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To3u TeKCT CIy:KH caMo 32 MH(OPMAIMOHHU LeId M HsIMAa mpaBHO AeiicTBue. UHcTuTynnute Ha ChI03a He HOCAT
OTrOBOPHOCT 32 HErOBOTO Ch/bP:KaHHe. ABTEHTHYHUTE BEPCHH HA CHOTBETHHUTE AKTOBE, BKIIOUMTETHO TEXHUTE NMpeaMooJiu,
ca BepcuuTe, nyoauxyBanu B O¢puuuanen BectHuk Ha EBpomneiickus cbio3 u Hantuuynu B EUR-Lex. Te3u opuuuanuu
TEKCTOBE €a MPSIKO JOCTHIIHH 4Ype3 BPb3KHTE, MyOIHKYBAHH B HACTOSIIMS AOKYMEHT

>B PETJIAMEHT 3A U3INBJIHEHHUE (EC) 2017/2312 HA KOMUCUSTA
ot 13 nexemBpu 2017 ronmna

3a pa3peliaBaHe Ha HOBa ynorpeda Ha mpemnaparta ot Bacillus subtilis C-3102 (DSM 15544) karo

¢dypaxna ngo6aBka 3a cBHHe Maiiku, NpaceHNa CyKaj4yeTa M Kydera (MpuUTeKaTesJ HA

paspemienuero » M1 Asahi Calpis Wellness Co. Ltd, npeacraBasiBano B Epponeiickusi cb103 0T
Pen & Tec Consulting S.L.U. «)

(Texker ot 3Hayenue 3a ENII)

(OB L 331, 14.12.2017 r., ctp. 41)

W3menHeH cbC:

OdunmaneH BECTHHK

Ne  cTtpanuna ara

»M1  Permament 3a msmenHeHne (EC) 2020/146 na Kommcmsata or 3 L 31 3 4.2.2020 r.
despyapu 2020 roguna
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PETJIAMEHT 3A M3ObBJHEHHME (EC) 2017/2312 HA
KOMUCHUSATA

ot 13 nexemBpu 2017 roamna

3a pa3peliaBaHe Ha HoOBa ymnorpeb6a Ha mnpenapata ot Bacillus

subtilis C-3102 (DSM 15544) xaro d¢ypaxHa JodaBka 3a CBHHe

MaliKi, mMpaceHIa CyKaji4yeTa M KydeTa (IpuUTexaTeal Ha

paspemennero P M1  Asahi Calpis Wellness Co. Ltd,

npeacrapisiBaHo B EBponeiickusi cb103 ot Pen & Tec Consulting
S.L.U. €

(Texcr or 3HauyeHue 3a EUII)

Ynen 1

PazpemaBa ce ymorpebaTa Ha MMOcoueHHs B NPUIOKEHHETO Ipernapar,
KOMTO NMPHHAIJICIKN KbM KaTErOpHUITA ,,300TEXHUYECKH JOOABKH™“ U KbM
(dyHKIMOHANHATa Ipyna ,,cTabMIM3aTOpd Ha uypeBHara ¢uiopa®, KaTo
nobaBka MpPU XPaHEHETO HA JKUBOTHHUTE NPH CIa3BaHE Ha YCIOBHUSATA,
OTIpesieNieHN B CHIOTO MPHIOKEHUE.

YUnen 2
Hacrosmusrt pernaMeHT BiIx3a B CUJIa Ha JIBaJECETHs JIEH Cle] JeHs Ha
nyOnukyBaHeTo My B Oguyuanen gecmuux na Esponetickus cwio3.

Hacrosmusar PETIIAMEHT € 3aABbJDKUTEIICH B CBOATA LAJIOCT U CE€ IpHJIara
HIPSAKO BbB BCUYKH ABPIKABU YJICHKH.



IIPUJIO’KEHUE
Make-
Munumanuo axe
HUMaJIHO
CbABPKAHUEC
Wnentupux- ChABpAKAHUC
HaumeHnoBanue Ha Bun Makc- Cpok Ha
allMOHEH CobcraB, xumMudHa (GopMya, OMHUCAHHE,
MpUTENATeNsT Ha JloGaBka KaTeropusi Ha UMasHa Jpyru pasnopenou BAJIMJIHOCT Ha
HOMEp Ha MCTO/[ 3a aHAJIu3
Ppa3peuIeHuEToO JKXHUBOTHHUTEC BB3pacT pa3speHICHUETO
nobaBKkaTta CFU/kg mbiHOLEHEH
(hypax CbC ChIbpXKaHUC
Ha Biara 12 %
Kateropus: ,,300Texnnyecku 100aBku*. @yHKIUHOHAJIHA rpyna: ,,cra0HjIM3aTopH Ha 4ypeBHaTa (opa“
4b1820 » M1 Asahi Bacillus subtilis | Cocmag na dobasxkama CBuHe Maiiku — 3 x 108 — 1. B ymprBanero 3a ymorpeba Ha |3 sHyapu 2028 r.
Calpis Wellness | pSM 15544 Hpemapar ot Bacillus  subtilis | pacenna Ro0aBKaTa M IIPEMHUKCA  C€
Co. Ltd, C-3102 Ccykanuera OCOYBAT ycIoBUATa Ha
TPE/CTABIIBAHO DSM 15544 ¢  MHHEMANHO . CBhXpaHEHHE W YCTOWYMBOCTTA
B EBpomeiickus Kyuera 1 x 10 IIpY TOIUTHHHA 00paboTKa.

cpr03 oT Pen &
Tec Consulting
SL.U. «

chappkanne Ha 1 x 10'° CFU/g
nobaBka B TBbpAa (opma
Xapaxmepucmuka Ha aKMugHOMo
sewecmeo

JKuznecnocooHu KJIETKU Ha
Bacillus subtilis

DSM 15544

Memoo 3a ananus

[pebposiBane: METOJ ype3
pascTuiaHe  BbpPXy  IUIACTHHA

MOCPECTBOM TPHUIITOH-COEB arap
3a Bcuukd 1ieieBn npodou (EN
15784:2009)

Unentndukanus: ImyJIcoBa
enextpodopesza (PFGE)

rein

. B ykazanmsra 3a ymorpeba ce

TIIoco4YBa:

,,JlobaBKkarta ce
€/IHOBPEMEHHO Ha
CBHHE MalKu U
cykamgera‘

J1aBa
KbpMeIIU
mpaceHIa

. 3a norpeduTenuTe Ha

no0aBkata M IPEMHKCHTE
CTOIAHCKHTE cyOeKkTu B
obmactra Ha (ypaxure ycTa-
HOBSIBaT npoueaypu 3a
OezomacHa pabora M opra-
HHM3allMOHHU MEPKH 3a IPeojo-
ISBaHE HAa  IOTCHIUAIHUTE
pHCKOBE B pe3yiaraT  Ha
ynorpebara uMm. Koraro Tte3u
pHUCKOBE He Morar Ja ObaaT
OTCTPAaHEHHW WM CBEICHH N0
MHHMMYM 4pe3 CIIOMEHATHTe
Hponeaypu u MEpKH,
nobaBKkaTa M IIPEMHKCHTE C¢
U3IOJI3BAT C JIMYHY IIPC/Na3HH
CpeICTBa, BKJIFOYUTEITHO
IpeArasHa JUXaTellHa MacKa.
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