PETJIAMEHT (EO) Ne 1743/2006 HA KOMUCHUSATA
ot 24 noemBpu 2006 roquna
OTHOCHO MOCTOSIHHOTO pa3peniaBaHe Ha 100aBKa BbB Qypaxkure
(rexct ot 3HaueHue 3a EWII)
KOMUCHUSTA HA EBPOITEMCKUTE OBIIIHOCTHU,
Karto B3e npensun JloroBopa 3a ch3gaBane Ha EBporelickara oOIIHOCT,

karo B3e mpensuj HupektuBa 70/524/EMO na CwBeta ot 23 HoemBpu 1970 r. oTHOCHO
J0GaBKUTE BBB (ypakuTe , ¥ MIO-CHEIHATHO WieH 3 1 wien 9r, maparpad 1 oT Hes,

karo B3e npeasuna Permament (EO) Ne 1831/2003 na EBpomelickus mapiaMeHT ¥ Ha
CoBeta ot 22 cenremBpu 2003 r. OTHOCHO JT00aBKHUTE IIPH XPAHEHETO HA KUBOTHHZ, U T10-
CIICI[UAJIHO WICH 25 OT HETO,

KaTo uMa npeaBui, 4c:

(1) Permament (EO) Ne 1831/2003 npensmk/ia U31aBaHETO HA Pa3peIIMTEIHN 3a T00aBKH,
U3I0JI3BaHU TPH XPAHEHETO Ha KUBOTHH.

(2) YUnen 25 ot Pernament (EO) Ne 1831/2003 ompenernst npexoIHH MEPKH 32 3asBICHHSITA
3a paspemmTenHH 3a (ypakHH J00aBKM, TMOJAJeHW B CHOTBETCTBHE ¢ JlupekTHBa
70/524/EWO nipenu natara Ha npuiarane Ha Perimament (EO) Ne 1831/2003.

(3) BasBrmenuero 3a paspemiaBaHe Ha jgo0aBKara, BKJIIOYCHA B MPUIOKEHHETO KbM
HACTOSAIIMS PErJIaMeHT, € MOJAaJeHO Npeau narata Ha npuiaradHe Ha Pernmament (EO)
Ne 1831/2003.

(4) IIbpBUTE OENEKKM OTHOCHO TOBA 3asBJICHUE, KAKTO € MPEBHICHO B WicH 4, maparpad
4 ot Qupextusa 70/524/EVO, ca n3nparenn Ha Komucusara npeam narata Ha nmpuiaraHe
Ha Permament (EO) Ne 1831/2003. CnenoBaTesnHO TOBa 3asBJIEHUE MPOJbJKaBa Ja Obae
pasriexaHo B cboTBETCTBHE ¢ wieH 4 ot upektuna 70/524/ENO.

(5) TlpencraBeHn ca JaHHW B MOJKpENa Ha TOBa 3asBICHHUE 3a Pa3pPEIIUTEIHO 0Oe3
OrpaHHYEHHUE BbB BPEMETO Ha €H3UMHUS npenapat 6-puraza EC 3.1.3.26, npousseneH ot
Schizosaccharomyces pombe (ATCC 5233), 3a nuteta 3a yrosieane. Ha 20 ampur 2006 r.
EBpomneiickuar opras 1o 0e30MacHOCT Ha XpaHUTE NMPEACTaBU CBOETO CTAHOBMIIE OTHOCHO
0e30MacHOCTTa U €pUKACHOCTTA Ha TO3U Ipemnapar.

(6) Omenkara mokasBa, ue yCJIOBHSTA, YCTAaHOBEHH B wieH 3a oT upektusa 70/524/ENO
3a W3JaBaHE Ha pa3pelIuTenaHo, ca yaoBieTBopeHH. ChOTBETHO ymoTpedaTa Ha TO3U

' OB L 270, 14.12.1970 r., ctp. 1. JlupexTuBa, mocieaHo usmenena ¢ Permament (EO) Ne 1800/2004 na
Kowmucwusita (OB L 317, 16.10.2004 r., ctp. 37).

20OB L 268, 18.10.2003 r., cTp. 29. Pernament, usmenex ¢ Pernament (EO) Ne 378/2005 na Komucusra (OB
L 59, 5.3.2005 r., ctp. 8).



€H3MMEH TMpernapaT, KakKTo € OMNPEeJEICHO B MPUIOKEHUETO KbM HACTOSIIUS PErJIAMEHT,
cienBa 1a Obe paspenieHa 0e3 orpaHU4YeHE BB BPEMETO.

(7) Ouenkara Ha TOBa 3asBJCHHE IOKa3Ba, ue TPsOBa Jla Cce HM3UCKBAT OIPEICICHU
MPOIICAYPH, 32 Ja C€ MpeanassT pabOTHULIMTE OT M3JlaraHe KbM J00aBKaTa, MOCOYCHA B
npuiokeHnero. Ta3u 3amura TpsOBa Na ce MOCTUTHE 4pe3 Mpuiiarane Ha JlupekTtuBa
89/391/EMO nHa CsBera or 12 woHM 1989 T. OTHOCHO BBBEXKIAHETO HAa MEpPKH 3a
HachpyaBaHe Ha ToMO0OpeHHsATa Ha O€30MacHOCTTa W 3/paBETO HA Pa0OTHUIIUTE Ha
paboTHHTE mecra®,

(8) MepkuTe, mpeIBUACHN B HACTOSIIMS PETJIAMEHT, Ca B ChOTBETCTBUE ChC CTAHOBHIIIETO
Ha [oCTOSIHHUS KOMUTET IO XpaHUTEIHATA BEPUTa U 3/IpAaBETO Ha )KUBOTHUTE,

ITIPUE HACTOIIWS PET'JTIAMEHT:
Ynen 1

[IpenaparbT, KOWTO NpHHAMIEKU KbM rpynara ,EH3MMH®, KakTo € OIpenesIceHO B
IIPUIIOKEHUETO, € pa3pelleH 0e3 orpaHMYeHHE BbB BPEMETO KaTo J00aBKa IpU XPaHEHETO
Ha KUBOTHUTE IIPY YCJIIOBUATA, YCTAHOBEHHU B IIPUJIOKEHHUETO.

Ynen 2

HacrosmusaT pernameHT BiM3a B CHJIa Ha JBaJeCeTHs JEH Clell MyOJUMKYBaHETO MY B
Oguyuanen secmnuk na Eeponetickus cvios.

HaCTOﬂIHI/ISIT PEriIaMCHT € 3aAbJDKUTCIICH B CBOSATA LOAJIOCT W CC€ Ipuiara HIpsAKO BLB
BCHUYKH ABPrKaBU-UJICHKU.

CncraBeno B bprokcen Ha 24 HoemBpu 2006 roauHa.

3a Komucusama:
Markos KYPRIANOU

Ynen na Komucuama

® OB L 183, 29.6.1989 r., ctp. 1. JlupextuBa, u3Menen ¢ Permament (EO) Ne 1882/2003 na Epomeiickus
napnameHT U Ha Coeeta (OB L 284, 31.10.2003 r., c1p. 1).



1IPHJIO’KEHUE

EC Ne Jlo6aBka | Xumuuecka | Bux wmm | Makcumanna | Munumanso | Makcu | pyru pasnopenou Kpaii na nepuona
dopmymna, KaTeropus | Bb3pacT CBIbPXKAHHUE | MAJTHO Ha pa3peuInTeTHOTO
ONHCaHUe AKHUBOTHO ChIBPK
aHue
AxtuBHM eaununu/kg
Ha ITBJIHOIICHEH Qypax
Enzumu
E 1640 6-¢uraza | [Ipemapar 6- | [lunera 3a 250 FTU 1. B wuncTpykumute 3a | be3  orpanunuenue
EC durasa, yrosiBaHe yrnoTpeba Ha Jo0aBKaTa | BbB BPEMETO
3.1.3.26 | mpousBeneH U IpeMHKca ce MOocOoYBa
oT TemIeparypara Ha
Schizosaccha ChXpaHeHHe, TpaitHOCTTa
romyces U CTa0MJIHOCTTa TIpH
pombe rpaHyJIHpaHe.
(ATCC 2. IIpenopbuana no3a Ha
5233) c kg meaHOULEHEH (ypax:
MUHUMAaJHA 250—750 FTU
AKTUBHOCT 3. 3a wu3noiN3BaHE B
Ha: KOMOMHUPaH (ypax cbC
TeJHATa ChIbpXKAHUE TIOBEYE OT
dopma: 0,23 % ¢utua cBBp3aH
6-¢urasa: dbochop.
5000 FTU

G)/ml




1
(") Enna equnanna FTU e KoaruecTBOTO €H3UM, KOETO 0CBOOOXk1aBa | MUKpOMOJI HeopranuueH ¢ocdat 3a MUHYTa OT HATPHEBAa OCHOBA MPHU
pH 5,5 u remnepatypa 37 °C.



