PET'JIAMEHT (EO) Ne 773/2006 HA KOMUCUSATA
ot 22 maii 2006 roauna

OTHOCHO BPEMEHHOTO M MOCTOSTHHOTO pa3pelieHne 3a HAKOU 100aBKU BbB (ypaskuTe U
BPEMEHHOTO pa3pelleHne 3a HOBa ynorpeda Ha 100aBKa, Beue pa3pelleHa 3a pypazkure

(Texct ot 3Hauenue 3a EUII)
KOMUCHSAITA HA EBPOIIEMCKUTE OBILIHOCTH,
kato B3¢ npensua JloroBopa 3a ch3naBane Ha EBpomneiickara oOIIHOCT,

karo B3e mpeasBua JupextuBa 70/524/EMO na CubBera oT 23 HoemBpu 1970 r. oTHOCHO
J0GABKATE [P XPAHEHETO HA JKHBOTHHM *, M MO-CIICIHAIHO WieH 3, wieH 9r, maparpad 1, u
wieH 91, maparpad 1 ot Hes,

karo B3e npensun Permament (EO) Ne 1831/2003 na EBponeiickus napiameHnT u Ha CbBeTa
ot 22 centeMBpH 2003 . OTHOCHO XpaHUTEIHUTE 100ABKHU 3a U3IOJI3BAHE IIPU XPAHEHETO Ha
JKHBOTHHTE , U T0-CIICLUAIHO WICH 25 OT HEro,

KaTO nMa IIpeaABUI, YC:

(1) B Permament (EO) Ne 1831/2003 e mpemBuaeHa BB3MOKHOCT 3a paspelleHHe Ha
XPaHUTETHH JOOABKH 3a M3IOJ3BAHE MTPH XPAHEHETO HA KUBOTHUTE.

(2) B unen 25 ot Permament (EO) Ne 1831/2003 ca onpesencHu MPEXOJHH MEPKH 3a
3asBJICHUSTA 32 pa3pelleHns Ha J00aBKU KbM (QypakuTe, MOJaJleHH B CbOTBETCTBUE
¢ HupextuBa 70/524/EVMO mnpeau narata Ha npunaraHe Ha Permament (EO) Ne
1831/2003.

(3) 3asABJICHUATA 3a pa3pCHICHUC Ha I[O63.BKI/ITG, I/I36pOCHI/I B TIIPUIOKCHUCTO KbM
HACTOSALINA peFHaMeHT, ca nogaacHu Hpe)II/I JgaTraTra Ha npnnaraHe Ha PCFHaMeHT
(EO) Ne 1831/2003.

(4) mppBOHAYATHUTE OCJIEKKH 10 TE3U 3asIBJIICHUS, KAKTO € MPEIBUICHO B WieH 4,
naparpad 4 ot HupextuBa 70/524/EMO, ca mpencraBenn Ha Komucusita mpenu
natara Ha npuinarane Ha Permament (EO) Ne 1831/2003. ETo 3amo Te3u 3asBIeHUS
pOJbJKABAT Jla Ce TPETUPAT B CbOTBETCTBUE ¢ WwieH 4 ot Jupextusa 70/524/EUN0O.

(5) mpexncTaBeHn ca JaHHH B IOJKpeEIa Ha 3asBJICHHE 3a paspelleHue 3a yrmorpeda Ha
npenapar 3a mpaceHua, ChbcTaBeH oT Mukpooprann3mu Ha Kluyveromyces marxianus-
fragilis B0399 MUCL 41579. EBponeickusT opraH mo Oe30MacHOCT Ha XpaHHUTE
M3pa3y CTAaHOBUILETO CM OTHOCHO M3II0J3BAHETO Ha npenapara Ha 28 sHyapu 2004 r.

OB L 270, 14.12.1970 ., ctp. 1. lupexrura, usmenena ¢ Permament (EO) Ne 1800/2004 na Komucusita (OB
L 317, 16.10.2004 r., ctp. 37)

20B L 268, 18.10.2003 r., ctp. 29. Pernament, usmenen ¢ Pernament (EO) Ne 378/2005 na Komucusra (OB L
59, 5.3.2005 ., ctp. 8)
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Ornenkara mokas3Ba, 4e yCIOBHATA, IOCOYECHHU B ujieH 91, maparpad 1 na Jupextuna
70/524/EMO 3a TakoBa paspemieHue, ca u3nbjHeHH. Clie0BaTEIHO, U3MOJI3BAHETO
Ha YIOMEHAaTus Ipernapar, CbCTaBeH 0T MUKPOOPraHU3MH, II0COUYEH B IpHIIOKEHKE |
KbM HACTOSAIIUS PErJIaMeHT Tpsa0OBa Ja Ob/ie pa3pelieHo 3a CPOK OT YETUPH FOJIUHHU.

(6) eH3MMHHUAT mpemapar, ChCTaBeH OT ¢H0-1,4-Oeta-kcuiaaHasa W eHm0-1,4-Oera-
rimokanasza, npousBeraeHu ot Aspergillus niger (CBS 600.94), uma 06e3cpodHo
paszpeleHue 3a U3MoI3BaHe MPH MUJIeTa 3a yrosiBaHe, MyHKU 3a YrosBaHe U MpaceHIa
karo exHsuM E1609 BpB uiMupana, Te4Ha wid TBBpaa (Gopma, MperocTaBeHa OT
Pernament (EO) Ne 1453/2004 na Komwucwusita 3 [IpencraBenu ca HOBU JIaHHU B
MOJKpena Ha 3asBJICHHE 3a pa3MIUpsBaHE HA pa3pelIeHHUETO 3a H3IMOJI3BaHEe Ha
YIIOMEHATHUsl €H3UMEH Iperapar 3a MaTULK U BKIIOYBAHETO B Pa3peUICHHETO 3a TO3U
YKUBOTMHCKHM BUJ Ha rpaHyiaupana ¢popma. EBponelickusT opran 3a 6€30MacHOCT Ha
XpaHuTe usiiese cbe craHoBuile Ha 30 HoemBpHu 2005 r. OTHOCHO M3IOJI3BAaHETO HA
npemnapara, B KOETO € HalpaBeHO 3aKJIIOUYEHHUETO, Y€ TOW HE Ch3/laBa PUCK 3a
yloMeHaTaTa JOINBJIHUTEIHA KUBOTHHCKAa Kareropus. OleHkara IOKa3Ba, 4Ye
yCIIOBUsAATA, TOcodeHW B uieH 9n, maparpad 1 or JupextuBa 70/524/ENO 3a
pas3pelieHue 3a YIoMeHaTus mpenapar, ca u3nbiHenu. ClenoBaTenHo, U3M0I3BaHETO
Ha CH3WMHHUS Tpemnapar, MOoco4YeH B mpmiokeHue Il KbM HACTOSAIIUS peTIaMECHT
TpsiOBa a ObJie OTOPUZUPAHO 33 CPOK OT YETUPU TOIUHH.

(7) mpencraBeHH ca JaHHM B MOJAKpENa Ha 3asBICHUE 3a paspelIcHUE 3a IpaHyIHpaHa
dopma Ha enzuma E1609 3a musera 3a yrosiBaHe, IMyMKH 3a yrosiBaHe W IpaceHIla.
EBpomnelickuar oprad 3a 6€30MacHOCT Ha XpaHUTE U3pa3u CTAHOBMIIETO CU OTHOCHO
usnon3BaHeTo Ha mpemnapata Ha 30 HoemBpu 2005 r. OueHkara mnokasBa, 4e
ycIoBHATa, TocoueHH B uieH 3a oT Hupextuna 70/524/ENO 3a TakoBa paspelieHue,
ca m3nbiaHeHu. CrenoBaTeNHO, M3IMOJ3BAHETO HA YIIOMEHATHs €H3UMEH Ipernapar,
nocoueH B npuioxenue Il kbM HacToAIMS periamMeHT cieqBa aa 0ble 6e3cpoyHO
pa3pelIeHo.

(8) onleHkarta Ha Te3W TPUIOKCHHS TIOKa3Ba, Y€ ca HEOOXOJUMH 3aIIbJIKUTEIHH
IpOIeTypH 3a 3alluTa Ha paOOTHULIUTE OT Bb3/IEHCTBUETO HAa JOOABKUTE, IOCOYCHHU B
NpWIOKEeHUsATa. TakaBa 3alUTa clle[Ba Jla CE€ OCUTYpPH dYpe3 MpHJaraHeTo Ha
Hupextusa 89/391/EMO Ha CuBeta ot 12 1oHu 1989 1. 3a BbBeXk/1aHE Ha MEPKH 3a
HachbpyaBaHe MOAOOpPSIBAHETO Ha OE30MacHOCTTa W 3]IpaBeTO Ha paOOTHULIUTE Ha
paboTHOTO MSICTO o

(9) MCPKUTEC, TMPCABHUIACHU C HACTOAINIUA PCETIAMCHT, Ca B CBOTBCTCTBHC CbC
CTaHOBHIICTO Ha IlocTosTHHUST KOMHTET IO XpaHUTCIIHATa BEpHUIra U 3ApaBC€TO Ha
KHUBOTHUTC,

ITPUE HACTOAIIMA PETJTAMEHT:

Ynen 1

OB L 269, 17.8.2004 r., ctp. 3.
*OB L 183,26.6.1989 1., ctp. 1. Jupexrura, usmenena Pernament (EO) Ne 1882/2003 na EBpomneiickus
napinamenT u Ha CoBeta (OB L 284, 31.10.2003 r., c1p. 1).
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[Tocouenusr B nmpuioxenue | mpenapar, KOWTO crajia KbM rpynara ,,MUKpOOpPraHu3Mu’, ce
pazpeliaBa 3a CpOK OT YETHPU TOAMHHM KaTo J00aBKa MpU XPaHEHETO Ha >KUBOTHUTE IPH
YCJIOBUSATA, ONPENICICHH B YIIOMEHATOTO IIPUIIOKEHUE.

Ynen 2

[Tocouenust B mnpwioxenue Il mpemapar, kolTo cmajga KbM rpynarta ,,EH3umu”, ce
paspeliaBa 3a CpOK OT YETHPH IOJUHM KaTo J00aBKa MPH XPAaHEHETO Ha JKUBOTHUTE IIPU
YCIJIOBHSTA, OIIPEACIICHNA B YIIOMEHATOTO IIPUIIOKEHUE.

Ynen 3
[Tocouenusit B mnpunoxenue III mpemapar, xoiiTo cmaga kbM rpynara ,,EH3umu”, ce
paspeliaBa paspelleHME 3a HEOrpaHW4YeH Iepuoj KaTo Jo0aBKa IIpU XpaHEHETO Ha
JKUBOTHHUTE IIPH YCIIOBUSATA, ONPEJEICHU B YIIOMEHATOTO PHIOKEHHE.

Ynen 4

Hacrosiusar pernameHT BiM3a B CUJla Ha JBAJECETUs JI€H Cjel IMyOJIMKYBaHETO MY B
Oguyuanen secmuux Ha Eeponetickus cvio3.

Hacrosmusar PCrJIaMCHT € 3aAbJIKUTCIICH B CBOATA LAJIOCT U CC IpUiara NpsAKO BbB BCUYKU
ABPIKABU-UYJICHKU.

CucraBeno B bprokcen Ha 22 mait 2006 roguHa.
3a Komucuama:

Markos KYPRIANOU
Ynen na Komucusma

32006R0773.doc- LIIIP - penaktupan



1IPHJIO’KEHUE 1

No HobaBka XuMHUYHA Bun wnm kareropust | Makcuman | Munuma | Makcum Kpaen cpok
(nnm dbopmyia, Ha )KUBOTHOTO Ha BB3pacCT | JIHO aJHO Hpyru paznopendou Ha
EO Ne) ONHMCaHue ChIBPXKA | ChABPK paszpenieHue
HUE aHue TO
CFU/kg
I'BJIHOLIEHEH (Dypaxk
Mukpoopranuzmu
26 Kluyveromyce | IIpemapar ot ITpacenna (oTOUTH) - 6x 10° 6x10° |B yKa3aHUATA 32 12 roHn
s marxianus- | Kluyveromyces U3I0JI3BaHE HA 2010 .
fragilis B0O399 | marxianus- no0aBKaTa U MpeMHKCa
MUCL 41579 | fragilis B0399 ¢ ce 110CoYBa
MUHUMAIHO TeMIieparypara Ha

ChIIbpXKAHNE HA
5 x 10° CFU/kg
no0aBKa B
npaxooOpa3Ha
WITN
rpaHyJInpaHa
dopma

ChXpaHsBaHe, CPOKBT Ha
ChbXpaHsBaHE U
YCTOMYMBOCTTA IIPU
NIeJIeTHPaHe.

3a U3M0I3BaHE IIPU
OTOUTH MpaceHIia ¢ Teriao
npubnusutenHo 1o 35 Kg
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1IPHJIOKEHUE 11

No HobaBka XuMHUYHA Bupg wnm kareropus | Makcuman | Munuma | Makcum Kpaen cpok
(nnm dbopmyia, Ha )KUBOTHOTO Ha BB3pacCT | JIHO aJHO Hpyru paznopendou Ha
EO Ne) ONHMCaHue ChIBPXKA | ChABPK paszpenieHue
HUE aHue TO
Ennuunu
akTuBHOCT/KE
I'bJIHA XpAaHUTEITHA
CMECKa
Enzumu
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7 FEuno-1,4-
OcTakcuiaHas
a

EC 3.2.1.8
FEuno-1,4-
OeTarirokaHas
a

EC3.2.14

[Ipenapar Ha
enno-1,4-
OeTakcuiaaHasa
u eqno-1,4-
OerarJrokaHasa,
MIPOU3BENICH OT
Aspergillus
niger (CBS
600.94) ¢
MHHHMAaJIHA
aKTUBHOCT Ha:

OO0BuTHUTE,
TB"I)pZII/ITe nu
rpaHyJIMpaHUTe
dopmu:
Enno-1,4-
OeTakcuiaHasa:
36 000 FXU'/g
Enno-1,4-
OerarirokaHasa:
15 000 BGU%/g

Teuna ¢opma:
Euno-1,4-
OeTakcuaaHasa:
36 000 FXU/mlI
Enno-1,4-
OerarrokaHasa:
15 000 BGU/mlI

ITatnnu

6 000
FXU
2500
BGU

1. B ykazanusTa 3a
U3II0JI3BaHE HA
no0aBKaTa U IpeMHUKca
ce I0CoYBa
TeMIieparypara Ha
CbXpaHsBaHE, CPOKBT HA
CbXpaHsBaHE U
YCTOMYMBOCTTA IIPU
neJeTupaHe.
2. [IpenopbuunTenna go3a
Ha kg mbaHOLIEHEeH
bypax:

6 000 FXU

2 500 BGU
3. 3a u3non3BaHe B
KOMOMHUpaH pypax
ooraT Ha HECKOPOSUTHH
(rmaBHO
apaOMHOKCHIIAHU U
OeTaryroKaHm),
HaIpuMep TaKuBa C
noBeye ot 60 %
ChIbpIKaHUE HA
MIICHUIIA.

12 roHn
2010 r.

1
1 FXU e xonmuecTBOTO €H3UM, KOeTO ocBoOOkMaBa 0,15 MUKpoMoOIIa KCHi03a OT KCHIJIaH, HalPEYHO CBBP3aH ¢ a3ypuH, Ha MmuHyTa ripu pH 5,0 u

40 °C.

2
1 BGU e konuuecTBOTO €H3UM, KOeTo 0cBoOoxkAaBa 0,15 Mukpomoria riaroko3a oT OeTa-TIloKaH, HalpeyHO CBBP3aH C a3ypHH, Ha MUHYTA MpU

pH 5,0 1 40 °C.
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1IPHJIO’KEHUE 111

HobaBka XUMHUYHA Bupg wnm kareropus | Makcuman | Munuma | Makcum Kpaen cpok

EO Ne dopmymna, Ha )KMBOTHOTO Ha Bb3pacT | JIHO aJIHO Hpyru pasnopendu Ha
OIHCaHue CBHABPXKA | CHABPK paspelieHue

HUE aHue TO

Ennuunu
akTuBHOCT/KE
I'BJIHOIICHEH (Pypax
En3umu
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E1609 | Expo-1,4-
OcTakcuiaHas
a

EC 3.2.1.8
FEuno-1,4-
OeTarirokaHas
a

EC3.2.14

[Ipenapar Ha
enno-1,4-
OeTakcuilaHasza
u endo-1,4-
betaglucanase,
MIPOU3BEJICH OT
Aspergillus
niger (CBS
600.94) c
MUHHMMAaJIHA
AKTUBHOCT Ha:

I'panynupanu
dopmu:
Enno-1,4-
OeTakcuiiaHasa:
36 000 FXU'/g
Euno-1,4-

OeTaryrroKkaHasa:

15 000 BGU%/g

[Tunera 3a yrosiane

4 860
FXU
2025
BGU

1. B ykazanusTa 3a
U3I0JI3BaHE Ha
no0aBKaTa U IpeMHUKca
ce I0CoYBa
TeMIieparypara Ha
ChXpaHsBaHe, CPOKBT Ha
CbXpaHsBaHE U
YCTOMYMBOCTTA IIPU
neJeTupaHe.
2. [IpenopbuunTenna go3a
Ha kg mbaHOLIEHEeH
bypax:

4 860 - 6 000

FXU

2025 -2500

BGU
3. 3a u3non3BaHe B
KOMOMHMpaH Qpypax,
oorat Ha HECKOPOSITHU
(rmaBHO
apaOMHOKCHIIAHH U
OeTaryroKaHm),
HarpuMep TaKuBa C
noBeye ot 35 %
ChAbpKAHUE HA CUEMHK
u 20 % Ha nieHuna.

Hama
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[Tyiiku 3a yrosisane

6 000
FXU
2500
BGU

1. B ykazanusra 3a
U3I0JI3BaHE Ha
no0aBKaTa U IpeMHUKca
ce I0CoYBa
TeMIieparypara Ha
CbXpaHsBaHE, CPOKBT HA
CbXpaHsBaHE U
YCTOMYMBOCTTA IIPU
neJeTupaHe.
2. [IpenopbuunTenna go3a
Ha kg mbaHOLIEHEeH
bypax:

- 6000 FXU

- 2500BGU
3. U3noin3Ba ce B
KOMOMHHMpAHU XpaHH,
OoraTu Ha HECKOPOSUTHH
(rmaBHO
apaOMHOKCHIIAHU U
OeTaryroKaHm),
HarpuMep TaKuBa ¢
noseye ot 40 %
ChIbpIKaHUE HA
MIICHUIIA.
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[Tpacenna (oTOuTH) - 6 000 - 1. B yka3anusTa 3a

FXU HU3II0/I3BaHEe Ha
2 500 no0aBKaTa U MpeMHUKca
BGU ce II0CoYBa

TeMIieparypara Ha
CbXpaHsBaHE, CPOKBT Ha
CbXpaHsBaHE U
YCTOMYMBOCTTA IIPU
neJeTupaHe.
2. [IpenopbuunTenna go3a
Ha kg mbaHOLIEHEeH
bypax:

- 6000 FXU

- 2500BGU
3. U3noin3Ba ce B
KOMOWHUpaH Qypax,
ooraT Ha HECKOPOSUTHH
(rmaBHO
apaOMHOKCHIIAHU U
OeTaryroKaHm),
HaTpuMep ChIbpIKaIIH
noseue ot 30 %
mmennia u 30 %
CUEMUK.
4. U3non3sa ce npu
OTOMTHU IpaceHIa a0
TOCTHTaHE
npuOIM3UTENHO Ha 35

kg.

11 FXU e konm4ecTBOTO eH3MM, KoeTo ocBoGoxkaasa 0,15 MHKpPOMOJIa KCHJIO3a OT KCUJIaH, HallpEYHO CBbP3aH ¢ a3ypuH, Ha MuHyTa nipu pH 5,0 u
40 °C.

21 BGU e KOIMYeCTBOTO eH3UM, KOeTo 0cB0oGox1aBa 0,15 MHKpPOMOJIa TITI0K03a OT OeTa-TIJIF0KaH, HAalIPEeYHO CBBP3aH C a3ypHH, HAa MUHYTa MIPH
pH 5,0 n 40 °C.
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