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PEITIAMEHT 3A U3ITBJIHEHUE (EC) 20252175 HA KOMUCUATA
ot 29 okroMepu 2025 rogmna

3a IIOHOBsIBaHe Ha pa3pemieHNeTo 3a ynotpeda Ha npenapar ot Lactiplantibacillus plantarum CECT 4528
KaTo ¢pypaxHa H06GaBKa 32 BCHUKYM BUTOBE KMBOTHM M 32 OTMSIHA Ha PernaMeHT 32 u3IIb/IHeHNe
(EC) Ne 399/2014

(Texcr ot 3Hauenue 3a EMII)

EBPOIIEICKATA KOMUCHS],

Karo B3e npensuy [loroBopa 3a PpyHKuMOHMpaHeTo Ha EBpomeiickust cbio3,

xaro B3e npempun Permament (EO) Ne 1831/2003 Ha Espomeitckust mapnament u Ha Cosera ot 22 centempu 2003 r. OTHOCHO
00aBKY 3a M3IIOT3BAHE NPV XPAHEHETO Ha xKuBoTHUTE ('), U MO-Crieymanyo wied 9, maparpad 2 or Hero,

KaTo MmMa Inpensum, ve:

)

B Permament (EO) Ne 1831/2003 ce mpemsykima paspelumresieH pexuM 3a H0oOaBKuTe, MpemBUeHM 3a ymorpeba mpu
XPaHEHeTO Ha XMBOTHWTE, ¥ Ce MOCOYBAT OCHOBAHMSTA UM NPOLENYPUTE 3a NPENOCTABSHETO U TOJHOBSBAHETO HA TAKOBA
pazpelieHe.

C Pernmament 3a uamsnaerne (EC) Ne 399/2014 Ha Komucusra (2) Gewe paspelueHa ynorpebara Ha npenapara ot Lactiplanti-
bacillus plantarum CECT 4528 (0-paHO OIpemeNsiH ChITIACHO TakcoHOMMsTa Kato Lactobacillus plantarum CECT 4528)
KaTO (ypaxkHa H00aBKa 33 BCUUKY BIIOBE XKMBOTHM 33 CPOK OT 10 rommHu.

B cwotBerctue ¢ uieH 14, maparpa¢ 1 or Pernament (EO) Ne 1831/2003 6e momameHO 3asiBNeHMe 32 NONHOBSIBaHE Ha
paspeluenyero 3a ynorpeGa Ha npenapara ot Lactiplantibacillus plantarum CECT 4528 xato gypaxHa no6aBka 3a BCUYKM
BUIOBE XKMBOTHM C JCKaHe TOOABKATA [ Ce KIaCUQUINMPA B KATETOPUSTA ,TEXHONOIMYHN TOOABKU 11 BbB yHKIMOHAIIHATA
rpyma ,jq06aBku 3a cutax”. [locoueHOTO 3asBieHye e MPUIPYKEHO OT HAHHUTE M NOKYMEHTUTE, M3UCKBAHM CBITIACHO
wieH 14, maparpad 2 or Pernament (EO) Ne 1831/2003.

B cranoBumero cu or 28 syapu 2025 r. (°) EBpomeiickust opraH 3a GesomacHocT Ha xpaHute (,OpraHsr®) sakirouu, ue
npenapatbt ot Lactiplantibacillus plantarum CECT 4528 ocrasa GesonaceH 3a BCUYKM BUIOBE KUBOTHM, [IOTPeOUTENUTE I
OKOnHaTa cpena. OpraHpT CHINO TaKa 3aKIIOYM, ye MOoOABKAaTa He HPasHM OuMTe, HO CIIe[Ba [a Ce CUMTa 33 KOXEH U
PeCIpaTopeH CeHCHOMITM3ATOP M BCAKA KCIIO3MLINS Upe3 KOXATa I IMXATeITHUTE IIBTUIIA Ce CunTa 33 puck. Toit ChlIo Taka
nocouM, Ye He e HeoOXOMMMa OLEHKA Ha eQUKACHOCTTa Ha [00aBKATa, Thil KATO 3asBICHMETO 3a IONHOBSIBAHE Ha
paspellleHMeTO 33 HejfHaTa ymorpe6a He BKIIIOYBA IpEIVIOXEHMe 3a M3MEHEHMe WM [ONbIHEHMe Ha YCIIOBUSTA Ha
ITbPBOHAYATIHOTO pa3pelleHyte, KOeTo 61 0Ka3ano Bb3NeCTBIE BbPXY eGMKACHOCTTA Ha JoOaBKaTa.

PedepentHara naboparopus, onpenerieHa ¢ Permament (EO) Ne 1831/2003, cuere, ue 3aKOYeHMsITa M IPENOPBKUTE,
HATIPaBEHY NP OLICHKATA, M3BbpIUCHA [0 OTHOLICHME Ha MeTONA 3a aHaiu3 Ha npenapara ot Lactiplantibacillus plantarum
CECT 4528 kato ¢ypaxHa 1o6aBka B KOHTEKCTAa Ha MPEIMIIHOTO paspelieHNne, Ca BaMIHN M MPUITOKIMI 32 HACTOSIIOTO
3asisrerue. [lopamy ToBa B CHOTBETCTBHE C uneH 5, maparpad 4, Oyksa B) or Pernament (EO) Ne 378/2005 na Komucusra (%)
HE Ce M3MCKBA JOKIIAL 32 OLEHKa OT peepeHTHaTa 1abopaTopus.

OB L 268, 18.10.2003 r., ctp. 29, ELL https:|[eur-lex.europa.eu/eli/reg/2003/1831/oj.

Pernament 3a nambnenne (EC) Ne 399/2014 na Komucusita ot 22 anpun 2014 r. 3a pasperasase Ha npenapatute ot Lactobacillus brevis DSM
23231, Lactobacillus brevis DSMZ 16680, Lactobacillus plantarum CECT 4528 u Lactobacillus fermentum NCIMB 30169 xato ¢ypaxHu
1100aBKM 33 BCHUKY KMBOTUHCKM Bupose (OB L 119, 23.4.2014 r., c1p. 40, ELL http://data.europa.eu/elijreg_impl/2014/399/0j).

EFSA Journal (Btoaemun na EOBX), 23(2), €9247, https:/[doi.org/10.2903j.efsa.2025.9247.

Permament (EO) Ne 378/2005 Ha Kommcusta or 4 Mapr 2005 r. OTHOCHO MOOpoOHM mpaBuia 3a mnpuiaraeto 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/2025/2175/0j
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OB L, 30.10.2025 r.

(6)  C ormen Ha ropensnoxeHoTo Komucusita cunra, ye nperaparst ot Lactiplantibacillus plantarum CECT 4528 otrosaps Ha
ycroBusITa, pensuueHn B wieH 5 ot Permament (EO) Ne 1831/2003. ChoTBETHO paspeleHNeTo 3a ynoTpeda Ha OCOUeHATa
nobaBKa creBa 1a 6bae nogHoBeHo. OcBeH ToBa KoMucusTa cumta, de criefipa na ObIaT B3eTy MOIXOMISLIM MPENTa3HN MEPKH,
3 [1a ce MPeNOTBPATY HeOIAronpusITHO BH3NECTBIE BHPXY 3PABETO Ha MONI3BaTeNuTe Ha moGaBrata. Te3u IpeMIasHu MEPKU
He CTefIBa J1a 3aCAraT APYTM M3NCKBaHMs 3a 6e30MaCHOCT Ha PAOOTHULIMTE CHITIACHO MPaBOTO Ha Chi03a.

(7)  BcrencrBue Ha MOIHOBSIBAHETO HA pa3pelleHMeTo 3a ymorpeba Ha mpemapara ot Lactiplantibacillus plantarum CECT 4528
Karo ¢ypaxHa gobaka Pernament 3a nsmbisene (EC) Ne 399/2014 crenpa ia 6bie 0TMeHeH.

(8)  Twil kato HsIMa CbOOpPaxXeHNs! BbB BPb3Ka C O€30MIACHOCTTA, KOUTO [ia Hararar He3abaBHOTO NpWJIaraHe Ha M3MEHEHMSTA B
yCIOBISITA Ha paspeleHyeTo 3a ynotpeba Ha npenapara ot Lactiplantibacillus plantarum CECT 4528, e uenecho0pa3sHo fa ce
TIpEIBUIN TIPEXOEH MePUO, 3a [Ia Ce [alie Bb3MOXKHOCT Ha 3aMHTEpECOBAHNTE CTPAHH [ MIPENNpyeMaT HeoOXOIMMOTO, 33 1
CHIa3sT HOBUTE M3MCKBAHNS, IPOM3TUYALLN OT OTHOBSIBAHETO Ha Pa3pellieHNETO.

(9)  Mepkute, npeABMIEHN B HACTOSIIMS PEITIAMEHT, Ca B ChOTBETCTBUE ChC CTAHOBUIIETO Ha [TOCTOSIHHIS KOMUTET 1O PacTeHMATa,
KMBOTHUTE, XPAHUTE 1 QypPaxKuUTe,

[TPYE HACTOALLNA PEITIAMEHT:

Ynen 1
MonHoBsIBaHe Ha pa3pelIeHNETO
Paspemeﬂmem 3a yHOTpC6a Ha MOCOYCHMA B IPWIOKEHUETO IIpernapar, KOHTO MPUHAMIIEXN KbM KaTeropysdara , TEXHOJIIOTMYHU
m06aBKM“ M KbM (YHKLMOHAIHATA Ipyna ,H00aBKYM 3a CMIaX", ce MOIHOBSBA TPY ClA3BaHE HA YCIOBMUSATA, ONMPENETIeHN B ChLIOTO
IIPUIOKEHME.
Ynen 2
OtmsiHa Ha PermamenT 3a u3mbianenue (EC) Ne 399/2014

Pernament 3a u3mpiaenne (EC) Ne 399/2014 ce otMeHs1.

Ynen 3
IIpexomuu MepKu
[TocoyeHMAT B IPUIIOXKEHMETO HPerapaT M ChIbpKALMTE r0 GYpaxiL, KOUTO Ca IPOM3BENEHM M eTHKETMPAHM Npeny 19 HoeMBpu
2026 roguHa B CbOTBETCTBME C MpaBuilaTa, mpunoxumy npenyt 19 Hoemspu 2025 romyHa, MoraT ia IPOIBIIKAT 1A ce IycKaT Ha
rasapa 1 fia ce ynorpebssar 10 M3ueprBaHe Ha CKIafgOBITe HAMYHOCTIL
UYnen 4
Bnu3zane B cuia

Hacrosmmsr periIaMeHT BiM3a B CMJ1a Ha [ABaCCETMA IEH CIIeN OCHA Ha 1'ly6J'[1/IKyBaHeTO My B O(puu,ua/len B8CCMHUR HA Eeponeﬁmug
CB103.

Hacrosimmsr PEImmaMenT € 3aIbJIKUTENIEH B CBOATA LSAJIOCT M CE Ipuiara IMpSAKO BbB BCMYKM IbpKaBU
YJIEHKHN.

Cncraeno B bprokcen Ha 29 oxtomspyu 2025 rogmHa.

3a Komucuama
Ipedcedamen
Ursula VON DER LEYEN

ELL http://data.europa.eu/elijreg_impl/2025/2175/0j
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[TPUTTO2KEHUE
Vnentnduxa- Bup mn Munnmanso MakcnmanHo CpoK Ha
LIMOHEH HOMEP CT)CT&B, XUMNYHA (])opMyna, OIMcaHue, METoMI Kareropus MakcumMarnHa CbIbpXKaHNE CbhIbpXKaHue p
Hobaska Hpyru pasnopentu BaJIMIIHOCT Ha
Ha (bypa)KHaTa 33 aHaJIn3 Ha Bb3pact CFUk 23DEIIERHETO
no6aBKa KUBOTHUTE [kg mpecen matepuan pasp
Karteropus: ,,rexHonornyuu ro6asku”. Qynxkumonanua rpyna: ,,no6asku 3a cunax*.
1k20746 Lactiplantibacillus Cacmas Ha dobasrama Benukn - - - B ymbBaHeTo 3a ynotpe6a Ha | 19 HoeMBpH
plantarum Tpenapar ot Lactiplantibacillus BUTIOBE moGaekata u pemukcnte ce | 2035 rommHa
CECT 4528 plantarum CECT 4528 ¢ MUHMMATTHO KMBOTHU II0COYBAT YCIIOBYATA HA

cembpxanne 2,5 x 10" CFU[g mo6aska
B TBBpHO ChCTOSHME

Xaparmepucmura Ha RMUGHOMO
BEIECMBO

Ku3HecnocoGHM KieTKM Ha
Lactiplantibacillus plantarum CECT
4528

Memo0 3a anaaus (')

Vnentnduraums Ha Lactiplantibacillus

plantarum CECT 4528 BbB pypaxHata

moGaBKa:

— myrcosa ren ernekrpodopesa (PFGE)
— CENJTS 17697 wnu mMeromy 3a
cexseHupane Ha [JHK.

IpeGposBare Ha Lactiplantibacillus

plantarum CECT 4528 BbB {ypaxHara

noGaBKa:

—  METOJI Upe3 PasCTUIIAHE UM METON
Ha pasiATaTa Cpefa ¢ M3IOJI3BaHe Ha
MRS arap (EN 15787)

CbXpaHEHMe.
MuHnmanHa nosa Ha
nobaBKara, KOrato He ce
M3IIOJI3Ba B KOMOMHALIVSA C
IIPYTY MMKPOOPTaHU3MM KaTO
moGaeky 3a cumax: 1x10°
CFU kg npecen matepua
Oneparopute B ceKTOpa Ha
dypaxkure TpsiOBa na
YCTAHOBST ONeEPATUBHN
IPOLEHYpY U I NPEABUIAT
OpraHM3aLMOHHM MEPKM 3a
TOI3BaTeNNTE Ha JOOABKATA 1
IIPEMUKCUTE C OIJIeT Ha
TNOTeHLMATHNITE PUCKOBE B
pesynTar Ha ynorpebata uM.
Koraro Te3u puckose He MOraT
[1a GbIaT OTCTpaHeH! upes
CIIOMEHATHTE IIPOLENypH 1
MepKi1, o6aBKaTa u
TIPEMUKCUTE Ce U3MON3BAT C
JIMYHY [PeNa3Hy CPeAcTBa 3a
3all1Ta HA KOXKATa U 33
[IMXaTeNHa 3aLNTa.

(")  TMompobHa MHPOpPMALAS 3 METOIMTE 32 AHATIM3 MOKe a Oblic HAMepeHa Ha MIHTEPHET ajpeca Ha pedepeHTHaTa aboparopust: https:/[joint-research-centre.ec.europa.eu/eurl-fa-eurl-feed-additives/eurl-fa-authorisation/
eurl-fa-evaluation-reports_en.
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