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PE[TIAMEHT 3A U3IIB/THEHME (EC) 2024/1189 HA KOMUCUSATA
ot 24 anpun 2024 ropuua

3a MOIHOBSIBAHE Ha paspelieHMeTo 3a ynorpeba Ha mpemapar or Lactiplantibacillus plantarum LMG
P-21295 karo QypaxkHa [100aBKa 3a BCMYMKM BHMIOBE XMBOTHM M 32 M3MeHeHMe Ha PermameHr 3a
usmbHenue (EC) Ne 1065/2012

(Tekcr ot 3Hauenue 3a EUII)

EBPOIIEICKATA KOMUCHS],

Karo B3¢ mpensuy [1orosopa 3a $yHKIMOHMpPaHeTo Ha EBpomnerickist chbio3,

xaro B3e npemsun Permament (EO) Ne 1831/2003 Ha Espomeitckust mapnament u Ha Cosera ot 22 centemspu 2003 I. OTHOCHO
00aBKM 3a M3IION3BAHE NPV XPAHEHETO Ha KyBoTHUTE ('), U MO-CrielManHo wieH 9, maparpad 2 oT Hero,

KaTo MMa Inpensum, ve:

(1) B Permamenr (EO) Ne 1831/2003 ce mpemsmxna paspeluteneH pekuM 3a no0aBKuTe, NpelBMueHn 3a yrorpeba mpu
XPaHEHETO Ha XMBOTHUTE, M Ce T0COYBAT OCHOBAHMATA M IIPOLENypUTE 3a NMPENOCTABSHETO ¥ TOJHOBSBAHETO HAa TaKOBA
paspelueHue.

(2)  CPernamenr 3a uambisenve (EC) Ne 1065/2012 Ha Komucnsita (?) Gere pasperesa ynorpebara Ha mpenapara ot Lactiplan-
tibacillus plantarum (mo-paro omnpenensit Karo Lactobacillus plantarum) LMG P-21295 kato ¢ypaxHa 1o6aBKa 3a BCHUKM
BUIOBE KMBOTHM 3a nepuox oT 10 roguum.

(3) B cvorBercrsue ¢ wien 14, naparpad 1 or Permament (EO) Ne 1831/2003 Gewe nogageHo 3asiBiieHue 3a IOTHOBSIBAHE Ha
paspemenyiero 3a ymorpeba Ha mpemapara ot Lactiplantibacillus plantarum LMG P-21295 kato ¢ypaxHa mobaska 3a
BCMYKM BUIOBE JKMBOTHM C WMCKaHe H0DaBKaTa fa ce KIacuuuupa B KAaTeropusita ,TEXHONOIMYHM H0GABKM“ U BbB
¢yHKUMOHANHATa rpyma ,j006aBku 3a cumax”. [ocoueHOTO 3asiBreHme Oe MPUIpPYKEHO OT HAHHUTE M JOKYMEHTHTE,
VM3UCKBAHM CBITIACHO wiieH 14, maparpad 2 ot Permament (EO) Ne 1831/2003.

(4) B cranosumero cu ot 27 cerrrempu 2023 t. (°) EBporerickusr oprau 3a 6e3omacHocT Ha xpanure (,OpraHsT®) 3aKIiOun, ye
npemapatst ot Lactiplantibacillus  plantarum LMG P-21295 ocraa Oe3omaceH 3a BCHUKM BUIOBE 3KMBOTHM, 3a
notpeGuTenuTe M 3a OKONHATA CPela NPV paspelicHUTe MOHACTOSIIEM YCIoBMs Ha ymotpeba. He morar ma ce Hampasst
3aKITIOUCHNMS] OTHOCHO TOTEHIMANa Ha 00aBKaTa 3a pasHeHe Ha KOXKaTa i OUMTe, HUTO OTHOCHO TOTEHIMANA 1 1a IPUUMHN
CeHCHOMIM3ALMS Ha KOXATA, HO TS CIIe[Ba [1a Ce CYNMTA 3a PeCIMPATOPeH ceHCubmmm3atop. OpraHsT ChIIO TaKa IOCOYH, Ye He
¢ HeoOXOMMMO [1a ce OLeHsBA ePMKACHOCTTA Ha [00ABKATa, Thil KATO 3asBICHMETO 33 MOTHOBSIBAHE HA Pa3peLICHUETO He
BKJIIOYBA MPELIOXKeHNMe 32 M3MEHEHNMe W [ObIHEHVe Ha YCIIOBIATA Ha ITPBOHAYANHOTO paspelieHyte, KoeTo 01 okasasno
BB3MIEICTBUE BHPXY ePUKACHOCTT Ha OOaBKaTa.

() OBL268,18.10.2003 r., ctp. 29. ELL https://eur-lex.europa.eu/elijreg/2003/1831/oj.

() Permament 3a msmbnHerne (EC) Ne 1065/2012 na Kommcnstra ot 13 Hoemspy 2012 r. 3a paspemraBare Ha mpemapatute 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) kato QypaxkHu 100aBKM 32 BCHYKI
xkuoTuHCKY Bunose (OB L 314, 14.11.2012 ., ctp. 15, ELL http://data.europa.eufeli/reg_impl/2012/1065/0j).

() EFSA Journal (Btoaemun na EOBX) 2023; 21(10):8346.
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(5)  PedepenrHara naboparopus, ompemencHa ¢ Permament (EO) Ne 1831/2003, cuere, ye 3aKimIOueHMsTa ¥ MPENOPBKUTE,
HAIIPaBeHN MPY OLICHKAT4, M3BBPLIEHA 10 OTHOLICHYE HA METONA 3a aHanu3 Ha mpenaparta ot Lactiplantibacillus plantarum
LMG P-21295 karo ¢ypaxHa [o6aBKa B KOHTEKCTA HA MPEOMIIHOTO pa3pelleHye, Ca BAIMIHM M NPUIOXKUMHU 3a
HACTOSIL[OTO 3asiBrieHue. [opamyt TOBa B CHOTBETCTBME C uieH 5, maparpad 4, 6yksa B) or Permament (EO) Ne 378/2005 Ha
Komucusira () He ce M3MCKBa TOKIIAf 32 OLEHKA OT pedepeHTHaTa TabopaTopys.

(6)  Cornen Ha usnoxeHoTo no-rope Komucusira cunra, ue npenaparst ot Lactiplantibacillus plantarum LMG P-21295 otrosapst
Ha YCIOBMSTA, IpesuueHn B wieH 5 or Permament (EO) Ne 1831/2003. CrorserHO paspelieHueTo 3a ymnorpeba Ha
nocoueHara no0aBka crensa ga Oboe mogHoBeHo. OcBeH ToBa Komucusita cumra, ye cremsa ma GbOaT B3eTH MOIXOMSIIN
npenasHyu MepKH, 3a []a ce NMpeoTBpaTi HeOIarompysTHO BB3IENCTBME BbPXY 3IPABETO HA MON3BATENMTE Ha 100ABKATA.
Te3u mpenmasHyM MepKy He CIIefBa Na 3acSraT APYTM M3MCKBAHMS 3a 0€30MACHOCT Ha PabOTHMINTE CHINIACHO NPABOTO HA
Cpro3za.

(7)  BerencTBue Ha OJHOBSIBAHETO Ha paspellieHNeTo 3a ynorpeba Ha npenapara ot Lactiplantibacillus plantarum LMG P-21295
xaro ¢ypaxna gobaska Permament 3a u3mbisenne (EC) Ne 1065/2012 creniBa ma O'blie CbOTBETHO M3MEHEH.

(8)  Twit Kato HMa cboOpaxkeHMs: BbB BPb3Ka C OE30I1aCHOCTTA, KOMTO [ Hanarar He3a0aBHOTO NPWIIAraHE HA M3MEHEHIUSTA B
ycroBusiTa Ha paspeleHyero 3a ynorpeba Ha Lactiplantibacillus plantarum LMG P-21295, e uenecbobpasto ma ce
TIpEABUIM NPEXOeH Mepuof, 3a 1a ce Iane Bh3MOXKHOCT Ha 3aMHTEPEcOBAHNUTE CTPaHM Aa NpeArpueMaT HeoOXOmMMOTo, 3a
I1a CIIa34T HOBUTE M3MCKBAHM, IIPOM3TUYAILIM OT Pa3pelIeHNETO.

(9)  Mepkunre, NpemBUIEHM B HACTOSIIMS DEITTAMEHT, Ca B CBHOTBETCTBME CbC CTAHOBMUIETO Ha [lOCTOSIHHMA KOMMTET IIO
PacTeHMsITa, KMBOTHUTE, XPaHUTE ¥ PypaxKuTe,

[TPVIE HACTOSALUMA PETTIAMEHT:

Unen 1

IlonHoBsIBaHE Ha pa3peleHUETO

Pazpemennero 3a ynorpe6a Ha IOCOYEHNMS! B NPUIIOKEHMETO IPEMApaT, KOATO MPUHAMIERKM KbM KATETOPUSTA ,TEXHONIOTNYHY
00aBKM“ M KbM (YHKLMOHAIHATA Ipyna ,J00aBKM 3a CMIIAX", ce MOIHOBSBA TPV CMA3BaHE HA YCIOBMUATA, ONMPENETIEHN B ChLIOTO
NpUITOXKEHNE.

Ynen 2

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

B npunoxennero koM Permament 3a usmbisenue (EC) Ne 1065/2012 srmcsane 1k20721 3a ,Lactobacillus plantarum (IMG
21295) ce 3anuuasa.

(*) Permament (EO) Ne 378/2005 na Kommcusita or 4 mapr 2005 r. OTHOCHO mompoOHM npaswia 3a mpuiaraHero Ha Permament (EO)
Ne 1831/2003 na EBponeiickus maprmaMent i Ha CbBeTa OTHOCHO 3aIBIIXeHMATA U 3ajaunte Ha PedepenrHara maGoparopust Ha O6IIHOCTTA
BB 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/2024/1189/0j
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Ynen 3
Ilpexomuu MepKMu
TTocOYeHMAT B PUITOKEHUETO TIPEMAPAT ¥ CHIbPKAIIUTE TO GYPasky, KOUTO Ca MPOU3BEIIEHN 1 eTHReTHpany mpemyt 15 Mait 2025 T.
B CBOTBETCTBME C [PaBUJIATa, IPMITOKMMI Iipert 15 Mait 2024 1., MoraT [la POIBIIKAT Aa ce MyCKAT Ha M1a3apa U 1a ce yrnoTpedssar
IIO M34epIIBaHe Ha CKJIAOBUTE HATIMYHOCTHU.
Unen 4
Bnusane B cuna

Hacrosimmsr peIriaMeHT BiM3a B CMJ1a Ha [ABaieCETMA NIEH CIIeN ICHA Ha 1'[y6]'[I/IKyBaHeT0 My B O(puu,ua/len B8CCMHUR HA Eeponeﬁmug
CB103.

Hacrostmst PEITIaMenT € 3adbJIKUTEIIEH B CBOATA LSAJIOCT M CE Npuiiara MpAKO BbB BCMYKM ObpKaBy
YJICHKI.

Cpcraseno B bprokcen Ha 24 anpun 2024 ronmna.

3a Komucuama
[pedcedamen
Ursula VON DER LEYEN

ELL http://data.europa.eu/elijreg_impl/2024/1189/0j
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[TPUTTO2KEHUE
Vnentudu- Bun win Munnmanso Makcumanzo Cpox Ha
KallMOHEH CT:CTaB, XUMNYHA <])opMyna, omnucaHme, METox KaTeropus MakcumarHa CbIbpXKaHNe CbIbpxKaHMe p
Mobaska Hpyru pasnopenou BaJIMIIHOCT HA
HOMED Ha 3a aHam3 Ha Bb3pacT A3DEIIEHIETO
nobaskara KUBOTHUTE CFUJkg mpecen Marepyan pasp
Kateropus: ,,rexnonornunmn mobaBku®. (I)ymmuonanﬂa rpyna: ,,T00aBKM 3a cumax“.
1k20721 | Lactiplantibacillus Cacmag Ha do6asrama Beyuku — — B ymbrBaHeTo 3a ymorpeba Ha | 15mait2034r.
plantarum LMG | Mpenapar or Lactiplantibacillus planta- | Bunose mo0aBkaTta ¥ MPEMIKCUTE Ce
P-21295 rum LMG P-21295 ¢ MyuHMManHo coabp- | KMBOTHU [0COYBaT  YCIIOBMATA  HA
XaHue Ha 5 x 10'° CFU/g nobaska CbXpaHEHMe.

B TBBPHO ChCTOAHME
Xaparmepucmura — Ha  ARMUBHOMO
seuyecmeo

Kusuecriocobun knerkn Ha Lactiplanti-
bacillus plantarum LMG P-21295

Memod 3a ananus ()

Ipebposisae Ha Lactiplantibacillus plan-
tarum LMG P-21295 BpB {ypaxHara
noGaBKa:

— MeToqI upe3 pascTiaHe Bbpxy MRS
arap (EN 15787)

Vnentnuraumss Ha Lactiplantibacillus
plantarum LMG P-21295:

— myrcosa ren enekrpodopesa (PFGE)
— CENJTS 17697 wm Meromu 3a
ceksenupane Ha [JTHK

MunnManHo cpabpKaHme Ha
mobaBKaTa, KOTaTo He ce U3-
T0713Ba B KOMOMHALS C IPYTH
MUKPOOPIaHM3MI KaTo 100aB-
ki 32 cumax: 1 x 10° CFU kg
TIpeceH MaTepuait
Oneparopurte B ceKTOpa Ha {y-
paxmurte TpsOBa 1@ YCTAHOBST
ONepaTvBHY MPOLENypy U Ha
TNpelBUIAT  OPraHM3ALMOHHN
MEPKH 33 MOIN3BaTENNTE Ha J0-
0aBKata 1 IPEMUKCHUTE C OTTIe
Ha TOTEHUMAITHNTE PUCKOBE B
pesynTaT Ha ynorpebata M.
Koraro Tesu puckose He Morat
11a O'bIaT OTCTpaHeH ! 4pes CIIo-
MEHaTyTe POLIETY PV ¥ MEPKH,
006aBKaTa 1 IPEMUKCIUTE CE U3~
TOJ3BAT C JIMYHM IIPENIIa3Hu
CPelICTBA 3a 3alI1Ta Ha KOXKara
¥ 3 [IMXATEIIHA 3aLINTA.

(") (') TompoOHa MHpOpMALMS 3a METOOMTE 3a aHAaIM3 MOXe [a Oble HaMepeHa HAa MHTEpHeT ampeca Ha pedepeHTHata naGoparopust: https:/[joint-research-centre.ec.europa.eu/eurl-fa-eurl-feed-additives/eurl-fa-
authorisation/eurl-fa-evaluation-reports_en.
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