RN OduumaneH BeCTHUK BG
EEMM  Ha Esporerickus cbio3 Cepust L

2025/2176 30.10.2025 .

PEITIAMEHT 3A U3ITBJTHEHUE (EC) 2025/2176 HA KOMUCUSATA
ot 29 okroMepu 2025 roguna

3a MIO{HOBABAHeE Ha Pa3pelieHNeTo 3a ynorpeda Ha npenaparure ot Pediococcus acidilactici NCIMB 30005,
Lacticaseibacillus paracasei NCIMB 30151 u Lactiplantibacillus plantarum DSM 16627 kato ¢pypaxHu
T0GAaBKM 32 BCUYKM BUIOBE KMBOTHM M 32 OTMAHA Ha Permament 3a n3mpnnenne (EC) Ne 849/2014

(Tekct ot 3Hauenue 3a EUII)

EBPOIIEVICKATA KOMUCHS,
KaTo B3¢ mpensuy [1orosopa 3a $yHKIMOHMpPaHeTo Ha EBpomnerickist Cbio3,

xaro B3e npempun Permament (EO) Ne 1831/2003 Ha Espomeitckust mapnament u Ha Coeera ot 22 cenrempu 2003 I. OTHOCHO
[0OABKI 3 M3IION3BaHE 1P XPaHEHeTO Ha KMBOTHUTe ('), U MO-CIELMAIHO WieH 9, maparpad 2 T Hero,

KaTo MMa NpenBum, ue:

(1) B Pernament (EO) Ne 1831/2003 ce mpempikma paspelinmTesieH peXuM 3a H00ABKMTe, IpEBUOEHM 3a ynorpeba mpu
XPaHEHETO Ha XKMBOTHMUTE, M Ce II0COYBAT OCHOBAHMATA M INPOLEIYPUTE 3a IIPENOCTaBAHETO M NMONHOBABAHETO HA TAKOBA
paspelieHue.

(2) C Pernament 3a mambiHenne (EC) Ne 849/2014 na Kommemsra (?) Oewe paspemeHa ymorpeOata Ha IperiapaTute OT
Pediococcus  acidilacticic NCIMB 30005, Lacticaseibacillus paracasei NCIMB 30151 (mo-paHo ompemensiH ChITIacHO
TakcoHoMmusiTa Kato Lactobacillus paracasei NCIMB 30151) u Lactiplantibacillus plantarum DSM 16627 (mo-paHo
ompenensit kato Lactobacillus plantarum DSMZ 16627) kato ¢ypaxuu 106aBKH 33 BCUUKY BIIOBE KIBOTHY 3a CPOK OT 10
TOIVHM.

(3) B cporserctsue ¢ wien 14, maparpad 1 ot Pernament (EO) Ne 1831/2003 6sixa nomaneHu Tpu 3asiBIeHNMs 3a OTHOBSBAHE Ha
paspemenyiero 3a ynorpeba Ha npemnaparute ot Pediococcus acidilactici NCIMB 30005, Lacticaseibacillus paracasei NCIMB
30151 u Lactiplantibacillus plantarum DSM 16627 xato ¢ypaxeu n006aBKM 3a BCUYKM BUIOBE XUBOTHM C MCKaHe
106aBKuMTE [1a ce KIACU(UIMPAT B KATETOPHSATA ,, TEXHONOIMYHY T00ABKM” 1 BbB QYHKIMOHATHATA TPy ,T0OABKM 32 CHITAXK",
asBreHusITa Os1Xa IPUIPYKEHI OT JAaHHMTE U TOKYMEHTHUTE, M3MCKBAHN CHINIACHO wieH 14, maparpad 2 or Pernament (EO)
Ne 1831/2003.

(4) B cranosmmara cu ot 15 okromspu 2024 1. (°), 26 HoemBpy 2024 t. () u 28 stHYapn 2025 r. (°) EBpomeriickusr opran 3a
Ge3omacHoCT Ha xpanute (,OpraHsT”) 3aKImIouM, Ye NPy paspelieHuTe MOHACTOSIIEM YCIOBYs Ha ymoTpeba mpenapatute ot
Pediococcus acidilacticic NCIMB 30005, Lacticaseibacillus paracasei NCIMB 30151 u Lactiplantibacillus plantarum DSM
16627 ocrasar Ge30macHu 3a LeTIeBUTE BULOBE, IOTpeOUTENNMTE M OKONMHATA Cpema. Toil ChIIO Taka 3aKIIOUM, ye JOOaBKIUTE
CIIeMBA []A Ce CUMTAT 3a TMOTEHUMATHM KOXHM M PECIMPATOPHM CEHCMOUIM3ATOPU U ue BCSKA eKCTO3MIMS upe3 Koxata 1
[IMXaTeITHUTE IBTUINA Ce CYMTA 3a pucK. [lopamy nmmnca Ha gaHHM OpraHBT He MOXa @ CTUTHE JI0 3aKJIIOYEHME OTHOCHO
TeXHYS! MIOTEHLMAT 32 Ipa3HeHe Ha ounte. OPraHsT ChIIO TAKa [I0COYM, Ye He ¢ HeOOXOMIMO [1a Ce OLeHsBA edyKACHOCTTA Ha
1106aBKuUTE, ThIl KATO 3asBIIECHUSATA 32 MIOMHOBABAHE HA TAXHOTO paspelleHne He BKITIOUBAT MPENIOXEHYe 33 M3MeHeHMe Ui
[OIbJIHEHME HA YCIOBUATA HA IIbPBOHAYATIHOTO paspelicHMe, KOeTo Oy OKa3ano BB3MNENCTBME BbPXy ePUKACHOCTTA Ha
noGaskure. Toll ChIIO Taka IOCOYM, Ye CTOMHOCTUTE, YCTAHOBEHM 33 LMTPUHMH, Ca BUCOKM M TpsiOBa ma Gbmar oGekT Ha
BHIMMaHNe 1 HaOITrOIeH e 110 BpeMe Ha POM3BOMICTBEHNS TPOLIEC.

(5) PedepenrHata maGopatopus, onpemenesa ¢ Permament (EO) Ne 1831/2003, cuere, ue 3aKiIOUYEHMSTA ¥ MPENOPBKUTE,
HAIPaBeHy IIPY OLIEHKATA, M3BbpIICHA [0 OTHOUICHME HA METONA 3a aHanmu3 Ha nperaparute or Pediococcus acidilactici
NCIMB 30005, Lacticaseibacillus paracasei NCIMB 30151 u Lactiplantibacillus plantarum DSM 16627 kato ¢ypaxuu

() OBL268,18.10.2003 r., crp. 29, ELL https:|[eur-lex.europa.eu/eli/reg/2003/1831/o0j.

() Permament 3a mambnaenne (EC) Ne 849/2014 na Komycnsira ot 4 asryct 2014 r. OTHOCHO pa3pelMTeNHOTO 3a yIOTpeba Ha Mpenapatute or
Pediococcus acidilacticic NCIMB 30005, Lactobacillus paracasei NCIMB 30151 u Lactobacillus plantarum DSMZ 16627 xato ¢ypaxun
m06aBK1M 33 BCHYKM KuBOTHHCKY Bimoe (OB L 232, 5.8.2014 r., ctp. 16, ELL: http:|/data.europa.eu/eli/reg_impl/2014/849/0j).

() EFSA Journal (Bionemun na EOBX), 22(11), 9074, https://doi.org/10.2903 j.efsa.2024.907 4.

() EFSA Journal (Bionemun na EOBX), 23(1), 9146, https://doi.org/10.2903 j.efsa.2025.9146.

() EFSA Journal (Btonemun na EOBX), 23(2), 9248, https://doi.org[/10.2903j.efsa.2025.9248.

ELL http://data.europa.eu/elijreg_impl/2025/2176/oj 1/6


https://eur-lex.europa.eu/eli/reg/2003/1831/oj
http://data.europa.eu/eli/reg_impl/2014/849/oj
https://doi.org/10.2903/j.efsa.2024.9074
https://doi.org/10.2903/j.efsa.2025.9146
https://doi.org/10.2903/j.efsa.2025.9248

BG

OB L, 30.10.2025 r.

106aBKM B KOHTEKCTA Ha MPEAMIIHOTO paspelleHue, ca BaIMIHY M IPWIOKMMM 32 HACTOSLIOTO 3assiieHye. [lopam ToBa B
CHOTBETCTBHE C wileH 5, naparpad 4, byksa ) ot Pernament (EO) Ne 378/2005 Ha Komucusra (°) He ce mM3MCKBA [MOKIIaK 3a
OLIeHKa OT pedepeHTHATA TAGOPATOPMSL.

(6)  C ornen Ha ropensnoxenoro Komucusita cunra, ue npenaparute ot Pediococcus acidilactici NCIMB 30005, Lacticaseibacillus
paracasei NCIMB 30151 u Lactiplantibacillus plantarum DSM 16627 oTroBapsaT Ha ycoBusITa, IIPEIBUIEHI B WIEH 5 OT
Pernamenrt (EO) Ne 1831/2003. CoTBeTHO pa3pelieHneTo 3a ynotpeba Ha mocoueHnte o0aBKu Ciiefisa 1a Gbe MOIHOBEHO.
Ocsen ToBa Komucumsta cumra, ve criefBa [a ObAaT B3eTM MOOXOMSIIM IpEMNasHM MepKM, 33 [a ce IPeNOTBPAaTH
HeOTIaronpyuaATHO BB3Ie/CTBIE BbPXY 3[PABETO Ha MOJI3BaTeNTe Ha oOaBkuTe. Teau mpennasHy MepKy He CIIeNBa 1a 3acsrat
LPyT¥ M3MCKBAHNS 3a 0€30TIACHOCT Ha PabOTHULUTE CHITIACHO NPaBoTO Ha Chro3a.

(7)  BcrencrBue Ha MONHOBSIBAHETO HA pa3pelieHNMeTo 3a ynorpeba Ha mpemapatute ot Pediococcus acidilactici NCIMB 30005,
Lacticaseibacillus paracasei NCIMB 30151 u Lactiplantibacillus plantarum DSM 16627 xaro ¢pypaxuu nobasku PermameHt
3a y3mpiHeHne (EC) Ne 849/2014 crenBa ma Gbe OTMeHeH.

(8)  Twit Kato HsMa ChOOPaKEHMs BbB BPb3Ka ¢ GE30MACHOCTTA, KOUTO 13 HANlarar He3aOaBHOTO IpMIIAraHe HA M3MEHEHMATA B
YCIOBMSITA Ha paspellieHneTo 3a ynorpeba Ha mpemapatute ot Pediococcus acidilacticic NCIMB 30005, Lacticaseibacillus
paracasei NCIMB 30151 u Lactiplantibacillus plantarum DSM 16627, e uenecho0pa3Ho [1a ce IPEeBUaN IPEXOIeH [IepHox,
3a 71 Ce Male Bb3MOXHOCT Ha 3aMHTEpPECOBAHUTE CTPAHM [d TIPEINPUEMaT HeoOXOMMMOTO, 34 [a CIIa3AT HOBUTE M3UCKBAHNS,
[IPOMBTUYALLY OT NOHOBSBAHETO Ha PAa3PeLLIEHNETO.

(9)  Mepxkure, penByACHN B HACTOSILINS PETTIAMEHT, Ca B CHOTBETCTBME ChC CTAHOBMIIETO Ha [OCTOSIHHNS KOMUTET 1O PacTeHMTa,
KMBOTHUTE, XPAHUTE I QypaxKuTe,

[TPUE HACTOALLNA PEITIAMEHT:

Unen 1

MonHoBsIBaHe Ha pa3peLIeHNETO

TTonHOBsIBA ce pa3pelieHNeTo 3a ynorpeda Ha MOCOYEHWUTE B MPUIOKEHMETO MpENapaTi, KOUTO NPUHAANERKAT KbM KaTeropusra
,TEXHOIIOTMYHY T00aBKI" ¥ KbM yHKLMOHAIIHATA IpyIa ,100aBKY 33 CHIIAX", PV CIIa3BaHE HA YCIIOBISITA, OMPEENeHN B CHIIOTO
IIPUIIOKEHME.

Ynen 2

OtMsiHa Ha PeramenT 3a u3nmbianenue (EC) Ne 849/2014

Pernament 3a u3msiHenve (EC) No 849/2014 ce orMest.

UYnen 3

IIpexonuu MepKu

Ipenaparute ot Pediococcus acidilactici NCIMB 30005, Lactobacillus paracasei NCIMB 30151 u Lactobacillus plantarum DSMZ
16627, paspewtern cbriacHo Pernmament 3a mambiaenne (EC) Ne 849/2014 na Komumcnsita, u chbpammre i Gypaku, KOMTO ca
NpOM3BeNeHN M eTuKeTupany npemy 19 nHoemspy 2026 romuHa B CHOTBETCTBME C MpapuiaTa, NPMIOXuMY npemu 19 HoeMBpn
2025 romyHa, MOTaT [1a IPOIBIIKAT [1a Ce IyCKaT Ha Ma3apa M [a ce yoTpeOsBaT JO M3UepIBaHe Ha CKIIAOBUTE HATINYHOCTH.

(®) 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).
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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.

CncraeHo B bprokcen Ha 29 oktomspyu 2025 rogmHa.

3a Komucuama
Tpedcedamen
Ursula VON DER LEYEN

ELL http://data.europa.eu/elijreg_impl/2025/2176/oj
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[TPUTTO2KEHUE
VneHtndu- o Munnmanso Maxkcumanno
KallMOHEH ChIbpKaHue CbIbpXaHue CpOK Ha
C'bCTaB, XUMNYHA (])opmyna, OIlMCaHue, METON Kareropus Makcumanta
HOMep Ha Hobaska Hpyru pasnopenou BaJIMHOCT Ha
(l) AKHATA 3a aHAJIn3 Ha BB3pacT A3DENIEHIETO
P KUBOTHHUTE CFU/kg npecen Matepuan pasp
nobaBKa
Kareropus: ,,rexnonornunu nobasku”. Qynkumonanna rpyna: ,,no6asku 3a cunax*.
1k21013 | Pediococcus acidilactici | Cacmas Ha do6asrama Beyukn — — — B ymbTBaHeTo 3a ynotpeba Ha | 19 HoemBpH
NCIMB 30005 . Sy BUTIOBE 00aBKaTa i MPEMMIKCHTE CE 2035 ronuHa
Ipenapar ot Pediococcus acidilactici
KVBOTHU TIOCOYBAT YCIOBYATA HA

NCIMB 30005 ¢ MuHMManHo
cpmbpxkanne 2,5 x 10'° CFU/g nobaska

B TBBpIO ChCTOSAHME

Xapakmepucmuka HA ARMUBHOMO
seujecmaso

KusnecriocobHu ket Ha Pediococcus
acidilactici NCIMB 30005

Memod 3a anaaus (')

Unenrnduraums Ha Pediococcus
acidilactici NCIMB 30005:

— Meronu 3a cekennpane Ha THK mim
myncosa ren enekrpodopesa (PFGE)
— CEN|TS 17697

TpebposiBare Ha Pediococcus acidilactici
NCIMB 30005:

— Meron upe3 pasctunane sbpxy MRS
arap (EN 15786)

CbXpaHEHME.

MuHMMaNHa 7033 Ha
noGaBKaTa, KOraTo He ce
U3ION3Ba B KOMOMHALMS C
IPYTY MUKPOOPIaHU3MIU KATO
mobGaBku 3a cunmax: 5x107
CFU/kg npeceH pacruterieH
Matepuail.

Oneparopure B ceKTOpa Ha
dypaxure TpsiOBa a yCTAHOBST
OTIepaTVBHM NPOLETYPU 1 1A
TPEABUIST OPraHM3ALMOHHN
MEpKM 3a IOJI3BATENNTE Ha
no6aBKaTa 1 MPEMMKCHUTE C
OIJIEef] Ha [IOTCHLMAITHUTE
PUCKOBE B Pe3yNTaT Ha
yrorpeGara uM. Korato tesu
PMCKOBe He MOraT ga 6biar
OTCTpaHEHI upe3 CIIOMEHaTHTe
TIPOLETypY U MEpKH,
mo6aBKaTa 1 MPEMIKCHUTE Ce
V3IONI3BAT C JIMYHY TPETa3HU
CpefICTBa 3a 3alINTa Ha KOXKaTa
¥ OUMTE U AMXaTeNHA 3aLINTa.

Dd
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VneHtndu- Bram Munnmanso Maxkcumanso
KallMOHECH CbIbpKaHNe CbbpXKaHNe CpOK Ha
CbCTaB, XMMMYHA (l)OpMyJ'[&, OIlMCaHue, METON Kareropus MakcumanHa
HOMep Ha Hobaska Hpyru pasnopen6u BaJIMHOCT Ha
(l) AKHATA 33 aHaJlIn3 Ha Bb3pact A3DEIIEHIETo
YP SKMBOTHUTE CFU/ kg NpeceH MaTepuail pasp
no6asKa
1k20748 | Lacticaseibacillus Cacmas na dobasrama Benuky — — — B ymeTBaHeTo 3a ynorpeba Ha | 19 HoemBpH
paracasei NCIMB L , BUJIOBE no0aBKaTa i PEeMMKCHTE Ce 2035 ronuna
Ipenapar ot Lacticaseibacillus paracasei
30151 KMBOTHU TI0COYBAT YCIIOBYATA HA

NCIMB 30151 ¢ MMHUMAaNHO
cpmbpxkanue 2,5 x 10'° CFU[g nobaska
B TBBpIO CBCTOSIHME

Xapanmepucmum HA ARMUsHOMo
seujecmaso

KusnecnocobHM KiteTKu Ha
Lacticaseibacillus paracasei NCIMB
30151

Memod 3a ananus ()

Vnentnduraums Ha Lacticaseibacillus
paracasei NCIMB 30151:

— Meronu 3a cekennpane Ha THK mim
myrncosa ren enekrpogopesa (PFGE)
— CENJTS 17697

Tpebposiane Ha Lacticaseibacillus
paracasei NCIMB 30151:

—  METOJI upe3 Pa3CTIIIAHE Wi METOT Ha
pazisiTaTa cpela ¢ M3Non3BaHe Ha
MRS arap (EN 15787)

CbXpaHEHMUE.

MuHuMasHa 1o3a Ha
nobaBKaTa, KOraTo He ce
U3ION3Ba B KOMOMHALMA C
IpYI¥ MMKPOOPTaHM3MU KaTo
nmobaBku 3a cunmax: 5x107
CFU kg mpecen pacruterieH
MaTepua.

Oneparopurte B ceKTOpa Ha
dypaxmre TpsIOBa 1A yCTAHOBSIT
OTIepaTVBHY NPOLETYPU 1 [Ia
IPEABUISAT OPraHN3ALMOHHN
MEpKM 3a IOJI3BATENNTE Ha
00aBKaTa I IPEMUKCUTE C
OTJIef] Ha [IOTCHLMAITHNTE
PUCKOBE B pe3yiITar Ha
ynorpe6ara nm. Koraro Te3n
PMCKOBe He MOraT aa 6biar
OTCTpaHEH! Upe3 CIIOMEHATHTe
TIPOLIETypY U MEpKH,
00aBKaTa 1 PEMUKCHTE Ce
VBIIONI3BAT C JINYHM TPEIa3HU
CPeJICTBA 3a 3alIMTa HA KOXATa
¥ OUMTE U AMXaTeNHa 3aLINTa.

"1620T°01°0¢ 14O
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VneHtndu- Bram Munnmanso Maxkcumanso
KallMOHECH CbIbpKaHNe CbbpXKaHNe CpOK Ha
ChCTaB, XuMMuHa GOPMYIIA, OMMCAHMe, MeTON | Kateropus | MakcumanHa
HOMep Ha HoGaska Opyru pasnopentu BAJMIHOCT Ha
dypaxnara 54 AHAT3 i sp3pact a3peLleHNeTo
yP KUBOTHUTE CFU/kg nipeceH matepuan pasp
nobaska
1k20749 | Lactiplantibacillus Cacmas na dobasrama Benuky — — — B ymreTBaHeTo 3a ynorpeba Ha | 19 HoemBpH
plantarum DSM . g BUJIOBE 00aBKaTa U PEMUKCHTE CE 2035 ronyuHa
[penapar ot Lactiplantibacillus
16627 KMBOTHU TI0COYBAT YCIIOBYATA HA

plantarum DSM 16627 ¢ MusMMaiso
cpmbpxkanue 2,5 x 10'° CFU[g nobaska
B TBBpIO CBCTOSIHME

Xapanmepucmum HA ARMUsHOMo
seujecmaso

XKu3HecnocoOHM KIIeTKM Ha
Lactiplantibacillus plantarum DSM
16627

Memod 3a ananus ()

Unentuduraums Ha Lactiplantibacillus
plantarum DSM 16627:

— MeToM 3a cekpeHmpane Ha [THK mim
myrncosa ren enekrpogopesa (PFGE) —
CEN|TS 17697

IpeGposisare Ha Lactiplantibacillus
plantarum DSM 16627:
—  METO[I upe3 Pa3CTUIIAHe UIT1 METOL Ha

pazisiTaTa cpela ¢ M3Non3BaHe Ha
MRS arap (EN 15787)

ChXpaHEHMe.

MuHnManHa gosa Ha
no6GaBkara, KOraTo He ce
U3IOM3Ba B KOMOVHALMA C
[IPYTY MUKPOOPIaHM3MI KATO
moGaBku 3a cumax: 5 x 107
CFU/kg npeceH pacruterieH
Marepuarn.

Oneparopurte B ceKTOpa Ha
¢ypakure TpsIOBa 1a yCTAHOBST
OTIepaTVBHY MPOLETYPU 1 [Ia
IPEABUIST OPTaHM3ALMOHHN
MEpKM 33 IOI3BATENNTE Ha
ro6aBKaTa i MPEMIUKCHTE C
OIJIef] Ha [IOTEHLMAITHUTE
PUCKOBE B Pe3yNTaT Ha
yrorpeGara nM. Korato tesu
PUCKOBe He MOrar [ia Gbrar
OTCTPaHEHI upe3 CIIOMeHaTHTe
TIPOLETypY U MepKH,
mo6aBKaTa 1 MPEMIKCHUTE Ce
V3IOTI3BAT C JIMYHY TPEIa3HU
CpeJICTBa 3a 3alINTA Ha KOXKATa
¥ OUMTE U AMXaTeNHA 3aLINTa.

(")  Tlompobua nudopMaLys 32 METOIMTE 3a aHATIM3 MOXKe Jia Oblle HaMepeHa Ha MHTEPHET ajipeca Ha pedepeHTHaTa naboparopust: https:/[joint-research-centre.ec.europa.eu/eurl-fa-eurl-feed-additives/eurl-fa-authorisation/

eurl-fa-evaluation-reports_en.
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