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(HesaroHodamennu armose)

PETTTAMEHTU

PE[TIAMEHT (EC) Ne 107/2010 HA KOMUCHUATA

or 8 despyapu 2010 roguua

OTHOCHO pa3pemmTelIHOTO 3a u3non3sane Ha Bacillus subtilis ATCC PTA-6737 xaro ¢ypaxkHa mobaBka
32 MWIeTa 3a yrosisaHe (mpuTexaren Ha padpemnrtenHoTo Kemin Europa N.V.)

(TekcT or 3Hauenme 3a EMII)

EBPOIIEVICKATA KOMMCU,

KaTo B3e mpemBui [loroBopa 3a (yHKUMOHMPAHeTO Ha EBpomerickuis
ChI03,

karo B3e mpemsur Permament (EO) Ne 1831/2003 Ha Esporerickus
naprnameHt u Ha CbBeta 0T 22 cenreMBpy 2003 I. OTHOCHO H00aBKM
3a M3MON3BAHE NPM XpaHEHeTo Ha XuBoTHuTe (1), M MO-CrelManHo
wieH 9, naparpa 2 OT Hero,

KaTo uMma Inpensup, 4e:

(1) B Pernament (EO) Ne 1831/2003 ce mpemuxia Bb3MOX-
HOCTTA 33 M3NaBaHe HA PA3pelIMTe]IHO 3a M3MOJ3BaHE Ha
106aBKM TPy XpaHEHeTO Ha 3KMBOTHUTE, KAKTO ¥ OCHO-
BaHNMATA U MPOLENypUTe 3a NPEIOCTaBsHe HA TAaKOBa paspe-
LLINTETIHO.

2) B crotsercrue ¢ unen 7 or Pernmament (EO) Ne 1831/2003
Oc mMomameHo 3asiBEHME 33 PA3PELIMTENIHO 3a MpeErapara,
NIOCOYEH B NMPUIOXKEHMETO KbM HACTOSIIMA pernameHt. Topa
3asiprieHye Oemle MPUOPYKEHO OT JAaHHUTE U IIOKYMEHTHTE,
VM3MCKBAHM CBINIACHO wieH 7, maparpad 3 or Permament
(EO) Neo 1831/2003.

(3) 3asBIICHMETO C€ OTHACS [0 pa3pellaBaHeTo Ha MUKPOOP-
rarysma Bacillus subtilis (ATCC PTA-6737) xarto {ypaxHa
mo0aBka 3a MWIETaTa 3a yrosBaHe, KOATO CjefBa ma Obpe
KiacuQuIMpaHa B KaTeropusita ,300TeXHUUECKN 100aBKNM".

() OB L 268, 18.10.2003 r., ctp. 29.

(4) B cranoumero cu or 15 centempu 2009 r. (%) Espo-
NECKUAT OpraH 3a 0e30MacHOCT Ha XpaHWUTE (HApMUaH I0-
HATaTBK ,,0praHsT) 3aximoun, de Bacillus subtilis (ATCC
PTA-6737) we ce oTpassBa HeONArONpUATHO BBPXY
3[paBeTo0 Ha XKMBOTHWUTE, YOBEIIKOTO 3[paBe WM OKOJIHATA
cpela M M3MOJ3BAHETO My MOXe Ha MOIOOpM pesynTatute
npu xkupotHuTe. OpraHBT He CUMTA, Ye € Hauue HeobxXo-
[IMOCT OT CTeUMQMUHN WM3UCKBAHWS 1O OTHOLICHME Ha
MOHUTOPMHIA CJIef, MYCKaHeTO Ha INPOHyKTa Ha masapa. Tou
CBUIO TaKa IOWIOKM HAa NpOBEpKa IOKIIAa 3a MeToma 3a
aHaM3 Ha QypaxHata 100aBKa BbB Qypaxure, MpEICTaBeH
or pedepenrHara naboparopus Ha OOWIHOCTTA, Ch3HazeHa C
Pernament (EO) Ne 1831/2003.

(5)  OueHkara Ha IIperapata IIOKa3Ba, 4Ye Ca M3IBIHEHM
YCIIOBMATA 32 IOTy4YaBaHE Ha PaspemluTeNiHO, ONpEHeNeHu B
wien 5 or Permamenr (EO) Ne 1831/2003. Ilopamu ToBa
VM3MON3BAHETO HAa [IOCOYEHMs Mpenapar creasa Ha Obe
PaspemeHo ChITIACHO IIPEIBUIEHOTO B IPMIIOKEHMETO KbM
HAaCTOSALIMS PEITIaMEHT.

(6) MepKI/ITe, NpenBuaeHN B HACTOAWIMS PErJIaMEHT, ca B CbOT-
BETCTBUE CbC CTaHOBMINETO Ha [loCTOSIHHMS KOMUTET IO
XpaHUTENIHaTa BEpuUra M 3MPaBETO Ha XKMBOTHUTE,

MMPUE HACTOSILUNS PETTIAMEHT:

Ynen 1

[locoueHnaT B NPUIIOKEHMETO IIpenapar, KOWTO NMPUHAIIEXM KbM
KATEropusita ,300TeXHMYECKM MNOOABKM® M KbM (YHKIMOHAIHATA
Ipyna ,CTaOMiu3aTopy Ha upeBHaTa ¢uiopa“, ce paspeliaBa KaTo
o6aBKa Py XPaHEHETO Ha KMBOTHUTE TPU YCIIOBUSTA, ONpeEesieHN
B CBLIOTO IIPUIIOKEHNE.

(%) The EFSA Journal 2009; 7(9): 1314.
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Ynen 2

Hacrosimmsit permaMeHT BuM3a B CMIa Ha MIBamecetst JeH cren myOnukysadeto My B OQuuuaien 8eCmHUR Ha
Eeponeiicrus cet03.

Hacrosimst pernaMeHT € 3aIbIKUTENIEH B CBOATA LAJIOCT U CE Npyiiara IMpsAKO BbB BCMYKM IbpXKaBu-
YJICHKU.

CobcraseHo B Bprokcernr Ha 8 despyapu 2010 rommsa.

3a Komucuama
Ipedcedamen
José Manuel BARROSO



IPUTTOKEHME

Mutnmanso | Makcumanto
ChIbpKaHNE | ChIbpPKaHNE
HaumeHosaHne Ha Cpok Ha
VneHTHUKALMOHEH Cberas, xumnysa Gopmyrna, omucanve, | Bunm wim kateropust Ha Makcnmansa

npuTexaTeNs Ha paspe- THo6aska Tpyr pasnopebu BAMIHOCT Ha

HOMEp Ha ]106aBKaT3. AHAJIMTUYEH METOI KUBOTHUTE BB3pacT CFU/kg ITBJTHOLICHEH d)ypa.)l(
IIUTEITHOTO PaspeImnTeIHOTO

CBC ChIbpKAHUE Ha Briara

12 %
Kareropus ,,300texunyecku noGasku“. QyHkumoHanHa rpyna: craGunmsatopy Ha upeBHara ¢ropa

4b1823 Kemin Europa N.V. | Bacillus subtilis ATCC | Cbcras Ha mobaskara: Tustera 3a yrosisare — 1x107 — 1. B ymbreanero 3a ymorpeba | 1.3.2020 r.

PTA-6737

Tpenapar or Bacillus subtilis
ATCC PTA-6737, cbobpxal
MUHIMYM 1 x 10'° CFUJg
no6aBKa

XapaKTCpI/ICTVIKa Ha aKTUBHOTO
BEIIECTBO:

Conopn  or  Bacillus  subtilis
ATCC PTA-6737

Anamuruuer meron (1):
TpeGposiBare: METOT Ha
pasctuase, TIOCPENICTBOM
TPUITOH-COEB  arap, ¢ Mpeli-
BAPUTEIIHO  [ONIPsBaHE  Ha

Qypaxuute mpodu

Vmentndukaums:  MeTom  Ha
mynicoBa  rell  enekrpoopesa
(PFGE).

Ha jo6aBKata M NpeMMKCa
ce TOCOYBAT TeMIIepaTypaTa
Ha ChXPAaHEHMe, CPOKBT Ha
TOIHOCT M CTAGMITHOCTTA
TIpY TPaHyIMPAHE.

2. Moxe ma ce m3moi3Ba BbB
dypazu, ChIbPKAIIN
CTIeIHNTE paspeleHn
KOKIIMIVOCTATHLIN:
IVMKNa3ypwsl,  IeKOKBUMHAT,
CaITMHOMUIIVIH HaTpuii,
HapasuH[HUKapGasuH "
nacanoumn A HaTpuit.

(") TMonpobHa MHGOpPMaLsi OTHOCHO AHAIMTHYHMTE METOIM MOXKe j1a Oblle HaMepeHa Ha MHTEpHeT ajpeca Ha pedepentHara naGoparopust Ha ObuHoctTa: http://irmmijre.ec.europa.eu/html/CRLs/crl_feed_additives/index.htm
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