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PE[TIAMEHT 3A U3ITB/THEHME (EC) 2024/1810 HA KOMUCUSATA
ot 1 romn 2024 romuHa

3a MOJHOBSIBaHE HA pa3pelleHMeTo 3a ynorpeda Ha npenapar ot Lentilactobacillus buchneri DSM 22501
KaTo ¢ypaxkHa 7o06aBKa 3a BCMUKM BUIOBE XKMBOTHM U 32 U3MeHeHMe Ha PermamenT 3a usnbiHenue (EC)
Ne 1113/2013

(Tekct ot 3Hauenue 3a EUII)

EBPOIIEVICKATA KOMUCHS,
KaTo B3¢ mpensuy [1orosopa 3a $yHKIMOHMpPaHeTO Ha EBpomnerickitst 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 ('), U MO-CrielyanHo wieH 9, maparpad 2 oT Hero,

KaTo Mma 1npenasum, ve:

(1) B Permament (EO) Ne 1831/2003 ce mpemBikma paspelintesieH pekuM 3a H00ABKMTE, MPENBUACHM 3a yroTpeba mpu
XPaHEHeTO Ha XUBOTHUTE, M CE [IOCOYBAT OCHOBAHMATA 1 IPOLEAYPUTE 38 MPENOCTABSHETO M MONHOBSBAHETO HA TAKOBA
paspetuene.

(2)  C Permamenr 3a mambnHenne (EC) Ne 1113/2013 sa Komucusra (%) npenaparst ot Lentilactobacillus buchneri DSM 22501
(IO-paHO TaKCOHOMMYHO MueHTHuMIMpaH Kato Lactobacillus buchner DSM 22501) 6ewue paspelrer Kato ¢pypaxkHa 1obaBka
3a BCUUKM KMBOTMHCKM BUIOBE 3a CPoK oT 10 rommum.

(3) B cvorBercrsue ¢ wieH 14, naparpad 1 or Permament (EO) Ne 1831/2003 Gelue nopaneHo 3asiBieHue 3a IIOIHOBSBAHE Ha
paspeienyiero 3a ynorpeba Ha npemapara or Lentilactobacillus buchneri DSM 22501 kato ¢ypaxna no6aBka 3a BCUUKM
BVIOBE XKMBOTHU C MCKaHe OOABKATA [ ce KIACUUIMpPA B KATETOPUSTA ,TEXHONOIMYHI T00aBKI" M BbB (yHKLMOHAIHATA
rpyma ,006aBky 3a cuimax”. [locoueHOTO 3asiBiieHye Oe MPUIPYXEHO OT JAHHUTE Y HOKYMEHTMTE, M3MCKBAHM CBITIACHO
wiieH 14, maparpa¢ 2 or Pernament (EO) Ne 1831/2003.

(4) B cranosumero cu ot 11 mekemspu 2023 r. (°) EBpomeiickusar opras 3a 6e30nacHocT Ha xpanute (,OpraHbr®) 3aKImioun, ye
npenaparst ot Lentilactobacillus buchneri DSM 22501 ocrasa 6e30maceH 3a BCHUKM BUIOBE KMBOTHM, 3 OTpeOMTENNTE 1
3a OKOJIHATa Cpelia MM pa3pellieHNTe NMOHACTOSIIEM YCTIOBMS Ha ymoTpeOa. Toit CTUrHA CBILO Taka JO 3aKITIOYEHUETO, ye
mo0aBKaTa C MAITOOEKCTPMH KAaTO HOCUTEN He [PAa3HM KOXKAaTa WM O4MTe, HO CJefBa A CE CUMTA 3a PECIMPAaToOpeH
cercubummsarop. He Morar fa ce HampaBsiT 3aK/IOUeHMs: OTHOCHO MOTEHIMana My fa 6bme KoxeH ceHcuGumsarop. Toit
CBLLO TAKA [10COYM, Ye He € HEODXOMMMO M1a e OLeHsIBa epUKACHOCTTA Ha 100ABKATA, Thil KaTO 3asIBJIEHMETO 33 [IOHOBSIBAHE
Ha Pa3pelleHMeTO He BKIIIOYBA IPEIOXKCHME 3a M3MEHEHNME WIM [ONbIHEHME HA YCIOBUATA HA ITBPBOHAYATIHOTO
paspelenye, KoeTo 61 0Ka3aso Bb3IeNCTBIE BBPXY ePUKACHOCTTA Ha JOOaBKaTA.

(5)  PedepenrHara naboparopus, ompemencHa ¢ Permament (EO) Ne 1831/2003, cuere, ye 3aKimOueHMsATa M MPENOPBKUTE,
HAIPaBeHy NPV OLEHKATa, M3BbpIUEHA [0 OTHOLIEHME HA MeTONa 3a aHaym3 Ha npemapara ot Lentilactobacillus buchneri
DSM 22501 karo dpypaxkHa 1o6aBka B KOHTEKCTa Ha IPEMMIIHOTO Pa3pelieHNe, Ca BATIMIHI 1 IPYIOKIMI 32 HACTOSIIOTO
3asisrieHue. [Topamu ToBa B CHOTBETCTBME C WiieH 5, maparpad 4, 6yksa B) ot Pernament (EO) Ne 378/2005 Ha Komucusira (%)
He ce M3MCKBA [IOKIIA]I 3a OLIeHKA OT peyepeHTHATa Tab0paTopuisL.

() OBL 268,18.10.2003 r., ctp. 29, ELI: http://data.europa.eu/elijreg/2003/1831/oj.

() Permament 3a mambnHerne (EC) Ne 1113/2013 na Kommcmsra or 7 Hoemspy 2013 1. 3a paspemaBare Ha ymorpeGaTa Ha Ipelapati oT
Lactobacillus plantarum NCIMB 40027, Lactobacillus buchneri DSM 22501, Lactobacillus buchneri NCIMB 40788/CNCM 1-4323,
Lactobacillus buchneri LN 40177/ATCC PTA-6138 u Lactobacillus buchneri LN 4637/ATCC PTA-2494 kato {ypaxHa 0o6aBKa 3a BCHYKI
xkuBoTuHCKy Bumose (OB L 298, 8.11.2013 r., ctp. 29, ELL http://data.europa.eu/eli/reg_impl/2013/11130j).

() EFSA Journal (btonerun Ha EOBX), 2024;22:8541.

(*) Permament (EO) Ne 378/2005 na Kommcusita or 4 mapr 2005 r. OTHOCHO mompoOHM mnpaswia 3a mpuaraHero 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).
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(6)  C ornen Ha u3TOXKeHOTO Mo-rope Komucusra cumra, ue npenaparst ot Lentilactobacillus buchneri DSM 22501 otrosapst Ha
ycnoBusiTa, npensueHn B wiek 5 ot Pernament (EO) Ne 1831/2003. ChoTBeTHO paspelieHyeTo 3a ynotpeba Ha ocoueHaTa
mobaeka crensa 1a Obe nonHoseHo. OcBeH ToBa Komuicusita cunra, de criefsa na 6bIaT B3eTy MOIXOMSIIN IPEAIA3HY MEpKI,
3a J1a e MPeOTBPaTH HeONAronpusITHO Bh3NEIICTBUE BHPXY 3IPABETO HA MONI3BaTeNNTe Ha MoOaBKata. Te3u MpelnasHu MepKu
He CIIe[[BA [14 3CATaT IPYTY M3MCKBAHNS 3a Ge30IaCHOCT Ha pabOTHUMLMTE CBITIACHO MPaBOTO Ha Chio3a.

(7)  BerencrBue Ha IOTHOBSIBAHETO HA paspelleHyeTo 3a yrorpeba Ha npemapara ot Lentilactobacillus buchneri DSM 22501 xaro
¢ypaxHa gobaska PerramenT 3a uambiHenve (EC) Ne 1113/2013 crensa ia 6b1e ChOTBETHO M3MEHEH.

(8)  Twit KaTo HsiMa CbOOpaxeHNs! BbB BPb3Ka ¢ GE30M1aCHOCTTA, KOMTO [a HAraraT He3a0aBHOTO [pUIaraHe Ha M3MEHEHMATA B
YCIOBMSITa HA paspeleHnero 3a npemnapar ot Lentilactobacillus buchneri DSM 22501, e uenecbo6pasto ga ce mpemsumm
TPEXOJIeH TePHON, 33 2 Ce [alie Bb3MOXHOCT Ha 3aMHTePeCOBAHNMTE CTPAHN [jd IpeAnpyeMar HeoOXOMMMOTO, 3a I CIIa3sT
HOBUTE M3VUCKBAHNS, IPOM3TUHYALLY OT IOJIHOBSIBAHETO HA Pa3pelieHNETo.

(9)  Mepkure, NpemBUIEHM B HACTOSIIMS DEITAMEHT, Ca B CBHOTBETCTBME CbC CTAaHOBMUIETO Ha IlOCTOSIHHMA KOMMTET IIO
PaCTeHMsITa, KMBOTHUTE, XPAHUTE ¥ PypaxKuTe,

[TPYE HACTOALUNA PEITIAMEHT:

Unen 1

IlonHoBsAABaHe Ha paspenieHnnero

Pazpemeniero 3a ynorpe6a Ha IMOCOYEHNMS! B NPUITIOKCHMETO NPEMApaT, KOATO MPUHAMIEKYM KbM KATETOPUSTA ,TEXHONMOTMYHY
n06aBKM“ ¥ KbM (YHKUMOHANHATA Ipyna ,100aBKM 3a CHITAX", e MOIHOBSIBA IIPY CIIa3BaHe HA YCIOBMSATA, ONpEMeNIeHN B ChIIOTO
NPWIOXEHME.

Unen 2

Vzmenenue Ha Pernamenr 3a m3mpnaenne (EC) Ne 1113/2013

B npunoxernero koM Pertament 3a uambinnerne (EC) Ne 1113/2013 srmcsare 1k207 38 3a Lactobacillus buchneri DSM 22501 ce
3aIyaBa.

Ynen 3

IIpexonxu MepKu

TTocoueHMsIT B MPUIOKEHNETO MpENapaT M ChIbpXKaumMre ro ¢ypaxu, KOUTO Ca NMPOM3BEHCHM M ETUKETMPAHM Ipeny 22 1omu
2025 r. B CbOTBETCTBME C IpaBuiIaTa, npuitoxumy npeny 22 o 2024 1., Morar a npob/IKaT J1a ce yckaT Ha Iasapa 1 ja ce
ynotpe6siBaT 4O M3UEpIBaHE HA CKITAIOBUTE HATMYHOCTH.

Unen 4

Bnusane B cuna

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/2024/1810/oj
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Hacrostmmsr PEITIaMEHT € 3aIbJIZKUTEIIEH B CBOATA LSAJIOCT M CE Mpuiiara MpAKO BbB BCMYKM IbpKaBy
YJICHKN.

Cpcraseno B bprokcen Ha 1 1o 2024 rogmHa.

3a Komucuama
Tpedcedamen
Ursula VON DER LEYEN

ELL http://data.europa.eu/elijreg_impl/2024/1810/oj
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[TPUTTO2KEHUE

Vnentndu- Bun Munnmanso Makcnmanzo

KallMOHECH Kareropus CbIbpXKaHNe ChIbpXKaHue

CbCTaB, XMMIYHA QOPMYIIA, ONMCAHME, Makcnmarnna CpoK Ha BanMaHOCT
HOMep Ha Mobaeka Ha Ipyru pasnopen6u
METO[I 3a aHan3 BB3pacT Ha paspeuieHynero

¢ypaxitara KUBOTHUT- CFU/kg npecen Matepua

no6aBKa e
Kareropus: ,,rexnonornunu nobasku”. Qynkumonanna rpyna: ,,no6asku 3a cunax*.
1k20738 | Lentilactobacillus Cacmag Ha dobasrama Benukn — — B ymbrBaHeTo 3a ynotpeba Ha | 22 tomn 2034 1.

buchneriDSM 22501 | Ilpenapar ot Lentilactobacillus buchneri BUTIOBE no6aBKaTa i MPEMIUKCHUTE Ce
DSM 22501 ¢ MUHMMAIIHO CHIbPXaHMe | KMBOTHU TI0COYBAT YCIIOBYATA Ha

5 x 10" CFU/g nobaska
B TBBpPHO ChCTOSAHME

Xaparmepucmura  Ha
seuyecmeo
KuznecnocobHu kietkn Ha Lentilacto-
bacillus buchneri DSM 22501

ArRMugHOmMo

Memod 3a ananus ()

Tpe6posane Ha Lentilactobacillus
buchneri DSM 22501 BbB pypaxHara
nobaska:

— MeTOH upe3 pascTiaHe Bbpxy MRS
arap (EN 15787)

Unentuduraums Ha Lentilactobacillus

buchneri DSM 22501:

— myrcosa rei enekrpoopesa (PFGE)
— CEN/TS 17697 wu meronu 3a
cekseHypane Ha [IHK

ChXpaHeHIe.
MuHunManHa 103a Ha to0aBKa-
Ta, KOTaTo He Ce M3IONI3Ba B
KOMOMHALVSA C OPyTH Mu-
KPOOPTaHM3MI KaTo J0OaBKN
3a cuax: 1 x 10° CFUkg
IpeceH MaTepua.
Orneparopurte B ceKTOpa Ha y-
paxuTe Tps10Ba [1a YCTAHOBST
OTIEPATVBHY [POLIEIyPH 1 [
NPEABUIAT OPTaHU3ALMOHHN
MepKI 3a OTpebuTenmTe Ha
no0aBKaTa i IPeMUKCUTE C
LIeTT [1a Ce [PENOTBPATST 110-
TEHLMAIIHUTE PUCKOBE,
IPOM3THYALLY OT yroTpebara
uM. Koraro Te3u puckose He
MOraT Ja GbIaT OTCTpaHeH
4pe3 CIIOMEHATHTE POLIEYPY
¥ MepKH, 100aBKaTa 1 mpe-
MUKCHUTE Ce U3MOI3BAT C JHY-
HU TIPEIa3Hit CPENCTBA 33
3alIMTa Ha KOKATa 1 33 IMXa-
TesTHA 3aIINTA.

(")  TMompobua MHPOpPMALIS 3 METOIMTE 32 AHATIM3 MOKe 1a Oblic HAMepeHa Ha MIHTEpHET ajpeca Ha pedepeHTHaTa Taboparopust: https:/[joint-research-centre.ec.europa.eu/eurl-fa-eurl-feed-additives/eurl-fa-authorisation/

eurl-fa-evaluation-reports_en
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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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