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PEITIAMEHT 3A U3ITBJITHEHUE (EC) 2024/1161 HA KOMUCUSATA
or 22 anpun 2024 ropuHa

3a MOIHOBSIBAHE Ha pa3pelieHUETO 32 ynorpeda Ha mpenapar ot Enterococcus lactis NCIMB 10415 karo

¢ypaxna moGaBka 3a HAKOM BUIOBE KMBOTHM, Pa3PelIaBaHETO Ha MOCOUEHMs NMpemapar Kato QypaxHa

mo0aBKa 3a HAKOM [PYTM XMBOTHMHCKM BMIOBe (mpurexaren Ha paspemennero: DSM Nutritional

Products Ltd.), 3a n3menenme Ha permament 3a usmbiHenne (EC) Ne 1061/2013 u 3a ormaHa Ha
pernamentu 3a usmbinenne (EC) Ne 361/2011, (EC) 2015/518 u (EC) 2019/11

(Tekct ot 3Hauenue 3a EUII)

EBPOIIEICKATA KOMUCHS,
Kato B3e mpensui [IoroBopa 3a yHKIUMOHMPAHETO Ha EBporieficKus chios,

xaro B3e npensun Pernament (EO) Ne 1831/2003 Ha Esporesickust napnament u Ha Coeera ot 22 cenrempu 2003 1. OTHOCHO
00ABKY 32 M3IIOJI3BAHE NPV XPAHEHETO Ha KuBoTHUTE ('), U MO-CrienmanHo wier 9, maparpad 2 or Hero,

KaTo MmMa IpefaBum, ve:

(1) B Permament (EO) Ne 1831/2003 ce mpemukma paspelinTesieH peXuM 3a I0OaBKuUTe, MpPeNBUACHM 3a yroTpeba mpu
XpaHEHEeTO Ha XKMBOTHMUTE, M Ce II0COYBAT OCHOBAHMATA 1M NPOLEAYypuUTe 3a IPENOCTABSIHETO 1 IOIHOBABAHETO HA TaKOBa
paspelueHue.

(2)  Mse ¢opmu Ha mpenapar ot Enterococcus lactis NCIMB 10415 (mo-paHo TAKCOHOMMYHO MIeHTHUIMpPaH KaTo Enterococcus
faecium NCIMB 10415), ,Mukpokancynupasa GopMa“ u ,MUKpOKancynupata ¢opma ¢ meuiak” Gsixa paspeLieHy 3a CpoK
or 10 roguuu Kato dpypaxsa gob6aBKka BbB ¢ypaxu 3a muera 3a yrosisase ¢ Permament 3a mambirenne (EC) Ne 361/2011
Ha Komucusra (2), a ¢ Permamenr 3a mambnaenne (EC) 2015/518 Ha Komucnsra () — 3a mutera, OTITIEXIAHM 32 KOKOLIKY
HOCAUKM, BUIOBE TOMALIHI NITHLM C [I0-MAJIKO CTONAHCKO 3HAUEHME, OTITICXKIAHM 3a YTOsIBAHE I 33 HOCAuKy. YmoTpebara Ha
,MVKPOKAIICyTMpaHa GopMa“ i ,Karncymmpana i MOKpuTa ¢ etk ¢opMa“, KakTo 1 Ha ,rpaHympaHa ¢opMa 6e3 moxpuriie”
Ha TOCOUeHMsI Ipenapar Oeie paspeleHa 3a cpok o 10 romyum Kato gypaxHa moOaBka BbB Pypaxi 3a TeeTa 1 s[peta ¢
Pernament 3a m3nmbiHenne (EC) No 1061/2013 na Komucnsra (*), a 3a cBuHe Majiky, IpaceHLa cyKanyera, OTOMTH MpaceHIa
¥ CBUHe 3a yrosiBaHe — ¢ Pernamenr 3a usmbiaerye (EC) 2019/11 Ha Komucnsra (°).

() OBL 268,18.10.2003 r., crp. 29, ELI: http://data.europa.eu/elijreg/2003/1831/oj.

(%) Pernamenr 3a mambnuenue (EC) Ne 361/2011 Ha Komucusra or 13 anpun 2011 1. otHOCHO paspeuntentoto 3a Enterococcus faecium NCIMB

10415 xato dypaxkHa mobaBKa 3a IIeTa 3a yrosBaHe (IpuTexaten Ha paspemmrentoro DSM Nutritional products Ltd, mpencrasnssan ot

DSM Nutritional Products Sp. z 0.0) u 3a usmeHenne Ha Permamenr (EO) Ne 943/2005 (OB L 100, 14.4.2011 r., crp. 22, ELL

http://data.curopa.eu/elifreg_impl/2011/361/2015-04-16).

Pernament 3a msmbiserne (EC) 2015/518 na Komucusra or 26 mapr 2015 1. 3a paspemasae Ha ynorpe6ata Ha mpemapar ot Enterococcus

faecium NCIMB 10415 xato {ypaxHa mobaBka 3a IIeTa, OTITICKTAHM 3a KOKOLIKM HOCAUKM, 33 BMIOBE NOMALIHY ITHLM C IO-MAJIKO

CTONMAHCKO 3HAaueHNeE 3a YTOABAHE U 33 BUAOBE IOMAUIHV ITULM C I10-MaJIKO CTONAHCKO 3HAUEHMe, OTITIeXIaHN 3a HOCAuKy, U 3a M3MEHEHNe Ha

Pernmament 3a mambiHenne (EC) Ne 361/2011 1o oTHOLIEHME HA CHBMECTMMOCTTA ¢ KOKLMIMOCTATHLM (IPUTEXATEN Ha paspewieHnero DSM

Nutritional Products Ltd, npencrasnssan or DSM Nutritional products Sp. Z o.0) (OB L 82, 27.3.2015 r., crp. 75, ELL

http://data.europa.eufeli/reg_impl/2015/518/0j).

Pernament 3a mambiHerne (EC) Ne 1061/2013 na Komucusra ot 29 okromspu 2013 ronyHa 3a paspelaBase Ha ynorpe0ara Ha mpenapar ot

Enterococcus faecium NCIMB 10415 xaro ¢ypaxkmsa moGaBka 3a Terlera, SIpeTa, KOTKM I KydueTa M 3a u3MeHeHme Ha Permament (EO)

Ne 1288/2004 (npurexaren Ha paspewenyero DSM Nutritional Products Ltd, npencrasnssan or DSM Nutritional products Sp. Z 0.0)

(OB L 289, 31.10.2013 r., crp. 38, ELL http://data.curopa.eu/eli/reg_impl/2013/1061/0j).

() Permamenr 3a uambisenne (EC) 2019/11 na Komucusita or 3 siyapu 2019 ropmua 3a paspeluasase Ha ynorpe6ara Ha npenapar ot Enterococcus
faecium NCIMB 10415 xaro ¢ypaxHa no6aBKa 3a CBUHe, IpaceHIa CyKaTyeTa, OTOMTH IPACEHIA ¥ MPaceTa 3a YIOsIBAHE I 3 U3MeHeHNe Ha
pernamenti (EO) Ne 2522006, (EO) Ne 943/2005 u (EO) Ne 1200/2005 (npurexaren Ha paspewennero DSM Nutritional Products Ltd,
npepcrasissad or DSM Nutritional products Sp. z 0.0.) (OB L 2, 4.1.2019 r., ctp. 17, ELL http://data.curopa.eufeli/reg_impl/2019/11/
0j).
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(3) B cworserctsue ¢ uneH 14 or Pernament (EO) Ne 1831/2003 Gelue nonameHo 3asiBiieHne 3a IOTHOBSIBAHE Ha pa3pelieHNsITa
3a ,MUKpOKAICyoBaHa popMa“, M ,MUKPOKANCyMpana gopma ¢ Lieliak® Ha mnpenapara ot Enterococcus lactis NCIMB
10415 3a ynorpe6a BbB Qypaxy 3a munera 3a yrosiBaHe, IUJETa, OTITIEXIAHM 33 KOKOIIKM HOCAUKM, BUIOBE IOMAIIHM
ITUIM C T0-MaNKO CTONAHCKO 3HaueHue, OTINEXHAHM 3a YTOsBaHE, M BUIOBE IOMAIIHM NTULM C NMO-MANKO CTONAaHCKO
3HaueHMe, OTINEXKIAHM 34 HOCAUKM, M 3a ,MMKpOKAICymmpaHa ¢opma“. ,MUKpOKAINCYnoBaHaTa $OpMa C LIETUIAK U
,HEMOKPUTA TpaHy/MpaHa (QOpMa“ Ha TO3M IpENapaT 3a M3MON3BAHE BbB (ypaxy 3a Telera 3a yrosBaHe, TeeTa 3a
OTITIEXIAHe, SIPeTa 33 yIosiBaHe, SPeTa 3a OTINEXKIAHe, CBUHE MAJiKy, NMPAceHId CyKanmuera, OTOMTM MpPACceHIA U CBUHE 3a
yrosisane. B cpotBerctBue ¢ uneH 7 ot Permament (EO) Ne 1831/2003 mocoueHoto 3asinenue Geire MONAneHo M 3a
paspelaBaHe Ha HOBM BumOBe yroTpeba Ha mpemapara ot Enterococcus lactis NCIMB 10415, a umenHo ynotpebata Ha
,HEMOKPUTA rpaHysMpaHa GopMa“ BbB Qypaxu 3a MMIeTa 32 YrOsIBAHe, [MIIeTa, OTINEXKAAHM 33 KOKOLIKYM HOCAUuKM, BULOBE
IIOMAIIHYM NITMLIM C TO0-MaJKO CTONAHCKO 3HaueHue, OTINIEXHAHM 3a YTrosBaHe, M BUIOBE HOMALIHM NTUIM C IIO-MaJlKO
CTOMAHCKO 3HAUEHNe, OTIMIEXNAHN 33 HOCAuKM, yroTpeba Ha ,MUKPOKAINCYNMpaHa GopMa“, ,MUKpOKAICy/paHa popma ¢
LIeTITaK” ¥ ,HEMOKPITA TpaHy MpaHa Gopma“ BbB PypaximTe 3a [IIIETa, OTINICKIAHM 32 PA3IUION, T/ KM 32 yTOsSBaHe, MyJKM,
OTIVIEKIIAHM 3a PA3IION, BUIOBE JOMALIHM NITULM C TIO-MaJIKO CTONAHCKO 3HaueHMe, OTINIEKIAHM 3a Pa3IuIoN, NeKOPATUBHI
NTYMLY, aTHEeTa 3a OTIVIEXKIAHe, aTHETa 3a YrosiBaHe, BUIOBE MPEXMBHM XMBOTHM C IO-MAJIKO CTONAHCKO 3HAUeHME 3a
OTITIeKIIAHe, BUIOBE NPEKVMBHY KMBOTHY C [I0-MAJIKO CTOIAHCKO 3HAYEHJeE 3a YTOsIBaHe, CBYUHE, OTIIEXKIIAHM 3a PasluIof, U
BCMUKM KATErOpyM CBYHE C IIO-MAJKO CTONAHCKO 3HAaueHue, ynorpeba Ha ,MUKPOKAINCYIoBaHa ¢opma“ M ,HENOKpUTA
rpaHyipasa popMa“ BbB BONA 3a IMEHe 33 MIJIETA 3a YIOsIBAHe, IMVIETa, OTIVIEKIAHN 32 HOCAUKM, IIJIET, OTIIEKMIAHN 3a
Pa3muion, MyViKy 3a yTOsiBaHe, My KM, OTINIEKIAHN 3a Pa3IUIoN, BUIOBE JOMAIIHM ITHIN C IO-MAJIKO CTONIAHCKO 3HAYeHMe 3a
yrosiBaHe, BUIOBE JOMAIIHM NTYMLM C MO-MAJTIKO CTONAHCKO 3HaueHMe, OTIIEXKIAHN 33 HOCAUKM, BUIOBE MOMAIIHM NTULM C
T10-MaJIKO CTONAHCKO 3HaueHye, OTINIEKNAHN 33 PA3IUION, NEKOPATMBHM NTHLM, TelleTa 3a OTIJIeXKIaHe, TelleTa 3a yrosiBaHe,
ApeTa 3a yrosisaHe, speTa 3a yrosisaHe, arHeTa 3a OTITNIEXHaHe, arHeTa 3a yrosisaHe, BUIOBe NPEXMBHYM XKMBOTHMU C [10-MaJIKO
CTOMAHCKO 3HaueHMe 3a OTITIeXMaHe, BUIOBE NPEXMBHU KUBOTHU C NO-MAJKO CTOMAHCKO 3HAaueHMe 3a YrosiBaHe, CBUHE,
OTITIEKIAHM 33 PA3IUIOH, ¥ BCUYKM KAaTeTOpPMM CBMHE ¥ BMIOBE CBMHE C IO-MANKO CTONAHCKO 3HAaueHue (,IPUIEIHUTE
BIIOBE"). 3asIBUTEIIAT IOMCKA TMOCOYEHATa [oOaBKa [Ta Obie KiacuduumpaHa B KaTeropusra , TeXHOIOTMYHI TO0ABKI” 1 BbB
dyHKUMOHANHATA Tpyna ,CcTabun3aTopy Ha upeBHaTa Qropa“. 3asiBreHnero Oe MPUAPYXKEHO OT HAHHMUTE M JOKYMEHTHTE,
VM3VCKBAHM CHITIACHO ulleH 14, maparpad 2 u uieH 7, naparpad 3 OT ChUIMS PEINaMeHT.

(4) B cranosuumero cu ot 27 centemspyu 2023 r. (°) EBponeiickusr oprat 3a 6e3onacHocT Ha xpaHute (,OpraHbr®) 3akioun, ye u
Tpute dopmu Ha npenapara ot Enterococcus lactis NCIMB 10415 ca 6e3omacHu 3a IpuLeHNTE BUIOBE, 3 TOTpeOuTENNTE 1
3a OKOJIHATA Cpefa IpH MpEIOKEHNTe yCioBust Ha ynotpeGa. Toit ChIIO Taka CTUTHA [0 3aKIIIOYEHNETO, Ye ,MUKPOKAICY-
amcynosaHara ¢opma‘“ 1 ,MUKpPOKAIICYTIOBaHaTa GopMa C LIEIIIAK" Ha OCOYEHMsI [IPENapar He IPa3HAT KOXaTa IV OYMTe U
e 1t Tpute GopMu Ha H0GABKATA Ce CMSTAT 3a MOTEHIMATICH PeCcMpaTope ceHcybumusarop. OpraHsT He MOXa [1a HATIPABY
3aKITIOYEH}E OTHOCHO MOTEHIMAA Ha ,[PaHyMpaHata gopMa Oe3 MoKpuTMe” Ha Mpemapara [a IpasHM KOXaTa M OUMTE,
HUTO OTHOCHO TOTEHIMATa 3a KOXKHA CeHCHOMNM3almst Ha Tpute Qopmy Ha nobakata. OpraHsT Mocoud, ue He e
HeoOXOImMMO [1a ce oueHsBa edukacHocTTa Ha mpenapata or Enterococcus lactis NCIMB 10415 B KoHTekcTa Ha
TIOJIHOBSIBAHETO Ha Pa3pelIeHMETO, Thil KATO 3asBIIEHMETO 3a MOIHOBSABAHE HA Pa3PeleHMETO He BKIIIOUBA MPEMNIOKeHMe 3a
M3MEHEHME IIM JOMb/IHEHNE Ha YCIIOBMATA 3a yIOTpeOa 3a BUIOBETE M KATETOPUMTE, 3a KOMTO MMa paspeleHne. OpraHst
BIOCTIEAICTBIE 3aKITIOUM, Ue ePUKACHOCTTA 3a HOBMTE BMIOBe ymorpeba Moxe @a Oble €KCTANONMPaHA OT MPEIXOIHU
IPOyYBaHIs Ha epUKACHOCTTA, U Ue IPEIBUI ChBMECTUMOCTTA C KOKLIMIMOCTATHLIN, BeYe HAIIPABEHNUTE [IO-PAHO 3aKITIOUEHIST
MOTaT Ma Ce eKCTPAamoNMpaT 3a APYTMTe BMIOBE M KATeropuy NTMLM HA CHOTBETHMSI QU3MONOIMYEH €Tal M 3a Beue
paspeleHyere KOKummuocTaTuiy. OpraHbT He CMATA, Ye ca HeOOXOMMMM CIIELMATHM M3UCKBAHMS 33 MOHUTOPMHI CIIell
TyCKaHEeTOo Ha Ma3apa.

(5) B coorBercrue ¢ wien 5, maparpad 4, Oyksa a) or Permament (EO) Ne 378/2005 na Kommcusra () pedeperrtHara
naboparopus, onpenereHa ¢ Permament (EO) Ne 1831/2003, pewmn, ue 3aKTIOYEHMATa M MPEMOPBKNTE, HANPABEHN MPH
NpeNIIHATA OlleHKA Ha ChllaTa J006aBKa M0 OTHOLICHNME HA METONA 3a AHAIN3, Ca BAIIMIHU U IPWIOKKMMI 33 HACTOSIIOTO
3asBIICHME.

(®) EFSA Journal (btonerun Ha EOBX) 2023 r.; 21(10):8347.

() 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/2024/1161/oj
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(6)

C ornen Ha ropensnoxeHoTo Komyicnsra cunra, ye npenapatst ot Enterococcus lactis NCIMB 10415 otroBapst Ha ycIoBysITa,
npemsuneHy B wieH 5 ot Permament (EO) Ne 1831/2003. IMopamy ToBa criefBa [a ce HOMHOBAT pa3pelieHMsTa 3a
,MIKPOKAIICyI0BaHa GopMa“ 1 ,MMKPOKAIICYIOBaHa GOpMa C LIENITAK” Ha IOCOYEHNMS TIPETIapar 3a yroTpea BbB ¢ypaxu 3a
TIeTa 3a yTosBaHe, 3a KOKOMKM HOCAUKM U 33 TOMALIHY NITUIM C [O-MaJIKO CTONMAHCKO 3HaueHMe, OTITIEXIaHN 3a YTOsIBaHe
1 32 HOCAuKH, KaKTO U Ha ,MMKPOKAIICYIOBaHa popMa“, ,MUKpPOKAICyMpaHa GopMa ¢ Lwieriak” u ,rpaHymupana ¢opma Ge3
TMOKPUTHE" Ha TIOCOUCHIISI IIPENapaT, NpeqHa3HaueH 3a Gypaxi 3a 3a TerleTa 3a OTITIEXKIIAHE I YTOSIBAHE, SIPETa 3a OTINEXKIAHE
¥ yTOsiBaHe, CBUHE Maiikil (BKITIOUMTEITHO CBIMHE, OTITIEXKIAHM 3 Pa3MHOXKABAHE), IPACceHIa CyKamiera, OTOMTH MpaceHua 1
cBuHe 3a yrosizae. OcBeH TOBA MOCOUEHMST IIPeNapar crefsa fa Gboe paspellieH 3a HOBUTE BUIOBE yroTpeba, 3a KOUTO €
nogageHo 3assnerye. Lerecb06pasHo e [1a ce pasLMpy OCOUBAHETO HA ChBMECTMMOCTTA Ha yIOTpebaTa Ha TO3M MPEIapar
HSIKOYM KOKUMIAMOCTATMLM 3a IWIIeTa, OTITIEKNAHN 3a Pa3uIof, IyJKM 33 YTOsBAHE M OTINIEKNAHM 3a Pa3uIof, U BULOBE
[OMAIIIHY [TAL C I0-MaJIKO CTONAHCKO 3HAYCHIe, OTITIEKIaHN 3a pa3iwion. Hakpas, Komucusra cMsira, ue ciensa na Obmar
B3eTM MOOXOMSILNM MpEMIa3Hy MepKy, 3a [a Ce NPeNoTBPaTM HeONArompysTHOTO BB3IENCTBME BBHPXY B3IPABETO HA
TONI3BaTeNNTE Ha OOaBKaTa.

Benencrue Ha NMOJHOBSIBAHETO HA paspellieHMsITa 33 ,MMKPOKAIICYTIOBaHa popMa“ 1 ,MUKPOKAIICYNoBaHa GopMa C LIeNIak”
Ha Enterococcus lactis NCIMB 10415 3a ynorpe6a BbB gypaxy 3a IUIeTa 3a YrOsIBaHe, 32 KOKOLIKY HOCAYKM 1 32 OMALIHY
IITULM C [IO-MAJIKO CTOMAHCKO 3HAau€HMe, OTIVIEKIAHN 32 YTOSIBAHE U 3a HOCAUKM, KAKTO M Ha ,MUKPOKAICYIOBaHa popma’,
,MVKPOKATICOBAHA QOPMa C LIETUIAK", KAKTO M ,IpaHysMpaHa popma Ge3 MOKpuTHE” Ha Mpemapara, 3a ynorpeda BbB Pypaxiu
3a Terera 3a OTINEXKIAHE M 3a YIOsBAHe, SIPETA 33 OTITIEXIAHE M YrOsiBAHE, CBIMHE MAilKM, IPAceHua CyKadera, oTOUTH
IpaceHIa 1 CBUHe 3a yrosieare, Permamenr 3a usmbnaenne (EC) Ne 1061/2013 crensa ma Gtme n3MeneH, a peramerti (EC)
Ne 361/2011, (EC) 2015/518 u (Ec) 2019/11 cremnBa f1a 6baT OTMEHEHN.

Thil KaTo HsIMa ChOOpPaXeHNs BbB BPb3Ka ¢ GE30MIACHOCTTA, KOUTO Ma HajlaraT He3a0aBHOTO IIpUilaraHe Ha M3MEHEHNSATA B
YCIOBMSITA Ha pa3peliaBaHe Ha ,MUKPOKAICYIOBaHaTa opMa“ M ,MUKPOKAIICY/IOBaHaTa (opMa C ILIETUIAK” Ha Mpenapara or
Enterococcus lactis NCIMB 10415 3a ynorpeba BB gypaxu 3a muiera, OTIIEXRKIAHN 3a YTOSIBAHE U 34 KOKOLIKY HOCAUKM, ¥
3a BUIIOBE JOMAUIHM NTMIM C TNO-MAJKO CTONAHCKO 3HAYeHMe, OTINIEXIAHM 32 YIOsiBaHe M 33 HOCAYKM, KaKTO M Ha
,MVKpOKAICynoBaHaTa QopMa“, ,MMUKPOKAICyIOBaHaTa $opMa C LIEMTAK" ¥ ,rpaHy/mmpaHata gopma 6e3 mokpurue” Ha
TOCOYEHNMs Tpenapat 3a yrnotpeba BbB Qypaxy 3a Telera 3a OTINIEXIAHe U 3a YrOsiBaHe, 33 speTa 3a ONIEXKIAHE M 3a
yrosiBaHe, 3a CBMHE Maiiki, IpaceHlUa CyKandera, OTOMTM IIpaceHLd M CBUHE 3a YrosiBaHe, Lenecho0pasHO e Ha
3aMHTEPECOBAHNTE CTPaHM Ja Ce OTIYCHE IIPeXOfeH NepHON, 3a [1a ce MOATOTBAT [1a NOCPEIHAT HOBUTE M3MCKBAHVA, KOUTO
IIPOM3TUYAT OT Pa3peLIEHNETO.

Mepkure, npemBuueHy B HACTOAWIMA PEITIAMEHT, Ca B CBHOTBETCTBME CBC CTAHOBMILETO Ha IIOCTOAHHMA KOMUTET IO
PaCTeHMsITa, KMBOTHUTE, XPaHUTE ¥ PypaxKuTe,

[TPYE HACTOALLNA PEITIAMEHT:

Unen 1

IlomHOBsIBaHE Ha pa3penmieHueTo

TlopHOBsBAT Ce paspelieHMATa 33 ,MUKPOKAICYNOBaHA (OpMa“ M ,MMKPOKAICynoBaHa ¢opMa ¢ LIEUIAK* HA IIOCOYEHMS B
[PUIIOKEHNETO IIpeNiapaT, KOWTO Claja KbM KaTeropusra ,300TeXHMUECKM [00ABKM® ¥ KbM (YHKUMOHANHATA Ipyla
,CTabMIM3aTOpy Ha upeBHaTa ropa“ 3a ynorpeba BbB (ypaxku 3a MiIeTa 3a yTOSIBAHE U 3a KOKOMIKM HOCAUKM, 33 TOMALIHM [ITALM
€ T0-MaJIKO CTOMAHCKO 3HaueHMe, OTITIEKIAH 38 YTOsIBaHe 1 33 HOCAuKM, KaKTO U Ha ,MMKPOKAIICY/IOBaHaTa opMa*“, , MUKPOKAIICY-
arncynosaxata GopMa ¢ Ieiak” u ,IrpaHyimpaHara opma Ge3 MOKpuTHE" Ha MOCOYEHMSI NPENapar, 3a ynorpeda BbB Qypaxiu 3a
TereTa 3a OTIVIEXKIIAHE ¥ YTOSIBAHE, SIPeTa 3a OTINIEXKMIAHE U yTOsBAHe, CBIHE MaiKii, [paceHIa CyKamyeTa, OTOUTH IPACEHIA U CBUHE
3a YrosiBaHe, IIPY CIa3BaHe Ha yCIIOBISITA, IPENBULIEHN B IPUIIOKEHMETO.

ELL http://data.europa.eu/elijreg_impl/2024/1161/oj
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Ynen 2

Paspemenue

Paspeasa ce ynorpe6ara Ha MOCOYEHATA B MIPUIIOKEHUETO ,IpaHynupana ¢opma 6e3 MOKpuTHE®, KOMTO Clajia KbM KaTeropusra
,300TEXHMUECKM TOOABKM" U KbM yHKIMOHAIHATA IPyIa ,CTAOUIM3aTOPY Ha YpeBHATa (riopa“, Kato HoGaBKa Ipy XPaHEHETO Ha
KUBOTHUTE 3a IIMJIETA 33 YIOABAHE ¥ OTIVICKIAHM 32 KOKOLIKM HOCAUKM M 3a BUIOBE MOMALIHM IITHL C I10-MaNKO CTONAHCKO
3HaueHIe, OTITIEXMIAHN 3a YTOSBAHE J 33 HOCAUKM, [IPY CIa3BaHe Ha yCIIOBMSITA, ONPENIENIeHN B ChIIOTO IPUIOXeHMe. , MUKpokarcy-
amcyrnosaHata GopMa“, ,MUKpPOKAIICYIOBaHaTa ¢opMa C WeIITaK” i ,rpaHypanara ¢opMa Oe3 MOKpUTIE” Ha [TOCOYEHNS IIpenapar
ca paspelleHN Kato [00aBKa [Py XPaHEHETO Ha KMBOTHNTE 33 M3ION3BaHE BbB (ypaxu 3a MIIIeTa, OTIIEKMIAHN 3a Pa3IlIOf, MyiiKu
3a yrosiBaHe ¥ OTINIEXMAHM 33 PA3IUION, BUNOBE HOMAUIHM ITMIM C IO-MAJKO CTONAHCKO 3HAYCHME, OTIIEXKIAHM 33 PAa3IUIOf,
[IEKOPaTMBHY [TULM, arHeTa 3a OTINICKIaHE M YIOsBaHe, BUIOBE MPEKMBHM XMBOTHM C II0-MalKO CTONAHCKO 3HAYeHUe 3a
OTIMIEXKIAHe U YTOsIBaHe M BCHUKM KaTerOpuy CBUHE C [IO-MAJIKO CTOMAHCKO 3HAaueHMe, [IPU Cla3BaHe Ha YCIIOBUSATA, OIIPeNeNeHN B
TMOCOYEHOTO TIpUIIoXeHue. ,MuKpokancynosaHara gopMa it ,rpaHynypaHara ¢opma Ge3 MOKpuUTHE" Ha MOCOUCHMSI TPENapar ce
paspelaBar Kato H00aBKa IIPM XPAHEHETO HA XMBOTHMTE 33 yNOTpeOa BbB BOJA 3 MMEHE 33 BCUUKM BULOBE TOMALIHN NTMLN 33
yTosIBaHe, OTITIEKIAHN 32 HOCAUKM U 38 PA3IUIOf, JeKOPATUBHI ITVLM, CBIHE MAlIKM OT BCUUKY BUIOBE Suidae, IpaceHIia CyKamdera
¥ OTOUTH IIpaceHIa OT BCHYKY BUIOBe Suidae, CBIHE 3a yrosiBaHe OT BCUUKY BIIOBe Suidde, TelleTa 3a OTINIEXKIAHe 1 yTOsBAHE, sIpeTa
3a OTINIEKIAHE U YTOsIBaHE, arHeTa 3a OTINIEX[IaHe M YrOsIBaHe, arHeTa 3a OTINIEX/IAHE M YTOABAHE U BULOBE MPEKMBHU KUBOTHU C
T0-MJIKO CTOIAHCKO 3HaueHMe 3a OTITIEKIAHE U 33 YTOSIBAHE, TIPY CIa3BaHe Ha YCITOBHSITA, ONPENIENIeHN B [IOCOUEHOTO NIPUIIOKEHIE.

Unen 3

V3menenus Ha Pernament 3a m3mbnHenne (EC) Ne 1061/2013

B npunoxennero keM Permament 3a usmsnserne (EC) Ne 1061/2013 mppsoto Bivcsane 4b1705, 0THACAIIIO ce [0 TeNeTa I speTa,
Ce 3aM4apa.

Unen 4

OTMsaHa

Pernament 3a usmbiHenne (EC) Ne 361/2011, (EC) 2015/518 u (EC) 2019/11 ce oT™meHsT.

Ynen 5

IIpexomuu MepKu

1. ,MukpokancynosaHata ¢opMa ,1 ,MUKPOKAICYTIOBaHTa (OPMa C MIEIIAK,HA [OCOYEHMs B MPUIOKEHMETO Mperapar u
TPEMIKCHTE, ChIbPKALW GOPMUTE HA IIpenapaTa, NpeHa3HaueHy 3a ynorpeba BbB pypaxy 3a uyieTa 3a yrosiBaHe U OTINIEXKIAHU
3a KOKOWIKM HOCAYK!M ¥ 3a BUIOBE IOMAUIHM NTMUM C HO-MAJIKO CTONMAHCKO 3HAYEHME, OTITIEXTAHM 33 YTOsIBaHE M 3a HOCAUKM,
K4KTO I ,MUKPOKAIICYTIOBaHaTa (opMa“, ,MMKPOKAICYNOBaHATa QOpPMa C IIETTAK‘ M ,IpaHynypaHara ¢opMa Oe3 MOKputie“ Ha
IIOCOUEHNsT TIPENapaT i IPEMUKCUTE, ChIbpPKALM GOopMUTE Ha IperapaTa, MpeNHa3HAueHN 3a ynorpeda BbB Qypaxu 3a Teera 3a
OTITIEXKIIAHE U 32 YTOsBaHe, SIPeTa 3a OTITIEXKIAHE ¥ 3a YTOSIBAHE, 32 CBUHE MAilKJ, [IPACEHIIA CYKATueTa, OTOMTH MPAceHIa 1 CBUHE a
yrosiBaHe, KOUTO ca MPOM3BENeHN ¥ eTMKeTupanu npemy 13 Hoempy 2024 T. B ChOTBETCTBME C IIPABMIIATA, MPUIIOKNMU TIPEAN
13 mait 2024 r., MOTaT Ja POIBIIKAT A Ce MYCKAT Ha Masapa i [a ce YnoTpebsBar 10 M3ueprBaHe Ha HAMUHMUTE KOMMYECTBA.

2. KoMOuHuparute gypaxu u QypakHuTE CypOBMHM, CHIBPXKAIIM ,MUKPOKAICYIOBAHA (OPMa WM ,MUKPOKAICYIIOBAHA
dopma ¢ menak” Ha MOCOYEHIS B IPUIIOXKEHIETO TPEMAPAT U MPEMIKCHUTE, ChIbpKally GOPMUTE Ha IpenapaTa, peIHA3HAUECHN 3a
ynotpe6a BbB Qypaxy 3a MUNETa 3a YrosIBAHE M OTIIEXNAHM 33 HOCAUKM M 33 BMIOBE JOMAWIHM NTULM C NO-MANKO CTOMAHCKO
3HAueHMe, OTITICKIAHN 3a YTOSIBAHE U 32 HOCAUKM, KAKTO M ChIbPKAILNTE ,MUKPOKAICYI0BaHa GopMa“, ,MIKPOKAIICYTIOBaHa GopMa
C LeNmaKk" Ui ,rpaHynupana ¢opma Oe3 moKpUTHE Ha TO3U MPeEapar, KOUTO ca NpeHa3HaueH! 3a yroTpeba BbB Gypaxu 3a Tenera
3a OTIVIEXK[IAHE ¥ 3 YTOsIBaHe, 3a SIPETa 3a OTIVIEXKMAHE I 3a YTrosiBaHe, 33 CBUHE MAIKy, NPaceHla CyKaIueTa, OTOUTH MpaceHua u
CBUHE 3a YTOSIBAHE, M KOUTO Ca NPou3BeHeHy 1 eTmketupany 10 13 mait 2025 1. B CbOTBETCTBME € NPaBUIIATa, IPUIIOKIMU NIPEIN
13 mait 2024 1., MOIaT Ja POIBIIKAT A Ce MYCKAT Ha a3apa I 1a ce YIOTpeOsBAT 10 M3UepIIBaHe HA HAIMYHUTE KOJINYECTBa.

ELL http://data.europa.eu/elijreg_impl/2024/1161/oj
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Ynen 6
Bnusane B cuna

Hacrosiumsr perimaMenT Biv3a B CMJIa Ha IBAI€CETVA IEH CIIET NEHA Ha Hy6HI/IKyBaHCTO My B Od)uqua/:en BECMHUR HA Eeponeﬁcnuﬂ
Ce103.

Hacrosimmsr permaMenT € 3aIbIIKUTENIEH B CBOATA LAJIOCT M CE Ipuiiara IpAKO BbB BCMYKM TbpKaBU
YJICHKI.

CncraBeHo B bprokcen Ha 22 anpun 2024 ronuHa.

3a Komucuama
Tpedcedamen
Ursula VON DER LEYEN

ELL http://data.europa.eu/elijreg_impl/2024/1161/oj
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[TPUTTO2KEHUE

YACT I
Munn- Makcn- Munn- Makcn-
Wnenu- MaJtHO MAaJTHO MaJTHO MaJTtHO
Qukaryo- HaumeHoBanue CbcTas, XUMM4Ha Bun mm Makcy- | CPHPPXa- | CBIBPXKA- | CBIBPAA- | CBIbpAA- Cpok Ha
HeH HOMep | Ha IpuTexatess HoGaeka dopmyna, omvcanue, KaTeropys Ha MaJtHa Hme Hue Hue Hme Hpyru pasnopentu BAIVIHOCT Ha
6Ha Ha pa3pelieHneTo METO[I 3a aHaln3 KMBOTHUTE Bb3pacT CFU/kg [TbITHOLIEHEH paspemeHnero
fobaskara dypax cbc chabpKaHME CFU/1 Bona 3a nyeHe
Ha Brara 12 %
Kareropus: ,,300texumuecku no6askn.” Qynkumonanna rpyna: ,,craGunmuzaropu na upesnara ¢prnopa“.
4b1705. | DSM Nutritio- | Enterococcus Cocmas Ha Beuuky Bupose — 3x10° — 1,5x10° — B ymbTBaHETO 32 yII0- 13 mait
nal Products lactis NCIMB dobasrama TOMAIIHI TpeGa Ha mobaskara u 2034r.
Ltd, npencra- 10415 [Ipenapar ot Ente- HTULH, TpeMMKCa Ce I0COYBAT
BIIIBAHO OT rococcus faecium OTITIEXAAHM 33 YCIOBHMSATA Ha ChXPa-
DSM Nutritio- NCIMB 10415 ¢ yrosiBaHe HeHue U yCTOuM-
nal Products MUHUMAJTHO BOCTTA IPY TOIUIMHHA
Sp.Z o.0 CbIbpPKaHMe: Beuuku Biunose 06paboTKa.
—  MUKpOKAICy- foMauHm
nosaHa popma: TN
1x10"CFU/g Ormexnann 3a
nobaska, uim HOCA1KM
o rpaHyngpaHa Benuku Bymose
¢opma e;’ ;[0' IIOMAILHY
KpUTHE: x
1%] 0 CFU / ITULH IlobaBkaTa MOXKe 1a ce
obasa g Orrmexpann 3a U3MIONI3B2 BbB BOMIA 32
N pasmuion TMeHe.
B TBBbpIIO CHCTOSIHME
X HexopatuBHn
aparmepuc- i—
MURA HA ARMUG-
HOMO éeulecmeo CByHe Maiiku 7 x 108 3,5 % 108
KnzuecrocoOHm OT BCUYKY
KJeTku Ha Entero- BUIOBE OT
coccus lactis NCIMB ceMencTBo Sui- HO6aBKaTa MOXKeE 1A e
10415 dae U3IIONI3BA eIHOBpeE-
MEHHO CBhC CTIEHNTE
Memod 3a ananus Tpaceiia 1x10° 0,5x10° 5
0 cyKanera ot KOKIMANOCTATULIN
BCHUKI BUIOBE CBIJIACHO CbOTBETHUTE
Suidae: VIM YCTIOBYSI 3 pa3pe-
1IaBaHe KaTo ¢ypax-
Tenera, sipera, HIt 100aBKM: TEKOK-
arHeTa u BTO- BUHAT, MOHEH3MH
pocTerneHHN HaTpuii, pobeHaMH
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01/,

VnesTnuranms:
Metonm 3a [IHK
CEKBEHMPAHE U
I1yJICOBA TeJl eJleK-
Tpodopesa (PFGE)
— CEN/TS 17697.

3a mpeOposiBaHe BbB
dypaxHara
106aBKa, MpeMIK-
cute, KOMOMHMpa-
HuTe $ypaxu u
BOIATA: METOI Upes3
pascTiiase BbpXy
KITbYEH eCKyJIMH
asypeH arap (EN
15788)

BUIIOBE ITpe-
XKINBHU
2KMBOTHM 3a
OTIJICKTaHE

Tenera, apera,
arHeTa u BTO-
pOCTeneHHU
BUJIOBE TIpe-
KIBHU
KUBOTHY 3a
yrosiBaHe

Ot6uty npa-
CEHI1a OT
BCUYKM BULOBE
Suidae:

CuHe 3a yros-
BaHE OT BCUUKM
BuyoBe Suidae

3,5x108

2 x108

XUIAPOXIIOPUII, AM-
KITa3ypu, ceMaypa-
MULIMH, JTacanonma A
HaTpuii, Magypamu-
LIVH aMOHMI1, Hapa-
3VH, KOMOMHALMA OT
Hapa3yH 1 HUKapHa-
3UH, CATMHOMMULIMH
Hatpuil.

HoGapKara ce gaBa Ha
KbPMELV CBUHE U,
€THOBPEMEHHO C TOBA,
Ha IIpaceHLara
CyKarJera

Onepatopure B CEKTO-
pa Ha dypaxure
Tpsi6Ba [1a yCTAHOBSIT
OTIepaTVMBHY Mpolie-
Ilypy U [a IPEHBUIST
OpraHM3aLMOHHN
MepKH 3a IoTpebuTe-
nuTe Ha 100aBKaTa u
IIPEMIUKCHTE C OITIeN
Ha NOTeHIMAJTHNTe
PUCKOBE B pe3yITaT Ha
yrorpebara nm. Kora-
TO Te3U PUCKOBE He
Morar [ia ObIar o1-
CTpaHeHy upes3 CIio-
MEHATHUTE TPOLIEAYPY
¥ MepKi, ToOaBKata 1
IIPEMIUKCHUTE CE U3~
TOJI3BAT C JIMYHN
TIpefIasHyL CPeCTBa
— npefna3Ha auxa-
TelTHa MAcKa U Cpefi-
CTBA 3a 3aLINTA Ha
KOXAarTa, d 3a TpaHy-
nupaHara gopma Ge3

1470T¥eC 1490
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NOKPUTHE — Ha
TIpeIITa3HM CPENICTBA
3a 3alI1Ta HA OUMTe.

()

TompoGHa MHPOpMALINS 32 METOMMTE 32 AHAIM3 MOXKe J1a Gblie HAMepeHa Ha MHTEPHET afipeca Ha pedepeHTHaTa laboparopust: https:/[joint-research-centre.ec.europa.eu/feurl-fa-eurl-feed-additives/eurl-fa-authorisation/

eurl-fa-evaluation-reports_en
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01/6

YACTII

Vnesrridu- U MunnmanHo Maxkcumanto
KaLOHEH aMeHOBaHME Ha CpcTaB, XMMMYHA B unK Kateropia Maxkcu- ChITbpXaHUe CHITbPXKaHIe Cpok Ha
TnpuTexKaress Ha Hobaska dopmyna, onucanue, MajHa Ipyru pasnopen6u BaJIMIHOCT Ha
Homep Tia pasperieHneTo METOII 33 aHau3 1 AIBOTHITE BB3pacT CFU/kg mbrHoOueHeH gypax che pasperieHneTo
no6apkara CbIbpXaHue Ha pnara 12 %
Kareropus: ,,300texHnuecku nobaskn.” Qynxumonanna rpyna: ,,craGunmuzaropu na upesnara ¢propa“.
4b1705i. DSM Nutritional | Enterococcus lac- | Cecmae na Bcuuknm Bunose — 3x10° — 1. B ymbrBanero 3a ymo- 13 mait
Products Ltd, tis NCIMB dobasrama IOMAIIHY ITULY, Tpeba Ha HobaBKara u 2034r.
npencrasigsado | 10415 Ipenapar ot Enterococ- OTITIEXKIaHM 33 IpeMMKCa Ce 0COUBaT
or DSM Nutri- cus faecium NCIMB yrosipaHe YCIIOBMSATA Ha ChXPaHe-
tional Products 10415 ¢ MMHMMATHO HUE U YCTONUMBOCTTA
Sp.Zo.0 CbIbpXKaHMe: Benuxu sunose TIpM TOITMHHA
IIOMAIIHY ITULN 0bpaboTka.
—  MUKpOKAICYIOBa- Orrrexnanu 3a
Ha ¢0pMa C 1ei- HOCAUKM 2. [lobaBkaTa MOXe 1a ce
mak: 2 x 10" CFU/ U3MONI3Ba eTHOBPEMEH-
g nobaska Benukn Bumose HO CBC CIIEIHNUTE KOK-
B TBBPIIO ChCTOsIHME JOMAIIHM MTHIM LMAMOCTATUIM ChITIAC-
Orrexanm 3a HO CHOTBETHMTE UM
Xaparmepucmura Ha pasmion YCIIOBYA 3 pa3pelaBa-
ARMUEHOMO He KaTo PypaxHi 10-
eewecmeo Hexoparyery 0aBKM: IEKOKBIHAT,
KusnecriocoGuu T MOHEH3MH HATpuii, po-
KJIeTKM Ha Enterococcus CRIHE MATIKH OT 7 x10° OeHMIVH XUIPOXIIO-
lactis NCIMB 10415 BCHUKI BITIOBE OT PV, IMKIa3ypusl, CeM-
Memod 3a ananus (') ceMeitctBo Suidae ﬁi{pnaxy;l;ﬁg;/x;?cam
UnenTuduraumst: l'{l[;aceﬂua cyrat- 1x10° MafypaMULYH aMOHMIA,
Metomu 3a [IHK cexse- Ta ot BCV.HKV'I Hapasit, KOMGuHaIs
BunoBe Suidae: OT Hapa3yH 1 HYUKap-
HUpaHe UITH MyJICOoBa rejl Ga3MH, CATMHOMMIIH
’
erexrpodopesa (PFGE) Terera, sipeta, ;
— CENJTS 17697. | arsera n sopocte- HeTpit.
pocre:
6 TeHHN BUIIOBE Tpe-
3a npebposiBane BLB >KVMBHY KMBOTHM 32
dypaxnara nobaska, OTIIEXIAHe
TIPEMMKCHTE, KOMOMHN-
panure dypaxu n Tenera, sipera,
BOIAaTa: METOM Upe3 pas- arHeTa M BTOpoCTe-
CTUTIaHE BBPXY KIThUCH | menmu BUTIOBE TIpe-
CCKYIINH a3UTIEH arap KMBHM XKMBOTHY 3a
(EN 15788) yrosBane
Ot6un npacerua 3,5 x 108
OT BCUYKY BUTIOBE
Suidae:

1470T¥eC 1490
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CBuHe 3a yrosiBaHe
OT BCUYKY BUTIOBE
Suidae

HobaBkaTa ce maBa Ha
KbPMeL CBUHE I, ef-
HOBPEMEHHO C TOBA, Ha
TIpaceHIaTa CyKamiera

Omneparopurte B cekTOpa
Ha ¢ypaxure Tpsi6Ba 1a
YCTAHOBSIT ONEPATUBHM
TPOLIEIYPH U 1A Tpefi-
BVJLAT OPraHM3aLMOH-
HYL MEpKM 32 IOTpeOy-
TenuTe Ha noGaBKaTa u
IIPEMIKCHTE C OITIeN Ha
TOTeHLMAIHITE PU-
CKOBE B Pe3yTaT Ha
ynorpe6ara nm. Koraro
Te3U PUCKOBE HE MOTaT
[a ObaT oTCTpaHeHN
upe3 CIOMEHaTHTe
TPOLIEy Y 1 MEpKIH,
mo6aBKaTa i MPEMIK-
CHTE Ce M3ION3BAT C
JINYHN TIPea3Hu
CpencTBa — MpefnasHa
[IMXATeNHA Macka 1
CPENCTBA 33 3aLNTA HA
KOXara.

()

Tompo6Ha MHPOpMALINS 32 METOMMTE 32 AHATIM3 MOXKe J1a Gblie HAMepeHa Ha MHTEPHET afpeca 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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