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PE[TIAMEHT 3A U3ITBJIHEHME (EC) 2024/252 HA KOMUCUSTA
ot 16 sitnyapu 2024 roguHa

3a MOIHOBSIBAHE HAa paspelieHMero 3a ynmorpeba ma mpemapar ot Lactiplantibacillus plantarum DSM
23375 karo Qypaxua mobGaBKa 3a BCMUKM XKMBOTUHCKM BUIOBE M 32 M3MeHeHMe Ha PermameHT 3a
msmrpHenne (EC) Ne 1065/2012

(Tekct ot 3Hauenue 3a EVII)

EBPOIIEICKATA KOMUCHS],

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

xaro B3e npempun Permament (EO) Ne 1831/2003 Ha Espomeitckust mapnament u Ha Cosera ot 22 cenrempu 2003 r. OTHOCHO
00aBKM 3a M3IION3BAHE NPV XPAHEHETO Ha KMBOTHUTE ('), ¥ MO-CIIELMAIIHO WieH 9, naparpad 2 oT Hero,

KaTo MmMa Inpeasum, ve:

(1)

()
0

B Permament (EO) Ne 1831/2003 ce mpemsimxma paspeliuTeNieH pexXyuM 3a JoOaBKuUTe, NpedBumeHM 3a ymotpeba mpu
XPaHEHETO Ha XMBOTHWTE, M Ce TI0COYBAT OCHOBAHMATA M IIPOLENypUTE 3a NMPENOCTABSHETO ¥ NOJHOBSBAHETO Ha TaKOBA
paspeleHe.

C Pernament 3a m3mbnHenve (EC) Ne 1065/2012 na Komucusra () npenaparst ot Lactiplantibacillus plantarum DSM
23375 (no-paHO TaKCOHOMMYHO uueHTHuuMpaH Kato Lactobacillus plantarum DSM 23375) Gewe paspeweH Kato
¢ypaksa mobaBKa 3a BCUUKM KUBOTHHCKY BUIOBE 32 CPOK 0T 10 romuum.

B chotBercTBue ¢ uieH 14, maparpad 1 ot Permament (EO) Ne 1831/2003 Gewe nomaneHo 3asiBneHMe 3a MOTHOBSBAHE HA
paspeteniero 3a ynotpeba Ha npemapata ot Lactiplantibacillus plantarum DSM 23375 kato ¢ypaxHa mo0aBka 3a BCHUKM
KMBOTMHCKM BHMIOBE C JCKaHe NO0aBKaTa 1a ce Kiacuuuupa B KaTeropusita ,TEXHONOIMYHM TOOaBKM‘ U BbB
¢yHKUMOHANHATa Ipyma ,100aBKY 33 CUTaxX”. 3asiBIeHNETO Oelle MPUIPYKEHO OT IAHHUTE M NOKYMEHTUTE, M3MCKBAHU
CBITIACHO uIleH 14, maparpad 2 OT MOCOUEHMS PErIaMeHT.

B cranoBumero cu or 12 mait 2023 r. (}) EBponeiickusr opras 3a Ge3omnacHocT Ha xpaHute (,OpraHbr) 3aKiioun, ue mpu
yCIOBMSITa Ha yrnorpeba, KOMTO NOHACTOSLIEM ca paspelieHy, npenaparst ot Lactiplantibacillus plantarum DSM 23375
IPONBIKaBA [ € Ge30maceH 3a BCUUKM XKMBOTMHCKM BUIOBE, 33 IOTpeOMTENMTE ¥ 33 OKONHATA CPEla, BKITIOUUTEIHO C
IPEIOKEHOTO M3MON3BAHE HA HOB HOCUTEN B Ipenapara. OpraHbT ChIIO TaKa 3aKIIOUM, Ye N00aBKaTa He ApasHM KOXKara
I OYMTE, HO TOPAIM TPOTEMHOBMS CH XapaKTep TSl CIelBa Ja Ce CYMTA 33 PeCIypaTopeH ceHcuOmnmsatop. OpraHsT He
MOXa [1a CTUTHE 10 3aKITI0UeHNMe OTHOCHO IIOTeHIMaa Ha JoOaBKaTa 3a KOXKHa ceHcnbmm3aumst. Toit ChIIO Taka [OCOUM, Ue
He e HeoOXOIMMa OlIeHKa Ha eMKACHOCTTA Ha J0OaBKATA B KOHTEKCTA Ha [IOTHOBSIBAHETO HA Pa3pELICHNETO.

PedepentHara naboparopus, ompeneneHa ¢ Pernament (EO) Ne 1831/2003, cuere, ye 3aKIIIOUEHMATA M MPEIOPBKUTE,
HATIPABEHY TIPU OLEHKATA, U3BbPUICHA IO OTHOUICHME HA METOIA 33 aHanu3 Ha mpenapara ot Lactiplantibacillus plantarum
DSM 23375 karo dpypaxkHa no6aBka B KOHTEKCTa Ha IPEMMIIHOTO pa3pelieHye, Ca BATIMIHI 1 IPYIOKIMY 32 HACTOSIIOTO
3asisrieHue. [Topamu ToBa B CbOTBETCTBIE C uiieH 5, maparpad 4, Oyksa B) ot Permament (EO) Ne 378/2005 Ha Komucnsra (%)
He Ce M3MCKBA TOKIIALL 32 OLEHKA OT pedepeHTHATa 11abopaTopus.

OBL 268,18.10.2003 r., cTp. 29.

Permament 3a mambiseHne (EC) Ne 1065/2012 na Kommcnsra or 13 moemBpy 2012 r. 3a paspemasane Ha npenaparute ot Lactobacillus
plantarum (DSM 23375, CNCM 1-3235, DSM 19457, DSM 16565, DSM 16568, LMG 21295, CNCM MA 18/5U, NCIMB 30094, VTT
E-78076, ATCC PTSA-6139, DSM 18112, DSM 18113, DSM 18114, ATCC 55943 u ATCC 55944) karo (1)ypa)KHI/I 106aBKY 3a BCUUKM
kuBoTMHCKY Bymose (OB L 314, 14.11.2012 1., ctp. 15).

EFSA Journal (Bronerun Ha EOBX) 2023 r.; 21(6):8054.

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/2024/252/oj
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(6)  C ornen Ha ropensnoxkenoro Komucusita cunrta, ue npemaparst ot Lactiplantibacillus plantarum DSM 23375 otrosapst Ha
yCIoBusiTa, npensueHn B wied 5 ot Pernament (EO) Ne 1831/2003. ChotseTHO paspelueHueTo 3a ynotpeba Ha IocoueHaTa
mobaeka crensa 1a Obe nonHoseHo. OcBer ToBa Komuicusita cunra, de criefisa na 6bIaT B3eTy MOIXOMSIIY PEATA3HY MEpKI,
3a J1a ce MPeNOTBpPaTY HeOMArompysTHO Bh3MIENCTBYE BBPXY 31PABETO Ha MIOM3BATENNTE Ha NOOABKATA.

(7)  BerencrBue Ha MOIHOBSIBAHETO HA paspelleHMeTo 3a yrorpeba Ha mpenapata ot Lactiplantibacillus plantarum DSM 23375
Karo ¢ypaxna gobaska Permament 3a m3mbiaenne (EC) Ne 1065/2012 crieniBa ma O'biie CbOTBETHO M3MEHEH.

(8)  Twit kato HsAMa CHOOPAXeHNMs BbB BPb3Ka ¢ OE30MACHOCTTA, KOMTO [ HAnaraT He3abaBHOTO IpWIIaraHe Ha M3MEHEHMSATA B
ycnosusita Ha paspewenuero Ha Lactiplantibacillus plantarum DSM 23375, e uenecho0pa3Ho [1a ce IPEBUAM HPeXofeH
IepYIOT, 32 [1a Ce Haje Bb3MOXHOCT Ha 3aMHTEPECOBAHMTE CTPAHM [ MpENNpyeMaT HeOOXOMMMOTO, 3a [1a CIa3sT HOBHUTE
WBMCKBAHMS, MPOU3THUALLM OT MOIHOBABAHETO HA Pa3pelIeHNeTo.

(9)  Mepkute, npenBUUEHM B HACTOSIIMS DEIJIAMEHT, Ca B CBHOTBETCTBME CbC CTAaHOBMIIETO Ha IlOCTOSIHHMS KOMMTET IIO
PaCTeHMSTa, KMBOTHITE, XPAHUTE ¥ PypaxKuTe,

[TPUE HACTOALUNA PEITIAMEHT:

Ynen 1

IlomHOBsIBaHE Ha pa3peieHueTo

Pazperenyero 3a yrorpea Ha IOCOYEHMs! B NPUIIOKEHNMETO IPENApaT, KOATO IPUHAIIEXKY KbM KaTETOPUSTA ,TEXHONIOTMYHY
mo6aBku” 1 KbM (YHKLMOHAIHATA Ipyma ,J00aBKH 3a CHIIaX"”, ce MOHOBSIBA TPV CIA3BAHE HA YCTIOBIUATA, ONMPENETIEHN B ChLIOTO
TPUIIOKEHMeE.

Unen 2

Vzmenenue Ha Pernamenr 3a mambnHenne (EC) Ne 1065/2012

B npunoxenuero kvM Permament 3a mambiHerne (EC) Ne 1065/2012 somcane 1k20716 3a ,Lactobacillus plantarum (DSM
23375)“ ce 3anuuasa.

Ynen 3

IIpexonnu MepKM

TTocoueHMsIT B MPWIOKEHUETO MPENapar 1 ChIbpKawmre 10 $ypaxu, KOUTO ca MPON3BENEHN U eTUKETUPAHM Ipem 6 despyapu
2025 r. B COTBETCTBHUE C paBMIIATA, TPIIOKMMH Tpern 6 ¢espyapu 2024 1., MOTaT [1a IPOTBILKAT A Ce MyCKaT Ha Ma3apa U [a
ce ynorpe0sBar o M34epIBaHe Ha CKIIaJOBUTE HAIMYHOCTIL.

Unen 4

Bnusane B cuna

Hacrosimmsr periaMenT BiM3a B CMJIa Ha IBaICCETMA TIEH CIIET ICHA Ha 1'ly6J'[I/[KyBaHeT0 My B O(i)uu,ua/leu B8ECMHUR HA Esponeﬁazug
Ce103.

ELL http://data.europa.eufelijreg_impl/2024/252/oj



OB L, 17.1.2024 1.

BG

Hacrostmmsr PEITIaMenT € 3aIbJIZKUTEIIEH B CBOATA LSAJIOCT M CE Npuiiara MpAKO BbB BCMYKM ObpKaBy
YJICHKN.

CpcraBeno B bprokcen Ha 16 siHyapu 2024 ropmna.

3a Komucuama
Tpedcedamen
Ursula VON DER LEYEN

ELL http://data.europa.eu/elijreg_impl/2024/252/oj
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[TPUTTO2KEHUE
Munu- Makcn-
Nnentngu-
K];LU/IOHd;H CbCTaB, XMMUYHA (1)0 MYJ1a, OIMCAHME B v Maxcu- B B Cpok Ha BalIMIHOCT
HoGagka ’ MY, ’ | Kareropus Ha MasHa CBIPPKAH- | CHIbPXaH- Hpyru pasnopen6u P
HOMep Ha AHAJIUTUYEH METOM e e Ha pa3peleHNeTo
2KMBOTHUTE BBb3pacT
no0baBKara
CFU/kg mnipeceH Matepuat
Kareropus: ,,rexxHonornunu ro6asku*. Qynkumonansa rpyna: ,,x06aBku 3a cumax*

1k20716 | Lactiplantiba- | Cactmas na dobasratma Benukn — — — B ymrsTBaHeTO 32 yriotpeba Ha mobaBkata m peMyk- | 6 ¢eBpyapn

cillus o | KUBOTMHCKY CUTe Ce [I0COYBAT YCIIOBUSATA HA CbXPAHEHME. 2034 r.

llpemapar  or  Lactiplantibacillus
plantarum ot DSM 23375 BUIIOBE
DSM 23375 |Plantarum ¢ MUHMMAITHO MuHnmanHa [o3a Ha Ho0aBKaTa, KOraTo He ce u3-

cpmppxanue 2 x 10'° CFU/g moGaBka
B TBBpIO CBhCTOSIHME

Xaparmepucmugra Ha  ARMUEHOMO
BeuLeCmeo

Kuznecrniocobuu KIETKH Ha
Lactiplantibacillus ~ plantarum  DSM
23375

Memod 3a anaaus ()

Lactiplantibacillus
23375  BbBB

IpebposiBare  Ha

plantarum  DSM

dypaxxuara gobaska:

— Meron upe3 pascrusiane Bbpxy MRS
arap (EN 15787)

Vnentnduraums Ha Lactiplantibacillus

plantarum DSM 23375:

— myricosa ren ertekrpodopesa (PFGE)
— CENJTS 17697 wnu Metonu 3a

cekpeHmpane Ha [THK

TON3Ba B KOMOVHAIVS C APYTUM MUKPOOPTAHM3MH
Karo no6aska 3a cunax: 1 x 10° CFU/kg npecen
MaTepua.

Omneparopute B ceKTOpa Ha ypaxurte TpsiOBa 1ia
YCTaHOBSAT ONEPaTHBHY IPOLIEAYPY 1 14 IIPEIBUILAT
OPTaHM3ALMOHHYM MEPKM 3a TON3BATENINTE Ha II0-
0aBKaTa ¥ MPEMMUKCHUTE C LieN Ja Ce MPenoTBPaTsT
INOTEHIMATIHUTE PUCKOBE 1pu ymoTpebara M. Ko-
TaTO Te3U PUCKOBE He MOTAT 1a ObIAT OTCTPaHEeHU
upe3 CIOMEHATHTE IPOLIEIyPH 1 MepKi, TobaBKaTa
W TIIPEMUKCUTE Ce M3ION3BAT C MYHM NpemnasHu
CPeICTBA 3a 3allMTa Ha KOXKaTa M 3a IUXaTesIHa 3a-
LINTA.

() TonpoOHa MHpOpMALIMS 33 METOLMTE 3a aHAIM3 MOXe [a Gblie HAMepeHa Ha MHTEPHET apeca 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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https://joint-research-centre.ec.europa.eu/eurl-fa-eurl-feed-additives/eurl-fa-authorisation/eurl-fa-evaluation-reports_en.
https://joint-research-centre.ec.europa.eu/eurl-fa-eurl-feed-additives/eurl-fa-authorisation/eurl-fa-evaluation-reports_en.
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