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EEMM  Ha Esporerickus cbio3 Cepust L

2025/154 30.1.2025 .

PEITIAMEHT 3A U3ITBJIHEHME (EC) 2025/154 HA KOMUCUSATA
ot 29 anyapu 2025 ropuna

3a pa3peluaBaHe Ha ynorpebara Ha npenapar ot Saccharomyces cerevisiae DSM 34246 xato pypaxua
mo0aBKa 3a KyveTa i KOTKH (mpurexaren Ha pa3pemenuero: ACEL pharma s.r.l)

(Texcr or 3Hauenue 3a EUII)

EBPOIIEMICKATA KOMUCH,
Karo B3e npensuy [loropopa 3a PyHKuMOHMpaHeto Ha EBponeiickust cbio3,

Kkaro B3e npensun Permament (EO) Ne 1831/2003 na Espomerickust mapament u Ha CobBera or 22 cemremspy 2003 . OTHOCHO
[100aBKM 3a M3IIOI3BAHE NPV XPAHEHETO Ha KuBoTHUTE ('), U MO-CrielyanHo wied 9, maparpad 2 oT Hero,

KaTo yMa IpenBu, ve:

(1) B Permament (EO) Ne 1831/2003 ce mpemsmxna paspeluteneH pekuM 3a no0aBkuTe, NMpemBuueHn 3a yrorpeba mnpu
XPaHEHETO Ha XKMBOTHUTE, 1 Ce [I0COUBAT OCHOBAHMSTA Y IIPOLIEAypUTe 3a IIPENOCTABSHETO Ha TAKOBA pa3pelleHie.

(2) B cworsercrue ¢ wien 7 or Permament (EO) Ne 1831/2003 Ge nomaneHo 3asiBiieHMe 3a paspelliaBaHe Ha yrorpebara Ha
npernapat ot Saccharomyces cerevisiae DSM 34246. TlocoueHoTo 3asBieHme Ge MPUIPYXREHO OT NAHHUTE M JOKYMEHTHTE,
VM3ICKBAHM CBITIACHO uileH 7, maparpad 3 ot Permament (EO) Ne 1831/2003.

(3)  3asBieHuero ce OTHAcs OO paspellaBaHeTo Ha yrorpebara Ha mpemapat or Saccharomyces cerevisisee DSM 34246 xaro
dypaxHa mobaBka 3a Kydera M KOTKM, C MCKaHe [HoOaBKara ma Obme KiTacHQMIMpaHa B KATETOPWSATA ,300TEXHMUECKN
106aBKy“ 11 BbB YHKLUMOHAIHATA TPy ,,CTAONIIM3ATOPH Ha UpeBHATa Qriopa‘.

(4) B cranosumero cu ot 17 ampun 2024 r. (*) EBponerickusit opras 3a GesonacHoct Ha xparute (,OpraHsr®) 3akiiou, ue npu
TIpE[UIOKEHNTE YCIOBNUs Ha yrotpeba mpenaparst ot Saccharomyces cerevisiae DSM 34246 e Ge3omaceH 3a KydeTa M KOTKM.
B mombnaeHne OpraHbT 3asiBM, e He € HEOOXOMMMO N1 ce M3BBPILIBA OLEHKA Ha OE30MAacCHOCTTA 3a MOTpeOUTENM MIu 3a
OKOJIHATA CPelia, Thil KaTo 0OaBKaTa ¢ IpeHa3HaueHa [1a Ce M3IONI3Ba CaMo BbB Pypaky 3a KOTKM M Kyuera. Tolt ChIIO Taka
3aKITIOUM, e IpenapatsT ot Saccharomyces cerevisiee DSM 34246 He e mpa3HuTeNn Ha KOXaTa MM OYMTE, HO CIIEMBA [1a CE
CUMTA 33 KOXeH U pecrmparopeH ceHcuOmmusatop. Ocsen ToBa OpraHbT 3aKiiOuM, ue MperaparsT oT Saccharomyces
cerevisiae DSM 34246 moxe na Gbie edukaceH KaTto 300TeXHMUecKa OOABKA NPY KydeTa M KOTKM KOrato Obje nobaBeH
xbM ¢ypaxa B cotHOmene 5%10° CFU/kg mbnHoweHen gypax. Toil He cunta, e ca HeOOXOMMMI CIIELMAITHN U3UCKBAHUS
32 MOHMTOPMHT CJIef] IyCKaHeTo Ha mMa3apa. OpraHbT ChIIO TaKa IPOBEPM JOKIAa OTHOCHO METONIA 3 aHaNu3 Ha ypaxHaTa
noGaBka BbB PypaxuTe, PEICTaBeH OT pedepeHTHaTa Taboparopus, onpereneHa ¢ Pernament (EO) Ne 1831/2003.

(5)  C ormen Ha ropemsnoxenoro Kommcusita cuurta, ue mpemaparbt ot Saccharomyces cerevisiee DSM 34246 orrosapst Ha
ycnoBusTa, npensuueHn B wied 5 or Permament (EO) Ne 1831/2003. Iopamu toBa ynotpebarta Ha MOCOUEHMS Ipenapar
crenBa fa Gboe paspelieHa 3a Kydera u KoTku. OcBeH ToBa Kommcusra cumra, ye crefsa ma GbIAT B3eTH MOIXOMSIIN
NpENIIa3Hy MePKI, 34 [1a Ce IPeOTBPATH HeOIArompusTHO Bh3[e/CTBIE BbPXY 3IPABETO Ha [IONI3BATEIINTE HA 0OABKATA.

(6)  Mepxute, npemBUIEHM B HACTOSLIMS PEIJIAMEHT, Ca B CBOTBETCTBME CbC CTAaHOBMIIETO Ha IlOCTOSIHHMA KOMMTET IO
pacTeHusTa, KUBOTHUTE, XPaHUTE 1 PypaKure,

() OBL 268,18.10.2003 r., ctp. 29, ELL http://data.europa.eu/elijreg/2003/1831/oj.
(*) EFSA Journal (Btonemun na EOBX), 2024; 22:¢8802.
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[TPYIE HACTOALLUNA PEITIAMEHT:

Ynen 1
Paspemenne
PaspemaBa ce ymorpe0ara Ha MOCOYEHMS B IPWIOKEHMETO MPENApaT, KOMTO NMPVMHATUIEKM KbM KATEropusra ,300TeXHUYECKM
mo6aBku” 1 KbM yHKIUMOHAIIHATA TPYIA ,CTAOMIIM3ATOPY Ha upeBHaTa riopa“, Karo 100aBKa IpY XPAHEHETO Ha XKMUBOTHMUTE, TPY
Cra3BaHe Ha YCTIOBUATA, ONPeNeNieHN B CHIIOTO MPUIIOXKEeHMe.
Unen 2
Bnusane B cuna

Hacrosiumsr pernmaMenT BiM3a B CMJ1a Ha IBaI€CETU NEH CIIEN NEHA Ha l'ly6III/IKyBaH€T0 My B O(})uu,ua/ten B8CCMHUR HA Eeponeﬁcmm
Ce103.

Hacrosimmsr pernmaMenT € 3aIbIIKUTENIEH B CBOATA LAJIOCT M CE Ipuiiara IpsAKO BbB BCUYKU TbpKaBy
YJICHKI.

CncraeHo B bprokcen Ha 29 anyapu 2025 rogmHa.

3a Komucuama
pedcedamen
Ursula VON DER LEYEN

ELL http://data.europa.eufelijreg_impl/2025/154/oj
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[TPUTTO2KEHUE
Munu- Maxkcu-
MJ]CHTV[(])VIK&- MaJIHO MaJIHO
LoHeH Hanmenosanne By nm Makcn- CHUBPKAH- | CHIbPXAH-
Ha TpUTeXRATENS CbcraB, XMMMYHa GOpMyIIa, KaTeropus e ue CpoK Ha BATMAHOCT Ha
HOMep Ha Hobaska MariHa Tpyru pasnopendu
(1) 2KHATA Ha OIMCAaHME, METO[] 3a aHAJIU3 Ha BL3DACT pa3peieHmneTo
yp 6 paspeLIeHNeTo KMBOTHHTE P CFU/kg meiHoueHeH gypax
fiobapka CbC ChIbPKAHUE HA BIlara
12%
Kareropus: ,,300Texnmueckn no6asku.” Qynkumonanna rpyna: ,,craGunmsaropu Ha upesHara ¢propa“.
4b1873 ACEL pharma | Saccharomyces | Cacmae na do6asrama Kyuera n — 5x10° — B ymbrBaneto 3a ymorpeba | 19 ¢espyapu 2035 .
Sl cerevisiae DSM | Tlpenapar ot Saccharomyces KOTKH Ha mobaBkara u

34246

cerevisiae DSM 34246

C MMHMMAJTHO ChIIbPXKaHMe
Ha 2 x 10" CFU/g

B TBBpPHO ChCTOSIHME.

Xaparmepucmura Ha
ARMUBHOMO BEUECTIBO
KuzHecrnocoOHM KieTku Ha
Saccharomyces cerevisiae
DSM 34246

Memoo 3a ananus (')
[peGposBare BbB PypaxHaTa
o0aBKa 1 KOMOMHMpaHNTE
dypaxu: Meron Ha pasisTara
Cpena Ui upes pascTiviaHe
(EN 15789).

VneHTnuKams: MeTon Ha
TON/Mepa3HaTa BepIKHa
peakums (PCR) — CEN/TS
15790

IIPEMUKCHUTE CE [I0COYBAT
YCIIOBUATA HA ChXPAHEHHE 1
YCTOIUMBOCTTA TIPY
TOIMHHA 06paboTKa.

Omneparopute B CeKTOpa Ha
dypasxure TpsiGBa a
YCTAHOBST ONEPATUBHY
IIPOLEyPY U 13 IPEIBUIISAT
OpraHM3ALMOHHN MePKI 33
ToNI3BaTENNTE Ha 100aBKATa
V1 TIPEMVKCHTE C OITIe]] Ha
TOTEHLMAITHUTE PUCKOBE,
IIPOM3THYALY OT
ymorpe6ara M. Korato te3u
PUCKOBe He MOrar [ia Gbar
OTCTpaHeH! upe3
CIIOMEHATHUTE TIPOLIEAYPU 1
MepKH, TobaBKaTa 1
TIPEMUKCUTE Ce U3ION3BAT C
JIMYHY TIPEATIa3HI CPEJICTBA
3a [IMXATeNHA 3aIIUTA U 32
3allMTA Ha KOXATA.

(")  TMompobHa MHPOpPMALIS 3 METOIMTE 32 AHATIM3 MOKe 1a Oblic HAMepeHa Ha MIHTEpHET ajpeca Ha pedepeHTHata Taboparopust: https:/[joint-research-centre.ec.europa.eu/eurl-fa-eurl-feed-additives/eurl-fa-authorisation/
eurl-fa-evaluation-reports_en.
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