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PEITIAMEHT 3A U3ITBJTHEHUE (EC) 20232646 HA KOMUCUSATA
or 28 Hoemspu 2023 ronuna

3a paspeliaBaHe Ha ynorpebara a npenapar ot Lentilactobacillus buchneri DSM 32650 karo ¢pypaxHa
mo0aBKa 32 BCUUKM JKMBOTUHCKH BIIOBE

(Tekct ot 3Hauenue 3a EUII)

EBPOIIEICKATA KOMUCHS],
Karo B3¢ npensuy [1orosopa 3a $yHKIMOHMpPaHeTo Ha EBpomnerickist chbio3,

xaro B3e npensun Pernament (EO) Ne 1831/2003 Ha Esporesickust napnament u Ha Coeera ot 22 cenremspu 2003 1. OTHOCHO
100aBKM 3a M3IION3BAHE NPV XPAHEHETO Ha KMBOTHUTE ('), M MO-CreLKaIHO uneH 9, naparpad 2 oT Hero,

KaTo MMa NpenBum, ue:

(1) B Permamenr (EO) Ne 1831/2003 ce mpemsmxna paspemmtenieH pexuM 3a no0aBkuTe, MpemBuueHn 3a yrorpeba mpu
XpaHEHeTO Ha >KMBOTHUTE, U CE II0COYBAT OCHOBAHMSATA 1 IPOLIEIypPUTE 3a IIPENOCTABSHETO Ha TAKOBA pa3pelLleHMe.

(2) B cpvorsercrsue ¢ unen 7 ot Pernament (EO) Ne 1831/2003 Gewwe nonaneHo 3asiieHyie 3a pa3pelaBaHe Ha ynorpe0ara Ha
npemapar ot Lentilactobacillus buchneri DSM 326 50. IlocoueHoTo 3asiBiieHue Ge NPUIPYREHO OT TAHHUTE U JOKYMEHTHTE,
VMBICKBAHY CBITIACHO ulleH 7, naparpad 3 ot Permament (EO) Ne 1831/2003.

(3)  3asBieHMerTo Ce OTHACS IO paspellaBaHeTo Ha ynorpeGara Ha mpemapar ot Lentilactobacillus buchneri DSM 32650 xaro
dypaxna mobaBka 32 BCMUKM XKMBOTUHCKY BUTIOBE C MCKaHe N00ABKATA [l Ce KIACUPUIMpPA B KATETOPUSATA ,, TEXHONIOTUUHY
00aBKM“ 1 BbB QYHKLMOHANHATA TpyTa ,,106aBKM 3 CUIax".

(4) B cranoumero cu or 12 mait 2023 r. () Epomeiickust oprad 3a GesomacHocT Ha xpanute (,OpraHbr) CTUrHa IO
3aKJIIOYEHMETO, Ye NPU INPETIOXEeHNUTe YCIoBMs Ha ynorpeba npenaparst or Lentilactobacillus buchneri DSM 32650 e
Ge3ormaceH 3a 3IPABETO Ha LETIEBITE KMBOTHI, 3a OTpeOUTENITE U 33 OKOJIHATA cpena. [Topajy nurica Ha aHHM He MOXKa Jia
Ce HampaBy 3aKIIIOYEHME OTHOCHO IOTeHUMana Ha fobaBKaTa Ha [pasHM KoXKarta 1 oumre uiam fga ObIe KOXeH
cercubunmsarop. [IpeBus IPOTEMHOBKS XapaKTep Ha aKTUBHOTO BELIECTBO [0OABKATa CIIEMBA [[d CE CYMTA 33 PeCIMPATOPEH
ceHenOmmm3arop. Ocser ToBa OPraHbT CTUIHA 10 3aKITIOUEHMETO, Ue [PY BIaraHe Ha NMPEIIORKEHOTO KomyecTso Lentilacto-
bacillus buchneri DSM 32650 Moxe ma yBemun aepoOHaTa CTabUIIHOCT Ha CHTaXa, IPUTOTBEH OT JIECEH M YMEPEHO TPYHeH
3a cunmaxupaHe QypaxeH MaTepuan ChC CyXO BELIECTBO B rpaHmumre 28—45 %. OpraHsT ChIIO TaKa MPOBEPY MOKITama
OTHOCHO METOIIa 3a aHa/M3 Ha ypaxHara 10OaBKa BB QypaxuTe, MPENCTaBeH OT pedepeHTHaTa abopaTopus, ompefeieHa
¢ Pernament (EO) Ne 1831/2003.

(5)  C omnen Ha ropemsnoxenoro Komucusra cuurta, de npenaparst ot Lentilactobacillus buchneri DSM 32650 orrosaps Ha
ycroBusiTa, peuaeHy B wieH 5 or Pernament (EO) Ne 1831/2003. Iopanu ToBa ynorpebara Ha MOCOYEHMSI Nperiapar
crenBa f1a Gbie paspettena. Ocser ToBa KoMucysra cunta, ye crefisa ia ObaT B3eTy MOAXOIALM NPEMTa3HN MEPKI, 3a 1A Ce
IIPEIOTBpaTH HeONAronpIUsITHO BH3NEICTBIE BLPXY 3IPABETO Ha MOI3BATEINTE Ha T0OABKATA.

(6)  Mepkute, MpeIBUIEHM B HACTOSIIMS PEITIAMEHT, Ca B CBOTBETCTBME CbC CTAaHOBMIIETO Ha IlOCTOSIHHMA KOMMTET IO
pacTeHusTa, KMBOTHUTE, XPaHUTE 1 PypaKure,

[TPYE HACTOSALUMSA PEITIAMEHT:

Ynen 1

Pazpemasa ce ymorpebata Ha NOCOYEHNMSI B MPUIIOXKEHMETO IpENapar, KOMTO MPMHAIUIEXKM KbM KaTeropusTa ,TeXHONOTMYHM
mo6aBku“ 1 KbM yHKIMOHAIHATA TPyIa ,J00aBKM 3a CHIIAX", KaTo N0GABKA NPY XPAHEHETO Ha XMBOTHUTE IPY CIa3BaHe Ha
YCIIOBUATA, ONPETIENIeHN B CHUIOTO IIPUIOKEHME.

() OBL 268,18.10.2003 r., ctp. 29.
(*) EFSA Journal (bronerun na EOBX) 2023 1.; 21(6):8055.

ELL http://data.europa.eu/elijreg_impl/2023/2646/oj
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Ynen 2

HacrosiuysT peramMeHT BIM3a B Ciila Ha [IBajieceTys [IeH CIiel deHs Ha nyOnykysaHeto My B Oduyuanen secmuur Ha Esponeiickus
Co103.

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

CncraBeHo B bprokcen Ha 28 Hoemspy 2023 ronyHa.

3a Komucuama
Ipedcedamen
Ursula VON DER LEYEN

2/3 ELL http://data.europa.eu/elijreg_impl/2023/2646/0j
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[TPUTTO2KEHUE

Munn- Makcn-
M]ICHTI/I(l)I/[- MajtHoO MaJIHO
Bun umm Maxkcu- - -
KallVIOHEH CbcraB, XuMUYHA GOPMYIIa, OMMUCAHME, " CBIPPKAH- | CHILPXAH Cpok Ha BalnMIHOCT Ha
HOMep Ha Hobasxa aHalMTI4eH MeTOH KATCIOPIL Ha | MAHA ne ue Apym pasropentu a3pEILEHNETO
oba p aTa KMBOTHUTE BB3pacT pasp
fiobapkar CFU/kg npecen
Matepuan
Karteropust: ,,rexrHonornunu ro6asku*. Qynkumonanua rpyna: ,,106aBku 3a cumax*
1k21902 | Lentilactobacillus CbcTaB Ha moGaBKaTa Benuxn — — B ymbTBaHeTo 3a ynorpe6a Ha fo6as- | 19 nexemspu 2033 1.
buchneri DSM 32650 : . KUBOTUHC- KaTa ¥ IIPeMUKCHTE Ce II0COYBaT yc-
Mpenapar ot Lactobacillus buchneri DSM P Y
KM BUIIOBE JIOBMSITA HA ChXPAHEHME.

32650 ¢ MMHMMAIIHO chIbpXKaHye 1 x 10!
CFU/g mo6aska

B TBbPHO CbCTOAHME

XapaKTepl/lCTI/IKa Ha aKTUBHOTO BELIECTBO

Kuznecriocobuu knetku Ha Lactobacillus
buchneri DSM 32650

Meron 3a aHanu3 ()

TpeGpossane Ha Lentilactobacillus buchneri
DSM 32650 BbB pypaxkHara fo0aBKa:

— METOJI UPe3 Pa3CTMIIaHe UIIM METO Ha pa3-
nTaTa cpega ¢ usnonspane Ha MRS arap
(EN 15787).

Unentuduraums Ha Lentilactobacillus
buchneri DSM 32650:

— ,Enterobacterial Repetitive Intergenic
Consensus“ — nonuMepasHu BEPUKHU
peaxuyu (ERIC-PCR) nnu Metony 3a cek-
seHypane Ha [IHK vn myricosa ren enex-
tpodopesa (PFGE) — CEN/TS 17697

MuHmManHa no3a Ha o0aBKara, Ko-
IaTO He Ce U3IOJI3Ba B KOMOMHALIMA C
IIPYT¥ MMKPOOPTaHM3MM KAaTO JIO-
6GaBka 3a cumax: 1 x 10° CFU/kg
JIeCeH Y1 YMePEHO TPYyIieH 3a CHITaXKN-
paHe npeceH Matepuan (7).

Oneparopure B cekTopa Ha Pypaxu-
Te TPstOBa [1a YCTAHOBSIT OIIEPATBHY
TIPOLIETYpY U [1a NPEABUAAT OpIaHu-
3aLMOHHM MEpKM 3a IO73BaTeNNnTe
Ha 100aBKaTa I IPEMIKCHTE C OTTIET
Ha TMOTEeHUMaNHUTe PUCKOBE MPU
yrorpebara nm. Koraro te3u prcko-
Be He MOIAT Ja ObIAT OTCTpaHEHU
upe3 CMOMEHATUTe MNPOLENypu MU
MepK, 100aBKaTa 1 IPEMIKCHTE Ce
V3IION3BAT C JIMYHM NPEIa3Hy cpef-
CTBA 3a 3AIMTA Ha KOXATa U OUMTE U
3a [IMXaTesIHa 3aluTa.

(") Tompo6Ha uHpopMarLys 3a MeTOMTE 32 aHAIM3 MOXKe [a Oble HaMepeHa Ha MHTEpHeT ajpeca Ha peepenTHara naboparopust: https:/[joint-research-centre.ec.europa.cu/eurl-fa-eurl-feed-additives/eurl-fa-authorisation/
eurl-fa-evaluation-reports_en.
(%) Tlecen 3a cunaxupase pypax: > 3 % pasTBOPMMM BbITIEXUAPATY B [IPECHNMS MaTepyaIt; yMepeHO TPyJieH 3a cunaxupane ¢pypax: 1,5—3,0 % pastBopuMu BbITIEXMAPATH B IIPECHUS MaTepuan B cbotBercTaue ¢ Pernament (EO)
Ne 429/2008 1a Komucysita ot 25 anpun 2008 r. oTHOCHO mOnpoGHH mpasyia 3a npusarane Ha Permament (EO) Ne 1831/2003 Ha Esponelickust napiameHT i Ha CbBeTa 10 OTHOLICHME HA MOATOTOBKATA U TPELCTABSIHETO
Ha 3asBTIeHILS M OLICHKATA M pa3pelliaBaHeTo Ha gypaxuu nodasku (OB L 133, 22.5.2008 1., cp. 1).
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https://joint-research-centre.ec.europa.eu/eurl-fa-eurl-feed-additives/eurl-fa-authorisation/eurl-fa-evaluation-reports_en.
https://joint-research-centre.ec.europa.eu/eurl-fa-eurl-feed-additives/eurl-fa-authorisation/eurl-fa-evaluation-reports_en.
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