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. O¢uimaneH BeCTHUK BG
EEMM  Ha Esporerickus cbio3 Cepust L

2026/1037 8.5.2026 .

PE[TIAMEHT 3A U3ITB/THEHME (EC) 2026/1037 HA KOMUCUSATA
ot 7 Mait 2026 roguHa

3a pa3peuiasane Ha ynorpebara Ha npenapar ot Enterococcus lactis NCIMB 10415 karo ¢pypaxua mo6aska
32 BCUYKM BUJIOBEe XKMBOTHM

(Texcr or 3Hauenue 3a EUII)

EBPOIIEMICKATA KOMUCH,
Karo B3e npensuy [loropopa 3a PyHKuMOHMpaHeto Ha EBponeiickust cbio3,

Kkaro B3e npensun Permament (EO) Ne 1831/2003 na Espomerickust mapiament u Ha CobBera or 22 cemremspy 2003 . OTHOCHO
[100aBKM 3a M3IIOI3BAHE NPV XPAHEHETO Ha KuBoTHUTE ('), U MO-CrielyanHo wied 9, maparpad 2 oT Hero,

KaTo yMa IpenBu, ve:

(1) B Pernament (EO) Ne 1831/2003 ce mpempukia paspelimresieH pexXuM 3a G00aBKMTe, IpeBUIeHM 3a ynorpeGa mpu
XPaHEHETO Ha KVMBOTHUTE, I CE II0COYBAT OCHOBAHMATA ¥ IIPOLEIYPUTE 3a NIPENOCTABAHETO Ha TAKOBA Pa3pelleHye.

(2) B cporsercrsue ¢ wied 7 ot Pernament (EO) Ne 1831/2003 Gewe nopaneHo 3asBiieHye 3a paspelaBaHe Ha yrotpebara Ha
npenapat ot Enterococcus lactis NCIMB 10415, onpenersit no-pauo karo Enterococcus faecium NCIMB 1041 5. Tlocoueroro
3asBrieHne Oe NMPUAPYXEHO OT IAHHNUTE M NOKYMEHTHTE, M3MCKBAHM CHINIACHO uieH 7, maparpag 3 or Permament (EO)
Ne 1831/2003.

(3)  3asBreHMeTo ce OTHACS O pa3pelIaBaHeTo Ha yrotpebata Ha nperapara ot Enterococcus lactis NCIMB 10415 kato gypaxHa
no0aBKa 3a BCHUKY BUIOBE KMBOTHY C MCKaHe J00OaBKaTa [1a ce KnacuQuumpa B KaTeropusita , TeXHONOTMUHM T00ABKU U BB
dyHKIMOHANHATA Ipyna ,JOOABKM 33 CUITAXK".

(4) B cranosuwero cu ot 16 cerrrempu 2025 r. (%) EBpomeiickusr opras 3a Ge3onacHocT Ha xpauute (,OpraHbr®) 3aKmoun, ye
npenapatbt ot Enterococcus lactis NCIMB 10415 e 6e3onaceH 3a BCUUKM BUIOBE KMBOTHMU, 34 IOTPeOUTENUTE U 33 OKOIIHATA
cpena. [To orHoweHne Ha GesomacHocTTa Ha norpeburenyre OpraHbT CTUTHA [0 3aKIIOYEHNETO, Ye MPENapaTsT ce CYMTa 3a
[IPa3HNUTEN Ha OYMTE M 33 KOXEH M PeCIMpaToOpeH CeHCMOMIM3ATOp M BCSIKA EKCIO3MLMS ce cumta 3a puck. OCBeH ToBa
Opraubt 3aKi04H, Ue JobaBsHeTo Ha mpenapata ot Enterococcus lactis NCIMB 10415 B MUHMMANHO KommuecTso ot 1 x 10°
CFU/kg mnpeceH pacTuTelleH MaTepual MOXe [a IOXOOpY KayeCTBOTO HA HPOM3BONCTBOTO M (ePMEHTALWATA Ha CUIIAXKa,
TIpOM3BeNleH OT BCSKAKBB BUIL MpeceH pacTuTeneH Matepuan. OpraHbT CbUIO Taka NMPOBepM MOKIafa OTHOCHO MeTOHa 3a
aHarm3 Ha ¢ypaxkHata mo0aBka BB ¢ypaxkuTe, IPENCTaBeH OT pedepeHTHaTa naboparopus, ompeneneHa ¢ Pernament (EO)
Ne 1831/2003.

(5)  C ornen Ha ropensioxenoto Komicusira cunra, ue npenaparst ot Enterococcus lactis NCIMB 10415 otrosapst Ha ycrioBusta,
npemBunenn B wier 5 ot Pernament (EO) Ne 1831/2003. [Topamu ToBa yrorpebara Ha IpenapaTsT ciieBa 1a Obae paspelieHa
3a BCHUKM BiIoBe K1BoTHU. OcBeH ToBa Komucusita cunta, ve crensa ga GbIaT B3eTy NOIXOMSLIM TIPEANA3HY MEPKI, 3a [a ce
IIPENIOTBPATH HeOMAroNpUsTHO B3NEHCTBIE BbPXY 3[PABETO Ha NONI3BATENTE HA J00ABKATA.

(6)  Mepxute, ipenBMUAEHN B HACTOSLIMS PETTIAMEHT, Ca B CbOTBETCTBME ChC CTAHOBMIIETO Ha [T0CTOSHHIS KOMUTET 1O PacTeHMSITa,
KUMBOTHUTE, XPAHUTE U PypPaxKUTE,

() OBL 268,18.10.2003 r., ctp. 29, ELL http://data.europa.eu/elijreg/2003/1831/oj.
(*) EFSA Journal(Bronternx a EOBX), 23(10), €9679. https://doi.org/10.2903/j.efsa.2025.9679.
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[TPYIE HACTOALLUNA PEITIAMEHT:

Ynen 1
Paspemenne
PaspemaBa ce ymorpe6ata Ha IMOCOYEHMSI B HPWIOXEHMETO MpENapar, KOWTO NMPUHATUIEKM KbM KATETOpWATa ,TEXHOTOTMYHM

]106aBKI/I“ " KbM (l)yHKIII/IOHaHHaTa Ipyna ,,]106aBKI/I 3a cuimax®, Karo HO6aBKa IIpN XpaHEHETO Ha XMBOTHUTE IIPU CIIa3BaHE Ha
ycnoBusiTa, OnpeneneHn B CbIOTO IIPUTIOKEHNE.

Unen 2
Bnusane B cuna

Hacrosiumsr pernmaMenT BiM3a B CMJ1a Ha IBaI€CETU NEH CIIEN NEHA Ha l'ly6III/IKyBaH€T0 My B O(})uu,ua/ten B8CCMHUR HA Eeponeﬁaeug
Co103.

Hacrosimmsr pernmaMenT € 3aIbIIKUTENIEH B CBOATA LAJIOCT M CE Ipuiiara IpsAKO BbB BCUYKU TbpKaBy
YJICHKI.

CncraBeHo B bprokcen Ha 7 Mait 2026 rommsa.

3a Komucuama
pedcedamen
Ursula VON DER LEYEN
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TTPUTIO2KEHUE
Bun umm MuHnmanHo MakcumasiHo
VineHtudukanyonex Cpoxk Ha
HaumeHoBaHMe Ha C'bCTaB, XMMUYHA <[)0pMyna, oInucanme, KaTel'OpI/[F[ Makcumanna an}p}Ka]-me C'I)I['Lp)KaHI/[e
HOMep Ha 6 Hpyru pasnopentu BAJIMIIHOCT HA
063.BK3.T3. J0o0aBKaTa METOII 3a aHaJlIn3 Ha Bb3pact A3DEIIERMETO
I SKMBOTHUTE CFU/kg nipeceH matepuan pasp
Kareropust: ,,rexHonornunu no6asgmn”. (I)ynxunonanﬂa rpymna: ,,fo0aBKu 3a CHITax".
1k20601 Enterococcus lactis | Cacmas Ha dobasrama Bcnukn — — — B ymsTBaHeTO 3a ynorpeba Ha 28 Mait
NCIMB 10415 Mpenapar ot Enterococcus lactis BUIIOBE nobaskata 1 npemukcute Tpsi6sa na | 2036 r.
KMBOTHI ce T0COYBAT YCIIOBUATA Ha

NCIMB 10415 ¢ MmuHuManHo
cebpxanne 1 x 10" CFU/g nobaska.

B TBBPHO ChCTOSAHME

Xaparmepucmura Ha arRMUBHOMO
Beuecmeo

KusHecnocobHM KieTKyu Ha
Enterococcus lactis

NCIMB 10415

Memod 3a ananus (')

3a nnentnduimpane Ha Enterococcus

lactis

NCIMB 10415 BbB dpypaxkHara

nobaska:

— myncosaren enekrpogopesa (PFGE)
— CENJTS 17697 wu Metomm 3a
cexBeHupane Ha [JHK.

3a npebposiBare Ha Enterococcus lactis

NCIMB 10415 BbB {ypaxHara

nobasKa:

—  METOJI upe3 pascTUIIaHe IV METON
Ha Pa3IaTaTa Cpelia C U3MOM3BaHe
Ha JKIThYEH eCKYJIMH a3MiIeH arap
(EN 15788)

ChXpaHeHMe.
MuHMManHa 103a Ha nobaBKarta,
KOTaTo He Ce U3IONI3Ba B
KOMOVMHALIMS C APYTH
MUKPOOPTAHM3MIL U/ UITN €H3UMU
KaTo no6aBKu 3a cunax: 1x10°
CFU/kg npecen pacrurerneH
MaTepua.

OnepaTopuTe B ceKTOpa Ha
dypaxkure Tps16Ba Ha yCTAHOBSIT
OIepaTMBHYU NPOLENYPU 1 [Ia
TPEIBIST OPraHM3ALMOHHI MEpPKH
3a [I0J13BaTeNNTE Ha [100ABKATA U
TMPEMIKCHTE C OITIeN Ha
TOTEHLMAJIHUTE PUCKOBE,
TMPOM3TUHALLI OT yIoTpedaTa mM.
Korato Te3u puckose He MOTar ia
ObIaT OTCTpaHeHN upe3
CIOMEHATHUTE TPOLIEAYPY 1 MEPKH,
[00aBKaTa 1 MPEMUKCITE Ce
M3IONI3BAT C JIMYHY NPEMa3HN
CPeJICTBA 3a 3alKTa Ha KOXKATa 1
OuKTe U AMXATeNHA 3aLINTA.

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