JUPEKTHUBA 2004/116/EO HA KOMUCHUSATA
ot 23 nexemBpu 2004 ronnna

3a M3MeHeHue HA npuJiokeHneTo kbM JupexkTuBa 82/471/EMO na CbBera no
OTHOIIEHHe Ha BKJIIOYBaHero Ha Candida guillermondii

(Texct ot 3Hauenue 3a EUII)
KOMUCHSATA HA EBPOITEMCKUTE OBLIHOCTH,
KaTo B3e npensua JloroBopa 3a ch3naBane Ha EBpomneiickara oOmHOCT,

kato B3e mnpensun JupexktuBa 82/471/EMO nHa CbBera 1O OTHOIICHHE HA OMPEICICHH
1
MPOYKTH, KOUTO CE€ M3IOJI3BAT 32 XpaHEHE Ha JKUBOTHUTE , U MO-CIECIIMAIHO WIEH 6 OT Hedl,

KaTo uMa 1npeaBui, 4uc:

(1) 6eme momaneHo 3asBieHUE 3a pasperutenHo 3a Candida guillermondii, kyntusupana
BBPXY CyOCTpaTH OT pacTUTEJCH IMPOU3XOJ, KOSTO MPUHAUICKU KbM IMPOTYKTOBA
rpyma ,,1.2.1. Mas, KynTuBHpaHa BbPXY CyOCTpaTH OT KHUBOTHHCKH WM PACTUTEICH
mpousxon”, 3aliokeHa ¢ mpuioxeHnero kbM JupextuBa 82/471/ENO. To3m BuUn
bypax ¢ MUKpOOEH MPOIYKT, KOWTO ce 0a3upa BbPXY H3MOI3BAHUTE KICTKH, KOUTO
ocTaBaT Cl€Jl WHAYCTPUAIHOTO IPOM3BOJACTBO Ha JIMMOHEHAa KHCEJIMHA 4Ype3
(dbepmeHTanus;

(2) Hayunusar nasen 3a J00aBKUTE W TPOJYKTHTE WM BEHIECTBATa M3IOJI3BAHU BHB
¢bypaxure 3a XKMBOTHH KbM EBpormeiickara cmyx0a 3a 0€30MacHOCT Ha XpaHUTE
npencraBu Ha 7 1oHU 2004 r. cTaHOBHILE 110 OTHOUIEHHE Ha W3IOJI3BAHETO HA TO3U
NPOIYKT BBB (PypakuTe, KOETO CTaHOBHUINE CTUTA JIO M3BOJA, Y€ M3IION3BAHETO Ha
Candida guillermondii, xyaTuBupaHa BbpXy CyOCTpaTH OT PACTUTEICH MPOM3XO/]
(Memaca OoT 3axapHa TPBCTHKA) HE IMPEJCTaBIsBAa PUCK 3a 3[ApaBETO HAa XOpara, 3a
37IpaBeTO Ha JKUBOTHUTE WM 33 OKOJIHATA CPEJIa;

(3) onlenkara Ha 3asBICHHETO 3a paspemmTenHo o ortHomenue Ha Candida
guillermondii, xyaTuBUpaHa BBpXy CyOCTpaTH OT PAacTHTENIEH NMPOU3XOJ TMOKa3Ba, 4ye
TO3H TPOJYKT OTrOBaps Ha M3MCKBAHMATA, KOUTO Ca 3aJI0KEHH B WieH 6, maparpad 2
ot upextusa 82/471/ENO, npu yciaoBusTa 3aJ105)KEHH B TPUIIOKEHUETO;

(4) MupexTuBa 82/471/ENO cnenBa aa 0blie MpoMEHEHa ChOOPA3HO TOBA;

(5) MCPKUTC MPCABUACHU B HACTOAIIATAa JUPCKTHBA Ca B CbOTBETCTBUC CHC CTAHOBUIIICTO
Ha IloCTOSSHHUS KOMUTET I10 XpaHUTECIIHATA BEPUTra U 3JpaBC€TO HA )KUBOTHHUTC,

[TPUE HACTOSAIIATA JUPEKTUBA:

Ynen 1

OB L 213, 0r21.07.1982 r. ctp.8. JJupekrusa, mocnenno uaMenena ot Jupexrusa 2003/104/EO Ha
Komucusra (OB L 295, ot 13..11.2003 r., cp.83.).
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[Mpunoxennero kbM JupektuBa 82/471/EMO ce wu3MeHs, KakTO € TIIOCOYEHO B
NPUIOKEHUETO KbM HACTOSAIIATA JTUPEKTHBA.

Ynen 2

1. JIspkaBuTe-4JIEHKH BBBEXKJAT 3aKOHOBUTE, MOJA3aKOHOBUTE M aJIMHHUCTPATUBHUTE
pasnopendu, KOUTO ca HEOOXOJAMMH 3a J]a C€ CIa3H HACTOSIIATa TUPEKTHBA B CPOK
He 1o-KkbcHO OT 30 ronu 2005 r. Cien ToBa Te cienpa na uHpopmupar Komucusra
3a TEKCTOBETE Ha TE3W Pas3mopen0N U 3a TaONHIla Ha CHOTBETCTBHE MEXKIY TE3HU
pasnopendu u HacTosIIaTa TUPEKTHRA.

Koraro ABPXKABUTC-YICHKHU IIpUEMAT TE3U pa3nopez[61/1, T€ CJI€ABa Ja CbAbPXKaAT
npenparka KbM HaCTOAlIATa AUPCKTUBA WA a4 6T)I[aT MNpUAPYKCHU OT €JHa TaKaBa
IIpceIiparka, Koraro T 6’L,Z[3.T HY6HI/IKYB3HI/I Oq)HHI/IaJ'IHO. I[Lp)KaBI/ITe"lHeHKH OIpCaACIIAT

HAYUHBT, 10 KOUTO I1I€ CE MPABU Ta3M IpeIpaTka.

2. JIppxaBute-uieHkn wuHpopmupar Komucusita 3a TEKCTOBETE Ha OCHOBHHTE
pasnopendM Ha HAIMOHAJHOTO 3aKOHOAATENICTBO, KOETO Te Ipuemar B oljacrra,
KOATO CE MOKPHUBA OT HACTOsLIaTa IUPEKTHUBA.

Ynen 3

HacrosmaTa qupekTuBa BiaM3a B CHJIa Ha CEIMUAT JIEH Cliel ACHs Ha MyOJMKYyBaHETO i B
Oguyuanen éecmnux na Esponetickus cvios.

Ynen 4
AnpecaTu Ha HacTOsIIIaTa IUPEKTUBA Ca IbP/KaBUTE-UIICHKH.
CscraBeno B bprokcen Ha 23 nekemBpu 2004 roguHa.
3a Komucusma:

Markos KYPRIANOU
IIJ’ICH Ha KOMI/ICI/I}ITa
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B IIpunoxennero kbM upextuna 82/471/ENO, npoaykroBaTta rpyna 1.2.1. ce 3aMecTBa CbC CIEAHOTO:

IMPMJIOXEHUE

HanmenoBanue na | HaumenoBanue Ha | O3HaueHue Ha CyOcTpar Ha Xapakrepuctuku | JKuBotuHcku Bua | CrienraHU
IPOyKTOBATa IpOJyKTa XPaHUTEITHHS KyATypaTa Ha ChCTaBa Ha pasnopenou
rpymna TIPUHIAT HITH (uneHTudUKaIUs, | TPOIYKTA
UJICHTHYHOCTTA HAa | aKO ChILECTBYBA
MHUKPOOpPraHU3Ma | TaKaBa)
,»1.2.1. Mas, Bcuuku Buose Saccharomyces Menaca, ocTaTbLu Benuku
KYJTHBUpPAHA OT Masi cerevisae OT JICCTHIICPHH, KUBOTHHCKH
cyOcTparu ot - KOUTO ca Own Saccharomyces 3bPHCHH BUJIOBE
KMUBOTHHCKHU WA | TMOJYYEHH OT carlsbergiensis HOPOIYKTH U
pacrtuTteneH mukpoopranusmu | Kluyveromyces HPOJYKTH,
IPOU3XO]I u cyOcTpatH, lactis ChIIbpPIKAIIU
KOHTO ca Kluyveromyces HHUIIIECTE,
U30pOeHH fragilis IUTOJIOBU COKOBE,
CHOTBETHO B CypOBarTKa,
KOJIOHA 3 WK B MJIeYHa KHCEeInHA
KoJIOHa 4 U XUJPOIU3UPAHU
3€IeHIyKOBU
¢ubpu
(BITAKHUHN)
- KJICTKUTE Ha Candida Menaca, octarpiin | Munumanuo 16% | Ipacera 3a
KOHUTO ca OMITn guilliermondii OT JIECTHIIEPHUH, CYXO BEILECTBO yrosizane”

youTtu

3bPHEHU
HNPOAYKTH U
IPOIYKTH,
ChIIbpKAIIU
HUIIIECTE,
IJIOJJOBU COKOBE,
CypoBarka,
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MJICYHA KUCEJINHA
U XUJIPOTH3UPAHU
3€JICHYYKOBU
$udpu
(BITAKHUHN)
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