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EKTEAEXTIKOX KANONIEZMOZX (EE) 2026/ 1507 THX EITITPOITHX
¢ 316 lovhiou 2026

yia v ¢ykpion e dradeong puknhiov Rhizomucor pusillus oty ayopd ©¢ vEou Tpogipou kat yia Ty
TPOMOTOiNoT] ToU ekTeENeaTIKOU Kavoviepov (EE) 2017/2470

(Keipevo mou mapoveialer evdiagépov yia tov EOX)

H EYPQITATKH EIMITPOITH,
Exovtag unoyn ) Suvdnkn yia m Aertoupyia g Eupenaikng Eveorg,

'Exovtag unoyn tov kavoviopo (EE) 2015/2283 tou Eupanaikot Kowofouhiou kat tou Supfouliou, g 25n¢ Noepfpiou 2015,
OXETIKA HE T Véa TPOPIpa, Ty Tpomomoirjon Tou kavoviopou (EE) apw. 1169/2011 tou Eupendikoy Kowofouhiou kat tou
ZuppPouliou kat Ty katdpynor tou kavoviopou (EK) apd. 258/97 tou Eupwnaikol Kowvofouhiou kat tou Zupfouliou kat tou
kavoviopou (EK) apid. 18522001 g Emtpornnig (1), kat 1diwg to apdpo 12 mapaypagog 1,

Extipdvrag ta akolouda:

(1) O xavoviopog (EE) 2015/2283 opiler 0T povo ta véa Tpo@ipa mou £xouv eykpidel kat mepthapfavovial 6TV EVOoLaKo
Katahoyo véwv Tpogipev propolv va Satidevtar oty ayopd g Evaorg.

(2) Zopgeva pe to dpdpo 8 tou kavoviopou (EE) 2015/2283, katapTiotnke evooiakds KATAAOYOG VEOV TPOPIHOV [E TOV
exteleotikd kavoviopo (EE) 20172470 e Enttponng (3).

(3) Zuc 16 Maiou 2020 n etapeia The Protein Brewery BV (oto €&f¢: artovoa) unéPake oty Emttponn aiton yia
XOpTynon £ykpions oUpgova pe to apdpo 10 mapdypagog 1 tou kavoviepoy (EE) 2015/2283 yia ) duideon fropalag
tou puknta Rhizomucor pusillus oty ayopd ¢ Eveong wg véou tpogipou. H artovoa {fjtnoe va prjowponoteitar 1
Bropata tou puknta Rhizomucor pusillus w¢ aképaio TPOQII0, 1G CUCTATIKO G dAPopa TPOIOVTA TPOPIHLLV, cupmePap-
Bavopévay Twv UTOKATACTATHY YEUHATOG Yial TOV ENeYX0 TOU cwpatikol fapoug ot enineda mou dev unepfaivouv ta 40 g
ava yeupa, Kot oe cUpTAnpopata datpogric, dnwg opiovial oty odnyia 2002/46EK tou Eupwnaikou Kowofouhiou kat
tou Supfoudiou (%), oe emineda mou dev umepPaivouv Ta 6 g/nuEpa yia Tov yevikd MANJUOHO eviAIK®V, e ESaipEDT TIG
€yKUOUG Kat TiG INAALOUOEG YUVAIKES.

(4)  Tuc 16 Maiou 2020 1 artovoa {rjtnoe eniong and v Emtpon) v npootacia Tev EMOTHOVIKGY HEAETOV Kat dedopevay
Bropnyavikne dioktmoiag, dnhadn autév mou agopovcav T TautdTyTa Tou véou Tpogipou (), T Swdikacia
napayeyns (), mv avakuen e olvdeons (%), to 1otopikd Xprjong (), TG MANPOPOPIEG OXETIKA HE TNV AnoppoQNor, TV
Katavopr), Tov petafolopd kai v anékkpion (%), Tig diatpogikés mnpogopies (%), Tig To§ikohoyikég mAnpogopieg (1),
yovidoto€ikotnra (1), T pehéuy  umoypoviag  tofiotnrag ('), ta  dedopéva v tov  avdporno (P) kot Ty
aMepytoyovikotTa (H4).

() EEL 327 m¢ 11.12.2015, 0. 1, ELL http://data.europa.eufelijreg/2015/2283oj.

() Exteheotikog kavoviopog (EE) 2017/2470 g Emtpomrs, g 201¢ Aekepfpiou 2017, yia v Kataption evVOOLaKoU KATOAOYOU vEwv
TPOQipLV oupguva pe Tov kavoviopod (EE) 2015/2283 tou Eupwnaikot Kowofouliou kar tou Tupfouliou oxetika pe ta véa tpo@iua
(EEL 351 g 30.12.2017, 6. 72, ELL: http:|/data.europa.eu/eli/reg_impl/2017/2470/oj).

() Odnyia 2002/46/EK tou Eupenaikol Kowofouliou kat tou Supfouliou, g 1016 louviou 2002, yia TV TPOGEYYIOT TOV VOHODEGIHY TOV
Kkpathv pehav mepi Tov oupmAnpopdtov Satpogns (EE L 183 e 12.7.2002, 6. 51, ELI http://data.europa.eu/eli/dir/2002/46/oj).

(*) Annex 2.2.3 — Identity of the NF_conf.pdf- 2.2.3_Identity of the novel food_updated_June2025.pdf- 2.2.3_Appendix C1_conf.pdf-
2.2.3_Appendix C2_conf.pdf- 2.2.3_Appendix C3_conf.pdf- 2.2.3_Appendix C5_conf.pdf ¢wg 2.2.3_Appendix C8_conf.pdf.

() Annex 2.3.1 — Production process_conf.pdf- 2.3.1._Appendix D1_updated.pdf- 2.3.1_Appendix D_conf.pdf- Answer to EFSA question
2_19042022.pdf.

() 2.4.3. Compositional data_conf_updated_June 2025.pdf- 2.4.4_Stability _updated Aug 2025.pdf.

() 2.6_History of use_updated.pdf- 2.6_Appendix A_conf.pdf- 2.6_Appendix C_conf.pdf- 2.6_Appendix D_conf.pdf.

() 2.8_ADME_updated.pdf- 2.8_Appendix A_conf.pdf.

() 2.9_Nutritional information_updated_Aug 2025.pdf.

(1) 2.10.1_General considerations_updated sept.pdf- 2.10.7.2 Specific cases microorganisms_updated.pdf- 2.10.7.2_Appendix Al
updated_05082024.pdf-  2.10.7.2_Appendix DI1_confpdf- 2.10.7.2_BioIT BiomaX 2018 Rh pusillus_conf.pdf.pdf-
2.10.7.2_Mycotoxin overview_supplying_conf.pdf- 2.10.7.2_NGS report Baseclear Rh pusillus_conf.pdf- 2.10.7.2_WGS BaseClear
description_conf.pdf.

(") 2.10.2_Genotoxicity_updated May 2025.pdf HCD Ames 2021.pdf- 2.10.2_Appendix D5.pdf- Answer to EFSA question
13_22112024.pdf 2.10.2_Appendix D7.pdf- 2.10.2_Appendix D8.pdf.

(*) 2.10.3_Subchronic toxicity_updated.pdf- 2.10.3_Appendix D1.pdf- Answers to EFSA question 14_19042022.pdf.

(") 2.10.6_Human data_Updated.pdf- 2.10.6_Appendix D_datap (1).pdf- Hb values TOMMY study.xIsx.

(" 2.11_Allergenicity_updated.pdf- 2.11_Appendix A_updated.pdf- 2.11_Appendix D1_updated.pdf- 2.11_Appendix D2_conf.pdf
2.11_Appendix D3_SampleN1 Results.xlsx: 2.11_Appendix D3_SampleN3_Results.xlsx- 2.11_Appendix D3_updated.pdf:
2.11_Appendix D4.pdf- 2.11_In silico homology search_updated.xlsx- Answers to EFSA questions 15 and 16.pdf- Proteome
Factory_Study Report_05062020.pdf.
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216 7 lavovapiou 2021 1) Enttpornr| {tnoe ano v Evpenaikn Apyr yio v AcgdAeia tov Tpogipov (oto e&nig: Apyr) va
dievepyroer aErohoynon g fropalag tou poknta Rhizomucor pusillus g véou tpogipou.

TG 29 Semtepfpiov 2025 n Apyn e€edwoe, obpgwva e to apdpo 11 tou kavoviopoy (EE) 2015/2283, v emotnpovikr
yvopn e pe titho «Safety of Rhizomucor pusillus biomass powder as a novel food pursuant to Regulation (EU)
2015/2283» [Acgadewa g okovng Propalag Rhizomucor pusillus ©¢ véou Tpo@ipou cUHQVA [IE TOV KAVOVIOHO
(EE) 2015/2283] ().

H Apx1j, oty emotpoviki yvopn e, katéAnge oto oupnépacpa ot 1 Propata puknta Rhizomucor pusillus givar acgaknig
UMO TIG TIPOTEIVOLEVES TPOUTIOVECEIS XPTIOTIG VIOl TOV TIPOTEWVOHEVO TANIUGHO-GTOXO. QG €K TOUTOU, 1] &V AOY® EMGTNHOVIK
yvopn arnoloyel enapkdg t daniotwon ot i fropdla tou puknta Rhizomucor pusillus, dtav xprjowponoteitar g aképato
TPOQIIO, G CUOTATIKO TPOPIHLY, OUHMEPINAHPAVOUEVOY TGV UTOKATAOTATOV YEUHATOS Yo TOV £AEYXO TOU GOHATIKOU
Bapoug oe enimeda mou dev umepPaivouv Ta 40 g avd yevpa, kal o€ CUPTANPORATA dATPOYNS Ot emineda mou dev
unepfaivouy ta 6 gnuépa yia Tov yevikd mAbuoud evnhikev, pe egaipeon Tig eykvoug kat Tig InAalouceg yuvaikeg, mAnpot
TOUG OPOUG yia T diadeot] T¢ otV ayopd cupgeva pe to apdpo 12 mapaypagog 1 tou kavoviopou (EE) 2015/2283.

H Apx1}, 0TIV €MOTNHOVIKT] YVOL TG, EMLOT|HAVE EMIONG OTL TO CULTEPAGHA THG OXETIKA LE TNV A0PAELE TOU VEOU TPOPILOU
Paciotnke oTig avaAuTIKEG EKVECEIC Yo TV TAUTOTTA TOU VEOU TPogipou, T dtadikasia mapayoyie, v avéhuer g
oUVJEONG, TO LOTOPIKO XPHOTIS, TIC MANPOPOPIES OXETIKA HE TNV anoppO@non, Ty Katavopr, Tov petafoopd kat tmy
anékkpion, TG SlatpoPikes MANpo@opies, TG ToEkoNOYIkEG TMANpoQopies, TN YovidloToEikoTTa, T [eAET] umoypOvIag
toEkoTTac, ta dedopéva yia Tov avIpeno kat Ty aNAepyLOYOVIKOTTA, X0pIG TIG onoies dev Ja pmopouce va aglohoyroet
T0 Vé0 TPOPLHO Kat va katahiEel 0To oUPMEPAHA TNG.

H artovoa dnhwoe oti, katd tov xpovo umoPolrs e aitnong, diedete dikaiwpa fropmxavikrig dioktoiag kadeg Kot
AMOKAELOTIKO dIKAIWILE aVaQOPAS OTIG ENOTNHOVIKEG HeNETES kat dedopéva.

H Emitponr) aohoynoe OAeg i mAnpogopieg mou mapeiye 1 artoloa kat Jewpel OTL 1] AITOUON TEKHNPIWOE ENAPKAG TV
EKMAT|pwOT) TeV anartoeny mou mpofAénovtal ato apdpo 26 mapaypagog 2 tou kavovicpou (EE) 2015/2283. Qg ek
TOUTOU, Ta eMOTNHOVIKG ototyela kar dedopéva, dnhadn n tautdmta Tou véou Tpogipou, n diadikasia mapaywyrs, n
avaAuaor] g GUVIEDG, TO 1TOPIKO XPrIOT|G, OL TATPOPOPIEC OXETIKA E TNV ANOPPOPN|OT, TNV KATAVOLT|, TOV PHeTafoAiopo
KQL TNV QmEKKPLOT], 0L dIATPOQIKEG MANPOPOPIES, OL TOEIKONOYIKEG TAPOQPOPIEC, 1] YOVIOLOTOEIKOTITA, 1] HENETN UToXPOVLAG
tofikotrac, ta dedopéva yia Tov avdpeno kat 1 al\epyloyovikotnta Ja MPEMEL VA MPOOTATEVOVTAL GUHQGVA (1€ TO
apdpo 27 mapaypagos 1 tou kavoviopov (EE) 2015/2283. Suvenag, povo n artovoa da mpenel va MNafet adewa yia )
diadeon e Propatac puknta Rhizomucor pusillus oty ayopd evrog ¢ Evwong yia nepiodo mévie etov and v évapén
10XU0G TOU TaPOVTOG KAVOVIGHOU.

Qo1000, T0 Yeyovog Ot 1) £ykpion g Propalas puknta Rhizomucor pusillus kat 1 avagopd ot eMETHOVIKG oTotyEl Kat
dedopéva mou mepiEyovtan oTov GakeNo TG ITOUCAG EMTPEMOVIAL HOVO IO TV AMOKAELOTIKY XPrjo TG artovoag dev
Onpaivel OTL petayeveatepeg artoloeg dev pmopolv va utofdlouvv aitnon yia t diddeor Tou idou véou Tpogipou oty
ayopa, unod v npoinodeon Ot 1) aitror) Toug faciletal oe MANPOYOPIEG MOU AMOKTHTNKAV VORIIA Yia TNV TEKLTPIOoT TG
&v AOyw aitnong £ykpiong.

H yprjon tou dpou «Bropala pvknta Rhizomucor pusillus» otnv ovopasia Tou véou Tpogipov da Hmopouse va napaniavioet
TOUG KATAVOAWTEG OGOV APOPA TNV TAUTOTITA Kat T 6UVDEOT) Tou. QG €K TOUTOU, €IVl GKOTIHO VAL avTIKATAOTADEL 0 OPOg
«propdla puknta Rhizomucor pusillus» pe v ovopacia «uukrAto Rhizomucor pusillus» mou mpoteivetar and v artovoa.

Eivar oxomipo 1 kataydpion tou puknMou Rhizomucor pusillus ©g vEOU TPOPIHOU OTOV EVROIOKO KATANOYO VEOV TPOPIHOV
va TEpIEYeL TIG MANPOPOpiES Tou avagépovtat oto apdpo 9 mapdypagog 3 tou kavoviopol (EE) 2015/2283.

To pukfAo Rhizomucor pusillus da mpénet va oupmepthngdel oTov eveoiakd Katahoyo véwy Tpogipev mou kadopiletal otov
exteheotiko kavoviopo (EE) 2017/2470. Zuvendg, to napaptrpa Tou ekteleotikou kavoviopoU (EE) 2017/2470 da mpénet
va tpononotdel avaloyog.

Ta pétpa mou mpofAénovtar Tov mapovTa Kavoviopo evat cupgova e T yvopr e Moviung Enttponng dutav, Zowy,
Tpo@ipev Kat ZooTtpogav,

(**) EFSA Journal 2025- 23:¢9707, https:/[doi.org/10.2903/j.efsa.2025.9707.
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EEEAQXE TON [TAPONTA KANONIZEMO:

‘Apdpo 1
1. Emtpénetar n) diddeon tou puknAiov Rhizomucor pusillus oty ayopa g Evaong.

To puknAio Rhizomucor pusillus cupmephapfavetar oTov eveolakd KataAoyo véwv Tpo@ipev mou kadopiletal oTov eKTENEoTIKO
kavoviopo (EE) 2017/2470.

2. To mapaptua tou ekteheotikou kavoviopou (EE) 2017/2470 tpononoteital cURQOVA HE TO TAPAPTILA TOU TAPOVTOG
Kavoviepou.

‘Apipo 2

Movov n etaipeia The Protein Brewery BV (*) emtpénetan va dwadéoer oty ayopd e Evaons o VEo TpOQLIO TOU avagepETal 6TO
apdpo 1, yua mepiodo 5 etav anod g 26 louhiou 2026, eKTOG £Qv HETaYEVETTEPT] ALTOUCA AAPEL £YKPLOT] VIO TO VEO TPOPIIO XLPIG
avaQopa oTa EMOTNHOVIKA dedopéva mou mPooTaTeloVIaL GUPPOVA PE TO Gpdpo 3 1 pe ) oUpgevn yvepn g etapeiag The
Protein Brewery B.V.

‘ApUpo 3
Ta entotpovikd dedopéva mou mepthapfavoviar otov gakelo TG aitong kat TAPoLY Tig MPoUnovésels mou mpofAénovial oto
apdpo 26 mapdypagog 2 tou kavoviopou (EE) 2015/2283 dev yprotponotouvtal mpog OPENOG HETAYEVESTEPNG AITOUGAG YiaL
nepiodo 5 etwv and ™y nuepopnvia vapéng 1oxU0G TOU MAPOVTOG KAVOVIGHOU XwpiG T cUHQevVY yvopn g etapeiac The
Protein Brewery B.V.

‘Apdpo 4

O mapav kavoviopog apyiler va oxlel v eootr npépa ano T dnpooievor] tou oty Enionpn E@nuepida ¢ Evpwnaikic
Evwore.

O mapov Kavoviopog eival SeopEUTIKOG K¢ TPOG OAa Ta pépn Tou kat 1oXVeL apeoa o KAJE Kpatog
péNoc.

BpuEéNheg, 3 Touliou 2026.

Ta v Emtpont
H Ipbedpog
Ursula VON DER LEYEN

(") Goeseelsstraat 10, 4817 MV, Breda, Katw Xapeg.

ELL http://data.europa.eu/elijreg_impl/2026/1507oj
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I[TAPAPTHMA

To mapaptnpa tou ekteheotikol kavoviopol (EE) 2017/2470 tpomonoteitar wg €&

1. Ztovmivaka 1 (Eykekpipéva véa tpogipa) mpootidetal 1) akohoudn kataydpion pe ahgafntikr oeipd:

Eykexptjiévo véo Tpo@ipo

Tpotmovéoelg und Tig omoieg pmopel va yprotponotmdel To véo TPOPIHO

Eminpooveteg e101keg anartioeig
EMoNpaverns

AN\eg
AMaLToELg

Tpoctacia Sedopévev

«MuknAo Rhizomucor
pusillus

SUYKEKPIUEVH] KATHYOpia TPOPIPWY

Avortata emimeda

Zkovn puknAiou Rhizomucor pusillus

AnpnTpLaKd TPOyEUATOG KAt OVaK 30 g/100 g
pe Baon dnuntplakd, gpovta

Aayavikd

Mmokota 10 g/100 g
Mnapeg dnpntplakov 35¢/100 ¢
Avahoya YOAAKTOKOMIK®OV EKTOG 20g/100g
ano ta 1ot

Mn aAkooloUya mota 10 g/100 g
Titeg ka1 Yopia otov aTpo 20¢/100g
Eidn Cayxapomhaortikng and 15¢/100 g
cokoAaTa

Alsippata pe faor to kakdo 20g/100 g

Ynokataotata yeUpatog yia é\eyyo
TOU GOHATIKOU PAPOUG yiat TOV
evijAiko mAnduopod (wg motd)

Méxpt 2 yebpata/nuépa, £ng
40 g/npépa

Supmnpopata datpogric, Omwg
opiCovtar oty odnyia 2002/46/EK,
Y1 ToV yeviko MAnduopo evihikawy,
pe eEaipeon TG eyKUOUG KaL TIG
In\alouoeg yuvaikeg.

6 gnuepa

H ovopaocia tou véou tpogipou ot
EMLOTHLAVOT] TOV TPOPIHLY 0Ta Omoia
nepiexetal eivan “puknAio Rhizomucor
pusillus”.

H emonpavon twv oupmAnpopdtey
diatpo@nc mou mepiyouv “pukiiio
Rhizomucor pusillus” gépet drhwon
mou opitel 0T Sev Da npénel va
Kkatavalavovtat and dropia n\ikiag
KAt TOV 18 €10V, KaDOE Kat and TG

eykUoug kat Tig INAALOUGES YUVEIKES.

Eykpidnke otig 26 Iouhiou
2026. H napoloa katayopion
PaoiCetar o€ emotnpoviKa
otoryeia fropnyavikrg
10L0KTNOLOG KAt EMOTNHOVIKA
dedopéva mou mpootateloval
oUPQOVA i€ TO apdpo 26 Tou
kavoviopov (EE) 2015/2283.

Attovoa: “The Protein
Brewery BV”, Goeseelsstraat
10, 4817 MV, Breda, Katw
Xwpeg.

Kata ) dapketa g
npootaciac Tev dedopevay, o
VEO TPOPLO
“puknAo”“Rhizomucor
pusillus” emtpénetat va
dlatidetar otV ayopd evog
g Evwong povov and
“The Protein Brewery BV”,
EKTOG £V HETAYEVEDTEP
artovca Aafet éykpior yia to
VEO TPOYIHO XWPIG avapopa
OTCL EMOTIOVIKG OTOTYEL
Bropnyavikng wokmoiag f
oTa EMOTNHOVIKA dedopéva
TIOU TIPOOTATEVOVTAL GUPLPOVA
pie To 4pdpo 26 Tou
kavoviopov (EE) 2015/2283
1] HE T OURQOVI] VO] TG
“The Protein Brewery BV”.

Hpepopnvia ekmvor|g g
npootaciag dedopévev:
26 Touhiou 2031.»

T4
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2.

Stov mivaka 2 ([Ipodiaypagéc) mpootivetal 1 akoloudn kataypion pe algapnukn oepd:

Eykekpijiévo veo tpo@ipo

Tpodiaypages

«Muxkfjho Rhizomucor pusillus

Teprypagn:

To véo Tpo@po eivar 1) fropdla tou poknta Rhizomucor pusillus (otéhexog CBS 143028), 1) onoia €xel mapaydel péow {Upwong. Euy ouvéyela, 1
Propdala cuykopiletat, maoTEPLOVETAL YiaL TNV AdPAVOTIOINOT TGV PLOGIIGY KUTTAPOV TOU HUKITA, ATOSNpaivetal Kot aAedetat o€ UTOAEUKT OO
okovr]. O poknrag Rhizomucor pusillus eivar pukn\iakog pUkntag mou avrkel oty okoyévela Mucoraceae.

Xapaktnprotika/Sovdeon):

Yypaoia: 4-7 /100 g

TepiextikotnTa o€ oAikég mpwteiveg (N x 6,25): 44-68 g/100 g
[lepiextikotnTa oe ohikd Mimapd: 4-8 g/100 g

Tuvolikés dratpogikeg iveg: 25-39 g/100 g

OMikoi agopotwotpot udatavdpakes: < 3 g/100 g

Tégpa: < 6 g/100 g

Mikpofrodoyika kprijpra:

Tuvolikog apipog agpofiov pkpoopyaviopay: < 10° CFU ()/g
Bacillus cereus: < 100 CFU/g

Clostridium perfringens: < 10 CFU/g

Ttagulokokkot Jetikoi oty mrktaon: < 50 CFU/g
Enterobacteriaceae: < 10 CFU/g

Escherichia coli: < 10 CFU/g

Listeria monocytogenes: Aev aviyvelbetal og 25 g

Salmonella spp.: Aev aviyvevetat oe 25 g

Zupopukntes kot eupatopukntes: < 100 CFU/g

() CFU = povadeg oXNHATIOHOU AmOLKIGY

Bapéa pétodla:

Apoeviko (As): < 0,1 mgfkg
Kadpo (Cd): < 0,1 mg/kg
MoAuBdog (Pb): < 0,1 mg/kg
Yépapyupog (Hg): < 0,1 mg/kg

Muxkoro&iveg:

Aghatoéives (B1, B2, G1, G2): < 0,1 ug/kg
Awaketouokiprievoln): < 20 pglkg
®oupovioives (B1, B2): < 100 pg/kg
Tokiv HT2: < 7,5 pglkg

Tokiv T2: < 7,5 ug/kg

Niadevoln: < 150 pg/kg

Qypatotivy A: < 1,0 pg/kg
Aeoouvifalevoln (DON): < 150 pg/kg
Zeapahevovn: < 20 pglkg»

Y TAVACIR G O

T4
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