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To3m KOKYMEHT e cpecTBO 32 J0KYMEHTHpPaHe W He 00BbP3Ba MHCTUTYUHHTE

> B PEI'JTAMEHT (EO) Ne 186/2007 HA KOMUCHSITA
ot 21 despyapu 2007 roauna

3a pa3pemiaBaHe Ha HOBa ynorpeda Ha Saccharomyces cerevisiae (Biosaf SC 47) kato ¢ypaxna
n00aBKa

(Texcr ot 3HaueHue 3a ENII)

(OB L 63, 1.3.2007 r., ctp. 6)

W3MeHeH cbC:

Od¢unmanen BeCTHHK

Ne  crtpanuma naTta
> M1 Permament (EO) Ne 897/2009 ma Komumcumsara ot 25 centemBpu L 256 8 29.9.2009 r.
2009 romguna
»M2  Permament 3a m3nmeaHenne (EC) Ne 1018/2012 ma Kommcmsita ot 5 L 307 56  7.11.2012 r.

noemBpu 2012 romuna
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PETJIAMEHT (EO) Ne 186/2007 HA KOMUCHATA
ot 21 ¢espyapu 2007 roguna

3a pa3peliaBaHe Ha HOBa ynotpeda Ha Saccharomyces cerevisiae
(Biosaf SC 47) xaro ¢ypaxna nod6apka

(Texcr ot 3HavyeHue 3a EHUII)

KOMUCHSTA HA EBPOIIEMICKUTE OBIIHOCTH,
karo B3e npeaBun Jloropopa 3a ch3naBaHe Ha EBporelickara oOLIHOCT,

karo B3e mpensun Pernmament (EO) Ne 1831/2003 na Erpomnetickus
napnameHT ¥ Ha CwbBera or 22 cenremBpu 2003 TI. OTHOCHO
n00aBKUTE 3a M3IMOJ3BaHE NPH XpaHeHeTo Ha skuBoTHHTE (1), W mO-
crienyanHo 4ieH 9, maparpad 2 or Hero,

KaTo uMa IpeaBul, 4e:

(1)  Permament (EO) Ne 1831/2003 mpenBmkaa paspeliaBaHeTo Ha
J00ABKHU 3a M3IOJI3BAaHE NMPH XPAHEHETO Ha JKMBOTHHTE M OCHO-
BaHMATA U MPOLEAYPHUTE 32 MPETOCTABIHETO HA TaKOBA Pa3periv-
TEJHO.

(2) B crworBerctBue ¢ unen 7 ot Permament (EQ) Ne 1831/2003 Ge
MOJAZIeHO 3asiBIICHUE 32 pa3pellaBaHe Ha Iperapara, MOCOYCH B
MpUIOKEeHUeTo. ToBa 3asBicHUE O¢ MPHUIPYKEHO OT JAaHHUTE U
IOKYMEHTUTE, HM3HCKBAaHM ChIJIACHO wieH 7, maparpad 3 ot
MOCOYCHHS PErjlaMeHT.

(3)  3asBieHHETO ce OTHAaci 10 pa3pelllaBaHe Ha HOBa yIHoTpeba Ha
npenapat ot Saccharomyces cerevisiae (NCYC Sc 47) (Biosaf
SC 47) xaro ¢ypaxHa nobaBka 3a KOHE, KaKTO U 3a Kiacupuuu-
paHeTo My B KaTeropusra DOOaBKH ,,300TEXHMYECKH IOOABKH.

“4) MeToabpT 3a aHaNM3, BKIIIOYEH B 3asBICHUETO 32 PA3pPEIIUTENHO B
CBOTBETCTBHE ¢ wWieH 7, maparpad 3, Oyka B) oT Permament
(EO) No 1831/2003, ce oTHacs 10 OmpelcisHE Ha aKTUBHOTO
BellecTBO Ha (ypaxHara noOaBka BBB (ypaxa. I[lopaan ToBa
METOABT 33 AHAIIN3, ITOCOYEH B IPHIOKCHHETO KbM HACTOSIIHS
periiaMeHT, He TpsAOBa Ja ce pa3dupa KaTo METOJI 3a aHAIM3 Ha
O6mHocTTa 1o cMmuckina Ha wieH 11 or Permament (EO)
Ne 882/2004 wna Espomeiickusi mapiameHT u Ha CbBeta OT
29 ampun 2004 r. oTHOCHO O(UIMANHHA KOHTPOJ, NPOBEKAAH
C LIeJI OCUTYpSBaHE Ha MPOBEPKa Ha CHOTBETCTBHETO ChC 3aKOHO-
JIATEJICTBOTO B 00JIacTTa Ha (ypakWTe M XpaHHUTE W MpaBmiara 3a
OIla3sBaHC 3paBCTO HA XMBOTHUTC U XYMaHHOTO OTHOLICHUE KBM
JKHBOTHHTE ().

(5)  VYmnorpebara Ha mpemapara ot Saccharomyces cerevisiae (NCYC
Sc 47) Oeme paspelieHa 3a roeeia 3a yrosBaHe C PeriameHt
(EO) Ne 316/2003 wa Komucusara ot 19 ¢espyapu 2003 r.
OTHOCHO MOCTOSIHHOTO paspellaBaHe Ha J00aBKa B XpaHUTE 3a
JKUBOTHH W BpPEMEHHOTO paspellaBaHe Ha HoBa ymnoTpeba Ha
nobaBKa, KOSTO Beue € Omia paspelieHa B XpaHUTE 3a KHBOT-
uu (%), 3a npacenna (oroutn) ¢ Pernmament (EO) Ne 2148/2004 na
Komucusita ot 16 mexemBpu 2004 r. OTHOCHO TOCTOSSHHUTE M

(") OB L 268, 18.10.2003 1., ctp. 29. Pernamenr, usmenen ¢ Permament (EO)

Ne 378/2005 na Komucusita (OB L 59, 5.3.2005 r., ctp. 8).

(®» OB L 165, 30.4.2004 r., ctp. 1. PernamenT, MOCIEHO U3MEHEH ¢ PernamMeHT
(EO) Ne 1791/2006 na Coeera (OB L 363, 20.12.2006 r., cTp. 1).

(®) OB L 46, 20.2.2003 r., ctp. 15.
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BPEMEHHHTE Pa3pEIINTENHN 32 HIKOM T00aBKH U pa3peliaBaHeTo
Ha HOBH YMOTpeOH Ha JajieHa no0aBKa, KOSTO BeUe € pa3pelicHa
npu xpanenero Ha xuBoTHH ('), 3a cBuHe ¢ Permament (EO)
Ne 1288/2004 na Komucusra ot 14 romu 2004 . OTHOCHO TOCTO-
SHHOTO paspellieHHe Ha OIpeleleHH J00aBKH W BPEMEHHOTO
paspelieHHe 3a HOBa ymnorpeba Ha J00aBKH, KOMUTO Bede ca
paspelieHd TpW  XpaHEHeTO Ha KUBOTHH (%), 3a 3aiiom 3a
yrosisane ¢ Permament (EO) Ne 600/2005 na Komwmcusita ot
18 ampui 2005 r. OTHOCHO HOBO paspellieHHe 3a yrnorpebara Ha
KOKCHIMOCTAT KaTo M00aBKa B XpaHHUTE 3a JKUBOTHHU 33 CPOK OT
10 romuHHM, BpEeMEHHO paspelieHHe 3a yrmorpebara Ha efHa
nobaBka M 0O€3CpPOYHO paspeuieHne 3a ynorpebaTa Ha HIKOU
N00aBKM B XpaHWTE 3a >KMBOTHM (°), 3a MIEYHU KpaBH C
Permament (EO) Ne 1811/2005 nma Kowmwmcusita ot 4 HOEMBpH
2005 r. OTHOCHO BPEMEHHOTO M O€3CPOYHOTO paspellaBaHe Ha
ynotpebara Ha HSAKOM J00aBKM B XpaHUTE 3a KUBOTHH H
BPEMEHHOTO pa3pellaBaHe Ha HOB BHJI yrmoTpeba Ha n00aBKa,
quATO ymoTpeda B XpaHWTE 3a KHBOTHH Bede € paspemieHa () u
3a arHera 3a yrosBaHe ¢ Permament (EO) Ne 1447/2006 Ha
Komucusita ot 29 centemBpu 2006 r. 3a paspeimraBaHe 3a HOBa
ynotpeba Ha Saccharomyces cerevisiae (Biosaf SC 47) karo
¢dypaxna nobaska (°).

(6) bsxa mpeacTaBeHM HOBM JaHHM B MOAKPENa Ha 3asBICHUETO 32
paspeluTenHo 3a KoHe. EBponeiickusaT oprad 3a 6€30macHOCT Ha
xpanute (,,OpraHbT®) MOCTHTHAa OO 3aKJIIOUEHHETO B CTaHO-
BumeTo cu ot 12 cenremBpu 2006 T., ye mpemaparbsT OT Sacc-
haromyces cerevisiae (NCYC Sc 47) He oka3Ba HeOJIaronpusTHO
BB3/IEIiCTBHE BHPXY YOBEIIKOTO 3/paBe, 3APaBETO Ha KMBOTHHUTE
uin okoiHara cpeza (). BriocneacTsue Toii ChIo Taka 3aKIoYH,
4e mpenaparsT oT Saccharomyces cerevisiae (NCYC Sc 47) ne
NpPE/ICTaBIsABa HHUKAKBB JPYr PHUCK 32 Ta3W JONBJIHUTENHA
KaTeropusi KUBOTHH, KOMTO OM MOTBI B CHOTBETCTBHE C WICH
5, maparpad 2 ot Permament (EO) Ne 1831/2003 na wskirouu
M3/1aBaHeTO Ha pa3pemuTesiHo. ChIIIaCHO TOBA CTAHOBHILE YIIOT-
pebara Ha TO3W mpemapaT € epHuKacHa 3a MOAOOpSBaHETO Ha
XpaHOCMHJIAHETO Ha BJIAKHOJAMHM pPACTCHUMSI OT KOHETe.
OpranbT CYMTa 32 HEHYXXHO Ja c€ NPEeABIKAAT CcreruduuHu
W3UCKBaHHs 32 IMOCJIEABAIl MOHUTOPHHT ClIEA ITyCKaHeTO Ha
nazapa. CpIIo Taka MOCOYEHOTO CTAHOBHIIE MOTBBPXKIaBa
JNOKJIaZa 3a MeToJa 3a aHalu3 Ha (¢ypaxHara n00aBKa BBHB
¢ypaxa, mpeincraBeH OT pedepeHTHaTa Jjaboparopus Ha
O6mHocTTa, mocoyeHa B Permament (EO) Ne 1831/2003.
OreHkara Ha Iperapara MoKa3Ba, 4e ca CIIa3eHH YCJOBHATA 3a
paspemienue, mnocoueHn B uireH 5 or Permament (EO)
Ne 1831/2003. CnemoBareqiHO € YMECTHO ymoTpebaTa Ha
[IOCOYEHMs Ipernapar Aa ObIe pas3pelleHa CbIVIACHO YCIIOBUSTA,
NPEeABUICHH B NPHIOKEHUETO KbM HACTOSAIINS PErJlaMeHT.

(7)  Mepkure, TpenBHUIEHM B HACTOSIIMS pPETJIAMEHT, cCa B CBHOT-
BETCTBHE ChC CTAaHOBHIIETO HA [IOCTOSHHHS KOMHUTET IO XpaHH-
TeHaTa Bepura W 3/IpaBeTO Ha YKHUBOTHUTE,

(") OB L 370, 17.12.2004 r., ctp. 24. Pernamenrt, usmenen ¢ Permament (EO)

Ne 1980/2005 (OB L 318, 6.12.2005 r., ctp. 3).

(®» OB L 243, 15.7.2004 r., crp. 10. Permamenr, usmenen ¢ Permament (EO)
Ne 1812/2005 (OB L 291, 5.11.2005 r., ctp. 18).

() OB L 99, 19.4.2005 r., crp. 5. Pernmament, usmenen ¢ Permament (EO)
Ne 2028/2006 (OB L 414, 30.12.2006 r., ctp. 26).

(*) OB L 291, 5.11.2005 r., ctp. 12.

(®) OB L 271, 30.9.2006 ., ctp. 28.

(°) Cranosumie Ha Hayunara rpyma mo g00aBKMTE M MPOIAYKTUTE WIIH
BELIECTBATA, U3MOJI3BAaHU B XPAaHUTE 3a )KUBOTHHM, OTHOCHO O€3BPEIHOCTTA U
edukacHocTTa Ha npoaykra ,Biosaf Sc 47, mpemapar ot Saccharomyces
cerevisiae, kato ¢ypaxHa pobaBka 3a koHe. Ilpumero Ha 12 centeMBpHu
2006 r.The EFSA Journal (2006) 384, ctp. 1 — 9.
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ITPUE HACTOAINWS PEI'JTAMEHT:
Ynen 1

[MpenapaThT, MOCOYEH B MPUIOKEHHETO, MPUHAIJIEKAN] KbM KaTe-
ropusta T00aBKH ,,300TEXHHYECKH M00aBKU® M KbM (PYHKIMOHAITHATA
rpyna ,,[ioJ00pUTeNH, yBENWYaBalld CMHJIAGMOCTTa Ha XpaHarta“, ce
pasperiaBa KaTo J00aBKa IpH XPAaHGHETO HA JKMBOTHUTE MPH
ClIa3BaHE Ha YCIOBHATA, MPEIABUICHH B IIOCOYCHOTO IPHUIIOKEHHE.

Ynen 2
HacrosimusT pernaMeHT Biu3a B CHJIAa Ha JIBAJIECETHS JICH el ITyOiu-
KyBaHeTto My B Oguyuanen eecmuuk na Esponetickus cvios.

Hacrosmusar PEriIaMEeHT € 3aAbJDKUTCIICH B CBOATA LAJIOCT U CE ITpUjiara
HPSAKO BbB BCUYKH ABPIKABU-YJIICHKU.



IIPUJIO’KEHUE

MunuManHo | MakCUMalHO ChABP- W3THuane Ha
Wnentuduxa- Hme Ha mpure- Bunose nmu
SIeHTH( P Jo6aBka (THProBCKO CueTas, XuMH4YHA (QopMyIia, onucaHue, n Maxkcumanna | CPABPHKAHME KaHue cpoka Ha
LIMOHEH HOMEp JKarens Ha KaTeropus Jpyru pasnopenou
HAaNMEHOBAHHUE) QHAJIUTHYCH METOJ BB3pacT paspemn-
Ha no0aBkaTa | pa3pelIMTEeNHOTO KUBOTHH CFU/kg roToBa xpaHa 3a XHBOTHH, TONHOTO
CchIbpkaHue Ha Buara 12 %
Kareropus ,,300Texundeckn 100aBku*. @yHKIMOHAIHA TPyNa: MoJ00pUTE/IH, YBeJHYABAIIM CMUJIaeMOCTTa Ha XpaHaTa.
4b1702 Société Indus- | Saccharomyces cere- | CheraB Ha n06aBKaTa Komne 8x108 » M2 <« | B ymprBanunTa 32 21.3.2017 r.

trielle Lesaffre

visiae NCYC Sc 47

(™M1 Actisaf «)

[penapar ot Saccharomyces cere-
visiae NCYC Sc 47, ¢ MUHHUMAaJIHO
crappkanne ot 5x10° CFU/g

XapaKTepncTnKn HAa AaKTHBHOTO
BeELIECTBO

Saccharomyces cerevisiae NCYC
Sc 47

Aunanutnven merox ()

Meron ,,3anuBane Ha 01010 upes3
M3I0J13BaHe Ha XJIOpaM(pEeHHUKOI B
arap OT €KCTPaKT OT JPOXKIH,

Oasupai ce Ha MeToza ISO 7954.

IMonnMepasHa BepyKHA PeaKius
(PCR)

ynoTtpeba Ha mo0aBKaTa u
MpeMHKca J1a ce yoMeHaT
TeMIepaTypara Ha CbXpa-
HEHHE, CPOKBT Ha
TOIHOCT M CTAOMIHOCTTA
Ha TpaHyJMpaHe.

[IpenoppunTenau m03u:

1,25x10'0 — 6x10'° CFU
Ha KUBOTHO HA JICH.

(') AHanMTHYHNTE METOJM Ca ONMCaHH MOAPOOHO Ha CTpaHWuaTa Ha pedepeHTHaTa Jaboparopus Ha OOLIHOCTTA HA CieqHus aapec: www.irmm.jre.be/html/crlfaa/.
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