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PEITIAMEHT 3A U3ITBJIHEHME (EC) 2025/151 HA KOMUCUSTA
ot 29 anyapu 2025 ropuna

3a IOTHOBSABAaHE Ha pa3peLieHNeTo 3a ynorpeda Ha npenapar ot Levilactobacillus brevis DSM 21982 karo
¢ypaxna moGaBKa 3a BCHUKN BUIOBE XKMBOTHM M 32 OTMsHa Ha PernamenT 3a usnbiHenue (EC)
Ne 838/2012

(Tekct ot 3Hauenue 3a EUII)

EBPOIIEVICKATA KOMUCUS,
Kato B3e Ipensuy [Jorosopa 3a GpyHKUMOHMPaHETo Ha EBPOMENCKus Cbio3,

Kkaro B3e npensun Permament (EO) Ne 1831/2003 na Espomerickust mapiament u Ha Copgera or 22 cemremspy 2003 . OTHOCHO
00aBKM 3a M3IION3BAHE NPV XPAHEHETO Ha KuBoTHUTE ('), U MO-CrielyManHo wieH 9, maparpad 2 oT Hero,

KaTo MmMa Ipensum, ve:

(1) B Permament (EO) Ne 1831/2003 ce mpemsuxna paspewutenied pekuM 3a 100aBKuTe, NpelByueHn 3a yrorpeba mpu
XpaHEHEeTO Ha KMBOTHWTE, J1 C€ II0COYBAT OCHOBAHMATA J NMPOLEIYPUTE 3a MPEIOCTABSIHETO ¥ IOITHOBSIBAHETO HA TAKOBA
paspelueHue.

(2)  C Permamenr 3a m3mbnHerne (EC) Ne 838/2012 Ha Komucnsra (%) Gere paspereHa ynorpebara Ha mpemapara ot Levilacto-
bacillus brevis DSM 21982 (mo-pano ompenensit Kato Lactobacillus brevis DSMZ 21982) kato {ypaxua noGaBka 3a
BCUYKY BUIOBE KMBOTHM 3a CPOK OT 10 rofmHu.

(3) B cvorBercrsue ¢ wien 14, naparpad 1 or Permament (EO) Ne 1831/2003 Gewe nogageHo 3asiBiieHMe 3a IOTHOBSIBAHE Ha
paspeteHiero 3a ynorpeba Ha npemapata ot Levilactobacillus brevis DSM 21982 xato ¢ypaxkHa 1o0aBKa 3a BCUUKM BUIOBE
KMBOTHM C MCKaHe J00aBKara a Obie KiIacuQuIMpaHa B KaTeropusira ,TeXHOJIOTMYHY [OOABKN® M BbB (YHKIMOHAIHATA
rpyma ,n06aBky 3a cwiax”. [TocoueHOTO 3asBieHye Gelle MPUIPYRKEHO OT JaHHMUTE M HOKYMEHTITE, M3UCKBAHM CBITIACHO
yrteH 14, maparpad 2 ot Pernament (EO) Ne 1831/2003.

(4) B cranosuwero cu ot 12 mapt 2024 1. () EBponesickusr opra 3a GesonacHocT Ha xpanute (,OpraHbr®) 3akioun, ye mpu
ycroBusiTa Ha ynotpeba, KOUTO MOHACTOsILEM ca paspelten, npenaparst ot Levilactobacillus brevis DSM 21982 ocrasa
Oe3omaceH 3a BCUUKM LENEBM BUIOBE KMBOTHM, 33 rOTpeGuTeNuTe M 32 OKONHATA cpena. OpraHbT CTMTHA CBIIO TaKa 10
3aKITIOUeHNeTO, Ye 100aBKaTa CIIefBa [Ia Ce CUMTA 33 [IOTEHIMATeH KOXKEH M PeclupaTopeH CeHCUOMIM3ATOP M Ye BCsKA
eKCIO3MLMSL Upe3 KOXATa M [IMXATENHUTE IBTUINA Ce CYMTA 33 PUCK, M 3asIBM, Y€ He MOXKE [a CTMTHE MO 3aKIIIOYEHNE
OTHOCHO MOTEHIIMANa Ha 00aBKaTa 3a pasHeHe Ha oumte. OPraHbT CHIIO TAKA IIOCOUM, Ye He ¢ HeOOXOMMMO [1a Ce OLieHsIBa
eQUKACHOCTTa Ha [00ABKATA, Tbil KATO 3asBCHMETO 33 IONHOBSBAHE HA Pa3pelCHMETO He BKIIIOYBA MPEINIOKEHME 3a
M3MEHEHME WM MNONBIHEHNE HA YCIOBMSTA HA ITbPBOHAYAIIHOTO paspelleHue, KOeTo OM OKa3ao BB3OENCTBHE BBPXY
eMKacHOCTTa Ha 00aBKaTa.

(5)  PedepenrHata naboparopus, ompemeneHa ¢ Permament (EO) Ne 1831/2003, cuere, ye 3aKimoueHMsTa M MPENOPBKUTE,
HAIPaBeH! IIPY OLEHKAT4, M3BbLICHA 10 OTHOLIEHNME HAa METOJA 3a aHanu3 Ha npenapata ot Levilactobacillus brevis DSM
21982 xaro {ypaxHa m00aBKa B KOHTEKCTA Ha MPEMIIHOTO pa3pelleHue, Ca BATMAHM M IPUIIOXKVMI 33 HACTOSIIOTO
3asisreHue. Tlopamu ToBa B CHOTBETCTBME C WieH 5, maparpad 4, 6yksa B) ot Pernament (EO) Ne 378/2005 Ha Komucusira (%)
HE Ce M3MCKBA TOKITAL 32 OLEHKa OT peepeHTHaTa 1abopaTopus.

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

(%) Pernamenr 3a usmbiHerne (EC) Ne 838/2012 na Komucusira or 18 centempu 2012 1. 3a paspewasate Ha Lactobacillus brevis (DSMZ 21982)
KaTo dpypaxHa mobaska 3a Bcyuky Bumose xkuoTHM (OB L 252, 19.9.2012 1., crp. 9, ELL http://data.europa.eu/elijreg_impl/2012/838/0j).

() EFSA Journal (Bronemun ta EOBX), 2024;22(4):8725.

(*) Permament (EO) Ne 378/2005 na Kommcusita or 4 mapr 2005 r. OTHOCHO mompoOHM npaswia 3a mpuiaraHero 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).

ELL http://data.europa.eu/elijreg_impl/2025/151/oj


http://data.europa.eu/eli/reg/2003/1831/oj
http://data.europa.eu/eli/reg_impl/2012/838/oj
http://data.europa.eu/eli/reg/2005/378/oj
http://data.europa.eu/eli/reg/2005/378/oj

BG

OB L, 30.1.2025 1.

(6)  C ormen Ha m3noxkeHoTO MO-rope Kommcusita cumra, ve nperaparst ot Levilactobacillus brevis DSM 21982 orroapst Ha
ycioBusiTa, npensueHn B wien 5 ot Permament (EO) Ne 1831/2003. ChoTBeTHO paspelieHueTo 3a ynotpeba Ha IOCoueHaTa
nobagka cresa 1a Obae nomHoseHo. OcseH ToBa Komucusita cusita, e criefisa na GbIaT B3eTy MOIXOMSIIN PEANA3HI MEPKH,
3a [1a Ce MPeOTBPATH HeOIAronpusITHO BH3NEICTBIE BHPXY 3IPABETO Ha ION3BATeNNTE HA NoOaBKata. Tesu MpenasHu MepKY
He CTIefIBa JIa 3aCATaT APYTM M3NCKBaHMs 3a 6e30MaCHOCT Ha PaOOTHUIMTE ChITIACHO MPaBOTO Ha Chi03a.

CIefiCTBUE Ha MOIHOBSIBAHETO HA pa3pelleHKeTo 3a ymorpeba Ha mpemapara ot Levilactobacillus brevis KaTo
7) B pasp ynorpeb perap Levilactobacillus brevis DSM 21982
dypaxuna mobaeka Permament 3a nmbisenne (EC) Ne 838/2012 crieniBa a Obe OTMeHeH.

(8)  Twii KaTo HAMA CHOOPAXKEHNS BbE BPb3Ka C GE30MACHOCTTA, KOMTO MIa HANATAT He3a0aBHOTO MPUIIATaHE HA M3MEHEHMATA B
yCIoBMsiTa Ha paspemeHnero 3a npemnapar ot Levilactobacillus brevis DSM 21982, e uenecboOpasHo Ia ce NpemBUmm
TIPEXOJIEH TIEPHOT, 33 J1a Ce [Alle Bb3MOXKHOCT Ha 3AMHTEPECOBAHNUTE CTPAHN [ IIPEANPUEMAT HEOOXOMMMOTO, 34 M CIIa3sT
HOBUTE M3MCKBAHMS, IPOV3TUYANIY OT TIOJIHOBSBAHETO HA PA3PEIIEHNETO.

(9)  Mepkute, npemBUIEHM B HACTOSIIMS PEINIAMEHT, Ca B CBHOTBETCTBME CbC CTAHOBMIIETO HAa IlOCTOSIHHMS KOMMTET IIO
PacTeHMsITa, KMBOTHUTE, XPaHUTE ¥ PypaxKuTe,

[TPVIE HACTOALLMSA PEITIAMEHT:

Ynen 1
ITopHOBsIBaHE Ha paspelIeHNETO
Pazpeennero 3a ymorpeba Ha [OCOYEHMS B MPUIIOXKEHMETO NPEMApaT, KONTO MPUHAMIEXKY KbM KaTeropusra ,TeXHOIOTMYHM
m0GaBKI“ M KbM (QYHKIMOHATIHATA TPyIa ,JI00aBKM 3a CUIAX", ce TOIHOBSBA TPV CIa3BaHE HA YCIIOBMSATA, OMPEIENeHN B CHIIOTO
TPUIOXKEHMeE.
Ynen 2
OtMmsna Ha Pernamenr 3a usnbinnenne (EC) Ne 838/2012

PernamenT 3a u3mbiHenve (EC) Ne 838/2012 ce orMeHsi.

Ynen 3
Ilpexonuu MepKu
TTocoueHMSIT B MPUIIOKEHMUETO [IPENapar 1 ChIbpKaliure 10 Gpypaxu, KOUTO ca IPOU3BEIEHU U eTMKeTHpaHu mpean 19 despyapu
2026 romymHa B CbOTBETCTBME C IIPABMIIATa, MpuoxKuMu mpemu 19 ¢espyapy 2025 rommta, Morar 1a MPOITBIKAT [1a Ce MyCKaT Ha
Tasapa 1 [ia ce ynorpebsisaT 10 M3ueprBaHe Ha CKIagOBUTE HAMYHOCTIL
Ynen 4

Bnusane B cuna

HacrosiuysT pernaMeHt Bim3a B CHITa Ha [IBaIeceTyst A€H CIIel eHst Ha myOnukysaHero My B O¢uyuaner secmmuur na Eeponeticrus
C5103.

Hacrostmmsr PEITIaMenT € 3aIbJIKUTEIIEH B CBOATA LSAJIOCT M CE Npnilara MpAKO BbB BCMYKM ObpKaBy
YJICHKI.

Cncraseno B bprokcen Ha 29 anyapu 2025 rommsa.

3a Komucuama
Ipedcedamen
Ursula VON DER LEYEN
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VnenTuduka-

Bup mmn

MunumanHo | MakcuManHo

Makcu- Cpok Ha
LIMOHEH HOMEP C])CT&B, XUMMYHA (l)opMyna, OInCaHue, METON Kareropus CbIbpKaHNe CbIbpKaHMe
HoGaska MajiHa Ipyru pasnopen6u BaJIMIHOCT Ha
Ha d)ypa)KHaTa 3a aHaJIn3 Ha BL3DACT A3DEIIEHHETO
no6aska XKUBOTHUTE P CFU/kg npecen Marepuai pasp

Kateropus: ,,rexHonornunmu mo0aBku®. (I)ym(uuonanﬂa rpyna: ,,J00aBKM 3a cunax‘
1k20715 Levilactobacillus Cscmas na do6agrama Benuku — — — B ymbrBaHero 3a ymorpeba Ha | 19 ¢geBpyapu

brevis DSM Tpenapar ot Levilactobacillus brevis DSM | Bumose mo0aBKaTa ¥ IPEeMIKCUTE Ce 2035 ronnHa

21982 21982 ¢ MUHNMaNHO ChIbpKaHKe 8 x KMBOTHU I0COYBAT YCTIOBMSATA HA CbXPaHEHME.

10" CFU/g nobaska

B TBBPHO ChCTOAHME

Xaparmepucmura Ha ARMUGHOMO
8eweCcmeo

KusnecriocobHy KIeTku Ha
Levilactobacillus brevis DSM 21982

Memod 3a ananus ()
IIpeGposiBane BBB $pypaxkHata Ho0aBKa
Levilactobacillus brevis DSM 21982:

— MeToqI upe3 pascTunaHe Bbpxy MRS
arap (EN 15787)

Unenrnduraums Ha Levilactobacillus
brevis DSM 21982:

— myrcosa rent enekrpodopesa (PFGE)
— CENJTS 17697 unu Metomm 3a
cexseHupane Ha [IHK

MunnmMansa fosa Ha goGaBkara,
KOT4TO He Ce U3NON3BA B
KOMOMHALMSA € IpyTH
MMKPOOPIaHM3MM KaTo 100aBKM 32
cumax: 1 x 10% CFU/kg npecen
MaTepuan.

C oryen Ha NOTEHLMATHITE PUCKOBE
B pe3ynTar Ha ynotpebara Ha
mo0aBKaTa 1 MPEMIKCUTE
OIIepaTopUTe B CEKTOPa Ha pypaxkute
TpsiBa [1a YCTAHOBSIT ONEPATHBHM
TIPOLIEAYPYU U 1A TIPEIBUMLAT
OpraHMU3ALMOHHN MEPKI 32
norpeburenuTe Ha [oOaBKaTa 1
npemukcute. Korato Tesu puckose
He Morar 12 ObIaT OTCTpaHeH! upe3
CIIOMEHATHUTE TPOLIEAYPU 1 MEPKH,
mo0aBKaTa ¥ IPEeMIKCUTE Ce
MBIOII3BAT C JINYHM TIPEIIa3HI
CPeJICTBA 33 3alINTA HA KOXKATA I
OuMTe 1 33 MMXATEITHA 3aLIUTA.

(")  Tlonpo6Ha nHpopMALIMS 33 METOIUTE 33 AHATIM3 MOXKe 13 ObIe HAMepeHa Ha MHTEpHeT afipeca 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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