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PETTIAMEHTU

* Pernament (EC) 2021/1408 na Komucusita or 27 asrycr 2021 roguHa 3a u3MeHeHue Ha Pernamenr
(EO) Ne 1881/2006 mno oTHoOuIeHMe Ha MAKCUMMAIHO JONMYCTMMMTE KOJIMYECTBA Ha TPOIAHOBH
ATIKATIOMIM B HSAKOM XPAHM (1) ...ttt e 1

* PernaMent 3a uanmbnHenue (EC) 2021/1409 na Komucusita ot 27 asrycr 2021 roguHa 3a paspeiiaBaHe
Ha GUTOMEHATMOH KaTO PyPaXkHA MOGABKA 32 KOHE (1) ......uuiiiiiiiiiiiiiiiiie et e e 5

* Pernament 3a uanbiiHenue (EC) 2021/1410 Ha Komucusra ot 27 arycr 2021 ronmua 3a pa3pelnaBaHe
Ha ynorpe6ara Ha npenapar ot Bacillus licheniformis DSM 28710 karo ¢gypaxHa 1o6aska 3a KOKOIKH
HOCa4yKM, JOMAallHN NTHOYM C TMO-MaJIkO CTONAHCKO 3HayeHue, OTITIEXIAaHM 33 HOCauKM, BUIOBE
XOMALIHM NTUIM 32 Pa3IUION M AEKOPATMBHM NTULM (MpuUTexaTen Ha paspemenuero Huvepharma
T () e 8

* Pernamenr 3a n3mpnHenne (EC) 2021/1411 na Komucusta or 27 asrycr 2021 ropuna 3a nogHOBsBaHe
Ha paspeuteHuero 3a ynorpeba Ha Clostridium butyricum FERM BP-2789 karo ¢ypaxua 1ob6aBka 3a
MIIeTa, OTITIEXKTAHM 33 KOKOLIKM HOCA4KM, MyMKM 32 YrosiBaHe, IyMKH, OTITIEXIAHM 32 Pa3IuIoN,
OTUYM BHIOBE C NO-MAJIKO CTONAHCKO 3HaueHMe (C M3KITIOYEHME HA NTULM HOCauKM), OTOMTH
mpaceHHa M OTOMTM BMIOBe CBMHE C IO-MAIKO CTONAHCKO 3HAuYeHMe, 3a pa3pelllaBaHe Ha
M3M0/I3BaHETO Ha Ta3y J00aBKa 3a IIMITETA 32 YTOsIBaHe, MPACEHIa CYKAIeTa M CyKan4eTa OT BUIOBeTe
CBMHE C [I0-MaJIKO CTOMAHCKO 3HAYeHNe ¥ 32 OTMsHA Ha pernaMeHTH 3a u3mbiaHenue (EC) Ne 373/2011,
(EC) Ne 374/2013 u (EC) Ne 1108/2014 (npurexaren Ha paspemeHunero Miyarisan Pharmaceutical
Co. Ltd, npencrasnssan ot Huvepharma NV Belgium) (') ...........ccoooooiiiiiiiiiiie 11

% PernamenT 3a u3mbiaHenne (EC) 2021/1412 na Komucusra ot 27 agrycr 2021 ropuna 3a paspeuaBaHe
Ha ynorpebara Ha xerne3eH(IIl) murpar (xemar) Karo ¢gypaxua nob6aBka 3a mpaceHIa U BUIOBE CBIHE C
M0-MQJIKO CTONAHCKO 3HaueHue (mpuTexaren Ha paspemennero: Akeso Biomedical, Inc. USA,
npencrasnsasaHo B Cpro3a ot Pen & Tec Consulting SLU) () .....oooviiiiiiiiiiiiiiiieee e, 14

% Pernament 3a n3mpinHenne (EC) 2021/1413 na Komucusra ot 27 asrycr 2021 romuna 3a papeuaBaHe
Ha ynorpeGara Ha eHpmo-1,4-0era-kcunanasa, nomyueHa or Bacillus subtilis LMG-S 15136, karo
¢ypaxkna poGaBka 3a KbpMelM CBUHE Maiiku (mpurexaren Ha paspemenuero Beldem,
nonpazgernenne Ha Puratos NV) (1) ... 18

(") Texkcr ot 3Hauenwe 3a EUII.

AKTOBeTE, UMUTO 3aINIaBusl Ce OTIEYaTBAT ChC CBETHII LL[pI/[(l)T, Ca aKTOBE IO TEKYILO YIPABICHME HA CEIICKOCTOMAHCKATa IOJIUTMKA M MIMAT KPaTbK
CpOK Ha TeCTBIE.

3arnaBusTa Ha BCMUKM OCTaHANIM aKTOBE Ce OTMEeYaTBaT C noiyuep IleI/l(l)T W Ce TPENIIECTBAT OT 3BE3[MUKA.




* Pernament 3a usnmbiHenue (EC) 2021/1414 na Komucusra ot 27 asrycr 2021 roguHa 3a monpaska Ha
Pernament 3a msmennenme (EC) 2021/422 na Kommcusara or 3a paspeumraBaHe 3a Npemapar ot
Enterococcus faecium DSM 7134 karo ¢ypaxkna no6GaBka 3a KOKOIIKM HOCAuKM (IpuUTexarell Ha
pazpemmrenHoTo Lactosan GMbH & COKG) (1) ..ooooiiiiiiiiiiiiiiii e

(") Texcr ot 3Hauenwue 3a EMII.
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II

(He3aronodamennu armose)

PEITIAMEHTU

PEITIAMEHT (EC) 2021/1408 HA KOMUCHUSATA
or 27 asrycr 2021 ropuna

3a u3MeneHme Ha Permament (EO) Ne 1881/2006 mo oOTHOlIeHMe Ha MaKCMMAIHO ONYCTHMMMTE
KO/IMYeCTBA Ha TPONIAHOBY aIKAJIOMIM B HAKOU XPaHU

(Tekct ot 3Hauenue 3a EUII)

EBPOIIEICKATA KOMUCHS],
Karo B3e npensus [lorosopa 3a $yHKIMOHMpPaHeTo Ha EBponerickis chio3,

Kkaro B3e npemsuy Permament (EMO) Ne 315/93 na CobBera or 8 despyapu 1993 1. 3a ycTaHOBsIBaHe Ha OOIIHOCTHM TPOLEAYpY
OTHOCHO 3aMbpCHUTENTE B XparuTe (1), ¥ HO-CIIELVAIHO WieH 2, naparpad 3 ot Hero,

KaTo Mma Inpeasum, ve:

(1) B Pernament (EO) Ne 1881/2006 na Kommcusra () ce onpemensiT MakCMMAlHO HONYCTMMMUTE KOJMYECTBA HA HAKOM
3aMbPCUTEIH, BKITIOUMTEITHO TPOIIAHOBH ANIKATIOMMM, B XPaHUTE.

(2)  ATpommHBT TpenCTaBNsBa pAlleMUYHA CMeC OT (-)-XMOCHMAMMH M (+)-XMOCHMAMMH, OT KOMTO CaMO EHAHTHOMEPHT
(-)-XMOCLIMaMMH TIpOSIBSIBA AHTUXOJIMHEPIMUHO HeficTBye. [lopamym aHANMTUYHYM NMPUYMHYM HE BMHATM € Bb3MOXKHO A ce
HATIPABY PasrpaHMueHMe MEXITy eHaHTHOMEpHUTE Ha XuocumamuHa. Thil KaTo obade OT CHHTe3a Ha TPOMAHOBY ATIKATIOMIH B
pacTeHMATa ce IONy4aBa (-)-XMOCLHMAMUH U (-)-CKONONAMMH, a He (+)-XMocuMaMuH M (+)-CKOMONAMMH, aHATIMTUYHMTE
pe3yNnTaTyM 3a aTPONMH ¥ CKOIOJIAMMH B XPaHUTE OT PACTUTEIIEH MPOM3XOI OTPA3siBaT HAIMUMETO HA (-)-XMOCLMAMUH U
(-)-ckomonmamuH.

(3)  Ilpes 2013 r. EBpomeiickusar opran 3a GesomacHocT Ha xpaHute (,OpraHbr) Ipue CTaHOBMILE OTHOCHO TPONAHOBUTE
ankasronny BB ypaxure u xparute (°). Opransr ompemenu rpynosa ocrpa pedepentHa mosa (ARfD) or 0,016 pglkg
TeNleCHO Terno (TT), M3pa3eHa KaTo CyMa OT (-)-XMOCUMaMMH M (-)-CKOMONAMMH, KaTo ce MpueMe paBHOCTONHO JeiicTBHe.
OprassT CTUrHA [0 3aKJTIOYEHMETO, Ye IPEIBII] OTpaHIUEHATa HATMYHA MHPOPMALMST eKCIIO3MIMATA Ha MAIKUTE [Ielid Ype3
mpreMa Ha XpaHa MOXe 3HaumrtenHo fga mpesmumt rpynosata AR{D. Ilopamu ToBa TOil mopguepra HeoOXOOMMOCTTa OT
10-106po XapaKkTepu3MpaHe Ha TPOIAHOBUTE aNKAJIONIM B XpaHUTe U QypakuTe, HE3aBUCUMO JAIIM € CPELIAT 10 eCTeCTBEH
ITBT WM KaTO 3aMBPCUTENN, M MPENOpbya CHOMPAHETO HAa AHAIMTUYHM JaHHM 33 HAIMUMETO HA TPOIAHOBH AIKANOMIN B
3bPHEHO-KUTHUTE I MaCTIOfAitHUTE KYITypHU.

(4)  Karo Gsixa B3eTy NpeNBIL 3aKITIOYeHMsITA Ha cTaHOBMILETO, ¢ Pernmament (EC) 2016/239 Ha Komucusra (*) Gsixa ycraHOBeHN
MAKCUMAITHO [OMyCTMMIUTE KONMUECTBA HA ATPOIMH M CKONOMAMUH B MpepabOTeHN XpaHyM HA 3bPHEHA OCHOBA M JETCKU
XPaHM 3a KbpMayeTa 1 MaJKy [Ielia, ChIIbP2Kally IPOCO, COPTO, €My MY TeXHU MPOU3BOIHM MPOIYKTH.

() OBL37,13.2.1993r., ctp. 1.

() Pernament (EO) Ne 1881/2006 Ha Komycysra or 19 mexemspy 2006 T. 3a ompeferisite Ha MAKCUMAITHO HOIYCTUMIUTE KOIIIYECTBA HA HSKOM
3ambpcnrern B xpannte (OB L 364, 20.12.2006 1., ctp. 5).

() Scientific Opinion on Tropane alkaloids in food and feed (Hayuto cTaHOBHIE OTHOCHO TPOIIAHOBNTE ANKATIONIN BbB PypaxuTe M XPaHUTE).
EFSA Journal (Bronerns Ha EOBX) 2013; 11(10):3386, 113 crp. d0i:10.2903j.efsa.2013,3386.

() Permament (EC) 2016/239 na Komucusra or 19 ¢espyapy 2016 r. 3a usmererne Ha Permament (EO) Ne 1881/2006 mo orHomeHne Ha
MaKCHMAJIHO TOMYCTUMUTE KOIMYECTBA HA TPONAHOBY AJIKATIOMIM B HSIKOM XPaHM Ha 3bPHEHA OCHOBA, IPEHA3HAYCHM 3a KbpMayeTa 1 MalKu
neua (OB L 45, 20.2.2016 r., c1p. 3).
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(5)  CermacHo mpemopbkara B craHoBumeto cu ot 2013 r. OpraHbT myOnykyBa MOKaHa 3a MPEACTABSHE Ha MPEIOKEHNS 3a
u3crenBaHe Ha KOHLUEHTPALMMUTE Ha TPONAHOBY aNIKAJIOMIN B WMPOKA raMa XpaHUTEITHU MPOIYKTH OT PacTUTENIeH MPOMU3XON,
B pasmuHy pernonn Ha Cpro3a. KoHcTarammmte ot u3cnensaHeTo Osxa my6nvkysanu Ha 8 nekemspu 2016 t. (%)

(6)  Ha 5 ¢espyapu 2018 r. Opransr myOnmKyBa HayueH HOKITAM 3a OLEHKATa HAa OCTPaTa eKCIO3MLNS Ha TPOIIAHOBY aJIKaTIOMAN
upe3 XpaHa Cpell eBPOMNENCKOTO HaceNleHye, KaTo B3¢ IPENBNUI HOBUTE HaHHM 3a Harmmuuero (). B HAKOM OLEHKM e
YCTaHOBEHO, Ye OCTPaTa eKCIO3MIIMS Ha HAKONKO Ipymu o Hacerenuero npesuiasa ARfD. Tosa mokassa, ue HaMMUMETO Ha
TPOIAHOBY AJIKATIOUIIY, TO-CIIELMATTHO aTPOIIMH 1 CKOIOJIAMMH, TPECTaBIIsABA CEPUO3EH IPOOIIeM 3a 3paBeTo.

(7)  Tlopamu ToBa cremBa fia ce ONMPEHENSIT MAKCUMAITHO IOMyCTUMITE KOIMYECTBA Ha Te3M TPOIAHOBM ATIKANIOMIM B XPAaHUTE, 3a
KOUTO € YCTAHOBEHO, Ye KOHIEHTPAlMATa MM B TSAX € BMCOKA M ue JONPMHACAT 3HAUMTENHO 33 EKCNO3MLMSATA Ha
HACENICHMETO, A VMEHHO HSKOM 3bPHEHO-XKUTHM KYITYpH, IPOM3BOIHMTE MM IPOIYKTM ¥ OUIKOBM HACTOVKML
TMo-crienyanHo no OTHOLICHNE HA 3bPHEHO-KUTHUTE KYITYPY U 3bPHEHUTE IPOIYKTH TOOPUTE CENICKOCTONAHCKU MPAKTUKY
¥ IIPAKTUKY 33 CBOMPAHE HA PEKOJITATa HAMAIISBAT 3aMBPCSIBAHETO HA KYNTypaTa ChC CEMEHa OT BUIOBE, KOMTO ChIIBPXKAT
TPOIAHOBY ANIKANIONAN, KaTo HanpyumMep Datura stramonium. I1pu onpeneneny 3bpHEHO-KUTHY KyNTyPH Te3U CeMEHa MOTaT
— B CIyvail Ha 3aMbpCsiBAHe — M ObHAT OTCTpaHeH) upe3 copTupaHe u noumcrsaHe. He e mecHo obaue Te ma Gbmar
OTCTPAaHEHM OT COPTOTO, MPOCOTO, LIAPEBMIIATA 11 eMfiaTa. Thil KaTO MAKCMMAITHO IOMYCTUMMTE KOJIMYECTBA 3a Te3) XPaHM ca
T0-BMCOKM OT KOJMYECTBATa, ONpENIeNeHM 33 XPaHUTE 33 KbpMaueTa M MalKy JIelia, 3a BCSKa OT Te3y XpaHM Moxe na Oble
OTIpelieNneHO MaKCUMATTHO TOMYCTVMO KOJIYECTBO 33 00IIOTO KOJIMYECTBO Ha aTPOMMH Y CKOIOTIAMIH.

(8)  OcBeH TOBa Hail-HOBUTE TAHHM OT MOHMTOPUHIA COYAT, Ye U NpepaloTeHNTe XPaHU Ha 3bPHEHA OCHOBA M JIETCKUTE XPaHM 33
KbpMauera ¥ Manky Jela, ChIbPXKAIIM LAPEBULA WM HEHM MPOM3BONHM NPOLYKTH, MOTAT Ha ObIAT 3aMbpCeHM C
TPONaHOBM aNKanoumy. [lopamu ToBa ¢ LenechO0pa3sHO 1@ Ce pasiMPST CHLIECTBYBAIIMTE MAKCUMATHO MNOMYCTHMM
KOJIYecTBa 3a Npepa0oTeHNTe XpaH!M Ha 3bpHEHAa OCHOBA ¥ [ETCKUTE XPAaHM 3a KbpMaueTa M Maky [elld, Taka ue fa
0OXBAILIAT ¥ Te3U XPaHIL.

(9)  TIlopamu ToBa Permament (EO) Ne 1881/2006 crempa a 6b1e ChOTBETHO M3MEHEH.

(10)  Twit kaTo mOGpMTE CENCKOCTOMAHCKY MPAKTUKM M MPAKTUKM 32 ChOMpaHe HAa PEKONTATA Ca BHBEIEHM WM Ce MPUITAraT epa
OTCKOPO, KAaKTO ¥ C LieNT 1a Ce Haje Bb3MOXKHOCT Ha CTOMAHCKHUTE CyOeKTH B 0OMAcTTa Ha XpaHUTE [Aa Ce ChoOpassT ¢ HOBUTE
M3MCKBaHNs, MPEABUIEHY B HACTOSIINS PeINIAMEHT, KaTo ChUIEBPEMEHHO TapaHTMPAT 3alIMTaTa Ha Ys3BUMUTE IPYNM OT
HACENICHNETO, € LeNechoOpasHo BbB BPb3KA C XPAHMTE, PA3NMUHM OT XPaHM 33 KbpMadueTa M MainKy Meld, ChIbpXKalm
LapeBuia, a ce IPelBUIM pasyMeH CPOK, Ipely Ja 3alOYHAT MIa Ce IpMUIIaraT MaKCMMAITHO JIOMYCTUMMUTE KOJIMYECTBa, U
IIPEXOMIEH NePUOM 38 BCUUKM XPaHH, KOUTO ca 1T 3aKOHHO IIyCHATH Ha Ma3apa [pey JaTata Ha [IpularaHe.

(11) Mepkunte, NpeIBUIEHM B HACTOSIIMS PEITAMEHT, Ca B CBHOTBETCTBME CbC CTAHOBMIIETO Ha IlOCTOSIHHMA KOMMTET IO
PacTeHusITa, KMBOTHUTE, XPaHUTE 1 PypaxKuTe,

[TPVIE HACTOALLMA PETTIAMEHT:

Ynen 1

Tpunoxennero keM Permament (EO) Ne 1881/2006 ce u3MeHst B CHOTBETCTBHE C IPUIIOKEHUETO KbM HACTOSILNS PEITIAMEHT.

Ynen 2

IIpepaGoTeHnTe XpaHM Ha 3bPHEHA OCHOBA M [ETCKMTE XPAaHM 3a KbpMauera M MaNKy Jela, ChbIbpXKaliyM LApeBMLA MM HeltHU
IIPOM3BOIHY IIPOIYKTY, KOUTO ca OMIIM 3aKOHHO ITyCHATM Ha Ma3apa Npedyl BIIM3AHETO B CUNIA HAa HACTOSLIMS PerlaMeHT, MOTaT Ja
OCTaHaT Ha Ia3apa JI0 M3TMYaHe Ha TEXHNA CPOK Ha MYHJ/MAJIHA TPATHOCT MM CPOK Ha TOIHOCT.

() Mulder, PPJ., De Nijs, M., Castellari, M., Hortos, M., MacDonald, S., Crews, C., Hajslova, J. n Stranska, M., 2016 r. ,Occurrence of
tropane alkaloids in food* (Hamnune Ha tponanosyu ankanonm B xparure). Jombnaurenta nyGmkamys Ha EOBX 2016:EN-1140, 200 crp.
doi:10.2903/sp.efsa.2016.EN-1140.

() Arcella, D., Altieri, A., Horvéth, Zs, 2018 r. ,Scientific report on human acute exposure assessment to tropane alkaloids“ (Hayuen
JIOKJIa[l OTHOCHO OLEHKAaTa Ha OCTpaTa eKCIIO3MIMs Ha Xopara Ha TpomaHou ankanmougm). EFSA Journal (Bromermn na EOBX) 2018;
16(2):5160, 29 ctp. doi:10.2903/j.efsa.2018,5160.
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Xpanure, uzbpoenn B Touky 8.2.2.—8.2.9 OT MPUIOKEHNMETO, KOUTO Ca OMITM 3aKOHHO IyCHAaTM HA Maszapa Impemy 1 cenTemBpy
2022 r., MOraT [1a OCTaHaT Ha [a3apa JI0 M3TMYaHe Ha TeXHUA CPOK Ha MUHMMAIIHA TPaiHOCT MM CPOK Ha TOIHOCT.
Ynen 3

HacrosiuysT pernaMeHt Bim3a B CHITa Ha [IBaeceTysi AeH CIIel MeHst Ha myOnukysaHero My B O¢uyuanen secmuur va Eeponeticrus
Co103.

Hacrosimmsr PEITTaMenT € 3aIbJIKUTENIEH B CBOATA LSJIOCT M CE Mpuiara MpsKO BbB BCMYKM TbpKaBy
YJIEHKN.

CncraseHo B bprokcen Ha 27 asryct 2021 ronmna.

3a Komucuama
Tpedcedamen
Ursula VON DER LEYEN
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I1PMTTIOKEHUE

B npustoxernero kbM Permament (EO) Ne 18812006 pasmen 8, ByicBaHe 8.2 ce 3aMeHs ChC CIIEIHOTO:

MakcumanHo OONyCTUMM KOJINYECTBA

JXpanu (')
i (ug/kg)
8.2. TponanoBu ankanoumm (*)
ArponyH Ckononmamuu

8.2.1. TpepaboTeHn XpaHu Ha 3bPHEHa OCHOBA M IETCKM XPAHM 33 KbpMayeTa I 1,0 1,0

Malky fiela, ChIbp2Kally Ipoco, COpro, efia, LapeByLia iy POAyKTH,

nonydenn ot X (°) (%)

0610 KONMYECTBO HA ATPOINH 1
CKOIOJIaMVH

8.2.2. Henpepabotero mpoco 1 copro (*%) 5,0 ot 1 cenremspu 2022 T.
8.2.3. Henpepabotena mapesuia (%), ¢ u3kmoueHne Ha 15 or 1 centemspu 2022 1.

— HenpepaboTeHa LapeBiiia, PeIHA3HAYEHA 32 IpepaboTKa U4pe3 MOKpO

cmutane (), u

— HenpepaOoTeHa LApeBILIA 32 TyKaHe
8.2.4. Henpepabotena enma ('*) 10 ot 1 centemspu 2022 1.
8.2.5. Hapesyua 3a nmykaxe 5,0 or 1 cenremspu 2022 1.

TTpoco, copro ¥ LapesuIa, MyCKaH! Ha [a3apa 3a KpaitHus norpeduren

TIpomykTy OT cMMiIaHe Ha POCO, COPTO M apeByIla
8.2.6. Erpa, myckaHa Ha 1asapa 3a KpaitHus notpeburen 10 or 1 centemspu 2022 1.

TIpomyxTit OT cMunaHe Ha enpa
8.2.7. BuIIKOBY HACTOJKY (M3CYLIEH IPOIYKT), C M3KIIOUeHNe Ha GUIKOBUTE 25 or 1 cenremspy 2022 .

HAaCTOIKM, Tocoyenu B T. 8.2.8.
8.2.8. BuiKoBy HAacTOMKM (M3CYIIEH IIPOIYKT) OT CeMEHa OT aHACOH 50 or 1 centemspu 2022 T.
8.2.9. BunkoBu HacToiiku (Te4HOCT) 0,20 or 1 cemremspy 2022 1.

(*) TlocouennTe TPONAHOBY ANKANIOMIN Ca ATPOTIMH M CKOMOMAMMH.
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PE[TIAMEHT 3A U3ITBJTHEHUE (EC) 2021/1409 HA KOMUCUATA
ot 27 asryct 2021 roguna

3a papenuaBaHe Ha pUTOMeHaIMOH KaTo pypaxHa Ho6GaBKa 3a KoHe

(Tekct ot 3Hauenue 3a EUII)

EBPOIIEVICKATA KOMUCHS,
Karo B3e npensuy [JoroBopa 3a PyHKuMOHMpaHeto Ha EBporeiickust cbio3,

xaro Bse npensun Pernament (EO) Ne 1831/2003 Ha Esporesickust napnament u Ha Coeera ot 22 cenremspu 2003 1. OTHOCHO
00aBKY 3a M3IIO3BAHE NPV XPAHEHETO Ha KMBOTHUTE ('), M MO-CrenyanHo uneH 9, naparpad 2 ot Hero,

KaTo MMa NpenBum, ue:

(1) B Permament (EO) Ne 1831/2003 ce mpemsmxna paspemmreneH pexuM 3a nobaBkuTe, MpemBMueHN 3a yrorpeba mpu
XPaHEHETO Ha XMBOTHUTE, M Ce OCOUBAT OCHOBAHMATA U IIPOLIENYPUTE 3 IPENOCTaBAHETO Ha TAKOBA Pa3pelleHMeE.

(2) B cporsercrBue ¢ uner 7 ot Pernament (EO) Ne 1831/2003 Gelwe nomaneHo 3asiBeHime 3a M3aBaHe Ha PaspellnTErIHO 3a
duromenamyo (%). IocoyeHoto 3asBieHye Oe MPUIPYKEHO OT HAHHWUTE Y JOKYMEHTMTE, M3MCKBAHM CHINIACHO WIEH 7,
naparpad 3 ot Pernmament (EO) Ne 1831/2003.

(3)  3asBreHMeTO Ce OTHACS O pa3pellaBaHETO Ha GMTOMEHANMOHA KaTo ypaxHa 100aBKa 3a KOHe. 3asBUTEIIIT OTAle MICKaHe
no0aBKara [1a ce KIacu$uuypa B KaTeropusTa ,XpaHuTenHy JoOaBKu ",

(4) B cranosumero cu ot 17 mapr 2021 r. (*) EBporeiickusr oprau 3a 6e3omacHocT Ha xparute (,OpraHsT®) 3aKimoun, de npu
TIpE[UIOKEHNUTE YCIIOBUS Ha YIOTpeOa PUTOMEHATMOH He ce OTpa3sBa HeOJarompusTHO BHPXY 3IpPaBETO Ha XMUBOTHUTE U
3IpABETO Ha [OTpeGMTENNTE, HUTO BHPXY OKOHATA cpend. OpraHbT CTMIHA O 3aKIIOYEHNETO, Ue MON3BATeNNTe HAAMA MIa
ObIaT M3MIOKEHY Ha Bb3NEICTBUE NPV BIMIIBAHE, KOTaTo 106aBKaTa e MpelUlara B TBbPHO ChCTOSHUE MITM Mo GopMata Ha
BUCKO3HA TeuHoct. [lanxnte Ha HayuHust komutet 10 Ge3omacHoCT Ha norpeburenure couar, ve ButamuH K; Moxe ma 6bue
KATEropysMpaH Kato KoxeH ceHcnbunmsatop. o otHowmeHye Ha npenapatute OpraHbT He MOXKa J1a CTUTHE JI0 3aKITIOYEHME
OTHOCHO NOTEHIMAa MM Aa ObIAT TOKCMYHM INPY BOMIUBAHE WM OTHOCHO NOTEHIMANA MM Karto ApasHUTENM Ha
Koxarajounte. [Topamy ToBa Kommcusra cmsita, e cremsa ma ObOAT B3eTM CHOTBETHMTE NpEANA3HM MepKHM, 3a [a Ce
TIPEROTBPATH HEOIArONPUATHO BB3AEHCTBIE BHPXY 3IPABETO HA YOBEKa, NO-CIICLMAIHO 10 OTHOLICHYE Ha ION3BaTeNNTe Ha
nobaKkara 1 npenapatute ot Hest. OpraHbT CTUTHA JI0 3aKITIOYEHNETO, Ye PUTOMEHAIMOHBT Ce CUMTA 3a eUKACEH M3TOUHMK
Ha ButamuH K 3a KoHere, Korato ce 106aBst KbM Qypaxa. OpraHbT He CMsITa, 4e ca HeOOXOIMMM CIIELMATIHI M3UCKBAHNMS 32
MOHMTOPVHI CJIef] IyCKaHeTo Ha masapa. Toil ChIIO Taka IPOBEpY HOKIAa OTHOCHO METONA 3d aHANM3 Ha (ypaxHMTE
[00aBKY BB PypazkuTe, IpeCTaBeH OT pedepeHTHATa NTaboparopus, onpenereHa ¢ Permament (EO) Ne 1831/2003.

(5)  Tlpu ouenkara Ha QUTOMEHAIMOHA CE YCTAHOBH, Y€ Ca MBIIBIIHEHN YCIIOBUATA 33 Pa3PELIUTENHOTO, IPEABUICHI B WIEH 5 OT
Pernament (EO) Ne 1831/2003. Ilopagu Tosa ynorpeGara Ha ¢uTOMEHamMOHa crieBa na Oboe paspeieHa. Mepkure,
NPEABUACHN B HACTOAUIMA PEITIAMEHT, Ca B CHOTBETCTBME CBC CTAaHOBMILETO Ha IlOCTOAHHMS KOMMUTET IO pAacTeHMATa,
KMBOTHMUTE, XPAHUTE 1 PypaKuTe,

[TPUE HACTOSALLUMSA PETTIAMEHT:

Ynen 1

Paspeluaga ce yrorpe6ara Ha IOCOYEHOTO B IIPUIIOKEHUETO BELIECTBO, KOETO MPUHAIUIEXKM KbM KATETOPUSTA , XPAHUTENIHN 100aBKH"
¥ KbM (QYHKIMOHAITHATA TPyIIa ,BUTAMIHH, IPOBUTAMUHM M XMMIYECKN T00pe IeQUHMPaHY BELIECTBA, KOUTO MMAT MOT00eH edekT,
KaTo ypaxHa 106aBKa Y XpaHEHETO Ha KMBOTHUTE TPY CIIa3BaHE Ha YCIOBMSITA, ONPETEIIeHN B CHIIOTO IPUIIOKEHIE.

() OBL 268,18.10.2003 ., ctp. 29.
() To3Hat cblo ¥ MoK MMeTO ButamuH K.
(*) bronerun Ha EOBX, 2021 r. (EFSA Journal 2021); 19(4):6538.
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Ynen 2

Hacrosiumsr pernmaMenT BiM3a B CMJIa Ha IBaI€CETMA NEH CIIEN IEHA Ha Hy6HI/IKyBaH6T0 My B O(})uu,ua/ten B8CCMHUR HA Esponeﬁaeug
Co103.

Hacrosimmsr pernmaMenT € 3aIbIIKUTENIEH B CBOATA LAJIOCT M CE Ipuiiara IMpAKO BbB BCUYKU TbpKaBy
YJICHKI.

CncraBeHo B bprokcen Ha 27 asryct 2021 ronmHa.

3a Komucuama
Ipedcedamen
Ursula VON DER LEYEN



ITPUTTO2KEHUE

Makcu-
Munumanso MATHO
Npentn- Bup vimn ChIIbPKAHU- Cpox Ha
¢ ChIbpPKAHN-
MKalmo- KaTe- Makcu- e BaMTHOCT
Cucras, XuMm4Ha $popMyria, omucaHue, MeTop 3a e
HeH HOMep Hob6aska AT ropus Ha ManHa Hpyru pasnopex6u Ha
Ha KUBOTHU- | BBIPACT | 1o aprypno pemectso Ha pas-
mobaskara Te kg mhiHOmeHeH dypax Che penieHiero
ChIbpXKaHue Ha Briara 12 %
Kareropust: ,xpanutensu no6asku”. yHkumonansa rpyna: ,,BUtaMuHu, poBUTAMUHY M XMMMUYeCKH 06pe NepuHMpaHN BeleCTBa, KOUTO MMAT MO0GeH edekT”.
3a712 ,Ouromenammon” | Cpcras Ha moGaBKara Kone - - - 1. B ymbTBaHeTo 3a ynoTpeba Ha mobas- | 19.9.2031r.
wm ,Buramnu K, | [Ipenapar, cembpaxant = 4,2 % GuroMeHammoH. Kara ¥ IIPEMIKCHTE C€ II0COYBAT YCII0-
B TBBpPHO ChCTOSAHME BUATA HA CbXPaHEeHMUe U yCTONUMBOCT-
XapakTepucTMKa Ha aKTUBHOTO BEIECTBO Ta IIpY TOINMHHA 00paboTKa.
2-metun-
3-[(E,7R,11R)-3,7,11,15-TeTpamMeTHIIXeKCaTel- 2. Oneparopurte B cekTopa Ha pypaxuTe

2-eHu| Ha(l)TaneH- 1,4-nyoH

Xummuna popmyma: C;,HysO,

CAS nomep: 84-80-0

Yucrora: = 97 % 3a cymara OT M30MepuTe Ha
E-¢uromeHammona, Ha E-enokcndmroMeHammona u Ha
Z-$uromeHamoHa

Kpurepun 3a uncrora:

— > 75 % E-¢uroMeHammon;

— < 4 % E-enokcuuTOMEHaIMOH

TomyueH upe3 XMMUYEH CUHTE3

Meron 3a aHanus3 ()

3a ompenensHe Ha $UTOMEHAIMOHA BbB pypaxHaTa
o6aBKka: —BucokoedekTiBHA TeuHa XpomaTorpadus
— Esponeitcka dpapmakonest (8.0, 01/2014:1036).
3a ompenersHeTo Ha pUTOMEHAIMOHA B IPENapaTa oT
[100ABKY 1 B [IOITBIIBALLMTE QyPAKML:
—BuicokoedekTiBHA TeuHa XpoMaTorpaus ¢
dryopecuentHa nerekiys (HPLC-FLD).

TpsibBa 14 YCTAHOBAT OIEPATUBHY
TIPOLIEYPYU U 1A IPENBUIIAT NOIXOS-
I/ OPraHM3alMOHHM MEPKM 3a I0-
n3Batenure Ha 100ABKATa U [IPEMMUK-
cuTe C OINel Ha MOTeHUMaNHuTe
PUCKOBE OT BVIIBaHe, Apa3HeHe Ha
KOXaTa 1 O4MTe M KOKHA CCHCUOMII-
3aUMst B Pe3yNTaT Ha ynotpebata M.
Korato prickoBere He MOrar fia 6baar
OTCTPaHEHM WMIM CBENEHU 0 MUHU-
MYM upe3 CIOMEHaTyTe POLENypY 1
MepKi, J00aBKaTa M IPEMUKCUTE CE
M3IOMI3BAT C MOIXOMALIN JIMYHM TIPef-
TNa3Hy CPEACTBA, BKIIOYUTEIIHO Cpell-
CTBA 34 3aILMTa HA KOXATa, OUNTE I 32
[IMXaTelHa 3aIlMTa.

() TonpoGHa nedoOpMaLMs 3a METOMTE 3a aHATM3 MOXKe J1a Gblle HaMepeHa Ha MHTEpHET ajpeca Ha pedepentHara naboparopust: https:/[ec.curopa.eu/jrc/en/eurl/feed-additives/evaluation-reports
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PEITIAMEHT 3A U3ITBJTHEHUE (EC) 2021/1410 HA KOMUCUATA
ot 27 asryct 2021 roguna

3a pa3pelaBaHe Ha ynorpebara Ha npenapar ot Bacillus licheniformis DSM 28710 karo ¢pypaxna mo6aBka

32 KOKOIUKM HOCAYKM, TOMAIIHM NTHIM C MO-MAJIKO CTONAHCKO 3HAYeHMe, OTIVIEKTAHM 33 HOCAYKH,

BUIOBE [OMAIIHM NTHOM 33 PasiUIOn M [EKOPATMBHM NTHULIM (NPUTEXATell Ha paspelieHNEeTo
Huvepharma NV)

(Texcr or 3Hauenue 3a EUII)

EBPOIIEICKATA KOMUCHS],
Karo B3e npenpuy [loropopa 3a PyHKIMOHMpaHeto Ha EBporeiickust cbio3,

Kkaro B3e npensun Permament (EO) Ne 1831/2003 na Espomerickust mapiament u Ha CobBera or 22 cemremspy 2003 . OTHOCHO
00aBKM 3a M3IION3BAHE NPV XPAHEHETO Ha KuBOTHUTE ('), M MO-CrienyanHo uneH 9, naparpad 2 or Hero,

KaTo uma Inpenasum, ve:

(1) B Permament (EO) Ne 1831/2003 ce mpemsmxna paspemmrtenieH pekuM 3a mo0aBkuTe, MpemBMueHN 3a yrorpeba mpu
XPaHEHETO Ha XMBOTHUTE, U Ce IOCOUBAT OCHOBAHMATA U IIPOLIENYPUTE 3a IPENOCTaBAHETO Ha TAKOBA pa3pelleHHe.

(2)  Tlomamewo 6e 3asiBneHue B cboTBETCTBHE C WieH / 0T Permament (EO) Ne 1831/2003 3a paspermasane Ha npenapar ot Bacillus
licheniformis DSM 28710. TlocoueHoTo 3asiBlieHye O MPUIPYKEHO OT NAHHWTE M [OKYMEHTHUTE, M3MCKBAHM CHINIACHO
unieH 7, naparpad 3 or Pernament (EO) Ne 1831/2003.

(3)  3asBrenuero Kacae paspeieHyero Ha npemnapara ot Bacillus licheniformis DSM 28710 kato gypaxHa 106aBKa 33 KOKOUIKH
HOCAUKM, JIOMALIHM [ITULY C [TO-MAJIKO CTONAHCKO 3HaUeHNe, OTITIEXKIAHN 3a HOCAYKM, BUOBE TOMALIHM [ITYLY 32 PA3IUION 1
[IeKOPATMBH NITULH, KOSATO 2 Oblle KacuQuuMpaHa B KAaTETOPHSITA ,300TEXHUYECKN TOOABKN".

(4) B cranosmmero cu ot 28 syapu 2021 r. (*) EBponeitckusr opraH 3a Ge3onacsoct Ha xpanute (,OpraHbr®) 3aKmoun, ue npu
TpeIoKeHNTe yCIoBus Ha ynorpeba npemaparst ot Bacillus licheniformis DSM 28710 He ce oTpassisa HeOnaronpustHo
BBPXY 3[PABETO Ha XMBOTHMUTE M OE30I1aCHOCTTa Ha MOTpeOMTENUTE, HUTO BHPXY OKONHaTa cpema. OpraHbT CTUTHA U 1O
3aKITIOYEHMETO, e TPY JIMICATA Ha aHHM He MOTAT Ja ce HAMpaBsT 3aKIOYeHMs] OTHOCHO MOTEHIMaNa Ha o0aBKara mia
[IPa3Hy KOXKATa/OuNTe WM [ IPEAM3BUKBA KOXKHA CCHCUOMIM3ALMS, HO Ue TSI CE CUMTA 32 PeCIMPaTOpeH CeHCUOWIN3ATOP.
TMopamn ToBa Kommcmsita cmsita, de cremsa ma ObHaT B3eTH CHOTBETHMTE MPEANA3HM MEPKM, 3a A Ce MPEmOTBPATH
HeOIAroMpysITHO BB3NEIICTBUE BHPXY 3IPABETO HA UYOBEKA, MO-CIELMATIHO IO OTHOIICHME HA IONI3BATeNMTe Ha H0OABKATa.
OpraHbT ChIIO TaKa CTUTHA [0 3aKIIIOYeHneto, ve mpenaparst or Bacillus licheniformis DSM 28710 Moxe ma Gbue
eMKaceH KaTo 300TeXHMUECKA H00aBKa BbB ypaxure. OpraHbT He CMSTA, Ye ca HeOOXOMMMI CIELVATHI M3UCKBAHMS 3a
MOHMTOPHMHT CIIe[l IIyCKaHeTO Ha mnasapa. Toil ChIIO Taka IPOBEpH NOKIAA OTHOCHO METONMTE 3a aHaNu3 Ha QypaxHara
mobaBKka BB pypaxkurte, IpefcTaBeH o pedepeHTHaTa naboparopus, onpenenera ¢ Permament (EO) Ne 1831/2003.

(5)  Tlpu ouenkara Ha mpenapata ot Bacillus licheniformis DSM 28710 Gee ycraHOBEHO, 4e NPENBUIEHUTE B WIEH 5 OT
Pernament (EO) Ne 1831/2003 ycrnosust 32 u3maBase Ha paspelueHue ca u3mbisern. [lopamy ToBa yrorpe6ara Ha poyKTa
creBa [1a Gblie paspeleHa ChIIACHO MPENBIIEHOTO B IPIIOKEHUETO KbM HACTOSILVS PEITIaMEHT.

(6)  Mepkute, TpenBUIEHM B HACTOAIIMS PEINIAMEHT, ca B CBOTBETCTBME ChC CTAHOBMIIETO Ha ITOCTOSHHMS KOMMTET IO
PaCTeHMsTa, KMBOTHUTE, XPaHUTE ¥ PypaxKuTe,

[TPUE HACTOSALLMS PEITIAMEHT:

Ynen 1

Pazpemasa ce ynorpe0ata Ha [OCOYEHMS B MPUIOKEHMETO MPENapar, MPUHAIEXKAIL KbM KaTeropysita ToOaBKN ,300TeXHUUECKN
mo6aBku” 11 KbM (YHKLMOHAIHATA IPyNa ,,CTabMIIM3aTOpU Ha upeBHaTa iopa“, Kato [OOABKA [IPY XPAHEHETO Ha KMBOTHUTE TPY
Cla3paHe Ha yCTaHOBEHUTE B CHILOTO NPWUIIOXKEHNE YCIIOBUSL.

() OBL 268,18.10.2003 r., ctp. 29.
(*) bronerun Ha EOBX, 2021 r. (EFSA Journal 2021); 19(3):6449.
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Ynen 2

Hacrosiumsr pernmaMenT BiM3a B CMJIa Ha IBaI€CETMA NEH CIIEN IEHA Ha Hy6HI/IKyBaH6T0 My B O(})uu,ua/ten B8CCMHUR HA Esponeﬁaeug
Co103.

Hacrosimmsr pernmaMenT € 3aIbIIKUTENIEH B CBOATA LAJIOCT M CE Ipuiiara IMpAKO BbB BCUYKU TbpKaBy
YJICHKI.

CncraBeHo B bprokcen Ha 27 asryct 2021 ronmHa.

3a Komucuama
Ipedcedamen
Ursula VON DER LEYEN



ITPUTTO2KEHUE

Munu- Makcn-
MaJIHO MaJIHO
Vnentndu- | HammeHosaHue By wm Makcy- | CPIBPKAH- | CHIbPXAH- Cpok Ha
KAlMOHeH | Ha NpUTeXaTens Gapka CbcraB, XuMUYHA (GOPMYIIa, OMMCAHME, METOL 32 KaTeronus Ha vanna e e Mpyru pasnioper6in BIUIHOCT Ha
HOMEp Ha Ha J:[O aHanm3 P pyr p pen H
nobammima | paspemenmiero KUBOTHHUTE BB3pacT CFU/kg msotetten paspeleHneTo
dypax cbc ChIbpKaHME
Ha prara 12 %
Kareropus: ,,300texumnuecku no6askn.” Qynkumonanna rpyna: ,,crabunmuzaropu Ha upesHara ¢priopa“.
4b1828 |Huvepharma |Bacillus CbcTaB Ha moGaBKaTa Koxouku - 1,6 x 10° - 1. B ymbrearero 3a ynorpeba Ha mo-| 19.9.2031r.
NV licheniformis | Ipenapat or Bacillus licheniformis DSM HOCAuKM 0GaBKaTa I [IPEMMKCITE CE IOCOYBAT
DSM 28710 |28710 yCIIOBMATA HA CbXpaHEHUe U
C MMHIMAJIHO ChIbpKaHMue: Bumose YCTOMUMBOCTTA IIpY  TOIUIMHHA
3,2 x 10 CFU[g nobaska [loMarIHu 06paboTka.
[TULIN € 110~ Moxxe fa ce M3MOI3Ba BBB (ypaxi,
B tBBp1IO ChCTOAHME CBIIbPKALIM CIIEIHNUTE Pa3peleHN
XapaKTepUCTUKa Ha AKTUBHOTO MaJIKO 3 ynotpeba KOKINIMOCTATHILL:
. IMKITa3ypuil U Ja3aolun A Ha-
BeIeCTBO: CTONAHCKO .
Kusnecriocobun ciopu Ha Bacillus 3HaueHue, I)pl/m.
licheniformis DSM 28710 OTIMEKIAHN 32 nepaTopuTe B CEKT0PA Ha Gypa-
HOCAUKIL KuTe TPsOBA IIa YCTAHOBST OIepa-
TVBHU IIPOLIETYPU ¥ [1a IPEIBUILAT
Meron 3a aHamu3 (') Bumose TIOMIXOISILIN OpraHM3alOHHM
3a npebposisarero Ha Bacillus licheniformis | roMamsm MEPKM 3a TOM3BaTeNuTe Ha 106aB-
DSM 28710 B moGaBkata, MpeMUKCUTE U ITULY 32 KaTa M NPEMMKCHUTE, C LEI fa ce
q)ypa)K]/jTe; pa3nn0]1, C HpCHOTBpaTHT OIIACHOCTUTE OT
— Meron upes pascrunane EN 15784 UBKITIOUEHNE BIMUIBAHE ¥ KOHTAaKT C KOXara
Ha MyJKK umn oumte. Korato omacHocTTTa
3a wnenTudukanmsra Ha Bacillus TleKOpaTHBHI OT eKCIIO3MIMS Upe3 BIMIIBAHE 1
licheniformis DSM 28710: ITULM KOHTAaKT C KOXaTa MJIM OUUTE He

— Ilyrcosa ren enexkrpodopesa (PFGE)

MOTaT 1a OBIAT OTCTpaHEHU WM
CBEfIeHM 10 MMHVMMYM Ype3 CrioMe-
HaTUTe NPOUENYPU W MEPKM, NO-
0GaBKaTa 1 MPEMUKCHUTE CE U3IIOT3-
BaT C  NOOXOUAIM  JIMYHM
TIPEAMa3HM CPENCTBA, BKITIOUMTEN-
HO CPEJICTBA 3a 3alI1Ta Ha KOXaTa,
OUMTE VI 3a MXaTeNIHA 3aIMTa.

() TMompoGHa mHpopMALIS 32 METONMTE 32 aHAIN3 MOXe a Gble HaMepeHa Ha MHTepHeT ajpeca Ha pedepenTHata maboparopust: https:|[ec.europa.eufjrc/en/eurl/feed-additives/evaluation-reports
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PEITIAMEHT 3A U3ITBJTHEHUE (EC) 2021/1411 HA KOMUCUATA
ot 27 asryct 2021 roguna

3a OIHOBsIBaHe Ha pa3pemenuero 3a ynorpe6a na Clostridium butyricum FERM BP-2789 kato ¢pypaxHa
mo0aBKa 3a MWIIETa, OTIVIEKTAHM 33 KOKOIUKM HOCAQYKM, MYVIKM 32 YTOsiBaHe, NyHKM, OTITIEKNAHM 32
Pa3IuIof, NTHYM BUAOBE C MO-MAJIKO CTOMAHCKO 3HaueHue (C M3KITIOUeHMe Ha MTULM HOCAUKM), OTOMTH
npaceHIa ¥ OTOMTU BUIOBe CBIHE C MO-MAJIKO CTOMAHCKO 3HaUeHue, 32 pa3pelliaBaHe Ha U3MOJI3BAHETO Ha
Ta3u J06aBKa 3a NMIITETa 33 YTOsiBaHe, MPACEHI[A CYKATUETa M CyKaJlueTa OT BUIOBeTe CBMHE C MO-MAJIKO
CTONAHCKO 3HAUeHVe U 32 OTMHA Ha peramMenTy 3a usmbinenme (EC) Ne 373/2011, (EC) Ne 374/2013 n
(EC) Ne 1108/2014 (npurexaren Ha paspemennero Miyarisan Pharmaceutical Co. Ltd, npencraensasan
or Huvepharma NV Belgium)

(Tekct ot 3Hauenue 3a EUII)

EBPOITEMICKATA KOMUCH,
Karo B3e npensuy [loroBopa 3a PyHKuMOHMpaHeto Ha EBpomeiickust cbio3,

xaro B3e npempua Permament (EO) Ne 1831/2003 Ha Espomeitckust mapnament u Ha Cbeera ot 22 centemspu 2003 r. OTHOCHO
[00aBKY 33 M3ION3BAHe TPV XPaHEHeTO Ha XKuBOTHUTE ('), U MO-CIelMaHo wiieH 9, maparpad 2 ot Hero,

KaTo MMa NpelnBui, yve:

(1) B Permamenr (EO) Ne 1831/2003 ce mpemsmxna paspelutenieH pekuM 3a no0aBkuTte, NMpemBMueHn 3a yrorpeba mpu
XpaHEHEeTO Ha KMBOTHWUTE, J1 Ce II0COYBAT OCHOBAHMSTA M NPOLEAYPUTE 3a MPEIOCTABSIHETO ¥ IOIHOBSBAHETO HA TAKOBA
paspelueHue.

(2)  Tpenaparsr ot Clostridium butyricum FERM BP-2789 Ge paspeueH 3a cpok or 10 romuuy Kato ¢ypaxHa 106aBKa 3a ITium
BIJIOBE C T0-MAJIKO CTOMAHCKO 3HAUeHMe, C M3KITFOUeHYe Ha TITULI HOCAUKH, OTOMTM MpaceHua M BUIOBE CBUHE C [O-MAIKO
CTONAHCKO 3HaueHye (o1outy) ¢ Permament 3a mambiaHenye (EC) Ne 3732011 xa Komucusra (), 3a munera, OTIIEXIaHN 3a
KOKOLIKY HOcauky, ¢ Permament 3a y3menHenve (EC) Ne 374/2013 na Komucnsra (°), u 3a myiiku 3a yrossaxe u myiiku,
OTITIEXIAHM 3a PasIiof, ¢ Pernament 3a uambiuene (EC) Ne 1108/2014 Ha Komucnsra (¥).

(3) B cvotBerctBue ¢ uneH 14, maparpag 1 ot Pernament (EO) Ne 1831/2003 BbB Bpb3Ka € WieH / OT ChIIMS PerNaMeHT
IPUTEXATENAT Ha pa3pellieHMeTo IOfafe 3asBueHMe 3a paspemasane Ha npemapara ot Clostridium butyricum FERM
BP-2789 kato ¢ypaxHa mobaBka 3a MOJHOBSBAHE HA Pa3pelICHNETO 3a MUIIETa, OTITIEXKIAHN 33 KOKOLIKM HOCAUKM, MyVKNM
3a yrosipaHe, MyJiiKy, OTINIEXNAHM 33 Pa3MIION, NTMUM BUAOBE C MO-MAJIKO CTOMAHCKO 3HAaueHue (C M3KIIIOYeHMe Ha MTUIM
HOCAUKM), OTOUTH IIpaceHIa 1 OTOMTH BUIOBE CBMHE C I0-MAJIKO CTONAHCKO 3HAa4YeHNe, KaKTO 11 33 HOBO pa3pelieHie 3a
VM3MON3BaHe Ha NOOABKATA 3a NWIETA 3a YrOsBaHe, NMPAaceHla CyKamyeTa M CyKaimuera OT BUIOBETE CBMHE C INO-MalKO
CTONAHCKO 3HAYEHME ¢ MCKaHe H00ABKaTa [a ce Kiacuduumpa B KaTeropysra ,300TexHudecky moOasku‘. ITocoueHoro
3asiBrieHye Ge MPUIPYREHO OT JAHHUTE M JOKYMEHTHUTe, M3UCKBAHY ChIJIACHO ileH 7, maparpad 3 u wieH 14, naparpad 2 or
CBIUMSA PEINIaMEHT.

(4)  Espomeitckusit opraH 3a GesomacHocT Ha xpanute (,OpraHsr®) 3akimroun B cTaHOBuiIeTo cu ot 27 sayapu 2021 r. (%), ue
3asIBUTENAT € MPENOCTABIIT IOKA3ATENICTBA, Ye N00ABKATa CHOTBETCTBA HA YCIOBMSITA 3a paspelnaBane. OpraHsT ChLIO TaKa
CTUrHA 10 3aKimodeHeto, ve npemaparst ot Clostridium butyricum FERM BP-2789 He ce oTpassiBa HeOJIaronpysTHO BHPXY
3IpAaBETO Ha KMBOTHMUTE M OE30MACHOCTTA HA MOTpebOMTENNTE, HUTO BHPXY OKONHATa cpema. Toil ChIIO Taka 3aKITIOUM, Ue
TIpENapaThT He € JPa3HUTeN Ha KOXKAaTa M OUMTE U 4e He MOXe JId Ce VM3KIIOUM CeHCMOMIM3AUMS IO PECIMpaTopeH IIbT.

() OBL268,18.10.2003 r., cTp. 29.

() Pernament 3a mampnuenne (EC) Ne 373/2011 ma Kommcnsita or 15 anmpun 2011 1. oTHOCHO paspermirensoro 3a mpenapat ot Clostridium
butyricum FERM-BP 2789 kato ¢ypaxHa mobaska 3a BIOPOCTELICHHY BULOBE IITHL, ¢ M3KIIOUEHNE HA TN HOCAUKI, OTOMTH IPACEHIIA 1
BTOPOCTENIEHHM BUIOBE KMBOTHM OT pofa Ha CBMHeTe (OTOMTH) M 32 u3MeHeHme Ha Permament (EO) Ne 903/2009 (npurexaren Ha
paspewennero — Miyarisan Pharmaceutical Co. Ltd, npencrasnssas or Huvepharma NV Belgium) (OB L 102, 16.4.2011 r., crp. 10).

() Permamenr 3a m3mbiHenne (EC) Ne 374/2013 na Kommcnsira or 23 ampun 2013 r. 3a paspeasare Ha ynorpebara Ha nperapat ot Clostridium
butyricum (FERM BP-2789) karo ¢ypaxkHa mobaBka 3a IieTa, OTIIEXKIAHM 33 KOKOLIKM HOCAUKM (PUTEXATEN HAa PA3pELICHUETO —
Miyarisan Pharmaceutical Co. Ltd, npencrasnssan or Huvepharma NV Belgium) (OB L 112, 24.4.2013 ., c1p. 13).

(*) Permamenr 3a mambnerne (EC) Ne 1108/2014 Ha Komucusta or 20 okromspu 2014 r. 3a paspewaBane Ha ynmorpebara Ha mpenapar ot
Clostridium butyricum (FERM BP-2789) kato ¢ypaxkua mobaska 3a IyiKi 3a yrosiBaHe M IyifKu, OTITEXIAHN 33 PasUIOf (IpuTexXaTen Ha
paspemeryero — Miyarisan Pharmaceutical Co. Ltd, npencrasnssan or Huvepharma NV Belgium) (OB L 301, 21.10.2014 1., ctp. 16).

() bronerun Ha EOBX, 2021 r. (EFSA Journal 2021); 19(3):6450.
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TMopamn ToBa Kommcmsita cmsita, de crefBa ma ObHaT B3eTH CHOTBETHMTE MPEANA3HM MEpPKM, 3a A Ce MPENOTBPAaTH
HeOIIArOMpysITHO BB3NEICTBUE BHPXY 3IPABETO HA UYOBEKA, MO-CIELMATIHO IO OTHOLICHME HA IONI3BATeNMTE Ha 10OABKATa.
OprassT ChIIO TAKa 3aKmoun, uye HobaBkata Moxe ma Gboe eduKacHa Ipu MUIeTa 3a yrosiBaHe, MPAaceHua CyKamuera u
CyKaJTyeTa OT BUIIOBETe CBIMHE C N0-MaJIKO CTONIAHCKO 3HAYeHIE.

(5)  Tlpm ouenkara Ha npenapara ot Clostridium butyricum FERM BP-2789 6elte ycraHOBEHO, Ye NPENBULEHNUTE B YieH 5 OT
Pernamert (EO) Ne 1831/2003 ycnosust 3a m3maBaHe Ha paspelicHMe ca M3mbiHeHM. [lopamym TOBa paspelleHMeTo 3a
ynorpeba Ha nocodeHara obaBka ciefBa 1a Oble MOTHOBEHO CHINIACHO MPEIBYNEHOTO B MPWIOKEHNETO KbM HACTOSIINS
peryiamMeHT.

(6)  C ormen Ha MOOHOBSIBAHETO HA paspelieHMeTo 3a ynorpeba Ha npemapara ot Clostridium butyricum FERM BP-2789 xaro
dypaxHa nob6aBKa IIpu yCIOBUATA, ONPETENeHN B PUITOKEHUETO KbM HACTOSIMS PErIAMEHT, PeIlaMeHTH 3 M3IThIIHEHNe
(EC) Ne 373/2011, (EC) Ne 374/2013 u (EC) Ne 11082014 crierma ma 6bat OTMEHeHI.

(7)  Mepkute, TpenBUIEHM B HACTOAIMS PEITIAMEHT, Ca B CHOTBETCTBME ChC CTAHOBMIIETO Ha IlOCTOSHHMS KOMMTET IO
PaCTeHMsTa, KMBOTHUTE, XPAHUTE ¥ PypaxKuTe,

[TPUE HACTOSLLMS PEITIAMEHT:

Ynen 1

TMonHoBsIBA ce paspelueHnueTo 3a yrnorpeba Ha MOCOYEHUs B IPUIIOKEHMETO IIPeNapar, KOWTO NPUHAANEXM KbM KaTeropusrta
,300TEXHMUECKY [OOABKM® M KbM QYHKIMOHATHATA Ipyma ,CTabMM3aTopy Ha ypeBHaTa Qnopa“ 3a mwlera, OTINEKIAHM 3a
KOKOLIKYM HOCAYKM, IYVKM 32 YrosiBaHe, IyFKM, OTIIEXKIAHM 33 PA3IUIOf, IITMYM BUNOBE C IO-MAIKO CTOINAHCKO 3HaueHMe (C
VM3KITIOUeHVe Ha [ITULM HOCAYKM), OTOMTY MPACeHLd M OTOUTH BMIOBE CBUHE C I0-MAJIKO CTONAHCKO 3HAueHMme, M ce MPENoCTaBst
paspeliieHye 3a ChllaTa Kateropust M QYHKLMOHANIHA TPyNa 33 MUJIeTa 3a yTosBaHe, MPACeHIA CYKAIYETa M CyKaueTa OT BUIOBETe
CBUHE C TI0-MaJIKO CTOIIAHCKO 3HaYeHMe, [P CIa3BakHe Ha YCIOBMSTA, ONPeNIeNieHN B IIPUIIOXKEHUETO.

Ynen 2

Pernamenty 3a u3mbiHenne (EC) Ne 373/2011, (EC) Ne 3742013 u (EC) Ne 1108/2014 ce ot™eHsT.

UYnen 3

HacrosiuysT pernaMeHt Biy3a B CHITa Ha [IBaeceTytsi AeH CIiel eHs Ha myOmukysaHeto My B O¢uyuanen secmuur na Eeponeticrus
Co103.

Hacrosimmsar PEITaMenT € 3aIbJIZKUTEIIEH B CBOATA LSJIOCT M CE Mpuiiara MpAKO BbB BCMYKM IbpKaBy
UYJIEHKHN.

Cncraeno B bprokcen Ha 27 asryct 2021 ronmna.

3a Komucuama
Tpedcedamen
Ursula VON DER LEYEN



ITPUTTO2KEHUE

Vnentu- Munumanno | MakcumanHo Cpox Ha
¢ukaumo- | HammeHoBanme Ha Bup wnun Maxkcy- | CPRBPXKaHME | CHIbpXKaHue BaIMTHOCT
HEH HOMep | IpuTexarelns Ha HoGaBka Crcras, xummtna Gopuyna, omicanne, KaTeropus Ha MajHa k HOpyru pasnopenou Ha

Ha pa3peieHneTo METON 32 aHaMM3 KMUBOTHUTE Bb3pacT CFU/ 8 BIHOUEHEH (l)ypa)l( pas-
ChC CHIbPXKAHME HA BIIara
JIO6EIBKEIT3 12 % peuienneTro
Kareropus: ,,300texunuecku no6asku.” Qynkumonanna rpyna: ,,craGunmusaropu Ha upesHara pnopa“
4b1830 |Miyarisan Clostridium Coecmae Ha dobasrama IMurnera 3a - 2,5 %108 - B ymrsrBanero 3a ynotpebavamo- | 19.9.-
Pharmaceutical | butyricum yrosiBaHe 0aBkara ¥t pemMukca ce ocousar | 2031 r.
Co. Ltd, FERM Mpenapar ot Clostridium butyricum YCIOBMATA HA CbXpaHEHMe |
npeynicTapisBan ot | BP-2789 FERM BP-2789, chibpxau munuMym 5 | Ilwtera, YCTOIYMBOCTTA IIPY  TOILTMHHA
Huvepharma NV x 10® CFU/[g mo6aska. OTINIEXIAHN 32 obpabotka,
Belgium KOKOUIKM HOCauK! Mozxe f1a ce ynorpebsisa BB (y-
L [Tyt BHoBe ¢ Paxu, ChIbPKAILN pa3peleHy-
Xaparmepucmura Ha aRMUSHOMO no_ManKOH Te sa ynotpe6a KOKIpmocTa-
seuecmeo CTOMAHCKO TULA: TIeKOXMHaT,
IVKI1a3y pyl, Na3aomms, Majy-
Kuznecnoco6uu cniopu Ha Clostridium 3HaeRue (¢ pAMMUVH aMOHMIT, HApa3uH,
butyricum FERM BP-2789. VISKIIIOHCHNC Ha Hapa3uH/HMKapOa3uH, MOHEH-
IITULM HOCRUKY) 3UH HATPUii, POOCHNIIH, Cany-
Memod 3a ananus 1 (') ATOMI , ;
Mpacerua i HOMULMH HATpHit U cemypa
[peGposiBare: METO Ha pasnsTara cpena, | IPaceHIa ot gﬁm;ga;};?;cemo a Ha dy-
OCHOBaH Ha craHgapt ISO 15213. BUIIOBETE CBUHE C pa}KIIjITe I;pﬂ6Ba T prTaHOBS}l, T
T0-MaJIKo
VimeHT¢UKALMSL: METOJ Ha IyJICOBATA | CTONAHCKO OTICPATUBHIL TIPOLICIypIt ¥ J1a
rert enexrpogopesa (PFGE). 3HaueHue TIPEMBIIAT  OPTaHU3ALIIOHHN
MEpKM 3a MOJI3BaTeNINTe Ha J0-
[lyiikn 3a - 1,25 x 10° - 0aBKaTa i IPEMUKCHUTE C OITIEN
yrosiBaHe Ha TOTEHLMATIHUTE PUCKOBE B
pesynrar Ha ynorpebata M.
[yiiku, Korato puckoBeTe He MOrar fia
OTITIEKNIAHN 32 ObIAT OTCTPAHEHM MIT CBETIEHN
pasion [10 MUHMMYM Ype3 CIIOMEHaTUTe
TIOLIEIy PV 1 MePKH, T0OaBKaTa
U MpeMMKCUTE Ce U3MOM3BAT C
JIMYHYM TIPEANa3HM  CPEMCTBa,
BKITIOUMTETTHO CPENICTBA 3a 3a-
IIMTa Ha KOXKaTa ¥ NpeNa3Ha
[IMXaTelHa MacKa.

() TonmpoOHa nudOpMaLMs 3a METOIMTE 33 aHAIM3 MO3Ke J1a Gblle HAMepeHa Ha MHTEpHET ajpeca Ha pedepentHara aboparopust: https:/[ec.curopa.eu/jrc/en/eurl/feed-additives/evaluation-reports
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L 304/14 Oduumanen BecTHUK Ha EBporiefickus cpro3 30.8.2021 r.

PE[TIAMEHT 3A U3ITBJTHEHUE (EC) 2021/1412 HA KOMUCUATA
ot 27 asryct 2021 roguna

3a pa3peinapaHe Ha ynorpe0ara Ha xeme3eH(III) uurpar (xenar) kato ¢ypaxHa mo0aBKa 3a mpaceHua u
BUJIOBE CBIHE C N0-MAIKO CTONAHCKO 3HaueHue (mpuTexkaTen Ha papeuenuero: Akeso Biomedical, Inc.
USA, npencragnsisano B Cbro3a ot Pen & Tec Consulting SLU)

(Tekcr ot 3Hauenue 3a EUII)

EBPOIIEVICKATA KOMUCHS,
KaTo B3e mpensuy [10rosopa 3a $yHKIMOHMpPaHeTo Ha EBpomnerickitst Chio3,

xaro B3e npensun Pernament (EO) Ne 1831/2003 Ha Esporneiickust napnament u Ha Cogera ot 22 cenremspu 2003 1. OTHOCHO
00aBKY 32 M3IIOJI3BAHE NPV XPAHEHETO Ha XKMBOTHUTE (1), M MO-CrenyasHo uneH 9, naparpad 2 or Hero,

KaTo MMa Ipensum, 4e:

(1) B Permament (EO) Ne 1831/2003 ce mpemsmxna paspemmtenieH pekuM 3a no0aBkuTe, MpemBMueHM 3a yrorpeba mpu
XPaHEHETO Ha XMBOTHUTE, U Ce IOCOUBAT OCHOBAHMATA U IIPOLIENYPUTE 3a IPENOCTaBAHETO Ha TAKOBA pa3pelleHMe.

(2) B cvorsercreue ¢ unen 7 or Pernament (EO) Ne 1831/2003 Ge nomaneHo 3asiBiieHMe 3a M3[dBaHE Ha paspelleHue 3a
depuuyrpar. IlocoueHoTO 3asBreHMe G NPUIPYRKEHO OT JAHHNUTE M JOKYMEHTHUTE, U3MCKBAHY CHITIACHO WiieH 7, maparpad 3
ot Pernament (EO) Ne 1831/2003.

(3)  3asBreHMETO Ce OTHACS O Pa3pelieHNeTo 3a PepUUUTPaT KaTo PypaxHa [oOABKA 3a MPACEHIA Y BUIOBE CBYUHE C [IO-MAJIKO
CTOIIAHCKO 3HauyeHMe (CyKamuera ¥ OTOMTH), KOSITO CliedBa Oa Oble KiIacUMUMpPaHa B KaTeropusra ,300TeXHIYECKN
106aBKM“ ¥ PYHKIMOHAIHATA TPyIIa ,APYTH 300TeXHNUECKI T0OABKM".

(4) B cranosumara cu or 12 Hoemspu 2019 r. () u 27 suyapu 2021 r. (*) EBponeiickust opras 3a 6e30macHOCT Ha XpaHuTe
(,Opransr®) 3aKymioun, Ye Ipy MPeUIOKEHNUTe YCIOBHS Ha yrnoTpeOa GpepuLMTPaThT He ce OTpassia HeONaronpusTHO BbPXY
3UpABETO HA KMBOTHMTE M OE30MACHOCTTa Ha MOTpebuTenuTe, HUTO BBHPXY OKONHATa cpema. OpraHbT CTMrHA 1O
3aKITIOYEHMETO, Ye 100aBKaTa CiefBa 1a Ce Pa3rmexkia KaTo PecMpaTopeH M KOXEH CeHCMOMIM3ATOp U 3a MOTEHLMATIeH
[pa3HuTeN Ha Koxara i ounrte. [Topamy Tosa Komucusita cMsita, de criefsa 1a GbOAT B3eTV CbOTBETHUTE NMpEMIIa3HI MEPKI,
33 ma ce MNpEJOTBPaTH HeONArONpUSTHO BL3TEHCTBME BHPXY 3APABETO HA UOBEKA, MO-CHELMATHO MO OTHOLICHME Ha
non3gatenuTe Ha fo0aBkarta. OpraHsT CTMIHA [0 3aKITIOUEHMETO, ue ¢ypaxHata mobaBka Moxe [a MOHOOPU
300TeXHMYECKUTE [IAPAMETPY HA OTOMTHTE [PACeHLa I Ue TOBA 3aKITIOYEeHNMe MOXe [a Gblie PaslIMpeHo, TaKa ue [1a 00XBaHe
IpaceHIa CyKaera, 3a [eprona, Ipe3 KOITO ce 1aBaT TBHPHM (ypaxi, 1 [a Ce eKCTPAIIONMpa 3a BCHUKM BUIOBE CBUHE C
T0-MaJKO CTOMAHCKO 3HaueHye. OpraHbT He CMSTA, Ye ca HEOOXOMMMM CIELMATHM M3UCKBAHMSI 32 MOHMTOPMHI CIIEI
IycKaHeTO Ha nazapa. Toit ChIIO TaKa IPOBEpY HOKIIAa OTHOCHO METOd 33 aHAINM3 Ha (ypaxHara 100aBKa BbB Qypaxiure,
TIpENICTaBeH OT pedepeHTHATA Tabopatopus, onpenencHa ¢ Pernament (EO) Ne 1831/2003.

(5)  Tlpu omeHkara Ha depuumTpaTa Ce YCTAHOBHM, Ue Ca MBILIHEHNM YCIOBMSTA 32 PAa3pelICHNETO, MPEOBUICHM B WIEH 5 OT
Pernament (EO) Ne 1831/2003. opamu Toa ynoTpeOata Ha IOCOYEHOTO BEIECTBO CIIeBa a Obe paspelieHa.

(6)  3a ;ma ce mpuBee HAMMEHOBAHMETO HA TOBA BELIECTBO B CHOTBETCTBME C APYIM, Beue paspelleHM HOGABKM, ChIbpPKALIM
KeTA30, ,pepy-- CIenBa 1a ce 3aMeHM ChC CUHOHMMHMS TepMuH ,,kere3eH(I11).

(7)  Mepkute, NpemBUIEHM B HACTOSIIMS PEITIAMEHT, Ca B CBOTBETCTBME CbC CTAaHOBMIIETO Ha IlOCTOSIHHMA KOMMTET IO
PpacTeHusITa, KMBOTHUTE, XPAHUTE 1 PypaxKuTe,

() OBL 268,18.10.2003 ., ctp. 29.
(*) bronerun Ha EOBX, 2019 r. (EFSA Journal 2021); 17(11):5916.
(*) bronmerun Ha EOBX, 2021 r. (EFSA Journal 2021); 19(3):6455.



30.8.2021 r. Oduumanen BecTHUK Ha EBporiefickus cpro3 L 304/15

[TPYIE HACTOALLNA PEITIAMEHT:

Ynen 1
PaspemaBa ce yrorpebara Ha MOCOYECHOTO B MPWIOKEHMETO BEIIECTBO, KOETO MPUMHAMIEXM KbM KaTErOPUSTA ,300TCXHUYECKM

]106&BKI/I“ " KbM (l)yHKIII/IOHa]'[HaTa Ipyna ,,pyr 300TEXHUYECKN HO6aBKI/l“, KaTo ]106331(& IIpM XpaHCHETO Ha XKMBOTHUTE, IIpU
Cla3BaHe Ha yCIOBMATA, ONPENETIEHN B ChILIOTO NPUITOKEHNE.

Unen 2

HacrosiumsT pernameHt Bim3a B CHITa Ha [IBajleceTytst JeH CIiell JeHs Ha myOmukysaHeTo My B O¢uyuanen secmmuur va Eeponeticrus
CB103.

Hacrostmmsr PErnaMeHT € 3alIbIIZKUTEIICH B CBOATA LAJIOCT U C€ IIpuilara IpsKoO BbB BCUUKM TbpKaBu
YJICHKN.

Cncraeno B bprokcen Ha 27 asrycr 2021 ronmna.

3a Komucuama
IIpedcedamen
Ursula VON DER LEYEN



ITPUTTO2KEHUE

Munn- | Makcu-
MajiHo | ManHo
CBhObP- | CHIBPXK-
Hanmenosanue Mak-
Unentn (l)"_ KaHue aHue
Ha Bun vin cuMari- Cpok Ha
KallMOHEH C"bCTaB, XUMHNYHA (l)opmyna, onucaLue,
NpUTeRaTeINs Hobaska KaTeropus Ha Ha mg oT Hpyru pasnopenou BalIMIHOCT Ha
HOMEp Ha METO[I 3a aHAIIU3 OﬁaBKaTa/k
no6apkata Ha XKMBOTHMTE | Bb3pa- | [I g paspelieHuero
pa3penieHneTo CcT IIBJTHOLICHEH
dypax cvc
CbIbpXKaHME Ha
prara 12 %
Kareropus ,,300texHmnueckn no6asku*. Qynxumonanna rpyma: ,,xpyru 300texsmuecku no6asku* (monoGpsasane Ha mapaMeTpuTe Ha IECTBIE)
4d22 | Akeso Kenesen(lll) | Cberas Ha moGaBKata: ITpacenua u - 550 | 825 |1. [oGaskara ce Bnara BbB ¢ypaxa nog dopma-| 19.9.2031 .
Biomedical, | umrpar (xenar) | Keneser(IIl) uutpar (xenat) nom Gopmara | BUIOBE CBUHE C Ta Ha MPEMMKC.
Inc. USA, Ha Ipax ¢ 110-MaJiko
TIPeMICTaBIIs- MVHMMAJTHO ChIbp2KaHue Ha xers3o(11l) CTOIIAHCKO
BaHo B Cbro3a 15 %, 3HaueHue
ot Pen & Tec MAaKCHMAJTHO ChIbpXKaHMe Ha XKens3o 20 | (cykamuera u
1 0,
Consulting %, oT6uTH) Oreparoptre B cekTopa Ha pypaxure Tpsiosa
SLU MaKCMMAJIHO ChIIbpKaHKe Ha Huken 50

ppm,
5—10 % ouseTeH MapKep U
CbIbp2KaHVe Ha BIlara Hait-maoro 10 %.

XapaKkTepuCTUKa Ha aKTUBHOTO
BEIIECTBO:

Kenszna(Ill) con Ha
2-xuppokcunponas-1,2, 3-rpukap6oxcu-
JTHATa KVCeNyHa

Xumnuna popmyna: CsHsFeO,

CAS nomep: 3522-50-7.

Meron 3a aHanmm3 (')

3a KONMYeCTBEHOTO ONpefeNnsHe Ha

061IOTO ChIbPXKAHME Ha KENS30 BHB

dypaknara nobaska:

— aTOMHOEMMCHMOHHA CTEKTPOMETpUs C
UHOYKTUBHO CBbp3aHa muiasMa, ICP-
AES (EN 15510); nmn

[1a YCTAHOBSIT ONepaTMBHM NPOLENypy U f1a
TPeNBUIAT OpTaHM3ALMOHHN MEPKY 3a MO-
JI3BaTeNUTE Ha [OOABKATA 1 MPEMUKCUTE C
OIJIe[ Ha NIOTEHIMAIHNITE PUCKOBE IIPY BIIN-
IIBaHe, KOHTAaKT C KOXaTa WM C OYMTe,
TNO0-CTEeNManHo NMopany ChIbPXKAHMETO Ha
TeXKM MeTaIu, BKIIounTenHo Huken. Korato
pMCKOBETe He MoraT 1a ObIaT OTCTpaHeHM
VITIM CBETIEHN IO MUHMMYM 4pe3 CIOMeHaTuTe
pOLEMypy 1 MepKH, T06aBKaTa 1 MPeMIK-
CUTE ce M3MON3BAT C MONXOMSALM JIMYHN
TNpelNasHy CPENCTBa, BKIIOUMTENHO Cpell-
CTBA 3a 3alTa Ha KOXATa, OUMTe 1 3a [IMXa-
TeJIHA 3aIluTa.

3aIbIKUTENIHO 0003HAYABAHE BbPXY CTUKE-
Ta Ha 0OABKATa ¥ Ha [IPeMUKCa:

— CBIbPXAHMUE Ha XKeNA30
— CBIIbPXaHMeE Ha OLIBETEH MapKep
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— aTOMHOEMICHOHHA CIIEKTPOMETPUs C
VHOYKTUBHO CBbp3aHa Iuiasma, ICP-
AES ¢ pazmarane nop Hansrane (EN
15621);

— aromHa aGcopOLMOHHA CIIEKTPOMe-
Tpus, AAS (EN ISO 6869);

3a KOMMUECTBEHO ONpeNeNsiHe Ha LUTPaT

BbB ypaxHara [oOaBKa:

— JioHOOOMeHHa BIMCOKOC(EKTUBHA
Teyna xpomarorpadust (HPLC), kom-
Ounmpana ¢ ynrpasuoneroso (UV)
OTKPUBAHE;

3a ompenersHeTo Ha 106aBeHOTO

cbabpxKaHue Ha xeneseH(IIT) uurpar

(xenar) B IPeMMKCH, KOMOMHMPAHY

dypaku u gypaxuu cypoBuHm:

— 130posiBaHe Ha YacTHUMTE C LBETHO
MOKPUTME Ha OLBETEHMS Mapkep,
HAJIMYHU pU QUKCHPAHOTO CHOTHO-
IeHMe Ha Macata BbB (ypaxHata
mobaBka.

Ipu M3uMCIIsIBaHETO Ha OOIIOTO CHIbPXKa-
HME Ha XeNs30 B IBIHOLEHHMS ypax ce
B3eMa NIPENBUI KOJMUYECTBOTO XKEJA30, Chb-
ITbp3KAIIO ce B 0OaBKaTa.

(") TonpoGHa MHOpMALMS 3a METOIMTE 3a aHATIM3 MOXKe [1a Gblie HAMepeHa Ha MHTEPHET ajpeca Ha pedepenTHara nadoparopus:https://ec.europa.eufjrc/en/eurl/feed-additives/evaluation-reports
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https://ec.europa.eu/jrc/en/eurl/feed-additives/evaluation-reports

L 304/18 Oduumanen BecTHUK Ha EBporiefickus cpro3 30.8.2021 r.

PE[TIAMEHT 3A U3ITBJTHEHUE (EC) 2021/1413 HA KOMUCUATA
ot 27 asryct 2021 roguna

3a pa3peliaBaHe Ha ynotpe0ara Ha eHno-1,4-6era-kcunanasa, monydena ot Bacillus subtilis LMG-S 15136,
KaTo {QypaxkHa moGaBKa 3a KbpMemM CBMHe Malikm (nmpurexaren Ha paspemenuero Beldem,
nonpasgenenue Ha Puratos NV)

(Tekct ot 3Hauenue 3a EUII)

EBPOIIEVICKATA KOMUCHS,
Kato B3e mpensuy [1orosopa 3a $yHKIMOHMpPaHeTo Ha EBpomnerickitst chio3,

xaro B3e npempun Permament (EO) Ne 1831/2003 Ha Espomeitckust mapnament u Ha Coeera ot 22 cenremspu 2003 I. OTHOCHO
[00aBKY 32 M3IIOJI3BAHE NPV XPAHEHETO Ha XKuBoTHUTE (1), ¥ MO-ClelyasHo ueH 9, naparpad 2 or Hero,

KaTo MMa NpenBum, ue:

(1) B Permamenr (EO) Ne 1831/2003 ce mpemsmxna paspewurtenieH pekuM 3a 1o0aBKuTe, NMpemByueHn 3a yrorpeba mpu
XpaHEHeTO Ha KMBOTHUTE, I Ce TIOCOYBAT OCHOBAHMSATA 1 MPOLENyPUTE 3a IIPENOCTABSHETO Ha TAKOBA Pa3pelIeHMe.

(2) B cvorsercrBue ¢ wien 7 ot Permament (EO) Ne 1831/2003 Gewre nomaneHo 3asiBneHnue 3a pa3peliaBaHe Ha IPENapar ot
eHio-1,4-6era-kcnanasa, nonydesa ot Bacillus subtilis (LMG S-15136). IlocoueHoro 3asiBienye Ge IPUIPYKEHO OT
[IAHHWUTE ¥ JOKYMEHTHTE, M3MCKBAHN CbITIACHO WieH 7, maparpad 3 ot Permament (EO) Ne 1831/2003.

(3)  3asBieHMeTO Ce OTHACS [0 Pa3pelIaBaHETO Ha ynorpeOata Ha Ipemnapar ot eHpo-1,4-6era-kcuanasa (EC 3.2.1.8), nonyueHa
or Bacillus subtilis LMG-S 15136, kato ¢ypaxHa nobaBka 3a KbpMewyt CBUHE, KOSITO Ha Obue Kiacuduumpana B
KATEropysTa ,300TEXHMUECKM [00ABKM“ M BbB (YHKIUMOHANHATA IPyma ,IONOOPUTENM, yBENMUaBALM CMMIAEMOCTTA HA
XpaHarta“.

(4) B cBoure cranosuma ot 7 okroMepu 2019 1. (}) u 27 suyapu 2021 r. () EBponeiickusT opraH 3a 6e30IacHOCT Ha XpaHUTe
(LOpraHsT“) CTMrHa 1O 3aKIIOYCHMETO, Ye MPY NPEUIOKEHNTE YCIOBMS Ha ymorpeba mpemaparbT or eHmo-1,4-6era-
KcutaHasa, nonyueHa ot Bacillus subtilis LMG-S 15136, He oka3sBa HeONaronpysTHO Bb3HEHCTBYE BbPXY 3MPABETO HA
KIMBOTHNTE, 6e30MaCHOCTTa Ha MOTpeOMTENMTE 1M OKOJHATA cpena. OpraHbT CTUIHA [0 3aKITIOYEHNETO, Ue T00aBKaTa cresa
[1a Ce pasmexka KaTo PecrmpaTopeH CeHCUOMIM3aTop U MOTeHUMaNeH KoXeH ceHcnOmnmsarop. [opamy tosa Kommcusira
CMsITa, Ye CrIeaBa 1a OBIaT B3eTH ChOTBETHMTE MPENa3Hi MEPKH, 3a M1 Ce MPEIOTBPATH HEOMATONPYSTHO Bb3IEHCTBIE BHPXY
3IPaBeTO Ha YOBEKa, IO-CIELMAIIHO [0 OTHOLICHNE HA ION3BaTeNuTe Ha goOaBkata. OpraHbT CTUTHA O 3aKIIOYCHUETO, ye
mobaBkara Moxe f1a Oblie e¢MKacHa KaTo 300TeXHMUEeCKA TOOABKA Py CBUHE Maiiky IO BpeMe Ha MEpHOfa Ha NaKTaLys.
OprabT He CMATa, Ue ca HeOOXOMMMI CTIELMATTHN M3VMCKBAHWS 32 MOHUTOPHMHT CIIell ITyCKaHeTo Ha masapa. Toil ChIIo Taka
IpoBepy MOKITANa OTHOCHO METOfa 33 aHanmu3 Ha QypaxHata Ho0aBka BbB (ypaxuTe, NMPENCTaBeH OT pedepeHTHATa
nabopatopusi, onpenenexa ¢ Perament (EO) Ne 1831/2003.

(5)  Tlpu oueHkara Ha mpernapara ot eHmo-1,4-6eta-kcunanasa, nonyuena ot Bacillus subtilis LMG-S 15136, Gelwe ycTaHOBeHO,
ye mpemupeHnte B wied 5 ot Permament (EO) Ne 1831/2003 ycrosus 3a m3naBaHe Ha paspelieHye ca M3mbiHeHn. [lopamu
TOBa ymoTpeata Ha MOCOYEHUs Mpenapar ciieisa ga Oble paspellieHa ChIIACHO NMPENBUIEHOTO B IPUIOXKEHUETO KbM
HACTOALINS PEITIAMEHT.

(6)  Mepkute, TpenBUIEHM B HACTOALIMS PEITIAMEHT, Ca B CBOTBETCTBME ChC CTAHOBMIIETO Ha ITOCTOSHHMS KOMMTET IO
PaCTeHMsTa, KMBOTHUTE, XPAHUTE ¥ PypaxKuTe,

[TPUE HACTOSLLUMSA PETTIAMEHT:

Ynen 1

PazperaBa ce ynorpe6ata Ha IOCOUEHMSI B IPUITOKEHMETO TIPENapar, KOIMTO NPUHAIIIEXI KbM KaTeropus ,300TeXHNUECKM T00aBKM"
¥ KbM YHKIMOHAIIHA TPy ,IOIOOPUTEIIN, YBEIMUaBALM CMITIAEMOCTTa Ha XPaHaTa“, KaTo 100aBKa IIPU XPaHEHETO Ha KUBOTHAUTE,
TIpU CIa3BaHe Ha YCIIOBUATA, ONpPEHeNieHN B ChLIOTO HPUIIOKEHMe.

() OBL 268,18.10.2003 ., ctp. 29.
(*) bronerun Ha EOBX, 2019 r. (EFSA Journal 2021); 17(11):5892.
(*) bronmerun Ha EOBX, 2021 r. (EFSA Journal 2021); 19(3):6456.
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Ynen 2

Hacrosiumsr pernmaMenT BiM3a B CMJIa Ha IBaI€CETMA NEH CIIEN IEHA Ha Hy6HI/IKyBaH6T0 My B O(})uu,ua/ten B8CCMHUR HA Esponeﬁaeug
Co103.

Hacrosimmsr pernmaMenT € 3aIbIIKUTENIEH B CBOATA LAJIOCT M CE Ipuiiara IMpAKO BbB BCUYKU TbpKaBy
YJICHKI.

CncraBeHo B bprokcen Ha 27 asryct 2021 ronmHa.

3a Komucuama
Ipedcedamen
Ursula VON DER LEYEN
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" Haumenosa- Munumanso | Makcumanzo

MIEHTH- HMe Ha Bupg umm CbI'bpXaHue | CbIbpXKaHMe Cpox na

(l)MKaHMOH- Makcu- BaJIMTHOCT
npu- [lo6asKa CbcTaB, XuMi4Ha GOpMyIia, ONMCAHNMeE, METON 32 Kareropus ManHa [Ipyru pasnopenou Ha
eH ':;Mel’ TexaTensi Ha 0 i —— Ha m,znacr Ennauun aktuHoct kg pYTu pasnopes .

6 pas- KUBOTHUTE P IbIHOLEHeH $ypax CbC p
FlODABKATA | e inenmero ChIbpXaHue Ha Bnara 12 % peleHMeTo
Kareropus: ,,300texnmnuecku no6asku.” Qynkumonanna rpyna: ,,nogo6pureny, ysenuyasaim cMUIaeMOCTTa Ha XpaHaTa“.

4216061 |Beldem, Enno-1,4-6era- | Chcras Ha mobaBkara: Kspmenm - 101U - 1. B ymbrBanero 3a ymotpeba| 19.9.-
noppaspene- | kcunanasa (EC CBUHE Ha pgobaBkata u mpemukca | 2031r.
P ( Ipenapara or eHmo-1,4-6era-kemnanasza (EC 3.2.1.8), p
HMUE Ha 3.2.1.8) : ) ce I0COYBAT YCJIOBUATA Ha
nosyuena ot Bacillus subtilis LMG-S 15136, ¢ )
Puratos NV CbXpaHEHMe M YCTONYM-

MiuHMMasHa akTvHocT ot 400 U ()/g.
B TBBPHO U TEUHO CBCTOSIHIE.

XapakTepucTiKa Ha aKTUBHOTO BELECTBO:
Enmo-1,4-6era-kemanasa (EC 3.2.1.8), monyuena ot
Bacillus subtilis LMG-S 15136.

Meron 3a aHarm3 (%)
3a KOMMYECTBEHO ONpENIesIsiHe Ha aKTUBHOCTTA Ha
KCHMITaHa3a BbB pypaxHara oOaBKa:

— KOJIOpMMETPUYCH METON 32 M3MEpBaHe Ha Pefy-
LMpALTE 3aXapy, OCBOOOTEHN NPY HEHCTBIETO
Ha KCWJIaHa3a BBPXY CyOCTpaT OT KCHiaH ot Ope-
30BO [IbPBO B NPUCHCTBIETO HA 3,5-IMHUTPOCA-
nmumiioBa Kucenuua (DNS).

3a OnpeNeNsHeTo Ha aKTUBHOCTTA Ha KCUITAHA3a B
TIPeMUKCH, KOMOMHMpaHu Pypaxu U $pypaxkHu
CYpOBUHIL:

— KOJIOpVMETpUYEH METON 3a M3MepBaHe Ha BOLO-
Pa3TBOPUMOTO GarpuitHO BELIECTBO, OCBOOONIEHO
TIpY [eJICTBYMETO Ha KCUITAaHA3a OT MIeHNYHY apa-
OMHOKCUIIAHOBM CYOCTPATH, HATIPEYHO CBBP3AHMU
C a3ypus;

BOCTTa IIPY TOIUIMHHA 00pa-
60oTKa.

3a noyssarermTe Ha 106aB-
KaTa Jf IPEMUKCHUTE CTOTIAH-
ckure cybekTH B 06nactra
Ha QypakuTe yCTAaHOBSIBAT
npouenypu 3a OesonacHa
paboTa 1 OpraHM3ALMOHHN
MEpKI 33 IIPEOIOTIABAHE Ha
NOTEHLMATIHUTE  PUCKOBE
MpY BIMIIBAHE, KOHTAKT C
Koxara i ¢ ounre. Kora-
TO PUCKOBETE He MOTaT 1a
ObIaT OTCTPaHEeH! UITN CBe-
IeH! [0 MMUHMMYM upe3
CTOMEHATHTE [IPOLEAYPU 1
MepKy, gobaBkata u Ipe-
MUKCHUTE Ce M3ION3BAT C
JINYHM  TIPEMIIa3Hu  Cpeli-
CTBA, BKJIIOUUTEIIHO Cpefi-
CTBA 34 3aLUMTA HA OUNTE U
KOZKATa M 3a [IMXATeNHA 3a-
LUTa.

(") 11U e KOnMuecTBOTO eH3MM, KOeTo 0cBOOO2KIaBa 1 MMKPOMOJT pelyLMpaly 3axapy (KCUIIO3HM eKBUBATIEHTH) OT KCUIIaH oT Ope3oBo abpBo Ha MuHyta nipu pH 4,5 1 30 °C.

(%) TonpoGHa nedopMaLMs 3a METOIMTE 3a aHATM3 MOXKe [1a Gblie HAMepeHa Ha MHTEPHET ajpeca Ha pedepeHTHara nadoparopus:https:/fec.europa.eufjrc/en/eurl/feed-additives/evaluation-reports
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PEITIAMEHT 3A U3ITBJTHEHUE (EC) 2021/1414 HA KOMUCUATA
ot 27 asryct 2021 roguna

3a monpaska Ha Pernmamenr 3a uampnnenne (EC) 2021/422 na Komucusra ot 3a paspeluaBae 3a mpenapar
or Enterococcus faecium DSM 7134 xato ¢ypaxHa no0aBka 3a KOKOIIKM HOCAuKM (MpuTeRaTeN Ha
pazpemmrenHoro Lactosan GmbH & Co KG)

(Tekct ot 3Hauenue 3a EUII)

EBPOIIEVICKATA KOMUCHS,

Karo B3e npensuy [Joropopa 3a PyHKuMOHMpaHeto Ha EBporeiickust cbio3,

xaro B3e npempua Permament (EO) Ne 1831/2003 Ha Espomeitckust mapnament u Ha Cosera ot 22 centempu 2003 I. OTHOCHO
00ABKY 32 M3IIOJ3BAHE NPV XPAHEHETO Ha XKMBOTHUTE (1), M MO-CrienyasHo uneH 9, naparpad 2 or Hero,

KaTo MMa Ipensum, 4e:

(1)

Msnonssanero Ha npenapara ot Enterococcus faecium DSM 7134 kato ¢ypaxna nobaBka Oelie paspelieHO 3a KOKOLIKM
Hocauky ¢ Pernament 3a u3mpnnenne (EC) 2021/422 na Komucusra (?) 3a nepuon ot 10 rogmm.

B npunoxennero kpM Permament 3a mambnHenne (EC) 2021/422 Ge BbBemeH rpelieH MACHTMMKALMOHEH HOMEp Ha
n0GaBKaTa B KOJIOHATA , VIeHTHUKAIMOHEH HOMEp Ha oOaBKaTa“

B cranosuero cu or 30 cemrrempu 2020 r. (*) EBponeiickusr oprau 3a GesonacHoct Ha xparute (,OpraHbr®) 3aKiioun, e
mobaBkata MOXe [la Ce JaBa C BOIATA 3a MMeHe NPY YCIOBUs Ha ymoTpeba, IpefMeT Ha OLEHKaTa Ha 6e30macHOCTTa M
e¢uracHocrTa. CriennyKammsTa, IPOM3TMYALIA OT TOBA 3aKIIOUeHNMe, He Oellle BKIIOUeHA B KoyoHaTa ,[Ipyru pasnopen6n”
Ha TpuioxXeHueto KeM Permament 3a mambiHenve (EC) 2021/422 u nopamu Tosa cremBa ma Obme moOaBeHa B Hesl OT
ch0OpaKeHNs 32 IPABHA CUTYPHOCT.

B craHoBumero ¢ OpraHbT ChIIO TakKa MOCOUM, Ye MOGABKATA HSAMA PA3HEWIO MNEHCTBIE BbPXY KOXATA WM OYMTE, HO Ye
Moxe [1a Obe KOXeH WM peciyparopeH ceHcmbummsatop. B mpumoxenyero kpM Permament 3a msmennenne (EC)
2021/422 B konoHa ,JIpyryt pasnopendu” MOrpemHo ce MOCOUBa M3IION3BAHETO HaA MpeNIIa3Ha IMXaTe/iHa MacKa, oumia u
PBKABULM KAaTO JIMYHM IPENIa3HM CPENCTBA, a BMECTO TOBA CIIE[Ba 1A C€ II0COYBA M3IMOJI3BAHETO HA NMXaTellHa 3alluTa U
3allMTa Ha KOXKATa, 3a [a Ce B3eMe HPemBMA MO MOIXOMSII HAUMH CTaHOBMIIETO Ha OpraHa OTHOCHO 6e30macHOCTTa Ha
TIONI3BATEINTE.

B npunoxennero keM Pernament 3a mambnaenne (EC) 2021/422 e momycHata He3HAUMTENHA TEXHMYECKa TPELIKA IO
OTHOIIIEH)E Ha MMETO Ha NPUTeXaTells Ha pa3pelleHyeTo.

Topany Tosa Permament 3a uambnnerne (EC) 2021/422 crenpa ga Oboe ChOTBETHO IMONpaBeH. 3a IO-TONSIMA SICHOTA €
LIeecb00pasHo LSTIOTO MPMIIOXKEHNME KbM MOCOYCHNsI PErIAMEHT 33 M3IBIHeHNMe fJa ObIe 3aMEHEHO C MOMpAaBEeHATa My
BEpCUAL.

3a 11a ce mayie Bb3MOKHOCT Ha CTOMAHCKUTE CY6€KTVI B CEKTOpa Ha <])ypa>KMTe Ha afjanTupar eTMKETUPaHETO Ha HO6&BK3T& M Ha
ChIbpXammnTe g (])ypa}KM KBbM KOpUIMPAaHUTE YCIIOBMSA Ha Pa3pelICHMETO, CIIEIBA Oa C€ MPEOBMIN IPEXOHNEH IEpUon 110
OTHOILLEHME Ha MMyCKAaHETO Ha I1a3apa Ha TE3U ITPOOYKTHU.

3a ;a ce 3amassr ONpaBdaHNUTE IpaBHU OYaKBaHMSA Ha 3aMHTEPECOBAHUTE CTpPaHM IO OTHOLICHME Ha YCIIoBMATA 3a
paspeniaBane Ha ]106aBKaTa, HaCTOAIMAT PEITIAMEHT CIIEMBA [1a BII€3€ B CMIIa I10 CIIENTHOCT.

Mepkure, npemBuueHy B HACTOAWIMA pPEITIAMEHT, Ca B CBHOTBETCTBME CBC CTAHOBMILETO Ha IIOCTOAHHMA KOMUTET IO
pacTeHusITa, KMBOTHUTE, XPAHUTE ¥ PypaxKuTe,

OBL 268,18.10.2003 r., crp. 29.

Permament 3a m3mbnaenve (EC) 2021422 ua Kommcnsira or 9 Mapr 2021 1. 3a paspemasate 3a npenapar ot Enterococcus faecium DSM 7134
KaTo QypaxHa 100aBKa 33 KOKOLIKM HOCAUKY (IIpUTexKaTel Ha paspewunteHoro Lactosan GmbH & Co KG) (OB L 83, 10.3.2021 r., ctp. 25).
Bronernn Ha EOBX, 2020 r. (EFSA Journal 2020); 18(11):6277.
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[TPYIE HACTOALLNA PEITIAMEHT:

Ynen 1

Ipurtoxernero kbM Permamenr 3a mambiHerne (EC) 2021/422 ce 3aMeHs ¢ IPUITOKEHNETO KbM HACTOSIIIVSL PETTTAMEHT.

Unen 2

1. TlocoueHMAT B NPUIIOXKEHMETO MpENapaT M ChIbPXKAUIMTE IO IPEMUKCH, KOMTO Ca IPOM3BENEHM M ETUKETMPAHM IIpely
1 mexemspy 2021 1. B CHOTBETCTBUME C TIpaBMITaTa, npwinoxumy npemu 31 asrycr 2021 r., Morar ma OpofbiIKaT Jia ce MycKaT Ha
Tasapa [10 M34epIBaHe Ha CKIAIOBUTE HAMYHOCTH.

2. Qypaxnure cypoBuHu 1 KOMOMHVMpaHHTe Gypaxu, ChIbPKAILM NIOCOYEHNTE B naparpad 1 Mpemapar u IPeMMKCH, KOUTO ca
npousBefeny 1 etukerupany npemut 31 asrycr 2022 1. B CHOTBETCTBYE C IIpaBuiiata, pwioxumu npeny 31 asrycr 2021 r., Morar
I1a POIBJIKAT A Ce ITyCKaT Ha Ma3apa [0 U3YepNBaHe Ha CKIIATOBUTE HAJIMUHOCTIL.

Ynen 3

Hacrosimmsr peImaMeHT BiIM3a B CUIla B ICHA CIle[ ICHA Ha Hy6J’II/IKyB3H€TO My B OqSuLgua/leH B6ECMHUR HA Eeponeﬁazug Ce103.

Hacrosimmsr pernmaMenT € 3aIbIIKUTEIIEH B CBOATA LAJIOCT M CE Ipuiiara IpAKO BbB BCMYKU TbpKaBy
YJICHKI.

CncraBeHo B bprokcen Ha 27 asryct 2021 ronuna.

3a Komucuama
Ipedcedamen
Ursula VON DER LEYEN
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Munn- Makcn- Munn- Maxkcu-
MaJIHO MaJIHO MaJIHO MaJIHO
Vnenu- HayMeHoBae ChIbpKa- | CHIbPKaA- | ChObPXKA- | ChIbpKa-
eHTU Y- Bun mim Makcn- Cpok Ha
b Ha IpuTeXaTens CbcraB, XuMuyHa GOpMyIa, OmycaHme, " He He e He P
KalMOHEH HoGaska KaTeropyus Ha | MaJHa Hpyru pasnopentu BaJIMIHOCT Ha
Ha METO[I 3a aHaln3 CEU/k
HOMep Ha KUBOTHUTE | Bb3PACT [kg mbiHOLEHEH paspeleHneTo
oGapkara | PAPeLICHNETO dypax che
JobaBKat 4 CFU/l nureitna Bona
ChIbpKaHNE Ha Bjlara
12 %
Kareropus ,,300texnmueckn nobasku*. Qynxkumonanna rpyna: ,,crabunmsaropu na upesnara ¢propa“.
4b1841 |Lactosan Enterococcus | CbeTaB Ha oGaBKara Kokomxkn - 1x10° - 5x108 - B ymbTBanero 3a ymo-| 30.3.2031 .
GmbH & Co | faecium DSM | [lpenapar ot Enterococcus faecium HOCAUKH Tpeba Ha mobaBkata u
KG 7134 DSM 7134 HPEMUKCUTE Ce 10COY-

C MUHMMAJTHO ChIIbPXKaHIe:
Ipax: 1x10' CFU/g mo6aska

B IPaHyJIM (MUKPOKAIICYIIMPAHN):
1x10"

CFU/g nobaska

XapakTepucTHKa Ha aKTUBHOTO
BEIIECTBO:

KuzHecrocoOHM KieTKy Ha
Enterococcus faecium DSM 7134

Merton 3a ananus3 (')

3a peGposiBaHe: METOM UPe3 PasCTIIAHe
BBPXY 2KITbYeH eCKyIuH asupeH arap (EN
15788)

3a MeHTHQMKALMSL: TIyTCOBa TeNl
enekrpodopesa (PFGE).

BaT YCIOBMATA Ha Cb-
XpaHeHMe U ycTonuy-
BOCTTA TIPY TOIUIMHHA
obpaboTka.

HobaBkaTa MoxXe f1a ce
J1aBa C BOJIATa 3a MMEHE.

Ilpn ynorpeba Ha mo-
0aBKaTa BbLB BOIATa 3a
TIeHe ce OCUTYpsIBa He-
JiHATA XOMOTeHHAa HUC-
nepcusl.

Oneparopure B ceKTOpa
Ha dpypaxure TpsiOBa a
YCTAHOBSIT OMEPAaTUBHY
IpOLEMypy U [a Mpen-
BUJISIT OPraHNM3ALMOHHY
MEpKJ 34 [I0/I3BaTEIINTe
Ha Jo0aBKata M mpe-
MUKCHUTE C OITIeNl Ha Mo~
TEHIMAJIHUTE PUCKOBE B
pesynrar Ha ynorpebara
uM. Korato puckosere
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He MOIar ga ObmaT oT-
CTPaHEHM MIM CBELEHN
JI0 MUHNMYM HYpe3 CII0-
MeHATUTE [POLELypPH 1
Mepkn, mobaBkata
TIPEMUKCHTE CE U303~
BAT C IOMIXOMSIUN JINY-
HU TpeNmasHu  Cpef-
CTB4,  BKIIIOUMTENIHO
TpeMa3Ha [MXaTelHa
MAcKa ¥ CPelICTBa 3a 3a-
LIMTa Ha KOXaTa.”

() IMompoGHa mHpopMaLIS 32 METONMTE 32 aHAIN3 MOXe Ia Gble HaMepeHa Ha MHTepHeT ajpeca Ha pedepenTHata Tabopatopust: https:|[ec.europa.eufjrc/en/eurl/feed-additives/evaluation-reports
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