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PEITIAMEHT 3A U3ITBJIHEHUE (EC) 2024/763 HA KOMUCUSTA
ot 29 despyapn 2024 roguxa

3a MO{HOBABaHE Ha pa3peleHNeTo 3a ynorpebda Ha npenapatn ot Lactiplantibacillus plantarum NCIMB
30083 u Lactiplantibacillus plantarum NCIMB 30084 karo ¢ypaxHu H00aBKM 32 BCMYMKM BUIOBE
KMBOTHH ¥ 32 n3MeHeHue Ha Pernmamenr 3a usrsnnenue (EC) Ne 308/2013

(Tekct ot 3Hauenue 3a EUII)

EBPOIIEICKATA KOMUCHS],
Karo B3e npenpuy [loropopa 3a PyHKuMOHMpaHeto Ha EBporeiickust cbio3,

xaro B3e npempun Permament (EO) Ne 1831/2003 Ha Espomeitckust mapnament un Ha Coeera ot 22 centempu 2003 r. OTHOCHO
00aBKM 3a M3IION3BAHE NPV XPAHEHETO Ha KMBOTHUTE ('), 1 MO-CreLKaIHo uneH 9, naparpad 2 oT Hero,

KaTo MmMa Inpeasum, ve:

(1) B Permament (EO) Ne 1831/2003 ce mpemikma paspelinTesieH peXuM 3a I0OaBKuUTe, MpPeNBUACHM 3a yroTpeba mpu
XPaHEHETO Ha XMBOTHUTE, M Ce TOCOYBAT OCHOBAHMATA M IPOLENypUTE 3a MPENOCTABSHETO M TMOJHOBSBAHETO Ha TaKOBA
paspelienue.

(2)  CPernamenr 3a usmpnHenye (EC) Ne 308/2013 na Komucnsra (%) Gewre pasperena ynorpebara Ha mpenapatu ot Lactiplanti-
bacillus plantarum NCIMB 30083 (mo-paHO ONpemesnisiH ChINACHO TakcOHOMMsTa Kato Lactobacillus plantarum NCIMB
30083) u Lactiplantibacillus plantarum NCIMB 30084 (ro-paHo ompefesiH ChINIACHO TakcoHoMusiTa Kato Lactobacillus
plantarum NCIMB 30084) kato ¢ypaxuy fo6aBKu 3a BCHUKI BUIOBE KMUBOTHY 3a Iepyof oT 10 ronum.

(3) B cporserctBue ¢ unen 14, naparpad 1 ot Pernament (EO) Ne 18312003 6sixa nonaneHu 3asBiieHust 3a MOITHOBSBAHE Ha
pasperennero 3a yrorpeba Ha nperapatu ot Lactiplantibacillus plantarum NCIMB 30083 u Lactiplantibacillus plantarum
NCIMB 30084 xato ¢ypaxum mobaBKM 3a BCHUKM BMIOBE XMBOTHM C MCKaHe MOOABKMTE Ha OBIAT Kiacupuumpanu B
KATEropysTa , TeXHOJIOTMYHY T00ABKY “ M BbB QYHKLMOHATIHATA TPyIIa ,100aBKY 3a cyylax”. 3asiBleHmsTa Osxa IpUIpyKeHu
OT IAHHUTE ¥ TOKYMEHTHUTE, M3VMCKBAHM ChITIACHO wieH 14, maparpad 2 ot Permament (EO) Ne 1831/2003.

(4) B cranosmmara cu ot 4 romm 2023 r. (°) EBpomeiickusar oprad 3a GesomacHocT Ha xpanure (,OpraHbr®) 3akioun, de
npenapartute ot Lactiplantibacillus plantarum NCIMB 30083 wuLactiplantibacillus plantarum NCIMB 30084 ocrasar
0Oe30macHM 3a BCUYKY BUIIOBE KMBOTHM, 3a MOTPEOUTEIINTE 1 33 OKOJIHATA CPela NPy paspelleHNTe MOHACTOSIIEM YCIIOBIS
Ha ynorpe6a. OpraHbT 3aKIIOUM ChILO TaKa, ye H0OABKMUTE CIIEBA [1a CE CUMTAT 33 PECIMPATOPHY CEHCHOMIM3ATOPH U Ye He
MOTAT [1a C€ HAIPaBAT 3aKITIOUEHNMs] OTHOCHO CeHCHOMITM3ALMSATA Ha KOXATa M MIOTEHIMAA Ha JOOABKUTE [ IPA3HST KOXaTa
1 ounre. Toil ChIIO TaKa OCOUH, Ye He e HeOOXOMMMO 1 Ce OLIeHsBA ePUKACHOCTTA Ha IOOABKUTE, Thil KATO 3asBIICHMSATA 33
TNIOIHOBSIBAHE HA pa3pelleHNEeTO He BKIIIOYBAT IpPEWVIOKEHME 33 V3MEHEeHMe WM JIONbIHEHMe Ha YCIOBMSTA Ha
ITPBOHAYATHOTO PaspelleHyte, KOeTo 61 0Ka3alo Bh3MIeNCTBIE BbPXY eQUKACHOCTTA Ha JOOABKUTE.

(5)  PedepenrHata naboparopus, ompenencha ¢ Permament (EO) Ne 1831/2003, cuere, Ye 3aKITIOUEHMSATA M MPENOPHKUTE,
HATIPABEHM TIPU OLICHKMTE, M3BbPIIEHN 110 OTHOLIEHVE Ha METONA 3a aHarmu3 Ha nperapatute ot Lactiplantibacillus plantarum
NCIMB 30083 u Lactiplantibacillus plantarum NCIMB 30084 xarto {ypaxHu 100aBKM B KOHTEKCTA Ha IPEIMIIHOTO

() OBL 268,18.10.2003 r., crp. 29, ELL http://data.europa.cu/eli/reg/2003/1831 oj.

() Permament 3a u3mbnerye (EC) Ne 308/2013 na Kommcnmsira ot 3 anpun 2013 1. oTHOCHO paspelnasareto Ha mpemapar ot Lactobacillus
plantarum NCIMB 30083 u npemapar ot Lactobacillus plantarum NCIMB 30084 xato ¢ypaxmn mo6aBKy 3a BCHYKM KIBOTUHCKY BUIOBE
(OBL 94, 4.4.2013 r., ctp. 1, ELL http://data.europa.eufelijreg_impl/2013/308/0j).

() Bronemun na EOBX (EFSA Journal), 2023;21(8):8154.

Bronemun na EOBX (EFSA Journal), 2023;21(7):8167.

ELL http://data.europa.eu/elijreg_impl/2024/763/oj 1/5


http://data.europa.eu/eli/reg/2003/1831/oj
http://data.europa.eu/eli/reg_impl/2013/308/oj

BG

OB L, 1.3.2024 .

paspeleHye, ca BATMIHY M TIPUITOKIMMM 32 HACTOSILMTE 3asiBieHyst. [lopamm ToBa B CHOTBETCTBME C uileH 5, maparpad 4,
Oyksa B) or Permamenr (EO) Ne 378/2005 na Komucusra () He ce M3MCKBAT HOKIIAIM 3a OLEHKA OT pedepeHTHaTa
naboparopusi.

(6)  C omen Ha ropemsnoxkenoro Kommcmsra cumra, ue mpemapatute ot Lactiplantibacillus plantarum NCIMB 30083 u
Lactiplantibacillus plantarum NCIMB 30084 orroBapsr Ha ycioBusta, npemsuueHn B wieH 5 ot Permament (EO)
Ne 1831/2003. CpoTBeTHO paspeleHneTo 3a ynorpeba Ha nocodeHure Ho0aBKM crefBa fa Obue mogHoseHo. OcBeH TOBa
Komucusta cumra, ye cremsa a ObIAaT B3eTM MOIXOMSIIM MpEINa3HN MEPKM, 3a JIa ce MPEIOTBPATM HEeONAronpusTHo
BB3NEIICTBME BbPXy 3OPABETO HA MOM3BaTenuTe Ha mobaskuTe. Tesym NpemmasHM MepKM He CIelBa [a 3acsrar Opyry
V3VCKBaHMs 3a 6€30MaCHOCT Ha PAOOTHMIINMTE CBITACHO MPaBoTO Ha Chio3a.

(7)  BerencrBue Ha MOOHOBSIBAHETO HA pa3pelleHMETo 3a ymorpeba Ha mpemapatute ot Lactiplantibacillus plantarum NCIMB
30083 wu Lactiplantibacillus plantarum NCIMB 30084 karo ¢ypaxem pmobaskm Pernament 3a wmambnsenue (EC)
Ne 308/2013 cremsa ma Oblie OTMeHeH.

(8)  Thii Kato He ca Hamuue ChoOpaxXeHMs BbB BPb3Ka C (€30IACHOCTTA, KOWTO [a Hanarar He3aGaBHOTO IpuiiaraHe Ha
M3MEHEHMSTA B YCIOBIATA Ha Pa3pelieHneTo 3a ynorpeda Ha npenaparute ot Lactiplantibacillus plantarum NCIMB 30083
u Lactiplantibacillus plantarum NCIMB 30084, nenecso0pasHo e [ia ce IpeOBUOM NPEXOLEH MEPUON, 3a [a MOTaT
3aMHTEPECOBAHNUTE CTPaHM [1d Ce MOOTOTBST [d M3IBIHAT HOBUTE M3UCKBAHWS, NPOM3TMYALM OT MONHOBSIBAHETO HA

paspelieHneTo.
(9)  Mepkute, npemBuueHM B HACTOSLIMS PEITIAMEHT, ca B CBOTBETCTBME CbC CTAaHOBMUIETO Ha IlOCTOSIHHMA KOMMTET IO
PacTeHMsTa, KMBOTHUTE, XPaHUTE 1 PypaxKuTe,

[TPUE HACTOSALLMS PEITIAMEHT:

Ynen 1

MonHoBsIBaHe Ha pa3peLIeHNETO

TonHOBsIBA ce pa3pelleHNeTO 3a OCOYEHNUTE B IIPUIIOKEHMETO TIPEeNapaTyt, KOUTO NPUHAMIEKAT KbM KATeTOPUATA ,TeXHOTIOTMYHY
06aBKM“ ¥ KbM YHKIIMOHAIHATA IPyTIa ,,J06ABKM 3a CUIAXK", IPY CIa3BaHE Ha YCIIOBMSTA, ONPENENeHNM B ChIOTO IPUIOKEHME.

Ynen 2
OtMmsna Ha Permament 3a usnbixenue (EC) Ne 308/2013

Pernamenrt 3a u3mpnaenne (EC) Ne 308/2013 ce otMeHs1.

Ynen 3

IIpexomuu MepKu

TocoueHnTe B MPUIIOKEHMUETO MpENApaTit M ChIbpKAIIKMTe T Qypaxi, KOUTO ca IPOU3BENEHN U eTMKeTMpaHu npemu 21 Mapr
2025 r. B CbOTBETCTBHUE C IIpaBuIaTa, npyioxXumu npeay 21 mMapr 2024 r., MoraT 1a IpOIB/IKAT [a ce IIyCKAaT Ha Iasapa U Ja ce
yroTpeGsiBaT 10 M3UepNBAHE HA CKIIALOBUTE HAIMUHOCTHL

Unen 4
Bnusane B cuna

Hacrosimmsr perimaMenT BiM3a B CMJIa Ha [ABaiCCETMA NEH CIIEN OCHA Ha 1'ly6J'[I/[KyBaHCTO My B O(i)uu,ua/leu B8ECMHUR HA Esponeﬁcxug
CB103.

(*) Pernamenr (EO) Ne 378/2005 Ha Kommcusta or 4 mapr 2005 r. OTHOCHO mompoOHM mnpaswia 3a mpunaraHero Ha Permament (EO)
Ne 1831/2003 Ha EBponesickus nmaprmaMent i Ha CbBeTa OTHOCHO 3aTBIIKEHMSTA I 3ajaunTe Ha PedepentHata maboparopus Ha OGmHOCTTA
BB BPb3Ka ChC 3asIBIIEHMSITA 32 M3aBaHe Ha paspewnrenHy 3a gpypaxuu gobasku (OB L 59, 5.3.2005 r., crp. 8, ELL http://data.europa.eu/
elireg/2005/3780j).
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Hacrostmmsr PEITIaMenT € 3aIbJIZKUTEIIEH B CBOATA LSAJIOCT M CE Npuiiara MpAKO BbB BCMYKM ObpKaBy
YJICHKN.

CnbcraseHo B bpiokcen Ha 29 gespyapu 2024 rofmHa.

3a Komucuama
Tpedcedamen
Ursula VON DER LEYEN

ELL http://data.europa.eu/elijreg_impl/2024/763/oj
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[TPUTTO2KEHUE
Munn- Makcn-
Unentudu-
K];LU/IOHq;H CbCTaB, XMMMYHA (1)0 MYI1a, OIMCAaHME, METO 3a Bun Maxci- M- M- Cpok Ha BalIMIHOCT
Mobaska ’ pryTIa, ’ KaTeropus Ha MaIHa CBIBPKAH- | CHILPXAH- Hpyru pasnopentu P
HOMep Ha AHANN3 e e Ha pa3peleHNeTo
KMBOTHUTE BB3pacT
nobaBkata
CFU/kg npecen Matepua
Kateropus: , TexHonmornunu no6asku”. (I)yHKl.lMOHaJ‘lHa rpyna: ,,qoGaBKM 32 cumax®“.
1k20736 | Lactiplantibacillus | CbcTaB Ha mobaBKaTa Benuxu — — B ymreTBaHeTO 3a ynorpeda Ha fobaskata u | 21 mapr 2034 1.
plantarum NCIMB . g BUIOBE IPEMUKCUTE C€ MOCOYBAT YCIIOBUATA Ha
Ipemapar ot Lactiplantibacillus plantarum
30083 KMBOTHUI CbXpaHEHMe.

NCIMB 30083 ¢ MMHMMAIHO ChIbPXaHNe
5 x 10" CFU/|g mo6aska

B TBBpIO ChCTOSIHME

XapaKTepMCTMKa Ha aKTUBHOTO BCLIECCTBO

XKuzHecrocoOHM KITeTKH Ha
Lactiplantibacillus plantarum NCIMB 30083

Merton 3a ananu3 (')

[IpeGposBare BLB $pypaxkHata mobaBka
Lactiplantibacillus plantarum NCIMB 3008 3:

— METOJI Upe3 Pa3CTUIIaHE BbPXY

MRS arap (EN 15787) Unentnduxars Ha
Lactiplantibacillus plantarum NCIMB 3008 3:

— myrncosa ren enekrpodopesa (PFGE) —
CEN/TS 17697 vinut METOIM 33 CEKBEHM-
pane Ha [THK

MuHIMAITHO ChIbpXaHMe Ha 0OaBKaTa,
KOTaTo He ce M3MON3Ba B KOMOMHALWS C
[PYI MUKPOOPTaHM3MM KaTo IO0OABKM
3a awmax: 1 x 10® CFU/kg mpecen mate-
puan.

. Jobaekara TpsiOBa [a ce M3ION3BA B IIpe-

CeH MaTepyal, KOMTO ce CUIIaxXMpa JIeCHO
¥ yMepeHo TPyIHo (%).

Omneparopute B cekropa Ha ¢ypaxure
Tpsi6Ba [1a YCTAHOBST OIEPATUBHY MPOLIE-
Iypyu M Ha MPEdBUAAT OPraHM3aLMOHHM
MepKI 3a NIOTpeOuTeNNTe Ha JOOABKATA I
TIPEMMKCHTE C OINIeNl Ha TOTEHIMAIHUTE
PUCKOBE B pE3yNTaT Ha ymorpebarta M.
Korato Te3u puckose He Morar fa Gbmar
OTCTPAaHEHM Ype3 CIIOMEHATUTE MPOLEMy-
pu ¥ MepKy, [o6aBKATa U MPEMUKCHTE Ce
VM3IION3BAT C NIMYHM IPeNNa3Hu CPencTBa
3a 3alIMTa Ha KOXATa M OumTe ¥ 3a yXa-
TeNTHA 3alNTa.
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Munu- Makcn-
Vpentudu- R Makci- MaJTHO MaJtHO
KallMOHEH CbCTaB, XUMIYHA GOPM JIa, OnMCaHue, METom 3a - - CpoK Ha BaJIMIHOCT
H HoGaka ’ dopmy " KaTeropus Ha MaJlHa CBIbpXKAH- | ChIbpKaH Hpyru pasnopen6u P "
HOMEpP Ha aHalm3 ne ne Ha paspelieHNETo
HO6aBKaTa KUBOTHUTE Bb3pact
CFU/kg npecen matepuat
Karteropus: ,,rexsHonornunu robasku®. Qynxkumonansa rpyna: ,,x06asku 3a cumax*

1k20737 | Lactiplantibacillus | Cbcras Ha moGaBKkaTa Benuku — — B ymbrBaneto 3a yriorpe6a Ha jobaskara u | 21 Mapr 2034 1.

plantarum NCIMB : g BUIIOBE TNPEMVKCUTE Ce IIOCOYBAT YCIIOBUSATA Ha

Tpenapar or Lactiplantibacillus plantarum
30084 KUBOTHU CbXpaHeHue.

NCIMB 30084 ¢ MMHMMAITHO ChIIbpKaHME 5
x 10" CFU/g no6GaBka

B TBbPHO CHCTOAHNE

XapaKTepMCTl/lKa Ha aKTUBHOTO BCLIECCTBO

KusHecrnocoOHM KIeTKM Ha
Lactiplantibacillus plantarum NCIMB 30084

Meron 3a ananus3 (')

IpebposiBare BbB QypaxHata 100aBKa
Lactiplantibacillus plantarum NCIMB 30084:

— MeToqI upe3 pasctuniane Bbpxy MRS arap
(EN 15787)

Vinentndurawms Ha Lactiplantibacillus
plantarum NCIMB 30084:

— myrncosa ren enekrpodopesa (PFGE) —
CEN/TS 17697 wnu MeToqu 3a CeKBEHM-
pane Ha [IHK

MuHIMAITHO ChIbpXaHMe Ha 0OABKATA,
KOTaTo He ce M3MONI3Ba B KOMOMHALWMSA C
[PYT MUKPOOPTaHM3MM KaTo I0OABKM
3a awmax: 1 x 10® CFU/kg mpecen mate-
puan

Hob6askara Tpsi6Ba ma ce M3MOI3BA B IIpe-
CeH Marepuall, KOWMTO ce CUIIaXMpa JIeCHO

U yMEpPEHo TPYIHO ().

Omneparopute B CeKTOpa Ha Qypaxmre
TPsA0BA [ YCTAHOBAT ONEPATUBHM [POLE-
[ypy M [a TPEIBUIST OPraHN3ALMOHHY
MepKI 3a IIOTpeOuTeMTe Ha [OOABKATa I
IPEMUKCUTE C OV Ha IOTeHLMATHUTe
PUCKOBe B pesynTar Ha ynorpebara VM.
Korato Te3u puckose He Morar na Guuat
OTCTPAHEHM UPe3 CIOMEHATHUTE IPOLIENy-
Py 1 MepKM, T0DABKaTa U IPEMUKCUTE Ce
VI3TIOTI3BAT C IIMYHY TIPEMIA3HN CPENICTBa
3a 3aLLMTA Ha KOXATA Y OUNTe U 34 [VXa-
TeJHa 3aLHTA.

() TMompoGHa nuGoOpMAIIS 32 METOIUTE 32 AHATM3 MOXKe [1a Gble HaMepeHa Ha MHTEpHET ampeca Ha pedepeHTHata naboparopust: https:/[joint-research-centre.ec.europa.eufeurl-fa-eurl-feed-additives/eurl-fa-authorisation|
eurl-fa-evaluation-reports_en
(%) Tlecen 3a cunmaxmpane gypax: > 3 % pasTBOPUMM BBITIEXMIPATH B [IPECEH MaTEPUaIT; yMePeHO TPyIIeH 3a cutaxupade gypax: 1,5—3,0 % pasTBOpMMI BHITIEXMIPATH B IIPECHNMs MaTepuail B choTBercTBre ¢ Perament (EO)
Ne 429/2008 Ha Komucusra ot 25 anpun 2008 . oTHOCHO nogpoGHy npaBuiia 3a npuitarate Ha Permament (EO) Ne 1831/2003 na Esponerickust napiament 1 Ha ChBeTa 10 OTHOLIEHME Ha NOJTOTOBKATA U IIPENCTABAHETO
Ha 3asIBIICHILSL M OLICHKATA ¥ paspelaBaHeTo Ha pypaxu nobasku (OB L 133, 22.5.2008 ., c1p. 1).
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