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Ha EBpomeiickus cbio3 Cepusa L

2024/2388 10.9.2024 r.

PEITIAMEHT 3A U3ITBJTHEHUE (EC) 2024/2388 HA KOMUCUSATA
or 9 cenrremBpu 2024 ropuHa

3a IIOHOBABAHeE Ha pa3peleHneTo 3a ynotpebda Ha npenapar ot Pediococcus pentosaceus DSM 23689 karo
¢ypaxna moGaBKa 3a BCMUKM BMIOBE XKMBOTHM M 3a M3MeHeHue Ha Permamenrt 3a mzmbnHenue (EC)
Ne 84/2014

(Tekct ot 3Hauenue 3a EVII)

EBPOIIEVICKATA KOMUCHS,

Karo B3e npensuy [loropopa 3a PyHKuMOHMpaHeto Ha EBporeiickist cbio3,

xaro B3e npensun Pernament (EO) Ne 1831/2003 Ha Esporneiickust napnament u Ha Cogera ot 22 cenremspu 2003 1. OTHOCHO
I00aBKY 32 M3IION3BAHE NPV XPAHEHETO Ha KuBoTHUTE ('), U MO-CrienumanHo wier 9, maparpad 2 or Hero,

KaTo Mma Ipeasum, ve:

(1)

B Pernament (EO) Ne 1831/2003 ce mpemsykia paspelumresieH pexuM 3a H00aBKuTe, NpeBMIeHM 3a ymorpeba mpu
XpaHEHEeTO Ha KMBOTHWTE, J1 C€ II0COYBAT OCHOBAHMSATA J NMPOLEIYPUTE 3a MpPEIOCTABSHETO ¥ IOITHOBSIBAHETO HA TAKOBA
paspelueHue.

Ynorpebara Ha npenapara ot Pediococcus pentosaceus DSM 23689 Ge paspemena 3a cpok or 10 romuum Kato dypaxksa
moGaBKa 3a BCMYKY BUIOBE KMBOTHY ¢ Permament 3a nambnaenne (EC) Ne 84/2014 Ha Kommcnsra (2).

B crotsercteue ¢ uneH 14, maparpa¢ 1 or Permament (EO) Ne 1831/2003 6e momameHO 3asiBneHMe 3a IOIHOBSBAHE Ha
paspelenviero 3a ynorpeba Ha mpenapara ot Pediococcus pentosaceus DSM 23689 xato (ypaxHa moGaBka 3a BCUYUKM
BUIIOBE XKMBOTHM, C MCKaHe HoDaBkata fga Obge KiIacUUIMpaHa B KaTeropusra ,TEXHOJIOTMYHM HOOABKM“ U BbB
¢yHKIMOHANHATa rpyma ,f006aBku 3a cumax“. [ocoueHOTO 3asBreHme Oe MPUOpYKEHO OT HAHHUTE M JOKYMEHTHTE,
V3VCKBAHI CBITIACHO WieH 14, naparpad 2 ot Pernament (EO) Ne 1831/2003.

B cranosumero cu or 30 syapu 2024 r. (*) EBpomeiickusit oprau 3a 6esomacHocT Ha xpamure (,OpraHbI®) crursa o
3aKITIOYEHMETO, ve mpenaparsT oT Pediococcus pentosaceus DSM 23689 mpombikasa 1a e Oe3omaceH 3a BCHUYKM BUIOBE
KMBOTHH, 38 TIOTPeOUTENNTE U 32 OKOITHATA Cpefja MPY PaspellieHNTe OHACTOSILIEM YCIIoBUs Ha yroTpeba. Toit cTurHa chlio
Taka [0 3aKJIIOYEHNETO, Ye N00aBKATA Crle[Ba [a Ce CYMTA 3d PeCIMpaTopeH ceHcuOMiuzaTop. OpraHbT He CTUTHA [0
3aKITIOYCHME OTHOCHO IIOTEHIMANa Ha J0OaBKaTa KaTo KOXKEH CeHCUOMIM3ATOP 1 KAaTO Jpa3HMTEN Ha Koxara u ounte. Toit
CBILO TaKa IOCOUM, Ye He ¢ HeOOXOMMMO N1a e OLieHsIBA epMKACHOCTTA Ha 100ABKATA, Thil KaTO 3asBIIEHMETO 33 MIOTHOBSIBAHE
Ha Ppa3pelieHueTo He BKIIIOYBA MNPEMNIOKEHME 3a M3MEHEHME WM JONbIHEHME Ha YCIOBMATA Ha IThPBOHAYaIHOTO
paspelenme, Koeto 61 0Ka3asio Bb3IeNCTBIE BBPXY ePUKACHOCTTA Ha JOOaBKaTA.

PedepentHara nmaGoparopus, onpenenera ¢ Permament (EO) Ne 1831/2003, cuere, ye 3aKiIOuEHMSTa M NPENOPBKUTE,
HANPaBEH! IIPY OLIHKATa, M3BbILICHA [0 OTHOLICHME HAa METONA 3a aHAIM3 Ha mperapara ot Pediococcus pentosaceus
DSM 23689 xaro ¢ypaxkHa 1o6aBKa B KOHTEKCTa Ha MPEIXOIHOTO Pa3pelieHie, ca BAMMIHM U MPUIOKMMI 32 HACTOSIIOTO
sasisrenye. [Topamm ToBa B ChOTBETCTBME C WieH 5, maparpad 4, Gyksa B) or Pernament (EO) Ne 378/2005 na Komucusira (%)
HE Ce M3MCKBA TOKITAL 32 OLIEHKA OT peepeHTHaTa aboparopus.

OB L 268, 18.10.2003 r., ctp. 29, ELL: http://data.europa.cu/elijreg/2003/1831/oj.

Permament 3a u3mbisenne (EC) Ne 84/2014 Ha Komucusita or 30 siHyapy 2014 1. 3a paspewasate Ha ynorpeGara Ha npenapary ot Pediococcus
pentosaceus DSM 14021, Pediococcus pentosaceus DSM 23688 umn Pediococcus pentosaceus DSM 23689 kato ¢ypaxry D00aBKi 33 BCUKI
Bymose xvBotHY (OB L 28, 31.1.2014 r., ctp. 30, ELL http://data.europa.eu/eli/reg_impl/2014/84/oj).

EFSA Journal (Bronerux Ha EOBX), 22(2), €8620.

Permament (EO) Ne 378/2005 Ha Kommcusta or 4 Mapr 2005 r. OTHOCHO MOOpoOHM mpaBuia 3a npuiaraseto Ha Permament (EO)
Ne 1831/2003 na EBponejickus nmaprmament i Ha CbBeTa OTHOCHO 3aIBIIXCHMATA U 3ajaunte Ha PedepenrHara naGoparopus Ha O6mHOCTTA
BbB BPB3Ka ChC 3asIBIIEHMSITA 3a M3aBaHe Ha paspewmrenHy 3a gpypaxuy 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/2024/2388/oj
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(6)  C ormen Ha ropemsnoxexoro Kommcusra cumra, ue mpemapatst or Pediococcus pentosaceus DSM 23689 otroBapst Ha
ycioBusiTa, npensueHn B wien 5 ot Permament (EO) Ne 1831/2003. ChoTBeTHO paspelieHueTo 3a ynotpeba Ha IOCoueHaTa
nobaeka cresa 1a Obae nonHoseHo. OcBer ToBa Komucusita cunTa, ye criefisa na 6bIaT B3eTy MOIXOMSIIN PEANA3HI MEPKH,
34 [1a Ce MPEOTBPATH HeOIAronpusITHO BH3NEICTBIE BHPXY 3IPABETO HA IONI3BATENNTE Ha HoOaBKara. Tesu MpenasHu MepKY
He CTIefIBa JIa 3aCATaT APYTM M3NCKBaHMs 3a 6e30MaCHOCT Ha PaOOTHUIMTE ChITIACHO MPaBOTO Ha Chi03a.

(7)  BerencTBue Ha MONHOBSIBAHETO Ha pa3pelleHMeTo 3a yrmoTpeba Ha mpemapara ot Pediococcus pentosaceus DSM 23689 xato
dypakna mobaeka Pernmament 3a umbiHenve (EC) Ne 84/2014 crnensa 11a Obiie CbOTBETHO M3MEHEH.

(8)  Mepkute, npemBuIEeHM B HACTOSLIMS PEITIAMEHT, Ca B CBOTBETCTBME CbC CTAaHOBMUIETO Ha IlOCTOSIHHMA KOMMTET IO
pacTeHMsTa, KMBOTHUTE, XPaHUTE ¥ PypaxKuTe,

[TPVIE HACTOALUMSA PEITIAMEHT:

Unen 1
IlogHoBsIBaHe Ha pa3pelLIeHUETO
PazpelenneTo 3a ynorpeba Ha [OCOYEHMS B NPUIIOXKEHMETO NPENapaT, KONTO MPUHAMIEKY KbM KaTeropusra ,TeXHOTIOTMYHM

mo6aBku” 1 KbM (YHKLMOHAIHATA Ipyna ,00aBKY 3a CHIIaX”, ce MOIHOBSIBA TPV CIIA3BAHE HA YCIOBIUSATA, ONMPEIETIeHN B ChLIOTO
TIpUIOKEHMeE.

Ynen 2

Vzmenenue Ha Permament 3a uanbinnenue (EC) Ne 84/2014
B npunoxennero ksM Pernamenr 3a mambinenne (EC) Ne 84/2014 snucsane 1k1011 3a ,Pediococcus pentosaceus DSM 23689 ce
3amyaBa.
Ynen 3
Brmzane B cuma

HacrosiuysT pernaMeHt Biu3a B CHITa Ha [IBAeceTyst JeH CIIel [eHst Ha myOnukysaHero My B O¢uyuanen secmmuur na Eeponeticrus
Co103.

Hacrosimmsar PEITaMenT € 3aIbJIKUTENIEH B CBOATA LSJIOCT M CE Ipuiiara MpSAKO BbB BCMYKM IbpKaBy
YJIEHKN.

Cncraseno B bprokcen Ha 9 cenremspy 2024 ronmna.

3a Komucuama
Tpedcedamen
Ursula VON DER LEYEN

ELL http://data.europa.eu/elijreg_impl/2024/2388/0j
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I1PMTTIOKEHUE
VneHtndu- o Munnmanuo Makcumanno
KallMOHEH CbIbpXKaHue CbIbpXKaHMe CpOK Ha
C])CTaB, XUMMYHA (l)opMyna, OIlMCaHME, Kareropus MakcumanHa
HOMep Ha Iobaska Hpyru pasnopen6u BaJIMIIHOCT HA
(l) AKHATA METO[I 3a aHaJIn3 Ha BB3pacT a3DEIEHNETO
yP XKUBOTHUTE CFU kg cBexa cypoBuHa pasp
no6aBka
Kareropus: ,,rexnonornunn mobasku“. Qynkumnonanua rpyna: ,,no6asku 3a cunax*
1k1011 Pediococcus pentosaceus | Cacmag Ha dobasrama Benukn — . — B ymbreanero 3a ymorpeGa Ha | 30 cenremspu
DSM 23689 Tpenapat ot Pediococcus pentosaceus | XMBOTUH- no0aBKaTa 1 MPEMIKCUTE Ce 2034 r.
DSM 23689 ¢ MUHMMarHO ChIbp- CKU1 II0COYBAT YCJIOBUATA Ha
xaHue Ha 1 x 10" CFU/g nobaska BUJIOBE CbXpaHeHMe.

B TBBpHO ChCTOSIHME

Xaparmepucmura Ha ARMUEHOMO
8eU4ecmeo

XKuznecrocobHn kierkn or Pedio-
coccus pentosaceus DSM 23689

Memo0 3a ananus (')

TpeGposBare Ha Pediococcus pento-
saceus DSM 23689 BbB ¢pypakHata
nobaska:

— Merop upe3 pascTuiaHe BbPXY
MRS arap (EN 15786)

Vinentuduranps Ha Pediococcus
pentosaceus DSM 23689:

— [IlymcoBa ren enekTpodopesa
(PFGE) — CEN/TS 17697 unu
MeTomm 3a cekBeHmpane Ha [JTHK

obGaBKaTa ce M3MON3Ba CaMO B
CBEXKa CypoBMHa, KOATO CE
CHIiaxmpa jIeCHO M YMEpEHO
TpynHo (%) .

MuMHMMarTHA 1033 Ha Do0OaBKaTa,
KOTaTo He Ce M3OM3Ba B
KOMOMHALIS C APYTH
MUKPOOPTaHM3MI KaTO TOOABKI
3a cummax: 1 x 10° CFU[kg
CBeXa CypOBMHA.

Onepatopute B CeKTOpa Ha
dypaxure Tpsi6Ba 1a yCTAHOBAT
OTIEPATHBHM TPOLIENYPH U [ia
TPENBUIAT OPraHM3aLMOHHN
MEpKH 3a IOII3BATENNTE Ha
00aBKaTa U [IPEMUKCHTE C OTTIEN
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VneHtndu-
KALVMOHEeH
HOMep Ha
dypaxnara

no6aska

Hobaska

CnbeTaB, XuMiyuHa GoOpMyTa, OIUCAHNE,
METOJI 33 aHA/M3

Bun mim
KaTeropust
Ha
SKUBOTHUTE

MakcumarnHa
Bb3PacT

Munnmanuo Maxkcumanno
ChIbpKaHMe ChIbpXKaHue
CFU/kg cBexa cypoBuHa

Hpyru pasnopen6u

Cpok Ha
BaJIMIHOCT Ha
paspeleHyeTo

Ha TIOTEHLMATIHATE PUCKOBE,
TPOM3THYALLY OT yrorpebara
um. Korato Te3u puckose He
MOIaT [1a ObIaT OTCTPaHEHN upe3
CIIOMEHATHTE MPOLEAypPU U
MepKI1, 100aBKaTa I IPEMUKCHTE
Ce M3MOM3BAT C JIMYHU
TIpeAa3Hy CPENCTBa 3a 3allyTa
Ha KoXKaTa 1 04uTe I 3a
IMXaTelTHa 3alluTa.

(")  Tompo6Ha nHpOpPMALIS 32 METOIITE 3a AHATIN3 MOXKe 13 ObIe HaMepeHa Ha MHTEpHeT afpeca Ha pedeperTHaTa Taboparopust: https:/[joint-research-centre.ec.europa.eu/eurl-fa-eurl-feed-additives/eurl-fa-authorisation/

eurl-fa-evaluation-reports_en.

() Tlecer 3a cumaxupare ¢ypax: > 3 % pasTBOPUMI BBITIEXUIPATI B CBEXKATA CYPOBIHA; yMEPEHO TPYIeH 3a cynaxupare ypax: 1,5—3,0 % pasTBOpMMI BBITIEXIIPATHL B CBeKATa CyPOBIMHA B CbOTBETCTBIE ¢ Pernament (EO)
Ne 429/2008 na Komucustra ot 25 anpunt 2008 . 0THOCHO noipoGHM npasuita 3a npusiarase Ha Pernament (EO) Ne 1831/2003 Ha Esponerickus napnameHt u Ha ChBeTa 110 OTHOLIECHME Ha IOATOTOBKATA U IIPEICTABAHETO

Ha 3asIBTICHIS U OLICHKATA J{ pa3peliaBateTo Ha ¢ypaxuy gobasku (OB L 133, 22.5.2008 1., crp. 1)
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