PEI'JIAMEHT (EO) Ne 1206/2005 HA KOMUCHUATA

ot 27 10au 2005 roguHa

OTHOCHO IMOCTOAAHHHU pPa3pelICcHUs 32 HAKOU HOﬁaBKI/I KBbM XpaHHU 3a ;KUBOTHH

(Texcr ot 3Hauenue 3a EUII)

KOMUCHSATA HA EBPOIENMCKUTE OBI[HOCTH,

KaTo B3¢ npeasun JJoroopa 3a ch3gaBane Ha EBporielickara oOIIHOCT,

kato B3e mpensua upexruBata 70/524/EVIO na CwBera oT 23 HoemBpu 1970 T.
OTHOCHO JI0GABKHTE B XPAHHTE 32 XMBOTHH' M MO-CICIMATHO HIeH 3 M wieH Ir,
naparpad 1 ot Hero,

kato B3e npensuna Permament (EO) Ne 1831/2003 na EBpomelickust mapiaMeHT U Ha
CoBera ot 22 centeMBpu 2003 r. OTHOCHO J00ABKU 3a M3IOJI3BaHE B XPaHEHETO Ha
KHBOTHHTE’ H MO-CIICLUATHO WIEH 25 OT Hero,

KaTO nMa npeaBua, 4c:

(1)

@)

(3)

(4)

()

Pernmament (EO) Ne 1831/2003 mnpeaBmwxkaa paspemieHuss 3a T00aBKHUTE,
U3M0JI3BaHN B XPaHEHETO Ha )KUBOTHHTE.

yiieH 25 ot Permament (EO) Ne 1831/2003 ycraHoBsiBa MPEXOJHU MEPKH 3a
3asABIICHUATA 3a pa3pelieHHe Ha XPaHUTEIHU JO0OaBKH, IMOJaBaHU B
cpoTBeTcTBUE C JupektuBa 70/524/EVIO mpeau natara Ha mOpujiaraHe Ha
PermamenTa (EO) Ne 1831/2003.

3asBJICHUATA 3a pa3pelieHus 3a Jo00aBKHUTE, U30pOEHU B NPUIIOKEHUSATA Ha
HACTOALMS PETVIAMEHT ca NOJAJCHU NIPEAN JaTaTa Ha Ipuilarane Ha PersiaMeHT
(EO) Ne 1831/2003.

Ipe/BapUTEHUTE KOMEHTAPH 10 T€3HM MOJIOU, chriaacHO wieH 4, maparpag 4 ot
HupextuBa 70/524/EVO 6sixa mpencraBeHu Ha Komucusita mpeau natata Ha
npuinarane Ha Pernmament (EO) Ne 1831/2003. Te3u 3asBieHUsI ClI€OBATETHO
11e MPOABKAT Aa ObJAT pasriiexk1aH! B CbOTBETCTBUE C WieH 4 oT JlupekTiBa
70/524/EV0.

U3IT0JI3BAHETO HA EH3UMHHUSAT Ipernapar eHao-1,4-6eta-rimokoHasa, enio-1,3(4)-
OeTa-TiIOKOHa3a M eH0-1,4-Oeta-kcuinaHasza, TpousBeneH oT Trichoderma
longibrachiatum (ATCC74 252) 3a nmbpBu IBT Ocllie BPEMEHHO Pa3pelleHo 3a
nyiiku 3a yrosBane ¢ Permament (EO) Ne 937/2001 na Komucwusra * Hoeu

OB L 270, 14.12.1970 r., ctp. 1. JlupexTnBa, nocienno usmenena ¢ Pernament (EO) Ne 1800/2004
(OBL317,16.10.2004 r., cp. 37.).

(2) OB L 268, 18.10.2003 r., ctp. 29. Perinament, usmenen ¢ Permament (EO) Ne 378/2005 (OB L 59,
5.3.2005 ., cTp. 8.).

(>) OB L 130, 12.05.2001 r., ctp. 25.
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JaHHM OsiXa TpeJCTaBeHH B TMOJKpeNna Ha 3asBICHUETO 3a Oe3cpovyHO
paspelieHue 3a To3u eH3uMeH npemnapar. OueHkara Mmokas3ea, 4e ca U3IbJIHCHH
yCIoBUsATa, ycTaHOBeHU B uieH 3a ot JlupektuBa 70/524/EMMO 3a TakoBa
paspemnieare. ChOTBETHO H3IOJI3BAHETO HA TO3W €H3UMEH Iperapar, KakTo €
OIMCaH B MPHIOXKECHUETO, CJIe/Ba Jia ObJIc pa3pelIeHO 3a HEONPEICIICH TePHO.T
OT BpeMme.

(6) wm3mOA3BAaHETO HA EH3UMHHMAT Mpermapar oT eHao-1,3(4)-0era-riIroKoHa3a
eno-1,4-6era-kcunanasa, mpousseneH ot Peicilinum Funicuosum (IMI SD101)
3a MbPBU MBT O€llle BpeMEHHO pa3pellieHo 3a IpaceTa 3a yrosisane ¢ PermameHt
(EO) Ne 418/2001 na Komucusra *. HoBu nanHu 6sixa MPEICTaBEHHU B MOJKpENa
Ha 3asBJICHHETO 3a Oe3CpOYHO paspelieHue 3a TO3M EH3MMEH Ipernapar.
Ornenkara mokasBa, 4e ca U3II'BJIHEHH YCIOBHATA, YCTAHOBEHH B WiCH 3a OT
Hupextuba 70/524/ENO 3a TakoBa pasperieHre. ChOTBETHO M3ITOJI3BAHETO Ha
TO3M E€H3MMEH Ipernapar, KakTo € ONHMCaH B MPHJIOKEHHETO, CleABa Ja Oble
pa3peleHo 3a HEONPEIEJIeH EPUO OT BPEME.

(7) wm3moa3BaHETO HA EH3UMHMS Impemapar oT  eHgo-1,4-0era-kcuiaHasa,
npoussezaeH ot Bacillus subtilis (LMG S-15136) 3a nepBu nbT Oeliie BpeMEHHO
pazpemieHo 3a mpacenna ¢ Permament (EO) Ne 937/2001. HoBu mannu Osixa
NpEJCTaBEeH! B MOJKPEIa Ha 3asBJICHHETO 3a OE3CPOYHO pa3pelIeHue 3a TO3H
eHsuMeH mpenapar. OIlleHKara IOKa3Ba, Y€ ca W3IBJIHEHH YCIOBUSATA,
ycraHoBeHH B wieH 3a ot JupektuBa 70/524/EMO 3a TakoBa paspelicHHE.
CBhOTBETHO HM3IMOJI3BAHETO HA TO3M CH3MMEH IIperapar, KakTo € OIHCaH B
NPUII0KESHUETO, CIIe/IBa Aa ObJIe pa3penieHo 3a HeONPEIeICH eprol OT BpeMe.

(8) wm3moON3BaHETO HA EH3UMHMAT mpemapar oT eHjao-1,3(4)-0era-rioKoHasa,
npoussenen or Trichoderma longibrachiatum (ATCC 2105) u cyotwim3uH,
npousseaen ot Bacillus subtilis (ATCC 2107), 3a mbpBU IBT O€Ille BPEMEHHO
pa3pemieHo 3a muiuera 3a yrosiBaHe ¢ Permament (EO) No 1636/1999 na
Kowmucusita °. HoBi nanum 6sixa NIPEJICTABEHU B IOJKpEIa Ha 3asBICHUETO 3a
0e3CpOoUYHO pa3pelieHue 3a TO3M eH3uMeH mnpenapar. OleHkaTta 1oKa3Ba, 4ye ca
U3IIBJIHEHU YCIIOBUATA, ycTaHOBeHU B uieH 3a ot [upextuna 70/524/EVO 3a
TakoBa paspemieHre. CbOTBETHO H3IMOJI3BAHETO HA TO3M E€H3MMEH IIpernapar,
KaKTO € ONMCaH B MPHJIOKEHHUETO, cie/Ba fa ObJie pa3penieHo 3a HeonpeaeIeH
HepuoJl OT BpeMe.

(9) oueHkaTa Ha Te3M 3asBJICHHS MOKA3Ba, Y€ € HEOOXOAMMO J1a Ce U3UCKBAT HAKOU
OpoueAypu 3a 3amMTa Ha pabOTHULMTE OT U3JaraHe Ha J00aBKHUTE,
OlpesieieHl B IpUJIOXKeHMATa. TakaBa 3amura € HeoO0XoauMo Ja Obie
ocurypena upe3 npuiaranero Ha [{upextuBara 89/391/EMO na CobBeta ot 12
foHu 1989 1. 3a BBBEXJaHE Ha MEPKM 3a HachbpuaBaHe Ha IOJ0OpEeHHs B
oGracTTa Ha GE30MACHATE W 3IPAaBOCIOBHH YCIOBHS Ha TPY/ Ha paGoTHHIHTE.

() OB L 62,2.3.2001 r., c1p. 3.
() OB L 194, 27.7.1999 r., c1p. 17.

(°) OB L 183,29.6.1989 r., ctp. 1. JlupexTuBa, mocneaso usmenena ¢ Permament (EO) Ne 1882/2003
Ha EBponeiickus [TapnamenT u Ha CrBeta (OB L 284, 31.10.2003 r., cTp. 1.).
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(10) mepkuTe, TpEABUACHH B HACTOSIIUS PETIAMEHT Ca B CHOTBETCTBHE ChC
cTaHOBHILETO Ha IIOCTOSHHUSA KOMMTET IO XpaHWUTEJIHATa BEPUTa U 31paBETO
Ha )KUBOTHUTE,

I[TPUE HACTOALIMA PET'JIAMEHT:
Ynen 1

[Ipenapature OT rpymnara Ha ,,6H3UMHUTE, KAKTO € OIPEJEIICEHO B NPUIIOKEHUETO ca
paspelleHn 3a M3M0J3BaHe 0e3 OrpaHMYeHUE BBB BPEMETO KaTo J00aBKa INpHU
XPaHEHETO Ha )KMBOTHUTE IPU YCIOBUSTA, IOCTAHOBEHH B TOBA IIPUIIOKEHUE.

Ynen 2

Hacrosimusar pernmameHT BiW3a B CHJIAa HA TPETHS JICH Clie] MyOJIIMKYBaHETO MY B
Oguyuanen secmuux na Eeponetickume obwHocmu.

HaCTOHH_II/IHT pPEriIaMCHT € 3aABbJKUTCIICH B CBOATA LIAJIOCT UM CC IIpUJiara IpsAaKO BbB
BCHYKU OBPIKaBU-UJICHKH.

CnscraBeno B bprokcen Ha 27 ronmm 2005 ronuHa.

3a Komucusama:.
Neelie KROES

Ynen na Komucuama
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1IPHJIO’KEHUE

Munumansno MaxkcuManHo
Bun nnu .
EO CscTaB, XUMHYECKa MakcumanHa ChABPIKaHUE ChABbPKaHUE Kpaii Ha nepuona
JobGaBka KaTeropus Hpyru paznopendm
HOMEp ¢dopmyna, onrcaHue KHBOTHOTO BB3pacT CFU/ xunorpama xpana 3a pa3peleHUueTo
JKHBOTHHU
Enzumn
E 1602 enno-1,4-6era- [Ipemapar ot eano-1,4-6era- TyHWKH 32 - enno-1,4-6era- - 1. B yka3anneTo 32 M3MOI3BaHE 0e3cpodHO
rimokonaza EO [III0KOHA3a, eHno-1,3(4)- yrosiBaHe TIIIOKOHA3a! Ha 700aBKaTa 1a ce MOCO4U
3.2.1.4 (Endo-1,4- | Gera-rmokoHasa u exmo-1,4- 400 exuHUIH TeMIlepaTypaTa Ha CbXpaHeHHe,
beta-glucanase OeTa-KcuilaHasa, IpoU3BeIcH (400 V) BPEMETO Ha ChbXpaHCHHE U
EC3.2.1.4) ot Trichoderma CTaOMIIHOCTTA Ha TPaHyJIMpaHE.
longibrachiatum (ATCC 74
enno-1,3(4)-6era- | 252) ¢ MUHHMAITHO enno-1,3(4)- 2. IlpenopbunTeiiHa a03a 3a
TJIIOKOHA3a ChIbp)KaHUE Ha: Oera- KWJIOTPaM OT XpaHaTta 3a
EO3.2.1.6 TEYHA W TpaHyIHpaHa ¢popma: TJIIOKOHA3a! JKUBOTHH:
(Endo-1,3(4)- eHno-1,4-6era-TiroKOHa3a 900 eguHULA eHno-1,4-0era-TiIr0KOHAa3a:
beta-glucanase 8 000 equuuim (1) Ha (900 V) 400 — 800 equHUIH
EC 3.2.1.6) MUJIHIUTBD WK IPaM (400 - 800 U)
(8000 U (1)/ml nnum g) enyo-1,4-6era- enyio-1,3(4)-6era-raroKoHasa:
enno-1,4-6era- enno-1,3(4)-6era-riaroKoHasa: KCHJIaHa3a: 900 — 1 800 equuaMIA
KCHJIaHa3a 18 000 exununm (2) Ha 1 300 exunMIN (900 - 1800V)
EO0 3.2.1.8 MUJTHIATBP WA TpaM (1300 V) eH0-1,4-6era-kcunanasa:
(Endo-1,4- (18 000 U (2)/ml unu g) 1 300 — 2 600 eauuuIm
beta-xylanase en0-1,4-6erTa-Kcuanasa: (1300 -2 600 U)
EC 3.2.1.8) 18 000 exunuiy (3) Ha
MUJIHIUTBD WK IPaM 3. 3a u3noi3BaHe B KOMOHHUPAH
(26 000 U (3)/ml mim g) ¢bypax, Oorar Ha HEHUILIECTCHN

noau3axapuay (OCHOBHO
arabinoxylans u beta-glucans), T.e.
ChIbpKan Hax 25 % mieHuna
i 20 % eyemuk i 5 % pex.

CFU/ kunorpaMa >KHBOTHHCKH
XpaHHUTEJIEH IPOIYKT

32005R1206.doc- LIITP - penakTupax



Munumansno MaxkcuManHo
Bun nnu .
EO CscTaB, XUMHYECKa MakcumanHa ChABPIKaHUE ChABbPIKaHUE Kpaii Ha nepuona
Jo6aBka KaTeropus Hpyru pasnopentm
HOMEp ¢dopmyna, onrcaHue KHBOTHOTO BB3pacT CFU/ xunorpama xpana 3a pa3peleHueTo
JKHBOTHHU
E 1604 enno-1,3(4)-6era- | Ilpemapar ot mpaceTa 3a - enno-1,4-6era- - 1. B yka3anneTo 3a M3M0I3BaHE 6e3cpodHo

TIIFOKOHA3a enno-1,3(4)-6era-rmoKkoHaza | yrosmsaHe TIIFOKOHA3a: Ha goOaBKarTa J1a ce MOCOYHr
EO03.2.1.6 u 400 equHUAII TeMIlepaTypaTa Ha CbXpaHEHHUE,
(Endo-1,3(4)- enno-1,4-6eta-kcunanasa, (400 V) BPEMETO Ha ChbXpaHEHUE U
beta-glucanase TPOU3BE/ICH OT CTaOMITHOCTTA Ha TPaHyJIHpaHe.
EC 3.2.1.6) Penicillium

funiculosum (IM1 SD101) enmno-1,3(4)- 2. IlpenopbunTeiiHa a03a 3a
enyo-1,4-6era- C MUHHUMAJIHO ChAbpKAHUE Oeta- KWJIOTpaM OT XpaHata 3a
KCHUIIaHa3a Ha: TIIIOKOHA3a! JKHBOTHHU:
EO 3.2.1.8 Ha Tpax: 900 enuHALN enno-1,3(4)-6era-raroKoHasa:
(Endo-1,4- enno-1,3(4)-06era-riaroKoHasa: (900 V) 100 eguuuim (100 U)
beta-xylanase 2 000 equaumIm (4) eHno-1,4-6era-kcunanasa:
EC 3.2.1.8) Ha rpam (2 000 U/g) enno-1,4-6era- 70 enuannm (70 U)

enno-1,4-6era-kcunanasa: KCHJIaHa3a:

1 400 eqununu (5) Ha rpam (1 1 300 equHuUIH 3. 3a u3mno3BaHe B KOMOUHUPAH

400 U/g) (1300 V) dbypax, 6borat Ha HCHHIIIECTEHH

Te4Ha Gopma:
en0-1,3(4)-6era-rirokoHasa:
500 exuHUIN HA MUTHIATHD
(500 U /ml) enmo-1,3(4)-
Oera-riIroKoHa3a:

350 exuHULM HA MAJTWIUTBP
(350 U /ml)

nonu3axapuan (ocHoBHO beta
glucans u arabinoxylans),

T.e. chabpxantu Haa 40 %
eueMuk i 20 % mrenunna.
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MunuManHo MaxkcuManHo
Bun nnu .
EO CscTaB, XUMHYECKa MakcumanHa ChABPIKaHUE ChABbPIKaHUE Kpaii Ha nepuona
Jo6aBka KaTeropus Hpyru pasnopentm
HOMEp ¢dopmyna, onrcaHue BB3pacT CFU/ xunorpama xpana 3a pa3peleHueTo
JKHBOTHOTO
KHUBOTHHU
E 1606 enno-1,4-6era- IIpemapar ot mpaceTa - 101U - 1. B yka3anneTo 3a M3M0I3BaHE 6e3cpodHo
KCHJIaHa3a enno-1,4-0era-xkcunanasa, (oTOuTH) Ha goOaBKarTa J1a ce MOCOYH
EO03.2.18 MPOU3BENIEH OT TeMIleparypara Ha CbXpaHeHUe,
(Endo-1,4- C MUHHMMAITHO ChIbpIKaHHE BPEMETO Ha ChbXPaHEHUE U
beta-xylanase Ha: CTaOMITHOCTTA Ha TPaHyJIHpaHe.
EC 3.2.1.8)

TBBpJA U TeuHa hopMa:
100 IU (6)/g wm ml

2. IIpenoppuntenHa g03a 3a
KHJIOTpaM OT XpaHarta 3a
SKHUBOTHH:
enno-1,4-6era-xkcunanasza: 10 |U

3. 3a u3non3BaHe B KOMOWHHUpaH
¢bypax, borar Ha arabinoxylan,
T.e. chabpxkantu Hax 40 %
€4EeMUK WU MIIeHUIIA.

4. 3a u3non3BaHe NpH OTOUTH
IpaceTa ¢ TerIo A0 35 Kuiorpama
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Munumansno MaxkcuManHo
Bupg nin N
EO CscTaB, XUMHYECKa MakcumanHa ChABPIKaHUE ChABbPIKaHUE Kpaii Ha nepuona
Jo6aBka KaTeropus Hpyru pasnopentm
HOMEp ¢dopmyna, onrcaHue KHBOTHOTO BB3pacT CFU/ xunorpama xpana 3a pa3peleHueTo
JKHBOTHHU
E 1633 enno-1,3(4)-6era- | Ilpemapar ot THIIeTa 3a - enno-1,4-6era- - 1. B yka3anneTo 3a M3M0I3BaHE 6e3cpodHo

TIIFOKOHA3a enno-1,3(4)-6era-rmoKkoHaza | yrosmsaHe TIIFOKOHA3a: Ha goOaBKarTa J1a ce MOCOYHr
EO03.2.1.6 npousBezieH ot Trichoderma 30 equHUIU TeMIlepaTypaTa Ha CbXpaHEHHUE,
(Endo-1,3(4)- longibrachiatum (ATCC (30 V) BPEMETO Ha ChbXpaHEHUE U
beta-glucanase 2106), CTaOMITHOCTTA Ha TPaHyJIHpaHe.
EC 3.2.1.6) eno0-1,4-0era-Kcuianasa,

npowusBezeH ot Trichoderma enmno-1,3(4)- 2. IlpenopbunTeiiHa a03a 3a
enno-1,4-6era- longibrachiatum Oera- KHJIOTPaM OT XpaHaTta 3a
KCHJIaHa3a (ATCC 2105) TJTFOKOHA3a! JKUBOTHH:
EO 3.2.1.8 U CyOTWIIM3HH, IPOU3BEIICH 90 enuHALN enno-1,3(4)-6era-raroKoHasa:
(Endo-1,4- ot Bacillus subtilis (ATCC (90 V) 30 - 100 eguauim (30 - 100 U)
beta-xylanase 2107) eHno-1,4-6era-kcunanasa:
EC 3.2.1.8) CyOTHUIN3UH 90 - 300 exuunnu (90 — 300 U)

C MHHHMAITHO ChIIbpPKAHUE 240 enuHALA cyormmusus: 240 — 800 enuHIIN
Cy6Tunu3un Ha: (240 V) (240 - 800 L)
EO 3.4.21.62 TBBP]

en0-1,3(4)-6era-rirokoHasa: 3. 3a u3noi3BaHe B KOMOUHUPAH
(Subtilisin 100 eaunurm (7) bypax, T.e. chabpxant 60 %
EC 3.4.21.62) Ha rpam (100 U/g) CUYEeMHUK.

enno-1,4-6era-kcunanasa:
300 equaUIM (8) Ha TpaM
(300 U/g)

CYOTHIIN3UH

800 enuaNmH (9) Ha rpaM
(800 U/g)
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MunuManHo MaxkcuManHo
Bun nnu
EO CscTaB, XUMHYECKa MaxkcumaaHa ChIbpIKAHUE ChIbPKAHNE
Jo6aBka KaTeropus Hpyru pasnopentm
HOMED ¢dopmyna, onrcaHue BB3pacT CFU/ xunorpama xpana 3a
JKHBOTHOTO
KHUBOTHHU

Kpaii Ha nepuona
pa3pemeHneTo

(1) 1 U e xommgecTBOTO €H3UM, KoeTo oTnens 0,1 MrKpoMoa IIFoKo3a OT KapOOKCIIIMETIIIeNyno3a 3a MuayTa npu pH 5,0 u 40°C.

(2) 1 U e xommaecTBOTO €H3MM, KoeTo oTnemnst 0,1 MAUKpoMoJa IIIF0Ko3a OT OeTa IIfoKaH OT edeMuK 3a MuHyTa ipu pH 5,0 u 40°C.

(3) 1 U e xonmmuecTBOTO €H3UM, KoeTo oTnens 0,1 Mukpomoa Iiiroko3a OT KCHJIaH OT oBec 3a MuHyTa npu pH 5,0 u 40°C.

(4) 1 U e xonu4ecTBOTO €H3UM, KOETO OT/eINs 5,55 MUKpOMOJIa OT pelyllMpaHy 3axapy (EKBUBAJICHT Ha MaJIT03a) OT OeTa III0KaH OT eyeMuK 3a MuHyTa ipu pH 5,0 u 50°C.

(5) 1 U e xonn4ecTBOTO €H3UM, KoeTo oTneis 4,0 MUKpoMoJa OT peyliMpaHy 3axapH (€KBUBAJICHT Ha MalTo3a) OT KCUJIaH OT Ope30Bo AbpBo 3a MuHyTa npu pH 5,5 u 50°C.

(6) 1 IU e koMM4ecTBOTO €H3UM, KOETO OTIENsI | MUKPOMOJI OT peAylIupaHu 3axapy (€KBUBAJIEHT Ha KCKio3a) oT 3a munyTa npu pH 4,5 u 30°C.

(7) 1 U e KoIHYeCTBOTO SH3UM, KOCTO OTIENsA | MUKPOMOJ OT peIylupanu 3axapH (TJIFOKO3CH €KBUBAJICHT) OT OeTa IIF0KaH OT eueMuK 3a MuHyTa ipu pH 5,0 u 30°C.
(8) 1 U e Konu4eCcTBOTO €H3UM, KOETO OTAEs | MUKPOMOJT OT PeayIMPaHu 3axapH (EKBUBAJICHT Ha KCHJI03a) OT oat spelt xylan 3a munyTa pu pH 5,3 u 50°C.

(9) 1 U e xomm4ecTBOTO €H3UM, KOETO OTIeNs | MUKPOMOII OT CheIMHEHHS Ha (peHoa (THPO3WHOB EKBUBAJICHT) OT Ka3eMHOB CyOCcTpaT 3a MuHyTa ripu pH 7,5 u 40°C.
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