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PETTTAMEHT (EC) Ne 1119/2010 HA KOMUCUSATA

ot 2 nekemspu 2010 roguHa

OTHOCHO pa3pelinTenHo 3a ynorpeba Ha Saccharomyces cerevisite MUCL 39885 karo ¢ypaxna mobaBka
npU MJIEYHM KpPaBM W NpU KOHe M 3a u3MeHenue Ha Pernmament (EOQ) Ne 1520/2007 (mpurexaren Ha
paspeumntenHoro Prosol SpA)

(Tekct or 3Hauenme 3a EMII)

EBPOITEMCKATA KOMUCHS,

KaTo B3e mpemsui [I0roBopa 3a (yHKUMOHMPAHETO Ha EBpomerickiis
ChI03,

xaro B3e npensuy Permament (EO) Ne 1831/2003 na Espomerickust
naprnameHT u Ha Cpbera ot 22 centempy 2003 1. OTHOCHO TOOABKY
3a M3ION3BAHE TPV XPaHEHeTo Ha XuBotHute ('), ¥ MO-CHELMATHO
uied 9, maparpad 2 ot Hero,

KaTo uMma Ipensuf, 4e:

1)

B Permament (EO) Ne 1831/2003 ce mpemsukma paspe-
WMTETEH  PeXMM 33 M3[ABAHE HA  PA3pELINTENHO 33
ynorpeba Ha HOOABKM TPV XPAaHEHETO HA JKMBOTHUTE, KAKTO
¥ OCHOBAHMSITA M NPOLEIYpUTE 3a MPEIOCTABSHE HA TaKOBA
paspemmrento. B wien 10 OT [OCOUEHMST pEINAMEHT ce
NpefBICKIA  M3BbPLIBAHETO HA IIOBTOPHA OLEHKAa Ha
mo0aBKMTe, UMATO ymOTpeba €  paspelicHa  ChITIACHO
Hupekrusa 70/524/EVO Ha Cosera (2).

Ynorpebara Ha mpenapara Saccharomyces cerevisiee MUCL
39885 karo ¢ypaxHa mnobaBka mpyu CBMHE Majiku Oe
paspemeHa 3a pgecer romuHm ¢ Permament (EO) Ne
896/2009 Ha Kommcnmsra (°). B cvotBerctBue ¢ HypekTusa
70/524[EVMO ynorpebara My Ge paspeleHa 3a HeompefereH
Iepyon OT BpeMe mpu otOuty npacenua ¢ Pernament (EO) Ne
1200/2005 na Kommcusra (*), mpu rosema 3a yrossaHe — ¢
Pernament (EO) Ne 492/2006 na Kommcusra () u mpu
mieunn kpasu — ¢ Permament (EO) Ne 1520/2007 na
Komucnsra (¢). Brocnencrsue Tasu nobaska Ge BmmcaHa B
Pernctopa Ha ypaxuure nobaBkm Ha OOLIHOCTTA KaTo
CBIECTBYBAL MPOIYKT B ChOTBETCTBUE C wieH 10, maparpad
1, 6yksa 6) or Permament (EO) Ne 1831/2003.

B cvorsercrsie ¢ wien 10, naparpad 2 or Permament (EO) Ne
1831/2003 BbB Bpb3Ka C uileH / OT MOCOYEHMSI PEraMeHT
Oc IoHajeHO 3asBICHME 3a IOBTOPHA OLEHKa Ha Sacc-
haromyces cerevisiee MUCL 39885 karto ¢ypaxHa mobaska
IIpU MIIEYHM KPaBM, @ B CHOTBETCTBYE C UNleH / OT TOCOYEHMS
pernaMeHT — M 3a HOBa ymoTpeba Mpy KOHe, € WCKaHe
mo0aBkaTta [a ce KIacuuiupa B Kareropusra ,300Tex-
Hudecky noGasku“. ToBa 3asineHue Oellle IPUIPYKEHO OT
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[JAHHUTE U TOKYMEHTUTE, U3MCKBAHM 110 4ileH 7, naparpad 3
ot Pernament (EO) Ne 1831/2003.

EBporneiickusiT opran 3a 6e30MacHOCT Ha XpaHuTe (HapuyaH
N0-HAaTaTBK ,OPTaHbT®) 3aKIIOUM B CTAHOBMUIETO CU OT
22 wmn 2010 r.(’) oTHOCHO ymorpebata Kato ¢ypaxkHa
nobaBka IpM MIEYHM KpaBM, ue MpPY  IPEIOKEHUTE
ycnoBuss Ha ymorpeba  Saccharomyces cerevisiee  MUCL
39885 He ce OTpassiBa HeONATOMPIMSTHO BbPXY 3IPABETO Ha
KVMBOTHUTE, 3IPaBeTO Ha MOTpeOUTEUTe WM OKOHATA Cpefa
M de MpermaparbT MOXe [ CIocoOCTBa 3a IOBMIIABAHE HA
MJIEKOHA[IOA Mpy MieuHuTe Kpasy. OpraHsT He Cumra, ue €
HAJMIE HEeOOXOMMMOCT OT CrenMQuUHM M3UCKBAHMS 1O
OTHOLIEH)E HAa MOHMTOPMHIA CJIe[] IyCKAaHETO Ha IpOIyKTa
Ha masapa. Toji cbio Taka IpoBepu MOKIala 3a METOHIA 3a
aHamM3 Ha ypaxHata 106aBKa BbB (ypaxuTe, IPEICTABEH OT
pedepentHata naboparopust Ha OOIHOCTTA, Ch3ANieHa C
Pernament (EO) Ne 1831/2003.

B cranosumero cu ot 22 tonn 2010 r. (%) otHOCHO ymoT-
peGata kato dypaxHa moOaBka mpu KoHe OpraHbT 3aKITIOUM,
Ye V3MOJ3BAHETO HA TOCOUCHMS Iperapar MOXe Aa Momoopu
BUIIMMATa CMMJIAEMOCT Ha (uOpWUTE Npy LieNeBuTe BUIOBE
>KMBOTHM.

Ouenkata Ha mpenapata Saccharomyces cerevisise MUCL
39885 mokaspa, ue Ca M3IBIHEHM YCIIOBMATA 33 TIpe-
IOCTABSHE HA pa3pElINTEIIHO, YCTAHOBEHM C WIeH 5 OT
Pernament (EO) Ne 1831/2003. CpotBeTHO ymorpebara Ha
OCOUEHNs TIpenapar crempa fa Obme paspelleHa ChITIACHO
NOCOYEHOTO B MPUIOXKEHMETO KbM HACTOSLIMS PEriameHT.

BerieneTsue Ha IpeNoOCTaBSHETO HA HOBO PAa3pellUTEHO IO
cumata Ha Permament (EO) Ne 1831/2003 pasnopenture
otHOCHO  Saccharomyces  cerevisiee ~ MUCL 39885,
chmbpkamy ce B Permament (EO) Ne 1520/2007, crensa
ma Oboar 3anmuueHiu.

Thil KaTo NPOMEHUTE IO OTHOUICHME Ha YCIOBMATA 33
ynotpeba He ce ObIKAT HAa IPUUMHM, CBbp3aHM ¢ Oesomac-
HOCTTA, € LeNleChoOpasHO J1a ce MPEBUIM [PEXOEH NEePHOIL
3a M3UepIIBAHE HA CHLIECTBYBALITE CKIIANOBM HANMYHOCTY OT
IIPEMUKCY M KOMOMHMPAHU Qypaxit.

MepKI/{TC, IpeaBuiaeH B HACTOSLINMS PEINIaMEHT, €a B CbOT-
BETCTBUE CbC CTaHOBMILETO Ha [lOCTOSIHHMS KOMUTET IO
XpaHUTENIHaTa BEpuUra M 3[IPaBETO Ha XKMBOTHUTE,

(’) EFSA Journal 2010 r.; 8(7):1662.

(®) EFSA Journal 2010 r.; 8(7):1659.
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[TPUE HACTOALINSA PEITIAMEHT:

Ynen 1

Paspeluasa ce ynorpeGarta Ha [OCOYEHMS! B IIPUIIOKEHNETO TIPENapar,
IpYHAUIEXRALL KbM KaTeropusita JOOaBKY ,300TeXHIUeCKM 100aBKu"
¥ KbM (YHKIMOHAIHATA TPyNa ,CTa0MIM3aTOpPH Ha UpeBHATa riopa’,
KaTo 100aBKa IPU XPAHEHETO Ha KMBOTHUTE NPY CIa3BaHE HA yCTa-
HOBCHITE B CHLIOTO MPUIOKEHNE YCIOBHSL

Ynen 2

B Permament (EO) Ne 1520/2007 wren 1 u mpunoxenne I ce
3a/114aBar.

Ynen 3

[yckaHeTo Ha masapa M ymoTpe0aTa Ha NMPEMMKCH M KOMOMHMpaHN
dypaxxu, xouro coabpkar Saccharomyces cerevisise MUCL 39885 n
Ca eTUKeTUpAHN B ChOTBETCTBME ¢ dupektusa 70/524/EVO, Moxe ma
IIPONBIKM [0 M3UepIBaHe Ha CKIIAHOBUTE HAIMYHOCTH.

Ynen 4

Hacrosmysr pernaMeHT BIM3a B CWla Ha [IBaleceTus HeH Cllefd
nybrmukysaHeto My B Oduyuaner secmHur Ha Eeponeiicrud csto3.

Hacrosimmst pernaMeHT € 3aIbIIKUTENIEH B CBOATA LAJIOCT U C€ Npuiiara IMpsKO BbB BCUYKM IbpXKaBu-

YJICHKU.

CncraBeno B bprokcen na 2 nexemspu 2010 ropuna.

3a Komucuama
[pedcedamen
José Manuel BARROSO



T[TPUTTIOKEHUE

MunnmanHuo Maxkcumansao
Unentnduka- | Hammenosarue

Bun miut ChIIbpKaHNUeE CBIbpKAHIE

LIMOHEH Ha TPUTEXATEIIS Cberas, xuMmdHa (OpMyTIa, OMICAHIIE, Makcumanna V3tnyane Ha cpoka Ha
HoGaska KaTeropusi Ha Hpyru pasnopenou
HOMep Ha Ha QHAIUTUYEH METOJ Bb3pacT Pa3peLIUTENTHOTO

KUBOTHUTE CFU[kg mbnHOLeHeH ypax cbe

100aBKaTa | PaspelyTeHOTO

CbIbpKaHMe Ha Brara 12 %

KaTeropuﬂ: 300TEXHUYECCKHN

moGasku. Qynkumonanua rpyna: craGummsaropu Ha

upeBHaTa ¢ropa

4b1710

Prosol S.p.A

Saccharomyces
cerevisiae

MUCL
39885

Cecmag na 0obasrama

Ipemapar ot Saccharomyces cerevisiae
MUCL 39885 ¢  MMHMMAIIHO
cwirbpxanne Ha 1 x 10° CFU/g

Xaparmepucmuru — Ha  ARMUBHOMO
6euyecmeo
KuzHecnocoOHu  KieTkm  Ha  Sacc-

haromyces cerevisiae MUCL 39885
Angaumuunu memoou (1)

IlpeOposiBaHe:  MeTOI Ha  pasiisTara
cpela upes M3MON3BAHE Ha arap c
XITOPAMEHMKON, INIIOKO3d M eKCTPAKT
OT IPOXKIN

VimeHTMOUKaIWMS: METON HA  IIONH-
MepasHa BepuzkHa peakuus (PCR)

Mneunn
KpaBu

Kone

2 x 10°

3 x 107

1. B ymbrBasero 3a ynotpeba Ha
mo0aBkata ¥ IpeMuKca Jda  ce
OCoYaT  TeMIeparypara Ha
CbXpaHeHMe, CPOKBT Ha TOMHOCT U
YCTOIYMBOCTTA Ha IPaHyIMpPaHE.

2. Mepku 3a 6e30macHOCT: HOCEHe Ha
IpelNasHy ouMIa M PHKaBUUM IO
Bpeme Ha paGora.

23 pekemspu 2020 T.

(") MoupobHa MHGOpPMaLMsi OTHOCHO AHAIMTHYHMTE METOIM MOXe Jia Oblle HAMEpeHa Ha MHTEpHeT ajpeca Ha peepeHTHara naGoparopust Ha ObuwHocTTa: Www.irmmjre.be/crl-feed-additives
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