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PE[TIAMEHT 3A U3ITBJIHEHME (EC) 2024/220 HA KOMUCUSATA
ot 12 anyapu 2024 ropuna

3a MOIHOBSIBAHE Ha pa3pellieHNeTo 32 ynorpeda Ha mpenapar ot Pediococcus pentosaceus NCIMB 30168
KaTo (ypaxkHa m06aBKa 3a BCHUKM XKMBOTMHCKM BUAOBE UM 32 M3MeHeHMe Ha PernaMeHT 32 M3IIbIIHeHMe
(EC) Ne 1119/2012

(Tekct ot 3Hauenue 3a EVII)

EBPOIIEICKATA KOMUCHS],

KaTo B3¢ mpensuy [1orosopa 3a $yHKIMOHMpPaHeTO Ha EBpomnerickist cbio3,

xaro B3e npensun Pernament (EO) Ne 1831/2003 Ha Esporneiickus napnament u Ha Cogera ot 22 cenrempu 2003 1. OTHOCHO
00aBKY 32 M3IIOJI3BAHE NPV XPAHEHETO Ha KMBOTHUTE (1), M MO-CrenyasHo uneH 9, naparpad 2 or Hero,

KaTo MmMa mnpensum, ve:

(1)

B Pernament (EO) Ne 1831/2003 ce mpemBykma paspeluuTernieH pexuM 3a H00OaBKuTe, MPEOBMICHM 3a ymoTpeba mpy
XpaHEHEeTO Ha KMBOTHWTE, J1 C€ IOCOYBAT OCHOBAHMSATA J NMPOLETYPUTE 3a MPEIOCTABSIHETO 1 IOTHOBSIBAHETO HA TAKOBA
paspelueHue.

C Pernamenr 3a mambiHenne (EC) Ne 1119/2012 na Komucusita (%) Ge paspewena ynorpeGara Ha nperapar ot Pediococcus
pentosaceus NCIMB 30168 kato ¢pypakHa jobaBKa 3a BCHUKM KMBOTMHCKY BUIIOBE 3 CPOK 0T 10 romyHu.

B cvorsercrue ¢ wien 14, maparpa 1 or Pernament (EO) Ne 1831/2003 Gewe momameHo 3asiBlieHye 3a MOIHOBSBAHE Ha
paspelueHmero 3a ynotpeba Ha mpemapata ot Pediococcus pentosaceus NCIMB 30168 xato pypaxHa mobaBka 3a BCUUKM
KMBOTMHCKM BHMIOBE C WCKaHe N0o0aBKara fa ce Kiacuduuupa B KaTeropusita ,TEXHONOIMYHM [OOABKM® U BbB
¢yHKUMOHaNHATa Ipyma ,100aBKY 3a CUTax”. 3asiBleHNneTo Oelle MPUIPYKEHO OT IAHHUTE M NOKYMEHTHUTE, M3MCKBAHU
CBITIACHO uIleH 14, maparpa 2 OT MOCOUEHMS PErIaMeHT.

B cranosumero cu ot 11 mait 2023 r. (*) Espomeiickusit opran 3a GesomnacHocT Ha xpanute (,OpraHsr®) 3aKimoun, ue opy
ycnoBusATa Ha ynotpeba, KOMTO MOHACTOSLIEM ca pa3spelieHy, mpemaparsT oT Pediococcus pentosaceus NCIMB 30168
NpPONBIKaBA [a ¢ Ge30maceH 3a BCUUKM KMBOTMHCKM BUIOBE, 33 MOTpeOUTENMTE M 3a OKONHATA CPela, BKITIOUMTEITHO C
IPENIOXKEHOTO M3NON3BaHE Ha HOB KPMONPOTEKTOP B pelenTypara Ha npenapara. OpraHbT 3aKIOUM ChIIO Taka, ue
mo0aBkata CIiefBa [1a CE CUMTA 33 PECIMPATOPeH CeHCMOMIM3ATOp, HO HE MOTAT [1a Ce HAMPABAT 3aKIIOYCHMSI OTHOCHO
HEJIHYs! IOTEHIMATT [ IPa3HM KoxKata i ounre. OPraHbT ChLIO TaKa MOCOUM, Ye He € HeoOXOIMMa OLIeHKa Ha eUKACHOCTTa
Ha J0OaBKaTa B KOHTEKCTA Ha [IOTHOBSIBAHETO HA Pa3pELICHNETO.

Pedepentnara naboparopus, ompeneneHa ¢ Pernament (EO) Ne 1831/2003, cuere, ye 3aKIIIOUEHMATA M IPEIOPBKUTE,
HAIpaBeHM IPY OLIEHKATa, U3BbPIIEHA 110 OTHOLIEHVE HA MeTOMA 32 aHaJIM3 Ha npernapara ot Pediococcus pentosaceus NCIMB
30168 karo ¢ypaxHa HoOaBKa B KOHTEKCTA Ha NPEMIIHOTO paspelieHye, ca BaIVMIHYM M IPWIOKUMIU 33 HACTOSIIOTO
3asisrieHue. [Topamu ToBa B CbOTBETCTBIE C uileH 5, maparpad 4, Oyksa B) ot Permament (EO) Ne 378/2005 Ha Komucusra (%)
He Ce M3MCKBA TOKIIALL 32 OLEHKA OT pedepeHTHATa 11abopaTopus.

OBL 268,18.10.2003 r., cTp. 29.

Permament 3a vi3mbiaerye (EC) Ne 1119/2012 ma Kommcnsira or 29 moemspu 2012 r. 3a paspemasane Ha mpemapatute o Pediococcus
acidilacticic CNCM MA 18/5M DSM 11673, Pediococcus pentosaceus DSM 23376, NCIMB 12455 u NCIMB 30168, Lactobacillus plantarum
DSM 3676 u DSM 3677 u Lactobacillus buchneri DSM 13573 kato ¢ypaxuu moGaBku 3a Bcmuky KysormHcky sugose (OB L 330,
30.11.2012 ., ctp. 14).

EFSA Journal (Broremun na EOBX) 2023 r.; 21(6):8046.

Permament (EO) Ne 378/2005 Ha Kommcmsta or 4 mapr 2005 I. OTHOCHO MONpOOHM IpaBiia 3a IpuaraHeto Ha Permament (EO)
Ne 1831/2003 Ha Epponeiickust napraMent 1 Ha ChBeTa OTHOCHO 3aBIIKEHMSTA U 3ajlaunTe Ha PedepentHata naboparopus Ha OOmHOCTTA
BbB BPb3Ka CbC 3asiBIICHMATA 32 M3[aBaHe Ha paspelunTenty 3a gypaxuu gobasku (OB L 59, 5.3.2005 r., ctp. 8).

ELL http://data.europa.eu/elijreg_impl/2024/220/oj
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(6)  C ormen Ha ropemsnoxeHoro Komucnsra cunra, ue npenaparst ot Pediococcus pentosaceus NCIMB 30168 orroBapst Ha
ycioBusiTa, npensueHn B wien 5 ot Permament (EO) Ne 1831/2003. ChoTBeTHO paspelueHueTo 3a ynotpeba Ha IOCOueHaTa
nobagka crefsa 1a Obae nonHoseHo. OcBeH ToBa Komucusita cunTa, e criefisa na 6bIaT B3eTy MOIXOMSIIN PEANA3HI MEPKH,
34 [1a Ce MPENOTBPATY HeOIArOMpysTHO BB3ENCTBIE BBPXY 3IPABETO Ha MOJI3BATeNNTE Ha N00ABKaTA.

(7)  BerencrBue Ha NOJHOBSIBAHETO Ha paspeLLeHNeTo 3a ynorpeba Ha npenapara ot Pediococcus pentosaceus NCIMB 30168 xaro
¢ypaxxua mobaska Permament 3a u3mbnHenve (EC) Ne 1119/2012 crensa ga Gbe n3MeHeH.

(8)  Mepkure, NpemBUIEHM B HACTOSIIMS DEIJAMEHT, Ca B CBOTBETCTBME CbC CTAaHOBMIIETO Ha IlOCTOSIHHMS KOMMTET IIO
PacTeHMsITa, KMBOTHUTE, XPaHUTE ¥ PypaxKuTe,

[TPUE HACTOSALLMS PEITIAMEHT:

Unen 1
IlonHOBsIBaHe Ha paspeLIeHNETO

PazpeweHnero 3a ymorpeba Ha MOCOYEHMS B MPWIOKEHMETO NPEMAparT, KOMTO MPUHAIIEXM KbM KAaTeropusra ,TCXHOTIOTMYHM
[o6aBku“ M KbM (YHKLMOHAIHATA Ipyna ,J00ABKM 3a CUIAXK", ce MOHOBSIBA TPV CIIA3BaHE HA YCIOBUATA, ONPENESIEHN B ChLIOTO
TIPUIOXKEHMeE.

Ynen 2

Vzmenenue Ha Pernamenr 3a nsmbnHenue (EC) Ne 1119/2012

B npunoxenvero kbM Permament 3a manbnaenne (EC) Ne 1119/2012 smmcsane 1k2107 3a ,Pediococcus pentosaceus NCIMB
30168 ce 3anuuasa.

Ynen 3

Bnu3zane B cuna

Hacrostuyst peramMeHT BIu3a B Ciila Ha [IBajieceTys [IeH CIiel AeHs Ha nyOnykysaHeto My B Oduyuanen secmuur nHa Esponeiickus
CB103.

Hacrosumsr PEITIaMEHT € 3abJIKUTEIIEH B CBOATA LSAJIOCT M CE Mpuiiara MpAKo BbB BCMYKM ObpKaBy
YJICHKI.

Cncraseno B bprokcen Ha 12 anyapu 2024 rommHa.

3a Komucuama
[pedcedamen
Ursula VON DER LEYEN

ELL http://data.europa.eufelijreg_impl/2024/220/oj
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I1PMTTIOKEHUE
Munn- Makcn-
Nnentudu-
K];HI/IOHq::H CbCTaB, XMMIYHA QOPMYIIa, OMICAHIE, B 101t Makcit- e e Cpox na
HoGaska ’ PMYTIa, ’ KaTeropus Ha | ManHa CBIDP2KAH- | CHILPXAH- Hpyru pasnopentu BAJIMIHOCT HA
HOMEp Ha aHaJIUTMYEH METOI e ne
KMBOTHUTE |  BB3PaCT paspelieHieTo
1n00aBKaTa
CFU/kg npecen Matepua
Kareropus:: ,,TexHonornunu go6asku”. yHrumonansa rpyna: ,, 1o6aBku 3a cunax*
1k2107 Pediococcus CbcTaB Ha mo6aBKaTa Benukn — — B ymsTBaHeTo 3a yrotpeba Ha moGaBkara u mpe- | 4 dpespyapu
pentosaceus NCIMB . KUBOTHHCK- MMKCHTE Ce [IOCOYBAT yCIIoBUATa Ha cbXpaHenue. | 2034 .
30168 Ipenapar ot Pediococcus pentosaceus I BUIOBE

NCIMB 30168 ¢ MuHUMarHO
cpmppxanue 5x10' CFU[g mobaska

B TBBpHO ChCTOSIHME

XapaKTepMCTMKa Ha aKTUBHOTO
BELIECCTBO

Kusnecriocobuu knerku Ha Pediococcus
pentosaceus NCIMB 30168

Meron 3a aHanmu3 ()

Ipebposiare Ha Pediococcus pentosaceus
NCIMB 30168 1B ¢pypaxHara nobaska:

— MeTof upe3 pascTmiaHe Bbpxy MRS
arap (EN 15786)

Vnentndukaums Ha Pediococcus
pentosaceus NCIMB 30168:

— myrcosa ren enektpoopesa (PFGE) —

CEN/TS 17697 nnu MeTo[y 3a CeKBe-
Hupade Ha [JTHK

MuHnManHa o3a Ha no0aBKaTa, KOIaTo He ce
M3MOII3Ba B KOMOMHALMS C APYTYM MMKPOOpra-
HM3MH KaTo Hobaska 3a cumax: 1 x 10° CFU kg
TpeceH MaTepualL

Omneparopurte B cekTopa Ha Qpypaxute TpsiOBa 1a
YCTAaHOBAT ONeEPaTMBHM NPOLETYPU ¥ Aa Ipel-
BUJIAT OPTaHM3ALMOHHM MEPKM 3a IOJI3BaTeNnTe
Ha 106aBKaTa u PEMUKCHTE C LeTT 13 Ce MPefioT-
BpATSIT IOTEHLMAITHNTE PUCKOBE IPK yroTpebata
uM. Korato Te3u puckose He MOrat 1a GbIar OT-
CTPaHEHM upe3 CIIOMEHATHTE IPOLEIypy 1 Mep-
ki, J00aBKaTa M IPEMUKCUTE Ce M3ION3BAT C
JIMYHM TIPENa3HM CPEICTBA 3a 3aIMTa Ha KOXa-
Ta M OUMTe U 3a AMXATESIHA 3alINTA.

(") Tompo6Ha uHpopMaLys 3a MeTOMTE 32 aHAIM3 MOXKe 1 Oblle HaMepeHa Ha MHTEpHeT ajpeca Ha peepeHTHara naboparopust: https:/[joint-research-centre.ec.europa.eufeurl-fa-eurl-feed-additives/eurl-fa-authorisation/
eurl-fa-evaluation-reports_en
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https://joint-research-centre.ec.europa.eu/eurl-fa-eurl-feed-additives/eurl-fa-authorisation/eurl-fa-evaluation-reports_en.
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