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Ha EBpomeiickus cbio3 Cepusa L

2024/2412 16.9.2024 .

PEITIAMEHT 3A U3ITBJTHEHUE (EC) 2024/2412 HA KOMUCUSATA
ot 13 cenremspu 2024 roguna

3a MIOHOBABAHeE Ha pa3peleHneTo 3a ynotpebda Ha npenapar ot Pediococcus pentosaceus DSM 23688 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.

C Pernamenr 3a m3mbinenye (EC) Ne 84/2014 Ha Kommcusra (%) 6e paspewena ynorpeGara Ha mpemapat ot Pediococcus
pentosaceus DSM 23688 kato ¢ypaxua [obaBka 3a BCHUKHM BULOBE XKUBOTHY 3a nepyof or 10 romuam.

B cotBerctBue ¢ ueH 14, maparpag 1 ot Permament (EO) Ne 1831/2003 Geme nomameHo 3asiBeHue 3a MOTHOBSIBAHE Ha
paspelenyiero 3a ynorpeba Ha mpenapata ot Pediococcus pentosaceus DSM 23688 xaro (ypaxHa moGaBka 3a BCUYUKM
BUIIOBE XMBOTHM C MCKaHe mo0aBkara ma Oboe KiIacUUIMpaHa B KaTerOpusTa ,TEXHONOIMYHM HOGABKU“ U BBB
¢yHKUMOHANHATa rpyma ,f006aBku 3a cumax“. [ocoueHOTO 3asBreHme Oe MPUOpYKEHO OT HAHHUTE M TOKYMEHTHTE,
VI3VCKBAHI CBITIACHO WieH 14, naparpad 2 ot Pernament (EO) Ne 1831/2003.

B cranosumero cut ot 30 siyapu 2024 r. (*) EBponeiickusr opran 3a GesonacHoct Ha xparute (,OpraHsr) sakioun, ue
3asBUTENAT € MPENCTABMIT JOKA3aTeNCTBa, ue mpemnaparst or Pediococcus pentosaceus DSM 23688 ocrasa GesomaceH 3a
BCUUKM BMIOBE KMBOTHM, 33 KOMTO € TpeHa3HAUeH IPOIYKTBT, 33 INON3BATEITE 1M 32 OKOJIHATA CPea MpPM YCIIOBMATA Ha
ynorpeba, pasperienn noHacrositeM. Toil CIIO Taka CTUIHA 1O 3aKIIOYEHMETO, Ye 100aBKATA He e IPasHMTEN Ha KOXara
WIIM OuMTe, HO Ce CYUMTA 33 pecrmparopeH ceHcubummsarop. He Osixa HampaBeH) 3aKITIOYEHsI OTHOCHO IIOTEHIMANa 1 3a
KOXKHa ceHenOumsanyst. Toi ChILIO Taka MOCOUM, Ye He e HeoOXOIMMO 1a e OLeHsIBa eMKACHOCTTa Ha [OOABKATA, Thil KaTO
3asIBIICHMETO 33 MIOJIHOBSIBAHE Ha Pa3pelleHNETO He BKITIOUBA IPEMTIOKeHNE 3a M3MeHEeHye Wi JOITbIHEHNE Ha YCTIOBMSTA Ha
ITPBOHAYAIHOTO Pa3pelleH e, KOeTO O OKa3aro Bh3IeICTBIE BbPXY eprKACHOCTTa Ha To0aBKaTa.

PedepentHara nmaGoparopus, onpenenena ¢ Permament (EO) Ne 1831/2003, cuere, ye 3aKiIIOUEHMSTa M IPENOPBKUTE,
HAIPAaBEHI TPV OLIEHKATA, M3BBPIICHA 10 OTHOLICHNME HA METONA 3a aHa/u3 Ha mpenapara ot Pediococcus pentosaceus DSM
23688 kato (ypaxHa HoOaBKa B KOHTEKCTA Ha IPEMMIUHOTO paspellieHye, ca BATMIHM Y TPUIOKMMIM 33 HACTOSILOTO
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), e8619.

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/2024/2412/oj
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(6)  C ormen Ha ropemsnoxeHoro Kommcusra cumra, ye mpemaparst ot Pediococcus pentosaceus DSM 23688 otrosaps 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 ymoTpeba Ha npemapara ot Pediococcus pentosaceus DSM 23688 xaro
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 kbM Pernament 3a nambisenve (EC) Ne 84/2014 smmcsane 1k1010 3a ,Pediococcus pentosaceus DSM 23688 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.

Cpcraseno B bprokcen Ha 13 centemspu 2024 ronmHa.

3a Komucuama
Tpedcedamen
Ursula VON DER LEYEN

ELL http://data.europa.eu/elijreg_impl/2024/2412/oj
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TTPUTIO2KEHUE
NneHtn- Munn-
(])MKauMo— Bun mnm MajiHO MakcumasnHo
HEH HOMEp KaTero- Maxkcu- CbI’bp2KaH- CbIbpKaHNe
C'bCTaB, XVMIYHa q)opMyna, OnucaHue, MeTop 3a CpOK Ha BaJIMTHOCT
Ha Iobaska pust Ha MalHa e Hpyru pasnopentu
aHanms3 Ha paspemeHMeTo
Pypax- KUBOTH- Bb3pacT
HaTa ure
CFU/kg nipecen MaTepuar
nobaBka fkg nip p
Kateropus: ,,rexHonornunmu mo0aBku“. (I)ymmuonanﬂa rpyna: ,,J00aBKM 3a cunax‘
1k1010 | Pediococcus pento- | Cacmas na dobasrama Benukn - - - B ymbrBaHero 3a ymorpeba Ha | 6 OKTOMBpM
saceus DSM 23688 | Ilpenapar ot Pediococcus pentosaceus DSM | Bumose mo0aBKaTa ¥t IPEeMIKCHUTE Ce 2034r.
23688, combpaKa Haji-Manko 1 x 101 KMBOT- 0COYBAT YCIIOBUATA HA CbXPaHEHMeE.
CFU/g nobaeka HU [lobaBkara TpsiOBa ma ce M3MON3BA

B TBBpPHO ChCTOSAHME

Xaparmepucmura ~ Ha  ARMUBHOMO
6eUeCmeo
Kusnecriocobun knerku Ha Pediococcus

pentosaceus DSM 23688

Memod 3a anaaus ()
IpeGposiBare BbB pypaxHata 106aBKa Ha
Pediococcus pentosaceus DSM 23688:

— MeToqI upe3 pascrmnane BbpXy MRS
arap (EN 15786)

Unentnukaumst Ha Pediococcus pentosa-
ceus DSM 23688:

— TIy7coBa ren enekTpodopesa
(PFGE) — CEN|TS 17697 unn
MeTony 3a cekpeHypane Ha [IHK

CaMo B IIpeceH MaTepuall, KOiTo ce
CUITAXMpa JIECHO M YMEPEHO

TpynHo ().

MuHMManHa po3a Ha mHobOaBKara,
KOTaTo He ce M3I0NI3Ba B
KOMOMHALIVS C APYTH
MMKPOOPTraHM3MM KATO TOOABKIM 32
cumax: 1 x 10® CFU/kg npecen
Marepuai.

Oreparopurte B ceKTOpa Ha dypaxure
Tps0Ba J1a YCTAHOBAT ONEPATUBHM
IIPOLEIyPY U 13 IIPENBUIISAT
OpraHMU3aLMOHHN MEPKY 32
notpebuTenuTe Ha 106aBKaTa u
IIPEMUKCHUTE C LIeJI 1A CE IIPETOTBPATAT
TOTEHIMATIHITE PUCKOBE,
POM3TUYALLY OT yoTpebaTa M.
Korato Te3u pucKoBe He MOrar 1a
ObIAT OTCTPAHEHN YPe3 CIIOMEHATUTE
IIPOLENYPY U MEPKM, OOABKATA 1
TIPEMMKCHTE Ce UMON3BAT C JIMYHM
IIpeIa3Hyt CPENICTBA 33 3AIIMTA Ha
KOKATa M 3a IJXaTeJIHa 3allNTa.

(")  TMompobua MHPOpPMALIS 32 METOIMTE 32 AHATIM3 MOKe 1a Oblic HAMepeHa Ha MIHTEPHET ajpeca Ha peepeHTHata aboparopust: https:/[joint-research-centre.ec.europa.eu/eurl-fa-eurl-feed-additives/eurl-fa-authorisation/
eurl-fa-evaluation-reports_en.
() Jlecen 3a cunaxupane ypax: > 3 % pasTBOPUMI BBITIEXMIPATH B IPECEH MaTepUall; yMEpeHo TPyMeH 3a cunaxupane gypax: 1,5—3,0 % pasTBopuMu BbITIEXUIPATH B IPECHUS MaTepuall B ChoTBeTcTBHe ¢ Pernament (EO)
Ne 429/2008 na Komucusita ot 25 anput 2008 1. 0THOCHO 11oipoOHy npaswia 3a npurarade Ha Perniament (EO) Ne 1831/2003 Ha EBponeiickust napnament 1 Ha ChBeTa 10 OTHOLIEHME Ha [IOATOTOBKATA U IPELICTABSHETO
Ha 3asIBIICHISL U OLICHKATA 1 paspeluaBaHeTo Ha pypaxuu nodasku (OB L 133, 22.5.2008 1., ctp. 1).
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