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PE[TIAMEHT 3A V3ITBJIHEHME (EC) 2019/893 HA KOMUCHUATA
ot 28 Mmait 2019 romuna

3a MIOHOBsABaHe Ha pa3pelneHueTo 3a ynorpebda Ha Bacillus subtilis DSM 15544 kato ¢ypaxna nqobaska

3a IMITeTa 3a yrosiBaHe u 3a oTMAHa Ha Permament (EO) Ne 14442006 (mputexaren Ha paspemieHUeTo

Asahi Calpis Wellness Co. Ltd., npencransisano B Cbro3a ot Asahi Calpis Wellness Co. Ltd. Europe
Representative Office)

(Tekct oT 3Hauenue 3a EMII)

EBPOIIEMICKATA KOMUCH,
Kato B3e mpenBu JoroBopa 3a PyHKUMOHMpaHeTo Ha EBpomesickus Cbio3,

xaro B3e npensun Perament (EO) Ne 1831/2003 na EBponeiickus napnament u Ha Cosera ot 22 cenremspu 2003 1. OTHOCHO
[o0aBKy 3a M3MON3BaHE NPV XPaHEHeTo Ha XuBoTHNUTE ('), M MO-CrienmarHo uieH 9, maparpad 2 ot Hero,

KaTo MMa npenBuf, ve:

(1) B Pernament (EO) Ne 1831/2003 ce npemBykia paspelinTeNnieH pexuM 3a H00OaBKuTe, NMpeIBUICHM 3a yrmoTpeba mpu
XPaHEHETO Ha XMBOTHMUTE, M Ce IOCOYBAT OCHOBAHMATA M NPOLENypUTE 3a MPENOCTABAHETO M IOJHOBABAHETO HA TAKOBA
paspellieHue.

(2)  C Pernament (EO) No 1444/2006 Ha Kommcnmsra (%) Ge paspemena ymorpebara Ha Bacillus subtilis C-3102 (DSM
15544) 3a cpok ot 10 rommHy Kato dypaxHa mo06aBKa 3a MUIETa 3a yIOSIBAHE.

(3) B cwotsercreue ¢ wien 14 or Permament (EO) Ne 1831/2003 mpurexarensr Ha paspelieHMETO NMOAane 3asBieHME 3a
TOJHOBSIBAHE HA paspemlennero 3a ymorpeba Ha Bacillus subtilis C-3102 (DSM 15544) kato ¢ypaxHa mobGaBka 3a
muleTa 3a yrosBaHe C UCKaHe mO0aBKaTa [a Ce KIaCMQUIMpa B KaTeropusira ,300TexHndeckn nobasku”. IlocoueHoro
3asprieHye Oe MPUIPYRKEHO OT IAHHWUTE M OKYyMEHTHTe, M3MCKBAHM CHINACHO uieH 14, maparpad 2 or Permament (EO)
Ne 1831/2003.

(4) B cranosumero cu ot 13 ronu 2018 r. (°) EBpomneiickusar opran 3a GesonacHocT Ha xpanute (,Opranbr) 3akioun, ye
3asBUTEIIAT € HPENOCTaBI NaHHM, JOKA3Bally, Ye T0OABKATA OTTOBAPS HA YCIIOBMSTA 3a pa3pellaBaHe.

(5)  Tlpm ouenkara Ha Bacillus subtilis C-3102 (DSM 15544) Gelue ycTaHOBEHO, Ye TpEIBUICHNTE B UileH 5 OT PermameHt
(EO) Ne 1831/2003 ycrosust 3a mM3maBaHe Ha paspelieHne ca m3mblHeHN. [lopamy Toa paspewieHnero 3a ymorpeba Ha
nocoveHara 1o0aBKka crersa 1a Gblie NOIHOBEHO CHITTACHO MPEOBUICHOTO B IIPUIIOKEHIETO KbM HACTOSIIMS PEITTAMEHT.

(6) Karo crenctBue ot momHoBsiBaHeTo Ha pasperernero 3a Bacillus subtilis C-3102 (DSM 15544) kato ¢ypaxHa mobaska
IIpY YCIOBMSITA, OIIPEMENeHN B IPWIOXKEHMETO KbM Hacrosmmst pernmament, Pernament (EO) Ne 1444/2006 crensa ma
Oblle OTMEHEH.

(7) MepKVlTe, NpeoBuacHN B HACTOSILUMSA PEITIAMEHT, Ca B CbOTBETCTBME CbC CTAHOBMILETO Ha [TocTosiHHMSA KOMUTET T10
pacTeHusTa, 2KMBOTHUTE, XpaHUTE U d)ypa)KMTe,

[TIPUE HACTOALUWA PETTIAMEHT:

UYnen 1

TonHoBsIBA ce paspelleHMeTo 3a ynoTpeba Ha OCOYEHATa B MPUIOKEHMETO N00aBKa, KOATO NMPMHAIIEXU KbM KaTeropusira
,300TeXHIYECKY T00ABKM“ M KbM (YHKIMOHAIIHATA IPyla ,CTaOMIM3ATOPM HA YpeBHATA (ropa“, NMPY CIa3BaHe HA YCIIOBUSATA,
onpefesieny B ChUIOTO NMPUIIOKEHME.

Unen 2

Pernament (EO) Ne 1444/2006 ce orMeHsL.

() OBL268,18.10.2003 ., ctp. 29.

(*) Pernament (EO) Ne 1444/2006 Ha Komucusita ot 29 cenrempu 2006 1. 0THOCHO paspeluasatero Ha Bacillus subtilis C-3102 (kancnopus) Kato
dypaxna gobaska (OB L 271, 30.9.2006 r., crp. 19).

(}) EFSA Journal (Bronetns va EOBX), 2018;16(7):5340.
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Ynen 3

Hacrosuuysar pernaMeHT BIM3a B Cuna Ha JBafeceTyiss HeH Cel JeHs Ha myOmukysaHeto My B Oduuuasen 6ectmHUR Ha
Eeponeiicrug cs103.

Hacrosiumsr pernaMeHT € 3aIbJIKUTETIEH B CBOATA LSUIOCT M C€ Ipuilara MpsAKO BbB BCUMYKM IbpKaBu
YJICHKU.

CnbcraBeHo B bprokcen Ha 28 mait 2019 roguna.

3a Komucuama
Tpedcedamen
Jean-Claude JUNCKER



ITPUTIO2KEHME

Munn- Maxkcu-
MaJIHO MaJjiHO
Vinermudy- HanMeHoBanue Ha Bun wim Kate- | Makcew- CPibp- ChIbp- Cpox na
KallMOHEH C'bCTaB, XUMNYHA <])0pMyHa, 2KaHne XKaHue BaJIMIHOCT
TpUTEXRATENS Ha paspe- Ho6aka ropust Ha MaJTHa Hpyru pasmopentu
HOMEp Ha OIMMCaHue, METOI 3a aHaJIn3 Ha pasperie-
IIEHNETO KMBOTHUTE BB3pacT
no0aBKara CFU/kg mbnHOLEHeH HUETO
dypax cbe chIbpKaHMe
Ha prara 12 %
Kareropus: ,,300Texunuecku no6asku“. Qynkumonanua rpyna: ,,crabunmsaropu Ha upeBHara ¢ropa“
4b1820 | Asahi Calpis Bacillus subtilis | Cacmag na dobasrama [Turera 3a — 5x 108 — 1. B ymbrBanero 3a ynorpeba Ha mo- | 18 oHH
Wellness Co. Ltd, C-3102 (DSM | p.cillus subtilis C-3102 (DSM | yrosatie GaBkata u mpemykca ce mocousar | 2029 r.
TPENCTABIIABAHO OT 15544) yCIOBMATA HAa ChbXpaHEHME MU

Asahi Calpis
Wellness Co. Ltd
Europe
Representative Office

15544) ¢ vuammym 1 x 1010
CFU/g

Xapcmmepucmuka HA  drmue-

HOMO sewlecmaso

Kusuecnocobun criopn (CFU) Ha
Bacillus subtilis C-3102 (DSM
15544)

Memod 3a ananus (1)

IpebposiBaHe: MeTOm upe3 pas-

CTWIaHe BbPXY TPUIITOH-COCB
arap (EN 15784:2009)
VimeHTHQUKALMS: TMyNCOBa  Tent

enekrpogopesa (PFGE).

YCTOI4MBOCTTA
0bpaboTka.

npy  TOINIMHHA

. Paspewena e ynorpebara BB §y-

Paxu, ChIbPXKAIM eIMH OT CrIefl-
HUTE paspemieHyt KOKUMIMOCTa-
TULIN: MOHEH3UH HaTpuii,
CalVHOMMIMH HATpuMit, cemaypa-
MULMH HATpUi, Jacajioumi Ha-
TpWii, MallypaMMLUMH aMOHMIA, Ha-
pasuH/HUKAPOA3NH, TUKITA3yPUIL.

. 3a morpeburenure Ha moGaBKata

M TPEMUKCUTE OIIEpaTopuTe B
CeKTopa Ha (ypaxiure YCTaHOBSI-
BT OIEPATMBHM MPOLENypU U
OpraHM3aLMOHHN MEPKI 3a MPeo-
[OIsIBaHE HA MOTEHLMATHUTE PUi-
CKOBE B pe3ynTar Ha ymorpeGara
uM. Korato Tesy puckose He MO-
rar ga ObgaT OTCTPaHeHM WM
CBE[CHN [0 MMHMUMYM 4pe3 CIIO-
MEHATUTE TMPOLEOYpPH U MEpKH,
mo0aBKaTa M IPEMUKCUTE CE U3-
NON3BAT C JIMYHM  MIpEIa3Hu
CPEJICTBA, BKIIOUNTEITHO 3aLIUTHI
OuMiIa M Tpedna3Ha [IMXaTeTHa
Macka.

(') Tompo6Ha MHOpMALMs 33 METOIMTE 32 aHAIM3 MOXKe N1a Gblie HAMEpPEHa Ha MHTEPHET afpeca Ha pedepeHTHaTa NTabopatopust: https://ec.europa.eufjrc/en/eurl/feed-additives/evaluation-reports
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