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Ha EBpomeiickus cbio3 Cepusa L

2024/1757 26.6.2024 .

PE[TIAMEHT 3A U3IIB/THEHME (EC) 2024/1757 HA KOMUCUSATA
ot 25 1oum 2024 ropuHa

3a MIO{HOBABAHeE Ha Pa3pelleHneTo 3a ynotpeda Ha npenapar ot Lentilactobacillus buchneri NCIMB 30139
KaTo ¢ypaxkHa 7o06aBKa 3a BCMUKM BUIOBE XKMBOTHM U 32 M3MeHeHMe Ha Permamenrt 3a usnbnHenue (EC)
Ne 96/2013

(Tekct ot 3Hauenue 3a EUII)

EBPOIIEICKATA KOMUCHS],

KaTo B3e mpesu [loroBopa 3a GpyHKLUMOHMPAHETO Ha EBpomeiickus cbio3,

xaro B3e npensun Permament (EO) Ne 1831/2003 na Esponeitckust mapnament u Ha Cosera ot 22 centemspu 2003 I. OTHOCHO
00ABKY 32 M3IIOJI3BAHE NPV XPAHEHETO Ha KuBoTHUTE ('), U MO-CrienmanHo wier 9, maparpad 2 or Hero,

KaTo yMa IpenBu, ve:

(1)

B Permament (EO) Ne 1831/2003 ce mpemBuxma paspeliuTeNicH peXuM 3a HOOaBKMTe, NpEIBUIEHM 3a ymotpeba mpu
XPaHEHeTO Ha XUBOTHUTE, M Ce [IOCOYBAT OCHOBAHUATA 1 IPOLEAYPUTE 3a MPENOCTABSHETO M MONHOBSBAHETO HA TAKOBA
paspelieHye.

C Pernament 3a mambnHenne (EC) Ne 96/2013 na Komucusra (%) npenaparst ot Lentilactobacillus buchneri NCIMB 30139
(mo-paHo TakcoHOMMYHO upeHTMuuupan kato Lactobacillus buchneri NCIMB 30139) 6ewe paspeieH Kato ¢ypaxHa
[00aBKa 33 BCUYKY KMBOTMHCKY BUIOBE 33 CpoK oT 10 romyHu.

B cvotBetcTBue ¢ uneH 14, maparpa 1 ot Permament (EO) Ne 1831/2003 Geme nomameHo 3asiBneHue 3a MOTHOBSIBAHE Ha
paspeieniero 3a ynorpeba Ha npenapara ot Lentilactobacillus buchneri NCIMB 30139 karto gypaxHa 1o6aBKka 3a BCUUKM
BUIOBE KMBOTHU € MCKaHe 00aBKATa 1 ce KIaCU(UUMPA B KATETOPUSATA ,TEXHOJIOTMYHN JOOABKN® U BbB yHKIUMOHAIIHATA
rpyna ,o6asku 3a cunax”. [locoueHoTo 3assrieHye Ge NMPUMIPYKEHO OT HAHHUTE M JOKYMEHTHTE, M3UCKBAHM ChIIACHO
urieH 14, naparpa¢ 2 or Pernament (EO) Ne 1831/2003.

B cranosuuero cu ot 6 mexemspu 2023 1. (*) EBpomerickust oprau 3a GesonacHoct Ha xpanute (,OpraHbr®) 3akioun, ue
npenapatst ot Lentilactobacillus buchneri NCIMB 30139 ocrasa Ge3omaceH 3a BCHUKM BUIOBE KMBOTHM, 3a IOTpeOuTeNINTE
¥ 33 OKOJIHATa Cpefa MpY pa3pelieHNTe TIOHACTOSIIEM YCIOBMs Ha ynoTpeda. Toif ChIIO TaKa CTUTHA IO 3aKITIOYCHUETO, Ue
mo0aBkata He e IPa3HMTE Ha KOXKATa, HO Ce CUMTA 3a PeCIMpatopeH ceHcubOmmmsatop. He Osixa HampaBeHM 3aKITIOUEHMS
OTHOCHO IIOTEHILMANA My 33 [pa3HeHe Ha OUMTE WM 33 KOXHA ceHCuOmmmsampst. OpraHbT ChIIO Taka IOCOYM, Y€ He €
HEoOXOMMMO IIa ce OLICHsIBA eQUKACHOCTTAa Ha MOOABKATa, Thil KAaTO 3asIBIICHNMETO 3 IONHOBSIBAHE HA PA3PELICHMETO HE
BKITIOYBA IIPEUIOKEHME 34 M3MEHEHME U JOIbIIHEHYE Ha YCIOBISTA Ha IbPBOHAYAIIHOTO paspellieHne, KoeTo i oKasaso
BB3TIEICTBIE BHPXY epMKACHOCTTa Ha T0OaBKara.

Pedepentnara naboparopus, onpeneneHa ¢ Pernament (EO) Ne 1831/2003, cuere, ye 3aK/IIOUEHMATA M IPEOPBKUTE,
HAIpaBeHy NPY OLEHKATa, M3BbpIUEHa [0 OTHOLIEHME HA MeTOla 3a aHaym3 Ha npemapara ot Lentilactobacillus buchneri
NCIMB 30139 karo ¢ypaxsa mo0aBka B KOHTEKCTa Ha MPEIMIIHOTO pa3pelieHNe, Ca BATMOHM U IPWIOXMMIU 3a
HACTOSILIOTO 3asiBlieHue. Topamyt TOBa B CHOTBETCTBHE C neH 5, maparpad 4, 6yksa ) or Permament (EO) Ne 378/2005 Ha
Kowmcusita (‘) He ce M31CKBa IOKTIAM 34 OLICHKA OT pegepeHTHATa 1abopaTopus.

OB L 268, 18.10.2003 r., ctp. 29, ELL https:|[eur-lex.europa.eu/eli/reg/2003/1831/oj.

Pernament 3a mambnaenne (EC) Ne 96/2013 Ha Kommcnstra or 1 gespyapn 2013 1. 3a paspemasare Ha npemapar ot Lactobacillus buchneri
NCIMB 30139 u npemapar ot Lactobacillus casei ATTC PTA 6135 karo ¢ypaxey moGaBky 3a BCuuky KusoTuHcKu Bumose (OB L 33,
2.2.2013 ., ctp. 21, ELL http:[/data.europa.eu/eli/reg_impl/2013/96/0j).

EFSA Journal (Bronerux Ha EOBX), 21(12), e8511.

Permament (EO) Ne 378/2005 Ha Kommcusta or 4 Mapr 2005 r. OTHOCHO MOOpoOHM mpaBuiia 3a mnpuiaraseto Ha Permament (EO)
Ne 1831/2003 na EBponeiickus nmaprmaMent 1 Ha CbBeTa OTHOCHO 3aIBIIXCHMATA U 3ajaunte Ha PedepenrHara maGoparopust Ha O6IIHOCTTA
BB BPB3Ka ChC 3asIBIIEHMSITA 32 M3aBaHe Ha paspewmrenHy 3a gpypaxuy nobasku (OB L 59, 5.3.2005 r., crp. 8, ELL http://data.europa.eu/
elireg/2005/3780j).

ELL http://data.europa.eu/elijreg_impl/2024/1757oj
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(6)  C ornen Ha m3noxeHoto no-rope Kommcusira cunra, ye npemaparst ot Lentilactobacillus buchneri NCIMB 30139 otrosapst
Ha YCIOBMSTA, IpesuueHn B wieH 5 or Permament (EO) Ne 1831/2003. CrorserHO paspelieHuero 3a ymnorpeba Ha
nocoueHara no0aBka crensa ga Oboe mogHoBeHo. OcBeH ToBa Komucusita cumra, ye cremsa ma GboaT B3eTH MOIXOMSIIN
NpenasHu MepKH, 3a [a ce NMpeoTBpaTi HeOIarompysTHO BB3IENCTBIME BbPXY 3IPABETO HA MON3BATENMTE Ha 100ABKATA.
Tesy npenmasHy MepKy He CJIeABA [ia 3aCATaT APYTM M3MCKBAHMS 3a 0€30MaCHOCT Ha PaGOTHMINTE CHINIACHO IPABOTO Ha
Cpro3a.

(7)  BerencrBue Ha MOMHOBSIBAHETO HA PaspelICHNETO 3a ynorpeba Ha mpemapata ot Lentilactobacillus buchneri NCIMB 30139
Karo ¢ypaxHa nobaska Permament 3a uambiaHerne (EC) Ne 96/2013 cnensa ga Gble ChbOTBETHO M3MEHEH.

(8)  Twii KaTo HAMA CHOOPAXKEHNS BbB BPb3Ka C GE30MACHOCTTA, KOMTO MIa HANATaT He3a0aBHOTO MPUIIATaHE HA M3MEHEHMATA B
yCIoBMsITAa Ha paspelueHueto 3a npenapar ot Lentilactobacillus buchneri NCIMB 30139, e uenecbo6pasHo [1ia ce mpemsumy
TIPEXOJIEH TIEPHOT, 33 J1a Ce [Alle Bb3MOXKHOCT Ha 3AMHTEPECOBAHNUTE CTPAHN 1A MIPEANPUEMAT HEOOXOMMMOTO, 34 MIA CIIa3sT
HOBUTE M3UCKBAHNS, IPOMBTUYAIIM OT OIHOBSBAHETO Ha PA3PEILIEHNETO.

(9)  Mepkute, npenBuIeHM B HACTOAIMS PEINIAMEHT, Ca B CBOTBETCTBME ChC CTAHOBMIIETO HAa IlOCTOSHHMS KOMMTET IO
PaCTeHMsTa, KMBOTHUTE, XPaHUTE ¥ PypaxKuTe,

[TPVE HACTOALUMSA PETTIAMEHT:

Ynen 1

IlonHoBsAIBaHe Ha paspenieHneTo

Pazpemennero 3a yrorpea Ha IOCOYEHNMS! B NPUIIOKEHMETO NPEMApaT, KOATO MPUHAMIERKY KbM KATETOPUATA ,TEXHOTOTMYHY
mo6aBku” 1 KbM (YHKLMOHAIHATA Ipyna ,H00aBKM 3a CUIaX®, ce MOIHOBSBA TPY ClA3BaHE HA YCIOBHUATA, ONMPENETIeHN B ChLIOTO
TIPUIIOKEHMeE.

Unen 2

W3menenue Ha Pernamenr 3a usnnisenue (EC) Ne 96/2013

B npustoxkeruero kbM Permamenr 3a mambnHerne (EC) Ne 96/201 3 simcsane 1k207 34 3a Lactobacillus buchneri NCIMB 30139 ce
3anmuaBa.

Ynen 3

IIpexomuu MepKu

TTocoueHMSIT B MPUIOKEHNETO MPENapaT M ChIbpXKAlIMTe IO (ypaxi, KOMTO Ca NMPOM3BENEHM M CTHKETMPAHU Ipeny 16 tomm
2025 r. B CHOTBETCTBME C IIPaBUIIaTa, NpUNOXUMM npeau 16 rom 2024 1., MOTaT 1a NPOIBIIKAT [ Ce ITyCKaT Ha IMa3apa ¥ Jia ce
yrnoTpeOsiBaT O M34epIiBaHe Ha CKITAIOBUTE HAIUMYHOCTI.

Unen 4

Brmm3ane B cuia

Hacrosimmsr periaMenT BiM3a B CMJ1a Ha IBaICCETMA NEH CIIEN NCHA Ha l'ly6]'[I/IKyBaHeTO My B O(puu,ua/leu B8ECMHUR HA Esponeﬁcxug
Co103.

ELL http://data.europa.eu/elijreg_impl/2024/1757oj
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Hacrostmmsr PEITIaMEHT € 3aIbJIZKUTEIIEH B CBOATA LSAJIOCT M CE Mpuiiara MpAKO BbB BCMYKM IbpKaBy
YJICHKN.

CpcraBeno B bprokcen Ha 25 1oam 2024 rogyua.

3a Komucuama
Tpedcedamen
Ursula VON DER LEYEN

ELL http://data.europa.eu/elijreg_impl/2024/1757oj
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[TPUTTO2KEHUE
Vnentndu- Munnmanso Maxkcumanno
KAUMOHEH B mm ChIbpKaHUe ChIbpKaHUe
Makcumanua Cpok Ha BalMIOHOCT Ha
HOMep Ha Tlo6aBka Cbera, XUMUYHA YOPMYIIA, OMMCAHIE, METOJL 33 aHAIM3 | KaTeropust Ha Hpyru pasnopentn
Bb3pact paspeenmero
{ypaxkuara KVMBOTHUTE
CFU[kg npecen matepuai
nobaBka
Kareropus: ,,rexnonornunm no6asku*. Qynkumonanua rpyna: ,,106aBku 3a cumax*
1k20734 Lentilactobacillus buchneri | Cacmas na do6asrama Benuku — — B ymsrBanero 3a ynorpeGa Ha | 16 romu 2034 1.
NCIMB 30139 Mpenapar ot Lentilactobacillus buchneri NCIMB BUIIOBE 100aBKaTa 1 PEMUKCHUTE Ce
30139 ¢ MunnManHo chabpxanue 5 x 10" KNBOTHY TI0COYBAT yCIOBMATA Ha

CFU/g no6aska
B TBBpIO ChCTOSIHME

Xaparmepucmura Ha RMUSHOMO GEWECMB0
Kusnecnocobuu knetkm Ha Lentilactobacillus
buchneri NCIMB 30139

Memod 3a ananus (')
Tpebpossare Ha Lentilactobacillus buchneri
NCIMB 30139 BbB gypaxkHara nobaska:

—  MeTon upe3 pasctunane Bbpxy MRS arap
(EN 15787)

Vpentndurauns Ha Lentilactobacillus buchneri

NCIMB 30139:

— myncosa ren enektpopopesa (PFGE) —
CEN|TS 17697 wut MeTomy 3a CeKBeHU-
pane Ha [IHK

ChXpaHeHe.
IoGaBKkara TpsiGBa 1a ce M3MOI3-
BA CaMO B [IPECeH MaTepyar,
KOIITO Cce cuiaxmpa jiecHo (%) .
MuHNManHa 1032 Ha 00aBKa-
Ta, KOTATO He Ce M3MOMI3Ba B
KOMOMHALYS C PYTH MU~
KPOOPTraHM3MI KaTo 100aBKM 32
anax: 1 x 10° CFU kg npecen
MaTepuall.

Oreparopure B cekTopa Ha ¢y-
paxuTe TpsiGBa 1a YCTAHOBSAT
OnepaTMBHI TPOLEIYPU U id
IPENBUIST OPraHM3ALMOHHN
MEpKI 33 [IOTpeOuTeNnnTe Ha
no6aBKaTa 1 PEMUKCUTE C LeN
Ia ce IPEIOTBPATAT NOTEH-
LMAIHITE PUCKOBE, TPOU3TH-
vauw ot ynorpebara um. Koraro
Te3¥ PUCKOBE He MOTaT 1a Obiat
OTCTpaHEHM Upe3 CIIOMEHATHTE
TpOLIe[Typy 1 MepKH, o6aBKaTa
¥ IIPEMMKCHTE Ce M3ION3BAT C
JINYHY TIPEMITIa3HY CPeCTBA 33
3aL[UTA HA KOXKATA M OUMTe U 32
[XaTelTHa 3allKTa.

()  TlonpoGHa nHGOPMALINS 32 METOMUTE 33 AHATM3 MOKe 1A Oblle HAMEPEHa Ha MHTEpHET ajipeca Ha pedepeHTHAT Mabopatopust: https:/[joint-research-centre.ec.europa.eu/eurl-fa-eurl-feed-additives/eurl-fa-authorisation/eurl-fa-evaluation-reports_en
() Tlecen 3a cunmaxupae ¢ypax: > 3 % pasTBOPUMI BBITIEXMIPATH B IIPecHUs MaTepuai B chotBercTaue ¢ Permament (EO) Ne 429/2008 Ha Komucusira ot 25 anpun 2008 r. 0THOCHO NOIpoOHY Npasuiia 3a npusiarate Ha Pernament (EO) Ne 1831/2003 na Eponelickust
napiameHt i Ha ChBeTa 10 OTHOLICHME Ha IIONTOTOBKATA I MIPEICTABSIHETO Ha 3asiBIICHILS 1 OLICHKATA M paspelliaBaHeTo Ha gypaxmu goGasku (OB L 133, 22.5.2008 r., ctp. 1, ELL http://data.europa.eu/elijreg/2008/429)0j).
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