioyvpiopol Bo TPEMEL VoL TEKUNPLOVOVTOL
emoTnUovikd  AapPdvovtag vmoyn T0  GOVOAO TOV  OWBECIUOV  OYETIKDV
EMOTNUOVIKOV dgdopévav kot otaduiCovtag m Papvtnta tov otoyeiov. Emmiéov,
mpokelévou va ovpuPadifel pe TIG EMOTNUOVIKEG Kol TEXVOAOYKEG eEeMelg, o
KATOAOYOG TV EMTPENOUEVOV 1GYXVPIGUOV vYeiog Oa mpémel va avabempeitor apécmc
omote givon avarykodo.

"Evag 1oyvpiopdg vyelag yia ) povokoiivn K and pdlt mov €yel vmootel {Opmon pe

epuOpo  Qupopvknto GLUTEPIAMPONKE GTOV  KOTAAOYO 10YLPICUAOV VYENG OV
vrtoPAnOnke oty Emtponn cvpemva pe 1o dpbpo 13 mapdypapog 2 tov KavovicpHov
(EK) ap18. 1924/2006 ko dwefifactnke oty Evponaikn Apyr yio v Acedreio Twv
Tpooinwv (oto €€ng: Apyn) ocvuewvo pe to apbpo 13 mapdypapog 3 Tov &v Adyw
Kavoviopoy. Ztig 28 TovAiov 2011 1 Apyf} dnpocisvoe emoTnuoviky yvoun® oyeticd
pe TNV TEKUNPI®ON 6YVPIGHOL vYeing 0 omoiog apopovoe T povakoiivn K pvliov
7oL €xel vVtootel Copuwon pe epufpd CupopvdKNTo Kot TN O10THPCT TOV PLGLOAOYIKMOV
oLYKEVTPOGE®Y YoANoTEPOANG LDL oto aipo. H Apyn xatéAnée oto copmnépacpa 6Tt

EE L 404 ¢ 30.12.2006, 5. 9.
EE L 136 mc 25.5.2012, . 1.
EFSA Journal 2011, 9(7):2304.
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VINPYE OYEST OTIOV—amOTEAEGHATOC HeTalD TG KaTavaimong povakoiivng K puliov
mov éyet vmootel (QOpworn pe gpubBpd CupopdknTo Kot TG OlTnpNnong Tv
QLGLOAOYIK®OV EMIMESMV NG YoAnotepoéAng LDL oto aipo, oe emimedo 10 mg
nuepnoag Tpocinyng povakoiivng K puliod mov €xel vrootel {hpmon pe epubpod
Copopvknra.

Me Bdon t yvoun mmc Apyns, eykpidnke o 1oyvupopOg vyeiog OXETIKA pe N
povaxkorivy K pvliod mov €yet vmootel {opwon pe epvbpd Jopopdxnto Kot
GLUPBOAY TOV GTN S1OTHPNOT TOV PVGIOAOYIKMV ETITESMV YOANGTEPOANG GTO aipLol Kot
CLUTEPIAMPONKE OTOV  KOTAAOYO TV EMITPEMOUEVOV IOYVPICUOV VYELOG MOV
wepthappdveral oto mapdptnua tov kavoviopob (EE) apif. 432/2012 g Emtponng.
Ot ovvodevTiKol OpOL YpNoNG amattovoay Nuepnota Tpocinyn 10 mg povaxkorivng K
a6 mopackevdouato puilod Tov &yl vrrootel LOpmon pe epBpod CupopvknTa.

Oocov apopd Tovg TEPLOPIGUOVS YPT|OTG TOL GYLVPIGUOV VYElag, N Apyn Tapénepye
otV mePiAnY”N TV YopaKTNpoTik®dv Tov mpotovrog (IIXII) tov @appakevtTikdv
TPOTOVTOV oL TTEPEXOLY Aofactativn kot dwatifevtal onv evostokt ayopd. H TIXII
TOPEYEL TANPOPOPIEG OTOVG emayyeAOTieg TOL TOpED TNG LYElOg OYETIKA peE TNV
AGQOAT KOl OTOTEAEGLOTIKT] XPTOT TOV QAPUAK®OV KO, CUYKEKPLULEVO, POUPLAK®OV TOV
nepieyovv AoPactativn. [leprypdoet Tig 1010TNTEG KO TOLG EMIONUO EYKEKPIUEVOLS
OpOLG Yl TN YPNOM TOVG Kot TEPAAUPAVEL EOIKEG TPOEWOOTOMGELS KOl TPOPVAAEELS
OV AVOPEPOVTAL GTOV Kivouvo pvomddeiag/pafdopvdivong, o omoiog avEavetol pe
v toutdxpovn ypnom G Aofactotivng pe opliopéva GAAC. QAapupoKa”  ETioNG,
aroBappivel T ypnon AoPactativing amd eykvovg ko OnAdlovoeg yovaikes. H Apym
éxpive O0tt M povaxkoiivn K oe popen Aoktdvng MTov TOVOUOLWOTLMN HE TN
AoBactativn.

Metd ™ ov{ftnon tov &v AOY® TEPOPIGUOV XpNong, to Kpdtn péAn eEéppacav
mhaveg avnovyieg yi TV ac@IAEl OGOV aPOpA TNV KOTAVAAMOT TPOPIU®V TOv
TEPEXOVV HOVOKOAIVES pLl100 oL €xel vtootel Lopuwon pe epvBpd Lupopdrnta.

H Emutponn ékpive 011, pe Bdon tig mAnpogopieg mov moapacyEdnkay omd to Kpatn
péEAN, mAnpolviav ot avaykoieg mpobmobéoelg Kot amartnoglg mov opiloviol GTo
apBpo 8 tov kavovicuov (EK) apif. 1925/2006 tov Evponaikod KowvoBoviiov kot
tov XvpPovriov* ko ot pbpo 3 kou 4 Tov ekTElEoTikOD Kavovicpov (EE)
ap10. 307/2012 g Emrpomic®. Qg ex tovtov, n Emtponn kivinoe mm dodikacio mov
npoPArénetan oto dpBpo 8 Tov kKavoviopov (EK) apif. 1925/2006 yuo T povokorives
pul100 Tov &xel vrootel Lopwon pe epuHpd Copopvknro.

Bédoer avtov, 1 Emrpon, copepwva pe 1o apbpo 8 mapdypapog 2 tov KavOVIGHOV
(EK) ap16. 1925/2006, {ntnoe amd v Apyn Vo EKOMOEL EMGTNUOVIKT YVOUT GYETIKA
pe v aflohdynon e acPAAENG TOV HOVOKOAWVAOV 610 pOLL Tov €xel LIooTel
Cbuwon pe epupd Lupopvknra.

T1ic 25 Tovviov 2018 1 Apyi| eE€8wae eMGTUOVIKY YVOUN® GYETIKA [E TNV acPAAELo
TOV HOVAKOAMVAV 6T0 pOLL oL £)el vtootel {Opmon pe gpuBpod Jopopvknta. H Apym

kavoviopog (EK) apf. 1925/2006 tov Evpomaikod KowofovAiov kot tov XvpfovAiov, tng 201Mg
Aekepppiov 2006, oxetikd pe v mpocHnkn PLrapivdyv Kol avopyovmv GUGTOTIKGOV KOl OPIoUEVOV
AoV ovoldv oto Tpoéeua (EE L 404 ¢ 30.12.20006, 6. 26).

Exteleotikdg kavoviopds (EE) apf. 307/2012 g Emtponng, g 11ng Arnpidiov 2012, yia ™) Béomion
Kovovav  gpoappoyns tov  apbpov 8 tov kavoviopov (EK) apB. 1925/2006 tov Evpomaikon
KowoBoviiov kot tov ZupPoviiov oyetid pe Ty mpochnkn Brrapivdy Kot avopyovev CUGTOTIKOV Kol
opopévav GAlov ovoldv ota Tpoeyie (EE L 102 g 12.4.2012, o. 2).

EFSA Journal 2019, 16(8):5368.

EL


https://eur-lex.europa.eu/legal-content/EL/TXT/?uri=OJ%3AL%3A2006%3A404%3ATOC

EL

(1)

(12)

emavérafe O0tL n povakoAivin K oe popen Aaktovng e€ivolr TovOHOlOTURY HE TN
AoPactativn, n onoia gival 1 SpacTIK 0VGi0 TOAADY PAPUAK®Y Yo T Bepameio TG
vrepyonotEPporapiog mov €yxovv eykpiBel oty ‘Evoon. Exeivin tv mepiodo, N
povakoiivn K and pOlt mov €xet vrootel {opuwon pe epudpd Jupopdxnta datibeton o€
GUUTANPOUOTO SIUTPOPNG LE TOIKIAES TILEG GUVIGTAOUEVNC NUEPNOLOG TPOGANYNC, Yo
NV emidpacy Tov £YEL OTN SWTNPNOT TOV QUOIOAOYIKOV ETITESMV YOANGTEPOANG
LDL oto aipa. Béoel tov dobéoiuwv otoyeiov, 1 Apyn KotéAnée 610 GUUTEPUGHLO
OTL 1 TPOGANYN HOVAKOAIVGV pL{L0V oL £xel vtooTel {Opwon pe epvBpd Jupopdxnto
UEC® CUUTANPOUATOV SoTpoPn|g Oo LTopovce vo. 00N YNOEL GE EKTIUMUEVN €kOeon
ot povaxoiivn K evtog tov edopatog tov Bepameutikdv docewv AoPaoctativing. H
Apyn emeonuave OTL TO YOPUKTNPIOTIKA TOV AVETIOOUNTOV EVEPYEIDV TOV PLLOD TOL
éxet vmootel {Ouwom pe epvbpd Qupopdxnta elvor mapodpoln pHe ekeiva Tng
MoBactativng’.

2V EMOTNUOVIKY YVOUN TG, 1| Apyn €kpve OTL 01 S10OEGILEG TTANPOPOPIEG GYETIKA
pe Tig dvopeveic emdpacels mTov avapépOnkav otov AvBpwmo kpidnkav emapkeic yuo
va cvvayfel To copmépacua 6Tt o1 povakoiiveg puliov mov €xel vwootel {OHwWoN pe
epuBpd  Qopopdxnto, OtV XPNCOTOOVVIOL ®G GCUUTANPAOUOTO  SOTPOPNC,
TPOKOAOVV GOPapEg avnouvyiee ®¢ mPog TV OoGUIAEW OTO €mmMedO YPNONG TOV
10 mg/muépa kot Ot elyav avapepbel pepovopéves mEPMTOGES GOPapdv
avemBOUNTOV EVEPYEI®V Y10, LOVOKOATVEG puL1ov TTov €xel vootel Lopwon pe epvdpd
Copopdknta oe eminedo mpooAnyng poAlG 3 mgmuépa. H Apyn, Pdoer twov
dwbéouwv otoyeimv Kot Tov dapop®mv afefaloTATOV TOV ETICUOIVEL OTN YVAOUN
mg, 0ev Ntav oe Béom va mpoteivel eminedo MUEPNOLOS TPOCANYNG LOVOKOALVAV
pul1o00 mov €yl vrootel {opwon pe epvdpd LupopvKNTA TETOO TOL VO, PNV TPOKAAEL
avnovyieg oxetikd pe emPraPeis cvvéneleg oty vyeia Yoo Tov yeViKd TAnfucud xat,
avéloyo pe TV TEPITTOOT, Yo TIG EVAAMTES VTOOUASES TOV TANOLGHOV, OTMOC TNG
moe n Emuponn. H Apyn e&nynoe 6t vdpyovv afePordtnteg 6Gov apopd
oVVOESN KOl TNV TEPIEKTIKOTNTA GE LOVAKOMVEG TV CUUTANPOUATOV SOTPOPNG TOL
nepiEyovy pult mov €xel vmootel {Ohpmon pe epvBpd Jopopdxnto Kot OTL TETOEG
HOVOKOMVEG YPNOIUOTO0VVTAL GE TPOTOVTIO TOAAATADV LVAIK®OV, TO GLGTOTIKO TV
omolwv dev €yovv aflodoynbel mAnpwg, eite pepovouévo gite ce cvvovacuo.
EminAéov, Aoym tg EAdenyng ototyeiowv, oev pumopel va aSlodoyndel n ac@aing ypnon
TOV HOVOKOMVAV CE OPIGUEVEG EVOAMTEG OUAOES KATOVOAMTAOV KOl VITAPYEL
afefotdOTNTO OC TPOG TIC OLVEMEIEG TNG TOVTOYPOVNG KOTOVAAWONG, APEVOS,
CLUTANPOUATOV dTPOPNG He PBdon to pOlL mov €xet vrootel {Opmon pe epvdpd
Copopdknta Ko, OQETEPOL, TPOPIL®OV N QUPUAK®V TOL avacTEALOLY TO &viuuo
(CYP3A4) 10 onoio epumAékeTon 6TOV LETAROAMGO TOV LOVAKOAVDV.

Agdopévov 0Tl dev oTdOnKe €PIKTO VO TPOGOIOPIOTEL TIUN MUEPNOLOG TPOSANYNG
HOVOKOAVAV pullov mov &yt vrootel {Opwon pe epuBpd Jopopdknta 1 omoia va punv
wpokaiel avnovyiec ywoo v avOpdOTIv] vyeld Kot ESOUEVOV TOV  CNUOVTIIKOV
eMPAAPOV CLUVETELOV GTNV VYEID TOV GLVOEOVTAL [E TN XPNOT TETOLOV LOVOKOAVAOV
oe emimedo 10 mg/Mmuépa, KaOOC Kol TOV UEUOVOUEVOV TEPICTATIKOV GORopdv
avemBounTeV eTdpacewV oTnV vyeion aKOUa Kot 6 YoUnAo eminedo 3 mg/Mmuépa, M
xpnon povakolvav pvlod mov €xel vmootel (Opwon pe gpvBpd Qopopdknto ce
enimeda 3 mg Kol TEPIGGOTEPO OvEL HePIdO TOL TPOIOVTOG TOV GUVIGTATOL Yl
nuepnola Kataviloon £xet amayopevtel pe tov kovoviopod (EE) 2022/860 g

EFSA Journal 2018;16(8):5368, ceA. 38.
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Emtpomnc®. Me tov ev Adym kavoviopd, n Emtponty tpormonoince to mapdprnua 11
tov kovoviopov (EK) apif. 1925/2006, tonobetdvtog povakorives puliod mov €yet
vrootel Lhpmon pe epuBpd Lopopdxknta oto pépog B «Ovoieg pe meplopiopd ypriong»
TOV &V AOY® TOPOPTHHOTOC. 26 €K TOVTOL, 1] TPOGHNKN TOV GE TPOPILA 1) 1] (PO TOL
OTNV TOPOCKELT] TPOPIUOV EMTPETETOL LOVO VIO TOVG Opove oL Kabopilovtal 6To €V
AOY® TApApTNLLOL.

Koabog vmapyer axopo m mbavoétta emProapfodv cvvemeidv vy v vyeio wov
oLVOEOVTOL UE TN YPNOT HOVAKOAV®V pullov mov €xel vrootel {ouwon pe epvdpd
Copopvknra, aALd eEokoAovBel va emkpatel emotnuovikny apefordtnta yioo To OEpa
avTd, Kot OEGOUEVOL OTL Ol LOVOKOAVES QLTEG UTOPOVV VO PN CLULOTOLOVVTAL UOVO GE
CUUTANPOUOTE STPOPNG OAAL M Apyn 0EV UTOPEGE VO TPOCIOPIGEL TO EMIMEDO
APNONG TOV EV AOY® CUUTANPOUATOV S1OTPOPNS, 1| YPNON TOV LOVAKOAVAV QVTOV CE
COUTANPOUHOTA  JTPoPT|G TiBeTor VIO evoolokn Olepedvnon  Kol, ETOUEVOC,
ovunepthapfavetar oto pépog I' tov mapoaptiuotog III tov wavoviouotd (EK)
apf. 1925/2006. Ta evoweepdueva pépn €xovv n OLVOTOTNTA, GOUEOVA WLE TO
GpBpo 8 mapdypapog 4 tov kavoviopov (EK) apif. 1925/2006, va vropdiovv otnv
Apyn otoyeion OV amOdEKVOIOLY TV OCOAAELN TOV LOVOKOMVAV pullov mov £xet
vrootel QOpwon pe gpufpd Copopdxknta, cOHEOvVL pe 10 APOBPO 5 TOV EKTEAEGTIKOV
kavoviopov (EE) apif. 307/2012. Zoppova pe 10 apbpo 8 mapdypoapoc S5 Tov
kavoviopo¥ (EK) aptf. 1925/2006, n Emtpony|, Aappdvovtag vadym m yvoun g
ApymMg oyxetikd pe toyxdv vroPAndévia otoryeia, AapPavel andeacn £viog Tecolpwv
etV amd v Evapén 1oyxbog Tov kavoviopob (EE) 2022/860 ¢ Emitponng, oyetikd
pe to av Ba mpémetl va emrpanel yevikd n yprion povakoivemv puliod mov £yel vrootel
{Opwon pe epvbpd Qupopdxnta 1 Ba Tpémel n ovsia va eyypapel 6to mapdptnuo 11
pépoc A M népog B, xatd mepintmon.

Xoupova pe to apbpo 1 mapdypagog 2 tov xavovicpov (EK) apif. 1925/2006, ot
STAEEIS OYETIKA e TNV TPOGON KN OPICUEVAOV AAA®V 0VGLOV eKTOG amd Tig Prropiveg
KO TOL 0VOPYOVOL GUGTOTIKG GTO TPOPLLOL EQAPUOLOVTOL GTO GUUTANPOUOTA OLUTPOPTC
oV KoAvrTovTal amd T odnyio 2002/46/EK°.

Q¢ ek TOVTOL, AQUPBOVOUEVNG LIOYN TNG 1GYVOVCOG OTOYOPELONG TNG YPNONG
povakoAvav pullov mov €xel vrootel {Opmon pe gpvhpd Cupopdxknta oe enimeda
3 mg Kot Ave avé pepida Tov TPOIOGVTOG TOV GLVICTATOL Y10 NLUEPT|OLOL KATAVAAWDGT] UE
Baon yevik®dg amodekTd EXIGTNHOVIKG GTOLXEID KOt [LE YVOUOVA TNV ac@dAELn dkaiov,
N Emtponn mpénel va avokaAéoel tov ioyupiopd vyeiog yuo m povaxoiivn K pvliov
mov &yel vmootel {Opwon pe gpuBpd CupopdknTo OO TOV EVOGLOKO KATOAOYO
emTpenoOpevov woyvplopmv vyeioc. Koatd ovvémeln, o woyvpiopnds vysiog vy
povakoiivn K puliov mov €yel vmootel {Opmon pe epubpod Lupopdxnta dev Ba mpémet
TAEOV VO, XPNCLLOTOLEITON Y10 TPOPILLAL.

Yuvenmg, 1o mapdptnua tov kavoviopov (EE) apif. 432/2012 0o mpémer va
tpomomomOei avordymg.

Ta pétpa mov TpoPAEmovial GToV TapOVTO KOVOVIGUO ival COLMOVA LLE TN YVOUN TNG
UOVIUNG EMTPOTNG PLTOV, (DO®V, TPOPiL®V Kot {OOTPOP®V,

Koavoviouég (EE) 2022/860 g Emitpomng, g 1Ing lovviov 2022, yiw v Tpomomoinomn Tov
napoptipatog I tov xoavovicpov (EK) apf. 1925/2006 tov Evpomaikod KotvoPfoviiov kai tov
Yvppoviiov 6cov apopd Tic povakoAiveg puliov mov &xel vmootel (Vpwon pe gpvdpd Cupopvknto
(EE L 151 g 2.6.2022, 6. 37).

Odnyia 2002/46/EK 100 Evpomaikod KowofovAiov kot tov Zvpfoviiov, g 10ng lovviov 2002, yu
TNV TPOGEYYIOT TV VOLOBESIDV TOV KPOT®OV HEA®V Ttepl TV cupmAnpopdtov dtatpoeng (EE L 183
g 12.7.2002, ¢. 51).
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EZEAQYE TON ITAPONTA KANONIZEMO:

Apbpo 1

210 mopdptnue tov Kavovicpov (EE) apf. 432/2012, n katoyopion ywoo to Monascus
purpureus (pOlL mov €xel vrootel Louwon pe epuBpd LupopdKNTa) Sty PAPETOL.

ApbBpo 2

O mopdv kavoviopog apyilel va 1oydel v €wKootn Nuépa amd T dNUocievon Tov otV
Enionun Epnuepioo e Evpwraikns Evawaorng.

O mopdV KOVOVIGHOS elval EGUEVTIKOG MG TPOS OAQ TOL LEPN TOV KOl IOYVEL AUECH G KAOE
KPATOG LELOG.

Bpu&éhiec,

Lo v Emitponn
H Ilpoedpog
Ursula VON DER LEYEN
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