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PE[TIAMEHT 3A U3ITB/THEHME (EC) 2022/1266 HA KOMUCUSATA
ot 20 romu 2022 rogyuHa

32 paspeliaBaHe Ha yHoTpe0aTa Ha MOHOHATPMEB INYTaMaT, MNONydYeH upe3 dQepMeHTanMs c
Corynebacterium glutamicum KCCM 80187, kato ¢pypaxkna mo6aBka 3a BCHIKM KUBOTUHCKY BUIOBE

(Texcr ot 3Hauenue 3a EMII)

EBPOITEVICKATA KOMUCUS,
Karo B3e Ipensuy [Jorosopa 3a GpyHKIMOHMPaHEeTo Ha EBpOMeNicKus Cbio3,

xaro B3e npempun Permament (EO) Ne 1831/2003 Ha Espomeitckust mapnament un Ha Cbeera ot 22 cenrempu 2003 r. OTHOCHO
I00aBKM 3a M3IIOTI3BAHE NPV XPAHEHETO Ha KMBOTHUTE ('), M MO-CIIeLAIIHO uneH 9, naparpad 2 oT Hero,

KaTo MMa NpenBum, ue:

(1) B Permamenr (EO) Ne 1831/2003 ce mpemsmxna paspelmtenieH pekuM 3a no0aBkuTe, NMpemBMueHN 3a yrorpeba mpu
XpaHEHeTO Ha >KMBOTHUTE, M Ce II0COYBAT OCHOBAHMSATA 1 IPOLIEIypUTE 3a IIPENOCTABSHETO Ha TAKOBA pa3peLieHie.

(2) B cvorsercrBue ¢ wieH 7, maparpad 1 ot Permament (EO) Ne 1831/2003 Gewe nomaneHo 3asiBneHnue 3a paspeliaBaHe Ha
yrorpe6ata Ha MOHOHATpueB INyTamar, monyueH upes Qepmenraumst ¢ Corynebacterium glutamicum KCCM 80187.
TocoueHoTO 3asiBNeHMe Oe MPUIPYKEHO OT NAHHUTE M HTOKYMEHTMTE, M3UCKBAHM CBINIACHO wuileH 7, maparpad 3 oT
Pernament (EO) Ne 1831/2003.

(3) 3asBIIEHMETO Ce OTHACS MO paspelliaBaHe Ha ymoTpeOaTa Ha MOHOHATPUEB IIIyTaMaT Kato ¢ypakHa mo0aBKa 3a BCUYKM
KVMBOTMHCKM BUIOBE, KOSTO Ha Obie KnacuuumpaHa B KaTeropyst ,CeH3OpHM HOOaBKM“ ¥ BbB (YHKLMOHANHA Ipyma
»APOMATU3MPALIN BelecTBa“,

(4)  3asBurensr nomcka nobaskara na Obae paspeltena 3a ynorpeba vt BbB Boma 3a muene. B Permament (EO) Ne 1831/2003 obave
He ce MPEMIBIKIA Pa3PelIaBaHeTo Ha yroTpebaTa Ha ,apoMaTHM3MpalIM BellecTBa BbB BONIA 33 MueHe. [Topamu ToBa ymoTpebara
Ha MOHOHATpMEB ITlyTaMar, noiyueH upes pepmerraumst ¢ Corynebacterium glutamicum KCCM 80187, BbB BOna 3a mueHe
creBa J1a He Gblie paspelleHa.

(5) B cranosumero cu ot 10 HoemBpu 2021 r. (?) EBponesickusr opraH 3a Ge3omacHoCT Ha xpaHute (,OpraHsT) 3aKiioun, ye
TPV NpPEIOKEHUTE YCIOBHUSI Ha yroTpe6a MOHOHATPMEBMST INyTaMar, moiydeH upes ¢epmentauust ¢ Corynebacterium
glutamicum KCCM 80187, He oka3Ba HeONAronpusTHO BB3NECTBUE BHPXY 3[PABETO HA XMBOTHMTE M HA YOBEKA, HUTO
BbPXy OKO/Hata cpefa. OpraHsT 3aKNIIOUM B CTAHOBUIIETO CM, ue H00ABKaTa He € TOKCMYHA IIPY BIMIIBAHE, HEe ApasHU
KOXaTa MIM OUMTE M He e KOXKeH ceHcyOunmsatop. OcBeH ToBa OpraHbT CTUTHA [0 3aKIHOYEHUETO, Ye MOHOHATPUEBUSAT
INyTaMar e euKaceH 3a yBenyuaBaHe Ha apoMara Ha ¢ypaxa. OpraHsT ChLIO Taka NMPOBEPHM HOKIAla OTHOCHO METOAA 3a
aHanM3 Ha QypaxHara q0b6aBKa BbB ypaxuTe, IpeNCTaBeH OT pedepeHTHATa Nabopatopus, onpeneneHa ¢ Permament (EO)
Ne 1831/2003.

(6)  Tlpu oueHkara Ha MOHOHATPMEB [IyTaMar, nomydex upe3 pepmentarys ¢ Corynebacterium glutamicum KCCM 80187, 6ewue
YCTaHOBEHO, e npemsyieHnte B wied 5 or Permament (EO) Ne 1831/2003 ycrnoBus 3a m3naBaHe Ha paspelieHue ca
u3mbnHery. [lopamm ToBa ymorpebaTa Ha IMOCOYEHOTO BEIIECTBO CriemBa a Obe paspelieHa CHITACHO NPEIBMICHOTO B
TIPUIIOKEHMETO KbM HACTOSLIMS PEITIaMeHT.

(7)  Crmemsa ma ce TMpEOBMIAT HSKOM YCIOBMS, 33 A Ce OCBIIECTBM MO-NOOBP KOHTpon. Ilo-crienmanHo, BbPXy €TMKETa Ha
¢ypaxuute n06aBKM CrefiBa 1a Oble MOCOYEHO NMPEMOPBHUMTENHO ChIbpPKaHue. [Ipy HaJBMUIABAHE HA TOBA ChIbPXKAHME
BBPXY €TMKeTa Ha IIPeMVKCHTE CIIefiBa Ia O'ble ocoueHa onpefernieHa MHGOPMALHs.

(8)  (axreT, ue ynorpeGata Ha MOHOHATPMEB [NIyTamat, MojydyeH upes pepmentauns c¢ Corynebacterium glutamicum KCCM
80187, KaTo apoOMaTM3MPALIO BEIIECTBO BbB BOMA 34 IMEHE He ¢ Pa3pelleHa, He M3KITIoUBa ynorpebata My B KOMOMHMpPAHN
¢ypaxu, KOUTO ce MpyEMAT C BOIA 3a IIEHe.

(9)  Mepkure, NpeIBUUEHM B HACTOSIMS DEIJIAMEHT, Ca B CBHOTBETCTBME CbC CTAaHOBMIIETO Ha IlOCTOSIHHMS KOMMTET IO
PpacTeHusITa, KMBOTHUTE, XPAHUTE ¥ PypaxKuTe,

() OBL 268,18.10.2003 r., ctp. 29.
(%) EFSA Journal (bronetun Ha EOBX), 2021; 19(12):6982.
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[TPYIE HACTOALLNA PEITIAMEHT:

Ynen 1
Pazperaa ce yriotpedaTta Ha IOCOYEHOTO B MPUITOKCHNETO BEWIECTBO, KOETO MPMHATUIEKM KbM KATEIOPUATA ,,CCH30PHI T00ABKI" I

KbM (])yHKIII/IOHa]'IHaTa Ipyna ,apoMaTusypalmu BeIeCTBa®, KaTo ]106&31(3. IIp XpaHEHETO Ha KMBOTHUTE IIPU CIIa3BaHC Ha yCIIOBUATA,
OIPENENIEHN B CHIIOTO NMPUIIOKEHME.

Unen 2

HacrosiumsT pernameHt Bim3a B CHITa Ha [IBajleceTytst JeH CIiell JeHs Ha myOmukysaHeTo My B O¢uyuanen secmmuur va Eeponeticrus
CB103.

Hacrostmmsr PErnaMeHT € 3alIbIIZKUTEIICH B CBOATA LAJIOCT U C€ IIpuilara IpsKoO BbB BCUUKM TbpKaBu
YJICHKN.

CpcraBeno B bprokcen Ha 20 romu 2022 ronmHa.

3a Komucuama
IIpedcedamen
Ursula VON DER LEYEN



[TPUTTO2KEHUE

Unentndu-

Munn- | Makcu-
MajiHO | MaJjiHO
CBIOBP- | CBIOBP-
XKaHMe | XaHue

—— Bun mn Makcn- Cpok Ha
HoMep Ha Mobaska Cbcra, XuMMYHA GOPMYIIa, OIMCAHME, METOLL 33 AHATIM3. KaTeropus Ha MaJiHa mg aKTMBHO Hpyru pasnopentu BAJIMIHOCT Ha
no6asxata KMUBOTHUTE Bb3pacT semectso/kg paspereHmneTo
IIBJTHOLIEHEH
dypax cbe
ChIIbpXKaHye Ha
prara 12 %
Kareropust: ,,ceH30pHU 106aBKu“, (Dymmuonamla rpyna: ,,apoMaTH3Mpally BelrecTa’
2b621i | Mononatpues | Cacmag Ha dobasrama: Benugn — — — [To6askara ce cmecBa ¢ ¢pypaxa mox | 10.8.2032r.
riIyTamar SKUBOTUHCKM dopmara Ha IIpeMuKc.
MoHOHATpYEB [TyTaMar BITIOBE B ymsrBaHeTo 3a ynorpeba Ha fobas-

Xaparmepucmura Ha ARMUBHOMO 6€ULeCMEo:
MoHoHatpyes L-rayramar, monyueH upes gpepMeHTaLus ¢
Corynebacterium glutamicum KCCM 80187

Yucrora: > 99 %

Xummuna popmya:
CsHgNaNO, *H,0

CAS Homep: 6106-04-03
EINECS Homep: 205-538-1

Memo0d 3a anaaus ():

3a mpeHTHQUKALMATA HA MOHOHATpPMEB L-IyTaMar BbB pypaxHata

mo0aBKa:

— ,MoHorpadusi 3a MoHOHaTpueB L-rmyramar” (xomnenmym Food
Chemical Codex)

3a KOMMUECTBEHOTO OMpefersiHe Ha MOHOHATpUeB L-rmyTaMar BbB

dypaxuara gobaska:

— /I0HOOOMeHHA XPOMATOrpadus ChC CIENKOTIOHHA [IePUBATU3ALINS
u goromerpuuHo nerekrupane (IEC-VIS).

KaTa I IPEMMUKCHTE CE TIOCOUBAT YC-
TIOBMSITA HA ChXPaHEHMeE 1 YCTOMUM-
BOCTTA TIPY TOITMHHA 00paboTKa.
Bbpxy erukera Ha JoHaBKara ce 1o-
COYBA CIEIHOTO:

,IIpenopBUNTESTHO MAKCUMATTHO Ch-
IIbpKaHME HA AKTHBHOTO BELIECTBO
Ha kg mpHoueHeH (ypax Cbe Cb-
IbpXaHue Ha rara 12 %: 25 mg.”
(Qynkumonannara rpyma, upeHTH-
(UMKALMOHHMAT HOMEP, HANMEHOBA-
HUETO 1 100ABEHOTO KOMMUECTBO Ha
aKTMBHOTO BEILIECTBO CE II0COYBAT
BbPXY eTUKETa Ha IPEMIKCa, KOraTo
HUMBOTO Ha ynotpe6a, MpenopbuYaHo
BbPXY eTMKeTa Ha IpeMuKca, 6u mio-
BEJIO [0 IPEBUIIABAHE HA [I0COYCHI-
Te B TOYKa 3 HMBA.
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3a KONMUECTBCHOTO OMpeNesIsiHe Ha MOHOHATpMeB L-rmyTaMar B

TIPeMMKCHTE:

— 110HOOOMeHHa XPOMATOrpadist ChC CIIEAKONIOHHA IEPUBATH3ALIS
u doromerpuuno merexktupane (IEC-VIS), Permament (EO)
Ne 152/2009 na Komncusra (mputoxenue 11, gact E) (3).

() TompoOHa MHpOpMALIVS 33 METOLMTE 3a aHAIM3 MOXe [a Gblie HAMepeHa Ha MHTEPHET apeca Ha pedepenTHaTa abopatopust: https:/[joint-research-centre.ec.europa.eu/eurl-fa-eurl-feed-additives/eurl-fa-authorisation/
eurl-fa-evaluation-reports_en
() Permament (EO) Ne 152/2009 Ha Komucusira ot 27 siyapu 2009 1. 3a onpefeisiHe Ha METOMMTE 3a B3eMaHe Ha IIPOGY 11 aHAIN3 3a LesiTe Ha opuumaTHus KOHTpon Ha ¢ypaxute (OB L 54, 26.2.2009 r., cp. 1).
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