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PEITIAMEHT 3A U3ITBJTHEHUE (EC) 2024/1196 HA KOMUCUSATA
or 25 anpun 2024 ropmuHa

3a MOJHOBSIBaHE HA pa3pelleHMeTo 3a ynorpeda Ha npenapar ot Lentilactobacillus buchneri DSM 19455
KaTo ¢ypaxkHa no0aBKa 3a BCHMUKM BUIOBE XKMBOTHM M 32 OTMsHA Ha Permament 3a msmbiHenue (EC)
Ne 774/2013

(Tekct ot 3Hauenue 3a EUII)

EBPOIIEICKATA KOMUCHUS],
Karo B3¢ npensuy [lorosopa 3a yHKIMOHMpPaHeTo Ha EBponerickist chio3,

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 xKuBoTHUTE ('), U MO-CrielyanHo wieH 9, maparpad 2 oT Hero,

KaTo MMa NpenBum, ue:

(1) B Permament (EO) Ne 1831/2003 ce mpemBikma paspelinTesieH pekuM 3a I0GABKUTE, MpeNBUAEHM 3a yroTpeba mpu
XpaHEHeTO Ha XUBOTHUTE, M Ce [I0COYBAT OCHOBAHMATA 1 IPOLEAYPUTE 3a MPENOCTABSHETO M MONHOBSBAHETO HA TAKOBA
paspelleHye.

(2)  C Pernamenr 3a u3mpnHenye (EC) Ne 774/2013 na Komucnsira (%) Gee paspemena ynorpebara Ha npernapara ot Lentilacto-
bacillus buchneri (no-paro onpenernss kato Lactobacillus kefir) DSM 19455 kato ¢ypaxHa n06aBka 3a BCHUKM BUIOBE
KMBOTHM 32 niepuofy oT 10 rofmHm.

(3) B cporBercrBue ¢ wien 14, maparpad 1 or Pernament (EO) Ne 1831/2003 Geiue rofameHo 3asBieHMe 33 IOTHOBSBAHE Ha
paspeltenyero 3a ynorpeba Ha npemapara or Lentilactobacillus buchneri DSM 19455 kato ¢ypaxHa n06aBka 3a BCUUKM
BUTIOBE KMBOTHU € MCKaHe 100aBKATa 14 Ce KIACU(UUMPA B KATETOPUSATA ,TEXHOJIOTMYHN HOOABKN® U BbB (yHKUMOHAIIHATA
rpyna ,no6asku 3a cunax”. [locoueHoTo 3assrieHme Ge NPUMIPYKEHO OT HAHHUTE M JOKYMEHTHTE, M3UCKBAHM ChIIACHO
ureH 14, naparpad 2 or Pernament (EO) Ne 1831/2003.

(4) B cranoBumero cu ot 27 cerrrempu 2023 r. (°) EBporeiickusr opras 3a 6e3omacHocT Ha xpanure (,OpraHsT®) 3aKIioun, ye
npenapatst ot Lentilactobacillus buchneri DSM 19455 ocrasa 6e30maceH 3a BCHUKM BIIOBE KUBOTHI, 33 MOTpebuTeNnmTe u
3a OKOJIHaTa Cpefja NpY paspelieHNTe MOHACTOSIIIEM yCIoBus Ha yrorpeba. Toit CTUIHA ChIIO TaKa [0 3aKIIOYEHNETO, Ue
npenapatst ot Lentilactobacillus buchneri DSM 19455, nomnoxeH Ha M3IMTBAHE C MHYNIMH KAaTO HOCHTEN, He APasHU
KOXaTa J1 OuMTe, HO CJIeABa A Ce CYMTA 33 PeCIMpaTopeH ceHcuOmnm3aTop. OpraHsT He MOXa [1a CTUTHE MO 3aKITIOUCHMe
OTHOCHO IOTeHIMA/A Ha 106ABKATA 32 KOXHA ceHcubumusanms. Toil ChIIO Taka MOCOUM, Ue He € HeOOXOIMMO JIa Ce OLeHsBA
edMKacHOCTTa Ha JHO0OaBKATa, THil KAaTO 3asBICHMETO 3a IONHOBSBAHE HA PA3pEIICHMETO HE BKIIIOYBA MpEUIOKEHNME 33
M3MEHeHNMe WM JOITbIIHEHNMEe HA YCIIOBMSTA HA ITbPBOHAYATIHOTO paspellieHue, KOeTO OM OKa3ano BB3MENCTBUE BBPXY
eMKacHOCTTa Ha T0GABKATA.

(5)  PedepenrHara naboparopus, ompemencHa ¢ Permament (EO) Ne 1831/2003, cuere, ye 3aKimOueHMSATa M MPENOPBKUTE,
HAIPaBeH! NPY OLEHKATa, M3BbpIIEHa [0 OTHOLIEHME HA MeTOla 3a aHaym3 Ha npemapara ot Lentilactobacillus buchneri
DSM 19455 karo ¢pypaxkHa 106aBka B KOHTEKCTa Ha IPEMMIIHOTO Pa3pelieHNe, Ca BaIMIHI 1 IPYIOKIMI 33 HACTOSIIOTO
3asisreHue. TTopamu ToBa B CbOTBETCTBME C WieH 5, maparpad 4, 6yksa B) ot Pernament (EO) Ne 378/2005 Ha Komucusita (%)
He ce M3MCKBA [IOKIIAJI 3a OLICHKA OT peyepeHTHaTa 1ab0paTopuisL.

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

() Pernament 3a msmbnsenne (EC) Ne 774/2013 na Komyensara ot 12 asrycr 2013 r. 3a paspemmaate Ha ynorpe6ara Ha npemapar ot Lactobacillus
kefiri DSM 19455 kato ¢ypaxua mobaska 3a Bcuuky xkuBotiHcKy umose (OB L 217, 13.8.2013 r., crp. 30, ELIL: http://data.europa.eu/eli/
reg_impl/2013/774/oj).

() EFSA Journal (btonerun na EOBX) 2023; 21(10):8352.

(*) Permament (EO) Ne 378/2005 na Kommcusita or 4 mapr 2005 r. OTHOCHO mompoOHM npaswia 3a mpuaraHero Ha Permament (EO)
Ne 1831/2003 na EBponeiickus maprmaMent i Ha CbBeTa OTHOCHO 3aIBIIXeHMATA U 3ajaunte Ha PedepenrHara maGoparopust Ha O6IIHOCTTA
BB BPb3Ka ChC 3asIBIIEHMSITA 3a 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 u3MoxeHOTO Mo-rope Komucusira cunra, ye npenaparst ot Lentilactobacillus buchneri DSM 19455 orrosapst 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 GbIaT B3eTy MOIXOMSIIY IPEAIA3HY MEpKI,
3a J1a ce MPEOTBPATH HeOIAronpusTHO Bh3NEICTBUE BHPXY 3[IPABETO HA ION3BATENNTE HA MoOaBKata. Te3u Mpelna3Hu MepKy
He CTIefBa [1a 3aCAraT APYIM M3MCKBAHMs 3 Oe30I1aCHOCT Ha PaOOTHMIMTE CHITIACHO MPaBoTO Ha Chro3a.

(7)  BerencrBue Ha IOTHOBSIBAHETO Ha paspelleHyeTo 3a yrorpeba Ha npenapara ot Lentilactobacillus buchneri DSM 19455 xato
¢ypaxua mobaka Permament 3a nsmbisenne (EC) Ne 774/2013 crenBa ma 6bie CHOTBETHO OTMEHEH.

(8)  Twit Kato HMa CbOOpasKeHMs: BBB BPb3Ka C 0E30I1aCHOCTTA, KOMTO [a Hajlarar He3abaBHOTO IpWJIAraHe Ha M3MEHEHIUSTA B
yCroBusiTa Ha paspelueHuero 3a npenapar ot Lentilactobacillus buchneri DSM 19455, e uenecbo6pasHo [ia ce mpemBiin
IPEXOJIeH NePHON, 3a A Ce [ajie Bb3MOXKHOCT Ha 3aMHTEPeCOBAHMTE CTPAHM [d IpednpyeMar HeoOXOIMMOTO, 3a I CIIa3sT
HOBJTE M3UCKBAHNS, IPOUSTMYAILM OT TIONHOBSIBAHETO Ha Pa3pELICHNETO.

(9)  Mepkure, NpemBUUEHM B HACTOSIIMS PEITIAMEHT, Ca B CBHOTBETCTBME CbC CTAaHOBMIIETO Ha IlOCTOSIHHMS KOMMTET IIO
PacTeHusITa, KMBOTHUTE, XPAHUTE 1 PypaxKuTe,

[TPUE HACTOSALLMS PEITIAMEHT:

Ynen 1

MonHoBsIBaHe Ha pa3peLIeHNETO

Pazpemennero 3a yrorpeba Ha IOCOYEHMS! B NPUIIOKEHMETO IPEMApaT, KOATO MPUHAMIERKY KbM KATETOPUATA ,TEXHOTOTMYHY
06aBKM” 1 KbM (YHKLMOHAIHATA Ipyna ,H00aBKM 3a CHIIaX", ce MOIHOBSIBA TPY ClA3BAHE HA YCIOBMUSATA, OMPENETIeHN B ChLIOTO
TIPUTOXKEHME.

UYnen 2

OtMsHa Ha Pernament 3a usnmsiiHenue (EC) Ne 774/2013

Pernament 3a usmpnuenye (EC) Ne 774/2013 ce ot™eHs1.

Ynen 3

Ilpexonuu MepKu

TTocoueHMSIT B IPIITOKEHNETO IPENapar ¥ ChIbPIKAIINUTE IO Gypazki, KOUTO a POM3BETCHM 1 eTHKeTMpaHy mpefn 16 mait 2025 r.
B CBOTBETCTBME C [PABIIAT, IPMITOKMMI Iipet 16 Mait 2024 r., MoraT [ja POIBIIKAT Aa ce IyCKAT Ha Ma3apa U 1a ce yrnotpebssar
II0 M3ueprBaHe Ha CKIaJioBUTe HANMYHOCTH.

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/2024/1196/0j
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Hacrostmmsr PEITIaMEHT € 3aIbJIZKUTEIIEH B CBOATA LSAJIOCT M CE Mpuiiara MpAKO BbB BCMYKM IbpKaBy
YJICHKN.

Cocraseno B bprokcen Ha 25 anpun 2024 ronmHa.

3a Komucuama
Tpedcedamen
Ursula VON DER LEYEN

ELL http://data.europa.eu/elijreg_impl/2024/1196/0j
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I1PMTTIOKEHUE
Munu- Makcn-
Vnentndu- Bun mim Maxa MaitHo MatHo Cpox Ha
KallVOHeH KaTeropust CBIbpXKa- | ChItbpKa- P
HOMED Ha IoGaka CbcTaB, XMMIYHA QOPMYJIa, ONUCAHME, METOML 32 aHAIN3 Ha MajiHa Hue Hue Hpyru pasnopentu BaJIMIHOCT Ha
p Bb3pacT paspeleHmero
o6aBKara XKUBOTHHTE CFU/kg npecert
MaTepuan

Kateropust: ,,rexxonormunu no6asku®, Qynkumonanna rpyna: ,,1o6asku 3a cumax*
1k20742 | Lentilactoba- Cscmag Ha dobasrama Beymuku — — B ymbTBaHeTo 3a ynorpeba Ha jobaskata | 16 Mait 2034 r.

cillus buchneri | Tlpemapar ot Lentilactobacillus buchneri DSM BUJIOBE ¥ TIPEMMKCHTE Ce TIOCOYBAT YCIIOBMSTA Ha

DSM 19455 | 19455 ¢ munmuManHo cbabpxanme 1 x 10' | XusoTHM CbXpaHeHue.

CFU/g mo6aska
B TBBpPHO CBCTOSHME

Xaparmepucmura Ha dRMUBHOIMO BEUECNEO
Kusnecocobun kinetku Ha Lentilactobacillus
buchneri DSM 19455

Memod 3a ananus ()
[pebposBane Ha Lentilactobacillus buchneri DSM
19455 BbB dypaxkHara fobaBKa:

— MerTox upe3 pascTuiaHe Bbpxy MRS arap (EN
15787)

Vnentnduraums Ha Lentilactobacillus buchneri
DSM 19455:

— myncosa ren  enektpodopesa (PFGE) —
CENJTS 17697 wut MeToau 3a CeKBEHMpPaHe
Ha [IHK

MuHIMAITHO ChIbPXKaHMe Ha T00aBKaTa,
KOIaTo He Ce M3IOI3Ba B KOMOMHALMSA C
[IPyT¥ MMKPOOPTaHM3MH KaTo T0GaBKM 32
cumax: 5 x 107 CFU[kg mpecen
Marepuan

Iobapkara TpsiGBa [1a ce M3MON3BA B IIpe-
CeH MaTepualt, KOITO Ce CHITaXMpPa JIECHO
¥ yMepPEeHo TPYIHO (?).

Oneparopute B ceKTOpa Ha Qypaxute
Tpsi0Ba [1a YCTAHOBSIT ONePATUBHI TPOLie-
[lypy ¥ f1a TPENBUIAT OPTaHM3ALMOHHN
MEpKJ 34 [OJI3BaTeNTe Ha JOOaBKaTa 1
TMPEMVKCUTE € OIVIE Ha TOTEHUMATHITE
PUCKOBe B Pe3ynTaT Ha ynorpeara uM.
Korato Te3u puckose He Morar fa Gbar
OTCTPAHEHM Upe3 CIIOMEHATHTE [IPOLeIy-
pu 1 MepKM, T00aBKaTa 1 IIPEMUKCUTE Ce
V3IIOII3BAT € JIMYHM NPEIIA3HU CPEICTBA
33 3alMTA HAa KOXKAra M 3a [MXaTelHa
3aluTa.

(") () TMonpoGHa muopMalms 3a MeTOMTE 3a aHAM3 MOXKe Ha Oble HaMepeHa Ha MHTepHeT aupeca Ha pedepeHrHara naGopatopust: https:/[joint-research-centre.ec.europa.eu/eurl-fa-eurl-feed-additives/eurl-fa-
authorisation/eurl-fa-evaluation-reports_en.

() () Mecen 3a cunaxupane ¢pypax: > 3 % pasTBOPUMM BBITIEXMIAPATH B IPECCH MATEPUATT; YMePEHO TPyIeH 3a cunaxupare pypax: 1,5—3,0 % pasTBOpUMIM BBITIEXUIPATH B IIPECHNUS MaTepHall B ChOTBETCTBUE ¢ PerameHT
(EO) Ne 429/2008 Ha Komwucusita ot 25 anpun 2008 1. oTHOCHO nofipo6Hy npasuiia 3a npurtarate Ha Pernmament (EO) Ne 1831/2003 Ha Esporneiickus napnaMeHT 1 Ha ChbBeTa 110 OTHOLLEHMe Ha NOATOTOBKATA U

IIPENICTaBSIHETO Ha 3asIBIIEHIIS M OLIEHKATa M pa3peluaBaHeto Ha gypaxuu pobasku (OB L 133, 22.5.2008 r., ctp. 1).
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