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EKTEAEXTIKOX KANONIZMOZX (EE) 2021/82 THX EINITPOITHE
¢ 2716 lavovapiov 2021

yia v ¢ykpion ¢ Siadeons Tov alatog vatpiov e 6'-61oAuAoNakTOlNG oTY ayopd ©¢ viou TPogipou
cupgova pe tov kavoviepo (EE) 2015/2283 tou Evponaikol Kowvofovliou kat Tou Tupfouliov kat yia
TIV TPOTIOTOiN 01| TOU exTEAEOTIKOU Kavoviepov (EE) 2017/2470 ¢ Emrtpornig

(Keipevo mou mapoveraler evdiagépov yia tov EOX)

H EYPQITATKH EITITPOITH,
'Exovtag undyn ) Zuvdnkn yia ) Aertoupyia g Evpenaikng Eveorg,

Exovtag unoyr tov kavoviopd (EE) 2015/2283 tou Eupwnaikol Kowofouliou kat tou Tupfouliou, e 25n¢ Nogufpiou 2015,
OXETIKAL [IE TaL Véa TpOQPLpa, TV Tpomomoirjor Tou kavoviopou (EE) apw. 1169/2011 tou Eupenaikoy Kowofouhiou kat tou
Suppouliou kat Ty katdpynor tou kavoviopou (EK) apw. 258/97 tou Eupwnaikol Kovofouhiou kat tou Zupfouliou kat tou
kavoviopov (EK) apid. 1852/2001 ¢ Enttponng (), kat 1diwg to apdpo 12,

Extipdvrag ta akoouda:

(1) O kavoviopog (EE) 2015/2283 mpofAénet ot 1ovo Ta véa TpO@Lpa mou £ouv eykpidel kat mephapfavovial oTov evaotako
katahoyo propolv va diatidevtar oty ayopd e Evaong.

(2)  Tupgwva pe to apdpo 8 tou kavoviopou (EE) 2015/2283, exdodnke o exteleotikog kavoviopog (EE) 2017/2470 g
Enttponic (3) yia Ty KaTdpTLON EVOGIOKOU KATAAOYOU EYKEKPILEVOV VEOV TPOPILIWGY.

(3)  Tuc 31 Iavouapiou 2019 n etapeia Glycom A[S (oto &frg: artww) unéfale aiton omyv Emtponr), oUpguva pe to
apdpo 10 mapaypagog 1 tou kavoviopou (EE) 2015/2283, yia ) diadeon oty ayopd g Evaong, g véou tpogipou,
Tou ahatog vatpiou g 6’-otehuNoAaktolnG (oto e&ng: 6'-SL) mou Aapfavetar pe pikpoPrakr CUPGON pE pia YEVETIKA
Tpononoupev napaAlayn tou oteNéyoug Escherichia coli K12 DH1. O artov {joe va ypnotponoteitat to ahag vatpiou
MG 6'-SL ¢ VEO TPOQIIO OE || APOUATIOREVA TACTEPLOPEVA KAL [ APORATIOUEVA AMOOTEIPOEVA TPOIOVTA YOAAKTOG, OF
ApOUATIOPEVE Kal [ apopatiopéva mpoiovia pe faon ydha mou €xer unootel (Upworn, cupmepthapfavopevey Tov
Tpoiovtev mou unofaANovtar oe Jeppkr katepyaoia, oe po@rpata (apepaTiopéva Totd eEapoUpEvey Tov notdv e pH
HIKpOTEPO and 5), 0 UMAPEG duNTPLAKGY, O Tapackeudopata yia Bpégn katr mapackevaopata deltepng Ppe@ikng
nAiiag, oe petanoupeva tpoipa pe Paon ta Snuntpiakd kat oe TEdIKEG TPOYES yia PpeQr kar pikpd maudid, Omg
opiCovtat atov kavoviopo (EE) apd. 609/2013 tou Eupwnaikot KowoPouliou kat tou SupPoulou (?), oe mota pe Paon
T0 yOAa KAl O€ TApOHOLL TPOIOVTA TOU TPoopilovtal yia fikpd maidid, O€ TPOQIHA UTOKATAGTAGHS TOU GUVOAOU TOU
dartohoyiou yia tov €leyxo tou Bapoug onwg opilovrar otov kavoviopo (EE) apw). 609/2013, oe tpogipa yia edikol
1atptkols okonoUs Onwg opiovtar otov kavoviopo (EE) apw). 609/201 3, kat oe cupm\npopata diatpogric onwg opiloviat
oty odnyia 2002/46/EK tou Eupenaikol KowoPouhiou kat tou Supfoudiou (*), ta omoia mpoopilovtal yia TOV YeVIKO
mAnduopd T\ tev fpepav kat Ty pikpov Tadiev. O artdv TPOTEIVEL EMLOTG VAL [} XPTIOIHOTIOIOUVTAL GUMTIATPORATA
datpogric mou mepiéyouv dhag vatpiou g 6’-SL eav katavalwdouv Ty ida quépa kar dAAa TpoQijia pe TpocveTo dhag
vatpiou e 6'-SL.

(4)  Tmg 31 lavouapiou 2019 o artév Lot eniong and v Emtponr) v npootacia dedopévav Propnyavikng diokmoiag
ya pa oetpa and peléteg mou eixav unmofAndel @G UTOOTNPIKTIKO UMKO TG aiTong, Kat CUYKEKPIHEVA yia TIG
1010KTNTEG €KVEGEIG AVAAUOEMY OYETIKA HE T XPrIon muprvikoU payvrtikol cuvtoviepol (NMR) yia t oUykpion tg
doprg g 6'-SL mou mapayetal pécw Paktnprakig (Upwong pe T dopr e 6'-SL mou anmavtd GUGLONOYIKG OTO
pnTpkd yala (°), yia ta dedopéva Nemtopepous XapakTnpiopol tev faktnplakev otekexov mapayoyns () kat ta

() EEL 327 mc11.12.2015, 0. 1.

() Exteheomikog kavoviopog (EE) 2017/2470 g Emtpomrig, g 2016 Aekepfpiov 2017, yia TV KaTAPTION €VOOLOKOU KATOAOYOU VEWY
TPOPIpLY cUpova pe Tov kavoviopod (EE) 2015/2283 tou Eupenaikol Kowofouliou kat tou Zupfouliou oxetika pe ta véa tpoguua (EE
L 351 m¢ 30.12.2017, 0. 72).

() Kavoviopog (EE) apw. 609/2013 tou Eupwnaikot Kowopouhiou kat tou Zupfouliou, g 1216 louviou 2013, yia ta tpo@ipa ta omnoia
npoopiovtar yia fpéen kar pikpd madil Kai yia T Tpd@ia mou mpoopiloval yia e181koUs TPIKOUG GKOTOUG, KAl kG UTOKATAGTATA TOU
ouvolou Tou dtartodoyiou yia Tov £heyxo Tou cwpatikoy Papoug kar yia TV katdpynor g odnyiag 92/52/EOK tou TupPouliov, Tev
odnydv e Emtponrg 96/8/EK, 1999/21/EK, 2006/125/EK xar 2006/141/EK, g odnyiag 2009/39/EK tou Eupwnaikoy KowoBouhiou
kat tou Tupfouliov kat v kavoviopov g Emtporc (EK) apd. 41/2009 kat (EK) apw. 953/2009 (EE L 181 ¢ 29.6.2013, 6. 35).

(*) OS8nyia 2002/46/EK tou Eupenaikot Kowopouliou kat tou Supfouliou, g 1016 louviou 2002, yia Ty TPOCEYYIOT TOV VOHOJEGIHY TRV
Kkpatdhv pekav nepi Tov oupmAnpopdtey Siatpogrs (EEL 183 g 12.7.2002, ¢. 51).

() Glycos Finland LTD 2018 (adnpooteut).

() Glycom 2019 (adnpooieutn).
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avtiotorya mietonoujtikd (), Ti¢ mpodiaypais Twv mPOTOV UGV kat Tev Pondnukev pécwv enctepyaciag (), ta
TLOTOMOMTIKA avaAuong Tev didgopev naptidwv tou dlatog vatpiou ¢ 6'-SL (%), Tig pedddoug avaluong kat Tig
exdéoels emkUpoone (1), tig ekdéoels otadepotnrac tou ahatog vatpiou e 6'-SL (M), ) Aemtopepn) meptypagn g
dadikaciag mapayoyic (*?), ta motonouytika daniotevons twv epyactpiov (), Tic ekdéoeig ektipnong mpocAnyne
yia v 6'-SL (), pa dokipacia pikponuprvey kuTtdpey InAacTikev in vitro pe to dAag vatpiou e 6'-SL (%), pa
doxipacia pikpormuprivev kuttapev Inlactikév in vitro pe pa ouyyev) éveon, to Ghag vatpiou g 3'-
aaAuhoraktolne (3'-SL) (%), wa dokipacia Paktnpiakns enavapetdabng pe o dhag vatpiou g 6'-SL (V), wa
dokipaocia Baktnpraknc emavapetdhabne pe to dhag vatpiou e 3'-SL (¥), ma pelém) tofkdtytag and Ttou
otopatog, diapkelag 14 nuepov, oe veoyva apoupaiou pe to alag vatpiou g 6'-SL (*%), pia pehétn to§ikotnrag and
ToU oTopatog, diapketag 90 nuepov, oe veoyva apoupaiou pe To alag vatpiou g 6'-SL, cupmepihapfavopévou tou
GUVOTITIKOU TIVAKQ TGV OTATIOTIKOG ONHAVIIKGV mapatnproeey (), pia pelétn to§ikotnrac and tou oTopato,
dapketag 14 nuepav, oe veoyva apoupaiou pe to dhag vatpiou g 3’-SL (%), kot pua pelétn to€kotTag anod tou
otopatog, diapkeiag 90 nuepov, oe veoyva apoupaiou pe To alag vatpiou g 3'-SL, cupmepthapfavopévou tou
GUVOTITIKOU TIVAKA TGV OTATIOTIKOG ONUAVTIKGY Tapatnpioeny (2.

(5)  Zug 16 Maiou 2019 n Emrtpory {fjtnoe ano v Eupondikf Apxn yia v Acgdleia tov Tpogipey (oto €€ng: Apxn) va
dievepynoer aktohdynon tou dhatog vatpiou e 6'-SL w¢ véou Tpogipiou oUpeeva pe to apdpo 10 mapaypagog 3 tou
kavoviopov (EE) 2015/2283.

(6) Tuc 23 Maptiou 2020 1 Apyr €5édwoe emotpovik yvoun pe Ttho «Acgdlele Tou dlatog vatpiou TG 6'-
otahuhoAaktolne (6-SL) wg véou Tpogipou cUp@ava pe Tov kavoviopo (EE) 2015/2283» (¥).

(7)  Tm) emompoviki yvoun g, 1 Apxi katalryel oto cupmépacpa 0Tt To dAag vatpiou TG 6'-SL eivar acpalig umod Tig
TIPOTEWVOLEVEG TPOUTIOVECEIS XPTIONG YiO TOUG TPOTEVOHEVOUG TANDUOHOUG-0ToXoUC. Q¢ ek ToUTou, 1 &v AOYw
EMOTNHOVIKT VYO Tapéxet enapkr] faon yia va damiotwdel ot to dhag vatpiou e 6'-SL, OTtav Xprjolponoteitat 6e Jn
APOUOTIONEVE TIOOTEPLOUEVE KAl U] COPOHATIOHEVE OMOCTEPOHEVA TPOIOVTA YANAKTOG, 0f GPOUATIOHEVA Kal Hn
apopatiopéva mpoiovta pe faon yoha mou €xet unootel LUpwor), oupneptAapfavopvey Twv mpoiovtey mou unofdAloval
oe Jeppukr) Katepyaoia, o pogripata (apopatiopéva mota efaipoupévey tov motdv e pH pikpdtepo and 5), o€ unapeg
dnpntprakdv, oe mapackevdopata yia fpégn kot mapackeudopata deltepns fpegikns nAikiag, o petanomuva TpOPLIa
pe Paon Tta dnumtpiakd kar ot madikés Tpo@éc yia Ppégn kar pukpd maidi, onwg opiloviar otov kavoviopd (EE)
apw. 609/2013, oe mota pe faon to yoha kat og mapopola mpoiovia mou mpoopiloviar yia pkpa madid, oe TPOPIHa
UMOKATACTAoNG Tou ouvOhou Tou drartoloyiou yia tov éeyyo tou fapoug omwg opilovtar otov kavoviopd (EE)
apw. 609/2013, e Tpogipa yia edikolg tatptkols okomols Omwg opitoviat atov kavoviopo (EE) apw). 609/2013, kat oe
oupmAnpopata datpoens Onwc opilovtat oty 0dnyia 2002/46EK, cuppopgavetar pe to Gpdpo 12 napdypagog 1 tou
kavoviopov (EE) 2015/2283.

(8) Ty emopOVIKN TG YO, 1 ApyT] Kpivel 0Tt dev Da pmopouoe va Katal)Eel 0 CUPMEPAOPATA OYETIKA HE TV ac@aNela
Tou dhatog vatpiou g 6'-SL ywpig ta dedopéva and Tig 1dioktnTeg ekdecels avalloewv oyetika e T xprior NMR yia
oUyKpion T dopn e 6'-SL mou mapdyetar péow Paktnprakns {Upwong pe ™ dopr) G 6'-SL mou anavtd QuotoAoyikd
oto Tpk6 yaha, ta dedopéva AemtopepoUc Xapaktnpiopol TV faKTplakGy OTENEYGY Tapaywyrg Kal Ta avtioTol
THOTOTOW|TIKA, TIG TPOdLAYPAPES TOV TPATWY UAGY Kkat Twv Pordntikav péowv enefepyaoiag, Ta meTonouytikd avaluong
Tov didgopey mapTidev Tou dhatog vatpiou e 6'-SL, Tic pedddoug avaluong Kat Tig ekJECELS EMKUPWONG, TIG eKJECELS
otadepotnrag Tou dAatog vatpiou g 6'-SL, ) Aemtopepn meptypagr) e dadikaciag mapaywyrs, T MOTOTOUTIKA
damiotevons TV epyactnpiny, Tic ekdécels ektipnons mpooAnwng yia v 6’-SL, ] dokipacia pKponUpvVeVY KUTTAPOV
In\aotikev in vitro pe to dhag vatpiou g 6'-SL, ) dokipacia faktnpiakrg enavapetaMang pe To dhag vatpiou g
6'-SL, ™) peAém ToEKOTTAG amo TOu OTORATOC, dlapkelas 14 nuepov, o€ veoyva apoupaiou e To GAag vatpiou Tng
6'-SL, kau T pelém tofkdTnTag and tou oTopatog, diapkeiag 90 nuepdv, o veoyva apoupaiou pie To dhag vatpiou g
6'-SL, oupmephapfavopévou Tou GUVOTTIKOU TVAKA TGV OTATIOTIKAG OT|HAVTIKGY AP PIoELY.

)

%) Glycom 2019 (adnpoocieutn).
) Glycom 2019 (adnpooieut).
%) Glycom 2019 (adnposicutn).

) Glycom 2019 (adnpooieut).

) Glycom 2018 (adnpooieutn).

) Glycom 2019 (adnpooteut).

) Glycom 2019 (adnpooieutn).

) Gilby 2018 (adnpocicutn).

) Gilby 2019 (adnpocieutn).

17} Soltésovd, 2018a (adnpootcutn).
) Soltésovd, 2018b (adnpooteutn)
) Flaxmer 2018a (adnpooieutn).

) Flaxmer 2018b (adnpooicutn).

) Stannard 2019a (adnpooteut).
) Stannard 2019b (adnposieut).
) EFSA Journal 2020-18(5):6097
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(9)  Meta my tapakafr) e emotnpovikig yvepng e Apxng, 1 Emrtporm {jtnoe and tov artolvta va anocanvioet tepartépe
TOUG AOYOUG Yia Toug omoioug {ntd mpootacia dedopévav fropnyavikng dioktnoiag yia T ekIEoel avalloEwY OXETIKA 1
) xprion NMR yia ) obykpion g doprig g 6'-SL mou napayetat péow Paktnpiaxrg {Upwong pe m dopr) g 6'-SL mou
anavta QuOtOAOYIKG 0To PTPIKO yaha, Ta dedopéva AentopepoUs XapaKTPLOHOU TGV BaKTNPIOKGY OTEAEXOV MAPAYLYNS
KOl T0 aVTIOTOLX® MLOTOTOU|TIKG, TIG TPOodlaypagéc Tev mpeTev UNGV kat Tov fondnukev pécwv enetepyaciag, ta
THOTOTOMTIKA avAAUGNG TeV dlapopwv mapTidwy Tou dlatog vatpiou g 6'-SL, T pedddoug avaluong kat Tig exdéoelg
EMKUPWOTS, TG ekJEoelg otadepotrag tou ahatog vatpiou e 6'-SL, T Aemtopepr) meptypagn e dadikaciag
TAPAYWYNG, Ta TUETOMOUTKA SlOMioTEUONG TV €pyaotnpiey, TG ekUEcels exTipnone mpooAnyng yia v 6’-SL,
dokipaoia kponupHvev kuTtapev dnhaoctikev in vitro pe to dhag vatpiou e 6'-SL, T Sokipacia faxtnplaknc
enavapetaA\abng pe to dhag vatpiov ¢ 6'-SL,  pehét) tofikdTTag and tou otopatog, didpkeiag 14 nuepov, oe
veoyva apoupaiou pie To ahag vatpiou g 6'-SL, kat T peAétn tofkotnTag and tou otopatog, dapketag 90 nuepvv, oe
veoyva apoupaiou pe to dAag vatpiou g 6'-SL, ocupmepthapfavopEvou TOU GUVOTTIKOU TVAKQ TGV OTATIOTIKOG
OTHAVTIKGOV TAPATPToEwY, KAJOS KAt TOUG AOYOUG Y1a TOUG OTOLOUG {NTé amOKAELOTIKO dtkaiwpia avapopas oTig v AOyw
pelEtes, Onwg avagepetat oto apdpo 26 mapaypagos 2 otoixeio f) tou kavoviopou (EE) 2015/2283.

(10) O artev dAwoe ot1, katd Tov Ypovo umoPoArg TG aitong, kateiye dikatbpata PLOpNYavikng 1O10KTolag Kat amoKAELOTIKA
dikaiopata avagopas otig peléteg Pacel edvikov dikaiou kar, WG ek TOUTOU, Kavévag Tpitog dev eiye voppuo dikaiwpa
TPOGPasTS 1) XPIONS TOV HENETOV QUTOV.

(11) H Emtponr| afioloynoe Ola ta otoiyeia mou umEPfale 0 ATGOV Kat DEGPNOE OTL O QITOV ElYE TEKLNPIOOEL ENAPKAG TIV
EKMATIPWOT] TRV anartioewy mou opilovtar oto apdpo 26 mapaypagog 2 tou kavoviepol (EE) 2015/2283. Q¢ ek toUtov,
T OEOOLEVA IOV TEPLEOVTAL OTOV PAKENO TOU QITOUVTOG, T omoia ypnoipeucav ¢ faor yia va eakpifaocet 1 Apxr Ty
aoQAAELD TOU VEOU TPOQIHOU Kal va KatahnEel ota OUPTMEPAGHATA TG OXETIKA PE TNV Ao@ANeld TOU AAATOG vaTpiou g
6'-SL, kat xwpic ta onoia n Apxn dev Ya pnopoloe va afiohoyroeL To véo TpO@iio, dev Ja mpemet va Xprjotponotdouy and
TNV ApX1| TPOG OYENOG OMOIOUBTOTE ETAYEVEGTEPOU AITOUVTOG Yial mepiodo mévie etwv amd v nuepopnvia évapéng
1oxU0G Tou mapovtog kavoviopou. Kata ouvvénea, n diddeon tou dhatog vatpiou e 6'-SL oty ayopd e Eveons da
TIPEMEL VL MEPLOPLOTEL GTOV ALTOUVTA Y1a THV &V ANOY® TEPindo.

(12) Qotooo, To yeyovos OTL 1) £ykpion Tou dhatog vatpiou g 6'-SL kat To dikaiwpa avagopdas ota dedopéva mou mepiEyovtat
OTOV QAKENO TOU GUTOUVTOG TAPEXOVTAL AMOKAELOTIKA KA HOVO GTOV QUTOUVTA OeV GTjHaivel OTL GANOL AITOUVTEG dev mOPOUY
va unofalouv aitrjon yia £ykpton diadeons tou idiou véou Tpoeipou oty ayopd, Und Ty mPoUndYeon OTL 1} ithor] TOUg
Paciletar e mMAnpogopiec mou amokTYNKAV VORIHA Yia TV TEKPIOON TG aitnong &ykpiong facet tou kavoviopol (EE)
2015/2283.

(13) Thpgava pe Tig Tpolnodicels xpriongs Twv CURTANPOLATGY SIaTPogrG moU TEPEXOUY ahag vatpiou TG 6'-SL, Onwc autés
éouv mpotadel and Tov artolvta Kat £(ouv aflohoynel and v Apyr, ival avaykaio va eVijHEPGYOVTAL Ol KATAVONGTEC,
péoe katdA\nAne emorpavonc, ot ta cupmAnpopata diatpogric mou mepiEyouv dAag vatpiou g 6'-SL dev Ya mpénet va
katavahovovar v b npépa pe aAa TpoOPLpa o mepiExouv mpocveto dAag vatpiou g 6'-SL.

(14) Tuvenog, To napaptmpa tou kavoviopov (EE) 20172470 Ya npénet va tpononomdel avaAoyog.
(15) Ta pétpa mou mpoPAEmoOvIaL OTOV TAPOVTA KAVOVIOHO €lvVal OUHQGVA HE TN YVOUT TG HOVIHNG ENTPOTNG QUTGY, (OwY,
TPOPIHWY Kot LHOTPOPAY,

EZEAQXE TON [TAPONTA KANONIEMO:

‘Apdpo 1

1. To &\ag vatpiou g 6’-ctaluhohaktolng (6’-SL), Omwg kadopiletat oTo TapapTniic TOU TApOVTOG KAvoVIeHoU, mpooTtidetat
OTOV EVOOLAKO KATANOYO EYKEKPIHEVOV VEY TPOPIIGY TIOU KATAPTIOTNKE HE TOV ekTeNeaTikd kavoviopo (EE) 2017/2470.

2. T mepiodo mévte Tav and Ty npepopnvia evapéng toxUog Tou TapOVTOG KAVOVIGHOU, HOVO O apXIKOG QIThV:
Etarpeio: Glycom AJS,

Aetduvon: Kogle Allé 4, DK-2970 Horsholm, Aavia,
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NapPaver éykpion va dadéter oty ayopd G Evoong To vEo TPOQIIO TOU aVAPEPETAL 0TIV MAPAYPAPO 1, EKTOG AV EMOHEVOG
artdv Aafet £ykpior] yia to 110 vEo TPOPIHO XWPIC avapopl 0Ta OTOLXELN TOU MPOCTATEVOVTAL CURPOVA HE TO ApUpo 2, 1) e T
GUHQ®VI YVOLT TOU GLTOUVTOG.

3. H xatayeplon oTov eveolakd kathoyo mou avagépetar oty napaypago 1 mepthapfaver tig mpoimodéselg xprone kat Tig
AMOITAELS EMmioT|pavong mou kadopilovtal oto mapaptnpa.

‘Apdpo 2
Ta dedopéva mou mepiéyovtal otov Pakelo TG aitnong, faoel Tev omoiwy agloAoyrdnke to akag vatpiou g 6'-ciahulolaktolne
and Ty Apy1, yia o onoia 0 Ty oxupiletar 6T TANPOUY TOUG Opoug Tou apdpou 26 mapdypapog 2 tou kavoviopou (EE)
2015/2283, dev yprotponolobval mpog OPENOG LETAYEVETEPOU AITOUVTOG Yo MEPLOdO TEVTE TGV amd TNV Tpepopvia evapeng
10XU0G TOU TAPOVTOG KAVOVIOHOU YWPIG TN GUHQ@VI] YVOHT TOU artoUvTog.

‘Apipo 3
To mapaptpa Tou ekteleotikoy kavoviopoy (EE) 2017/2470 tponomoteitar oUpQoVA 1€ TO TAPAPTIHA TOU TAPOVIOG
Kavoviepo.

‘Apdpo 4

O mapav kavoviopog apyiler va oxlel v eootr) npépa ano T dnuooievor] tou oty Emionpn EQnuepida ¢ Evpwnaikic
Evwore.

O mapov Kavoviopog eival SEOpEUTIKOG K¢ TPOG OAa Ta PN Tou kat 1oXVEL Apeoa o KAJE Kpatog
peNoc.

BpuEéNheg, 27 lavouapiou 2021.

Ta v Emtport
H Ipébedpog
Ursula VON DER LEYEN



I[TAPAPTHMA

To mapaptnpa tou ekteheotikol kavoviopol (EE) 2017/2470 tpononoteitar wg e&ng:

1) otov mivaka 1 (Eykexpipéva véa tpogiua) napepfalietar  akohoudn eyypagr kat akgafrtikr oepd:

EYKEKPIEVO VEO TPOQIHO

Mpoiimodteeis uno Tig OMoiEC UIOPEL va XPHOLHOTOMDEL TO VEO TPOPIHO

Eminpoodeteg e1dikéc anart)oeig emonpavons

‘AN\eg
ATIOLTHOELG

Mpootacia dedoptvov

‘ANag vatpiou ¢ 6'-610-
Aulohaktoing (6'-SL)
(puxcpofraci) ryr)

Suykekpipév] katyopia
TPOPIPWOY

Avaortata emineda (ekppalopevo
¢ 6'-craAvAolaxtoln)

Mn apopaTiopéva TaoTEPIOHEVE
Kt [ apopatiopéva
OMOCTEIPWHEVE TPOIOVTA pe fdon
0 yiha (oupmepthapifavopévou
Tou yihaktog tunou UHT)

0,5g/L

Mn apopatiopéva mpoiovia pe
Paon yoha mou el umootel
Cbpwon

0,5 g/L (pogrpara)

2,5 glkg (a\\a mpoidvta mAnv pogn-
paTev)

Apopatiopéva mpoiovia pe faon 0,5 g/L (pogrpata)

yaha mou éyet unootel {Upwon, ,
oupmepi\apBavopvey ov| 30 glkg (Ma npoiovta TV po@n-
mpoiovTwy mou unoPdMhovrar oe paTov)

Jeppkr| katepyaoia

Pognpata (apepatiopéva nota, 0,5 ¢g/L

eEapoupévev tev motev pe pH

HiKpOTEPO TOU 5)

Mmnapeg Snpntplakey 5,0 g/kg

Tapaokevdopata yia  Ppeen,
0mwg opilovtal oTov Kavoviepo
(EE) aptd. 609/2013

0,4 g/L oto tehiko £T0110 TPOG XPTioN

TPOiOVY, T0 omoio drativetal oy ayopd

G €EL 1] KATOMY avacUoTacns faoel
TOV 00NYLOY TOU TAPACKEVAOTI

Iapaokevaopata  deltepng
Ppegikic  nhiag,  omwg
opiovtar otov kavoviopo (EE)
apd. 609/2013

0,3 g/L oto tehiko £To110 mPOG Xprion

TIPOioV, T0 omoio diartidetar oty ayopd

G £YeL 1) KaTOMmY avacuotaong faoet
TOV 00NYLHV TOU TAPACKEVAOTT

Metanoumpéves tpogés pe Paon
o dnunTplakd Kol madikeg
TPOQES yia Ppégn kar pikpa
nadd  Onwg opifoviar  oTov
kavoviopo (EE) apw). 609/2013

0,3 g/L (pogripata) oto TeNko Etoipo
TIPOG XprjoT) mPoidV, To onoio dtartidetar
OTIV ayopa (G £XEL T KATOMY avVaoUoTO-
01 fAoEL TV 0d1Y1GY TOU MaPAcKeUaoT)

2,5 glkg yia d\\a mpoidvta mAnv
POPNUATOV

H ovopacia Ttou véou Tpogipou otV
EMOT|LAVOT) TRV TPOPIHKV OTC OTOLN MEPLEXETAL
eivat «ahag vatpiou g 6 -ctahuhoAaktolney.

H emonpaven tov oupminpopdtey datpo@rns

mou mepiEyouv Alac vatpiou TG 6'-

otahuhohaktolne (6'-SL) @éper drjhwor mou

unayopevet Ot autd dev Ja mpémer va

KatavaAevovtat:

a) eav v idia npéEpa KatavahovovTaL TpOPLHa
mou TepLEyouv TpoavETo dAag vatpiou g
6'-cra\ulolaxtolng,

B) and Ppeen kat pikpd maudid.

Eykpidnke otig 17 defpouapiou
2021. H mapoloa eyypagr
PaciCetar  oe  emompOVIKA
ototyela Propnxavikic
10loKTNolag  Kat  EMOTHOVIKG
dedopéva mou mpootatevovial
oUpEeve pe To apdpo 26 Tou
kavoviopov (EE) 2015/2283.

Artov: Glycom A/S, Kogle Allé
4, DK-2970 Hersholm, Aavia.
Evoow 1oxvet 1 mpootacia twv
dedopévav, T0 Vvéo TPOQIIO
«hag  vatpiou ™G 6'-
otahuNoAakTOlnG»  emrtpénetat
va dwtidetal otV ayopd evtog
¢ 'Eveong povov amd Ty
Glycom A/S, extog edv enopevog
artev AaPet €ykpion yia To véo
TPOPIO  XOPIG  avagopa oTa
EMOTIHOVIKA otoiyela
Bropnxavikne dioktmoiag 1 ota
emotnpovika  dedopéva  mou
TPOCTATEVOVTAL GUHPWVA HE TO
apdpo 26 tou kavoviopoU (EE)
2015/2283 1 pe ™ olpgav
yvoun me Glycom A/S.

07/6T 1
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[lota pe Paon to yoha ot
Tapopolr  TPOIOVIOL OV
npoopiovtar yia pkpd matdid

0,3 g/L (pognpuata) oTo TeMKO £T01}10

TIPOG XPr)o1 TPOioV, To omoio diartideta

OTIV ayopa WG £XEL 1] KATOMY avaoU-

otaong facet Ty odnylov Tou napa-
OKEUAOTH|

Tpoguyia  UTOKATACTAONG TOU

1,0 g/L (pogrjpata)

ouvohou Tou drutoloyiou yia
TOV E\EYYO TOU  OOUATIKOU
Bapoug, omwg opiCoviar otov
kavoviopo (EE) apw). 609/2013

10,0 g/kg (@\\a mpoiovta mhny
pOYpATY)

Tpogipa yia €Wd1KOUG 1ATPLKOUG
OKOTIOUG, OTWG opilovial aTov
kavoviopo (EE) api. 609/2013

SUPQOVA 1€ TIG EIOIKEG dLATPOPIKES
QTALTIOELG TV ATOHWGY Yia Ta ontoia
npoopilovrat ta mpoiovTa

Supm\npopata  Satpogrig,
onwg opitovtar otV odnyia
2002/46[EK,  eEapouptvav
TOV GURTANPOLATOV S1aTPOQrS
yia Bpen kat pkpd moudic

1,0 g/npépa

Hpepopnvia  ekmvorlc g
TPOCTAGIOG dedopévav:
17 ®efpouvapiov 2026.»

10T’ 1°8¢
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2) otov mivaka 2 (TTpodiaypageés) napepfailetar 1 akdloudn eyypaer kat’ akgaftikr oeipa:

Eykekpip£vo véo Tpogipo

Mpodiaypagéc

Alag vatpiov ™G 6'-ctalulolaktolng
(6'-SL)
(pxporacr) my)

Meprypagn:
To d\ag vatpiou g 6’-ctaluhohaktolng (6'-SL) eivar kadapiopév) AUkt £0¢ UTONEUKT] OKOVI 1] GUGCOHATOLA TOU TAPAYETAL e pikpofiakr)
diepyaoia ka mepiéyer mepropiopéva enineda Aaktolne, 6'-olahuhohaktoudolne kat ciahikol oéog.

Iny: Tevetikd tpononomuevn napalhayr tou otehéyoug Escherichia coli K-12 DH1

Optiopdc:

Xnukog tomoc: C,3H34NO;9Na

Xnpukn ovopaoia: N-aketuho-a-D-veupajuvulo-(2 — 6)-p-D-yalaktonupavoluho-(1 — 4)-D-yAukoln, ahag vatpiou
Moptakn pala: 655,53 Da

Apw. CAS: 157574-76-0

Xapaktnpiotka/Tovieon:

'Oyn: Agukr] g UTONEUKT] GKOVI 1] GUGOOUATOHA

Adporopa g 6'-ctalulolaktolng (hag vatpiou), g D-Aaktolng kat Tou otahikov o&eog (% ent Enpag ouoiag): = 94,0 % «.f.
Aag vatpiou g 6'-ctahulolaktolng (% emi Enpag ousiac): = 90,0 % k..
D-Aaktoln: < 5,0 % «.p.

S1ahiko o&U: < 2,0 % k.p.

6'-Zta\uholaktouholn: < 3,0 % k..

Adpotopa Aomav udatavdpakov: < 3,0 % k..

Yypaoia: < 6,0 % «.p.

Natpro: 2,5 — 4,5 % .p.

Xh\opto: < 1,0 % .p.

pH (duhupa 5 %, 20 °C): 4,5 - 6,0

Yroheppatikn mpoteivi: < 0,01 % «.p.

Mikpofioloyika kprripra:

ZuvohikOc apipog KaTapetpoupevey anotkiay agpoPiov pecdgilav faktmpiov: < 1 000 CFU/g
Enterobacteriaceae: < 10 CFU/g

Salmonella sp.: Anouoia o 25 g

Zupopukrres: < 100 CFU/g

Ygopukntes: < 100 CFU[g

Yroheppatikés evdotokives: < 10 EU/mg

CFU: povades oxnpatiopov anowiav, EU: povadeg evbotokivrg»

zel6T 1
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