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EEMM  Ha Esporerickus cbio3 Cepust L

2025/168 31.1.2025 1.

PEITIAMEHT 3A U3ITBJIHEHUE (EC) 2025/168 HA KOMUCUSTA
ot 30 anyapu 2025 ropuna

3a MIOTHOBSIBAHE Ha pa3peLIeHneTo 32 ynorpeba Ha npenapar or Limosilactobacillus fermentum NCIMB
30169 karo ¢pypaxna Ho6aBKa 3a BCUYKM BUIOBE KMBOTHH U 32 M3MeHeHNe Ha PernmaMeHT 3a u3IIb/IHeHMe
(EC) Ne 399/2014

(Tekct ot 3Hauenue 3a EUII)

EBPOIIEVICKATA KOMUCUS,
xaro B3e npensuy [lorosopa 3a $yHKIMOHMpPaHeTo Ha EBponerickust chbio3,

xaro B3e npensun Pernament (EO) Ne 1831/2003 Ha Esporneiickus napnament u Ha Cogera ot 22 cenremspu 2003 1. OTHOCHO
00ABKY 32 M3IIOJI3BAHE NPV XPAHEHETO Ha KuBoTHUTE ('), U MO-CrienmanHo wied 9, maparpad 2 oT Hero,

KaTo MMa NpelnBui, ue:

(1) B Permament (EO) Ne 1831/2003 ce mpemsmxna paspelutenieH pekuM 3a no0aBkuTe, NMpemBuueHn 3a yrorpeba npu
XPaHEHETO Ha XKMBOTHUTE, U Ce IIOCOYBAT OCHOBAHMSTA U IIPOLEOypUTe 33 MPENOCTAaBSHETO M MONHOBSBAHETO HA TaKOBA
paspeLieHue.

(2)  C Pernamenr 3a usmbnsenne (EC) Ne 399/2014 xa Komucusra (%) 6e paspeurena ynotpebara Ha npenapar ot Limosilacto-
bacillus fermentum NCIMB 30169 (no-paHo ompemesisiH ChINIACHO TakcOHOMusTa Karo Lactobacillus fermentum NCIMB
30169) karo dpypaxkHa moOaBKa 32 BCUUKI BIIOBE KMBOTHM 3a CPOK 0T 10 romyxm.

(3) B cvorBercrsue ¢ wieH 14, naparpad 1 or Permament (EO) Ne 1831/2003 Gewe nogageHo 3asiBiieHue 3a IIOTHOBSIBAHE Ha
paspelueHyero 3a ynorpeGa Ha mpenapata ot Limosilactobacillus fermentum NCIMB 30169 kato ¢ypaxsa gobaska 3a
BCMUKM BUIOBE KMBOTHM C WCKaHe H0DaBKaTa fa ce KIACMQUUMpPA B KAaTeropusira ,TEXHONOIMYHM NOGABKU“ U BbB
¢yHKUMOHANHATa Tpyma ,JHo0aBku 3a cumax”. [locoueHoTo 3asiBreHye Oele NMPUAPYXEHO OT NAHHUTE M IOKYMEHTHTE,
VMBUCKBAHM ChITIacHO wieH 14, maparpad 2 ot Permament (EO) Ne 1831/2003.

(4) B cranosuuero cu ot 17 ampun 2024 r. (°) EBponesickust opras 3a Ge3onacHoCT Ha XpaHute (,OpraHbT®) 3aKiioun, e npu
YCIOBMSITA Ha yoTpeba, KOUTO NMOHACTOSIIIEM Ca paspelieHy, npemnaparst ot Limosilactobacillus fermentum NCIMB 30169
ocraBa 0OesomaceH 3a BCMYKM BUIOBE XKMBOTHM, 3a [OTpeOuTenmre M 3a OKONHAata cpema. Toil CTUIHA ChIIO Taka [O
3aKITIOYEHMETO, Ye [J0OaBKaTa CleBa [1a ce CUMTA 3a [OTEHLMANeH KOXeH Y PEeclupaTopeH CeHCUOMIM3ATOp M ue BCSKA
EKCIIO3ULIMSL Upe3 KOXaTa M JMXaTelIHUTe MBTULA ce cumTa 3a puck. Toil He MOXa Mia CTUTHE [0 3aKIOYEHMEe OTHOCHO
noTeHIMaNa Ha 106aBKara 3a apasHeHe Ha oumre. OpraHbBT CbIIO Taka [OCOYM, Y€ He € HeoOXOMMO [1a Ce OLEHsBa
eQUKACHOCTTa Ha [06ABKATA, Thil KAaTO 3asBIEHMETO 33 IONHOBSBAHE HA Pa3PElICHMETO HE BKIIIOUBA MPEINIOKEHME 3a
M3MEHEHMe WM MOIbJIHEHME HA YCJIOBMSTA HA ITbPBOHAYAIIHOTO paspelleHue, KOeTo OM OKa3aio Bb3Ie/CTBUE BbPXY
eMKacCHOCTTa Ha 100aBKaTA.

(5)  PedepenrHara naboparopus, ompemeneHa ¢ Permament (EO) Ne 1831/2003, cuere, ye 3aKimOueHMsTa M MPENOPBKUTE,
HAIPaBeHy TPV OLIEHKATa, M3BbpLIEHa 110 OTHOLIEHNE Ha METOMA 3a aHanu3 Ha npenapata ot Limosilactobacillus fermentum
NCIMB 30169 karo ¢ypaxsa mo0aBka B KOHTEKCTa Ha MPEIMIIHOTO pa3pelieHie, Ca BATMOHM U IPWIOKMMIU 3a
HACTOSILIOTO 3asiBlieHue. Topamy TOBa B CHOTBETCTBME C WieH 5, maparpad 4, 6yksa B) or Permament (EO) Ne 378/2005 Ha
Kommcysra () He ce M3MCKBa IOKITAJ 32 OLICHKA OT pedepeHTHaTa TabopaTopusi.

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

() Pernament 3a usmbnerye (EC) Ne 399/2014 na Komucnsira or 22 anpun 2014 1. 3a paspemasane Ha npenapatnte ot Lactobacillus brevis DSM
23231, Lactobacillus brevis DSMZ 16680, Lactobacillus plantarum CECT 4528 u Lactobacillus fermentum NCIMB 30169 xato ¢ypaxu
mobaBK 3a By KyBoTiHCKY Bugose (OB L 119, 23.4.2014 r., crp. 40, ELL http://data.europa.eufelijreg_impl/2014/399/o0j).

(*) EFSA Journal (Bronerun Ha EOBX), 22(5), e8794.

(*) 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 3aIBIIXCHMATA U 3ajaunte Ha PedepenrHara maGoparopust Ha O6IIHOCTTA
BbB BPb3Ka ChC 3asIBIIEHMSITA 3a M3aBaHe Ha paspewmrenHy 3a gpypaxuu nobasku (OB L 59, 5.3.2005 r., crp. 8, ELL http://data.europa.eu/
elireg/2005/3780j).
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(6)  C ommen Ha u3noxeHOTO no-rope Kommcusita cumra, de mpemaparst ot Limosilactobacillus fermentum NCIMB 30169
OTIOBApsl Ha YCIOBMATA, MpenBuaeHy B wied 5 oT Permament (EO) Ne 1831/2003. CpoTBeTHO paspeleHnero 3a ynorpeba
Ha TocoveHaTa 1o0aBKa criensa na 6bne monHoseHo. OcBer ToBa Komucusta cMsTa, ye crieia 1a ObIaT B3eTy MOIXOMSIIMN
IpeAnasHyt MEpKH, 3a [a Ce MPeJoTBpaTy HeOIarompysaTHO BB3IENCTBIE BbPXY 3IPABETO Ha MONI3BATE/MTE Ha 10OABKATA.
Te3u mpemmasHy MepKy He CIIeABA M4 3aCSraT APYTYM M3MCKBAHMS 3a 0€30MacHOCT Ha PaGOTHMINTE CHINIACHO IPABOTO HA
Crpro3a.

(7)  BerencTBie Ha NMOTHOBSBAHETO HA paspellieHneto 3a ymotpeba Ha mpemapara or Limosilactobacillus fermentum NCIMB
30169 xato gypaxHna nobaska Pernament 3a uambienne (EC) Ne 399/2014 crensa fa 6ble ChOTBETHO M3MEHEH.

(8)  Twi1 KaTo HsIMa CHOOPaXKEHMS BbB BPb3Ka ¢ GE30MAaCHOCTTA, KOMTO [a Hanarar He3aGaBHOTO MpUIAraHe Ha M3MCHEHMATA B
yCIOBMSITA Ha paspelieHuero 3a npenapar or Limosilactobacillus fermentum NCIMB 30169, e uenecho0pasto ma ce
TpENBUIM [IPEXOMNeH Mepyof, 3a [Ia ce Haje Bb3MOXHOCT Ha 3a{HTEPECOBAHNTE CTPAHM [Ia NIPEIpUeMaT HeoOXOIMMOTO, 3a
[1a CIIa3sIT HOBUTE M3UCKBAHS, IPOM3THYALY OT IOTHOBSBAHETO HA Pa3pELLeHNETO.

(9) MepK]/ITe, NpeOBUICHN B HACTOSIILMS PEITIAMEHT, Ca B CbOTBETCTBME CbC CTAHOBMILETO Ha [TocTosStHHUSI KOMUTET IO
pacTenuATa, KMBOTHUTE, XpaHUTE U ¢ypa)KMTe,

[TPYE HACTOALLNA PEITIAMEHT:

Ynen 1
IlogHoBsIBaHe Ha pa3pelieHUETO
Pazpemenyero 3a ynorpea Ha IOCOYEHMs! B NPUIIOKEHNMETO IPENApaT, KOMTO NPUHAIIERY KbM KaTETOPUSTA ,TEXHOJIOTMYHY

]106aBKI/I“ " KbM (l)yHKLU/IOHa]'IHaTa I'pyna ,,[IO6aBKI/l 3a cuilax”®, ce MOJTHOBSBA Ipy Cllia3BaHe Ha YCIIOBMATA, ONPENENIEHN B ChILOTO
IIpUIIOKEHME.

Unen 2

W3menenne na Pernament 3a msnbinnenne (EC) Ne 399/2014

B mpunoxenyero kbm Permament 3a msmbiaenne (EC) Ne 399/2014 mmcsane 1k20747 3a Lactobacillus fermentum NCIMB
30169 ce sanuuasa.

Ynen 3
IIpexomnu MepKu
TTocoyeHNAT B IIPUITOKEHIETO TIPEMapaT M ChIbpKALIMTE T0 $ypaxku, KOUTO ca IPOM3BENeHN U eTvKeTvpary npemt 20 despyapu

2026 1. B ChOTBETCTBHUE C NpaBuiata, mpusoxumu npeay 20 gespyapy 2025 1., MOTaT fa MPOIIBIIKAT [ja Ce MYCKAT Ha ffa3apa U 1a
ce ynotpeOsBar 10 M34epIIBaHe HA CKITAIOBUTE HAUYHOCTH.

ELL http://data.europa.eufelijreg_impl/2025/168/oj
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Ynen 4
Bnusane B cuna

Hacrosiumsr perimaMenT Biv3a B CMJIa Ha IBAI€CETVA IEH CIIET NEHA Ha Hy6HI/IKyBaHCTO My B Od)uqua/:en BECMHUR HA Eeponeﬁcnuﬂ
Ce103.

Hacrosimmsr permaMenT € 3aIbIIKUTENIEH B CBOATA LAJIOCT M CE Ipuiiara IpAKO BbB BCMYKM TbpKaBU
YJICHKI.

Cncraseno B bprokcen Ha 30 aayapn 2025 rommHa.

3a Komucuama
Tpedcedamen
Ursula VON DER LEYEN

ELL http://data.europa.eu/elijreg_impl/2025/168/oj
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[TPUTTO2KEHUE
VneHtndu- o Munnmanso Maxkcumanno
KallMOHEH ChIbpKaHue CbIbpXaHue CpOK Ha
C'bCTaB, XUMNYHA (])opMyna, omnmcaHue, METox 3a Kareropus MakcumarnHa
HOMep Ha Mobaska Hpyru pasnopenou BaJIMIHOCT Ha
aHalIn3 Ha BB3pacT
dypaxnara KUBOTHUTE CFU/kg nipeceH matepuain PaspeIEHUETO
no6aBka
Kareropus: , TexHonornunu no6asku”. Qynkumonanua rpyna: ,,mo6asku 3a cumax*
1k20747 | Limosilactobacillus | Cacmag Ha do6asrama Benuku — — 1. B ymsrBanero 3a ymorpeba Ha | 20 pepyapu
fermentum NCIMB | [Ipemapar ot Limosilactobacillus fermentum |  Bumose mo6aBKaTa 1 MPEMIKCUTE CE 2035 .
30169 NCIMB 30169 ¢ MMHUMaIHO CbIbpKaHMUe | KUBOTHU II0COUBAT YCJIOBYATA HA

2,5 x 10" CFU/g nobaska.

B TBBpHO ChCTOSHME.

Xaparmepucmura Ha aRMUBHOMO
8EUECBO

Ku3HecnocoGHM KIeTKy Ha
Limosilactobacillus fermentum NCIMB
30169

Memo0 3a ananus (")

IpebposiBane Ha Limosilactobacillus
fermentum NCIMB 30169 BB ¢ypaxHara
mobasKka:

— MeTof 4pe3 pascTinane BbpXy MRS
arap (EN 15787)

Vnentunduraums Ha Limosilactobacillus
fermentum NCIMB 30169:

— myncosa ren enekrpoopesa (PFGE) —
CEN/TS 17697 wnu metomm 3a
cekseHMpane Ha [JHK

ChXpaHEHMe.

2. MuHMMAarHa 103a Ha 100aBKara,
KOTaTo He e M3MON3BA B
KOMOMHALIVS C IPYTH
MUKPOOPIaHN3MI KATO [100aBKM
3a cmnax: 1 x 10% CFU/kg
IIpeceH MaTepualL.

3. Omneparopure B CeKTOpa Ha
dypaxure TpsiGBa 1a yCTAHOBAT
OTIepaTMBHY MPOLIENYPU U [Ia
TPEABUIISAT OPraHM3ALMOHHN
MepKI 3a oTpebuTenmre Ha
1o6aBKaTa ¥ IPEMIKCHUTE C LIeN
[1a Ce IIPENOTBPATST
IOTEHIMAJIHNUTE PUCKOBE,
IIPOM3TUHALLY OT yroTpebata
um. Korato Tesn pyuckose He
MOTaT [ 6bIaT OTCTPaHeHN upe3
CIIOMEHATHTE TPOLIEYPU U
MepKky, foOaBKaTa 1
IpeMIKCHTE TPsIOBa [a ce
M3ION3BAT C JINYHMU MPEINa3HU
CPEJICTBA 3a 3alIMTA HA KOXKATA,
OUMTE U UXATEITHNTE OPTaHM.

(")  TMompobHa MHPOpPMALIS 32 METOIMTE 32 AHATIM3 MOKe 1a Oblic HAMepeHa Ha MHTEPHET ajpeca Ha pedepeHTHata maboparopust: https:/[joint-research-centre.ec.europa.eu/eurl-fa-eurl-feed-additives/eurl-fa-authorisation/

eurl-fa-evaluation-reports_en.

Dd

16T0TT'1E ‘140


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

	Регламент за изпълнение (ЕС) 2025/168 на Комисията от 30 януари 2025 година за подновяване на разрешението за употреба на препарат от Limosilactobacillus fermentum NCIMB 30169 като фуражна добавка за всички видове животни и за изменение на Регламент за изпълнение (ЕС) № 399/2014 
	ПРИЛОЖЕНИЕ 


