PETJIAMEHT (EO) Ne 1284/2006 HA KOMUCHSATA
ot 29 aBryct 2006 roquna

OTHOCHO MOCTOSIHHO pa3penieHne HA HAKOU J00aBKHM B XPAaHHU 32 )KUBOTHU
(Texct ot 3Hauenue 3a EUII)

KOMMCHATA HA EBPOIIEMCKUTE OBIHOCTH,

kaTo B3e npensua JloroBopa 3a ch3naBanero Ha EBporelickaTa oOUIHOCT,

kato B3e mpeaun dupextuBa (EO) Ne 70/524/EMMO na CwmBera ot 23 HoemBpu 1970 T.
OTHOCHO J00aBKUTE B XpaHH 3a KHBOTHH', ¥ TI0-CIICIHAIHO WICHOBE 3 1 Ir, naparpad 1 ot

Hes,

karo B3e npensuj Permament (EO) Ne 1831/2003 na EBpomneiickus napnamenT u Ha CbBeTa
ot 22 centemBpu 2003 r. OTHOCHO XpaHUTEIHUTE J00aBKHU, IIPEIHA3HAYEHHU 3a WU3IM0JI3BaHE
[IpH XPAHEHETO Ha KUBOTHHTE, U T10-CIICLUAIHO YICH 25 OT HEro,

KaTo uMa npcaBui, 4c:

1)

()

3)

(4)

()

B Permament (EO) No 1831/2003 e mpenBuiieHa BB3MOXKHOCT 3a paspellieHue 3a
n00aBKH, TPeTHA3HAYCHU 32 U3TOJI3BaHE MIPU XPAHEHETO HA KUBOTHUTE.

B wieH 25 ot Permament (EO) Ne 1831/2003 ca ompeneneHu NPEeXOJHU MEPKHU 3a
3asIBJIICHUATA 32 pa3pelieHne Ha J00aBKH KbM (ypaxuTe, MoAaleHu B ChOTBETCTBUE C
HupextuBa 70/524/EVO mpenn narata Ha mnpwiaraHe Ha Permament (EO) Ne
1831/2003.

3asIBIICHUATA 32 OTOPU3HMpaAHE HA XPAaHUTEIHUTE HOOABKU, BKIIOUEHU B CIHUCHIUTE B
[IpwiokeHUATa KBM HACTOSIIHS pErJIaMeHT, ca TMOJaJeHH Tpeaud JaTrara Ha
npunarane Ha Pernmament (EO) Ne 1831/2003.

I'bPBOHAYAITHUTE OENEeKKH MO Te3W 3asBIEHUS, KaKTO € MPEeIBUIACHO B wieH 4,
naparpad 4 ot JlupektuBa (EO) Ne 70/524/ENO, ca npencraBenn Ha Kommcwusita
mpenu nparata Ha mnpuiaraHe Ha Permament (EO) Ne 1831/2003. 3artoBa Te3u
3asiBJICHUS CJIe/IBa Ja MPOJBDKAT Ja ce 00paboTBAaT B CHOTBETCTBHE C WieH 4 OT
Hupektusa (EO) Ne 70/524/EU0O.

M3M0JI3BAaHETO HAa CH3MMHHSA Tpernapar Ha eHao-1,3(4)-0era-riokaHasa, mponu3BeaeHa
or Trichoderma longibrachiatum (ATCC 2106), enmo-1,4-6eta-kcuaanasa,
npousBerena ot Trichoderma longibrachiatum (ATCC 2105) u anda-amunasa,
npousBenena ot Bacillus amyloliquefaciens (DSM 9553), 3a mbpBH IBT MOJyYaBa
BpPEMEHHO OTOopu3HpaHe 3a otoutu mpaceHuna ¢ Permament (EO) Ne 2690/1999 na
Komucusita®. [IpencraBenu ca HOBM JaHHU B MOJAKpPENA Ha 3asIBJICHUE 3a pa3pelieHue

1 OB L 270, 14.12.1970 1, ctp. 1. JlupekTusa, mocueaHo n3Menena ¢ Permament (EO) Ne 1800/2004 na
Komucwusra (OB L 317, 16.10.2004 r., ctp. 37).

2 OB L 268, 18.10.2003 r., ctp. 29. Pernamenr, nocnenno usmeneH ¢ Pernament (EO) Ne 378/2005 Ha
Komucusita (OB L 59, 5.3.2005 r., ctp. 8).

*0OB L 326, 18.12.1999 r., ctp. 33.
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(6)

(")

(8)

(9)

0e3 ompezeneH CpOK Ha yHoMeHaTus eH3uMeH mpemapar. OIeHKaTta IoKa3Ba, e
ycnoBusTa, nocodeHu B wieH 3a ot [QupektuBa (EO) Ne 70/524/EMIO 3a TakoBa
paspernieHue, ca u3nbiHeHH. CleoBaTenHo, U3M0JI3BAaHETO HA YIOMEHATHS €H3UMEH
npernapar, onpeesieH B MpuioxkeHne | KbM HACTOSIIMS PEriiaMeHT, Clie[Ba J1a ObJe
OTOPHU3UPAHO 0€3 OIpeesieH CPOK.

U3M0JI3BAHETO HA CH3UMHHMS Mpernapar Ha eHno-1,3(4)-0era-rirokanasa, mpou3BeeHa
ot Aspergillus aculeatus (CBS 589.94), enmo-1,4-06era-kcuiaHasa, MPOU3BEICHA OT
Trichoderma longibrachiatum (CBS 592.94), anda-amunasa, npousseaeHa ot Bacillus
amyloliquefaciens (DSM 9553) u enmgo-1,4-06era-KcuiaHa3a, MPOU3BEICHA OT
Trichoderma viride (NIBH FERM BP 4842) nspBoHadaiHO € OTOPU3HPAH BPEMEHHO
Hali-Harpes 3a mylku 3a yrosiane ¢ Permament (EO) Ne 2013/2001 na Komucusita®.
[lpencraBeHn ca HOBHM JaHHM B TIOAKpENa Ha 3asBICHHE 3a paspelieHue 0e3
OIpeZIeJIeH CPOK Ha YIOMEHaTHs eH3uMeH npernapar. OIleHKaTta IOKas3Ba, dYe
yclioBusTa, mocoueHu B uwieH 3a ot JupektuBa (EO) Ne 70/524/EMO 3a TakoBa
pasperiieane, ca u3nbiaHeHd. Clie0BaTeIHO, M3MOI3BAHETO HA YIIOMEHATHS CH3UMEH
mpernapar, omnpejaeieH B mpriokeHue Il KbM HACTOSIIUS pErIiaMeHT, ClieaBa Ja
MOJIy4H pasperieHne 6e3 onpeaesicH CpokK.

W3MOJI3BaHETO HA €H3WMHUS Ipenapar Ha eHao-1,4-0era-kcunaHasa, MPOU3BEICHA OT
Trichoderma longibrachiatum (ATCC 2105), mppBOHAYaIHO € OTOPU3UPAH BPEMEHHO
Hal-Hampes 3a mpacera 3a yrosisane ¢ Permament (EO) Ne 1411/1999 na Komucusita®,
[IpencraBeHn ca HOBM JAaHHM B IOJKpeNa Ha 3asBJICHHE 3a paspelieHue 0e3
ONpeZieNIEH CpPOK Ha YNOMEHaTus eH3uMeH npenapar. OneHkaTa IOKa3Ba, uYe
ycioBusTa, nocoueHu B uieH 3a ot JupektuBa (EO) Ne 70/524/EMO 3a TakoBa
paspelieHue, ca u3nbiaHeHU. Clie0BaTeNHO, N3IIOJI3BAHETO HA YIIOMEHATHS €H3UMMEH
npemnapar, onpezaeneH B npuioxkenue [l kbM HacTosIIMA peryiiaMeHT, ciesBa 1a Obiae
OTOPHU3UPAHO 0€3 OIpeesieH CPOK.

OIICHKaTa Ha YIIOMEHATUTE 3asIBICHUS TMOKa3Ba, Y€ ca HEOOXOJUMU HAKOU MPOLETypH
3a 3ammMTa Ha PpaOOTHUIUTE OT BB3JACHCTBHETO Ha J00aBKHUTE, MaJICHU B
MpHIoKeHusATa. TakaBa 3ammra ciefBa Aa ObJle OCHUTYpeHa upe3 MpHIaraHeTo Ha
HupextuBa 89/391/EMO na ChBera oT 12 oM 1989 r. OTHOCHO BBBEXKIAHETO HA
MEpKHU 3a HachbpuaBaHEe MOJOOpsiBaHE Ha OE30MAaCHUTE U 3[IPABOCIOBHH YCIOBHS Ha
pabora 3a pa60THHunTe6.

MCPKUTE, TPCABUACHU C HACTOAIIUA PCTIIaMEHT, €Ca B CbOTBETCTBUC CHbC CTAHOBUIIETO
Ha IIoCTOSHHUS KOMUTET I10 XpaHUTCIIHATA BEpUTra U 3[IpaBCTO HAa JKUBOTHHUTC.

ITPUE HACTOAIMA PETJITAMEHT:

Ynen 1

[IpemapaThT, KOWTO cnaja KbM Tpymnara ,,EH3UMHU, omnpeneieH B MpHIOKeHHue I, momydaBa
0e3CpOoUHO pa3pelieHre KaTro A00aBKa MPH XPaHEHETO Ha JKUBOTHUTE TPH YCIOBHUSATA,
MPEIBUJICHU B YIIOMEHATOTO MPHIIOKEHHUE.

*OB L 272, 13.10.2001 r., cTp. 24.

*OB L 164, 30.6.1999 r., ctp. 56.

® OB L 183,29.6.1989 r., ctp. 1. dupekTuBa, nocieano usmenena ¢ Permament (EO) Ne 1882/2003 na
EBporneiickns napiaament u Ha Cbeera (OB L 284, 31.10.2003 r., cTp. 1).
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Ynen 2

[Ipenaparpt, KOHWTO chajsa KbM rpymnarta ,,EH3uMu’, onpeneneH B npuioxenue I, monyyasa
0E3CpPOYHO pa3pelleHre KaTo J00aBKa IMPU XPAHCHETO Ha J>KUBOTHUTE MPHU YCIOBHSITA,
MPE/IBUJICHU B YIIOMEHATOTO MPHIIOKEHHUE.

Ynen 3
[Ipenaparpt, KOWMTO crasa KbM rpynara ,,EH3umu’, onpeneneH B npuioxenue I, monyyaBa
0€3CpOYHO pa3pelieHre KaTo J00aBKa IMPU XPAHCHETO Ha >KUBOTHUTE IPHU YCIOBUSATA,
MIPE/IBUJICHU B YIIOMEHATOTO MPHIIOKEHUE.

Ynen 4

HacTosmusT perinaMeHT BIu3a B cujia Ha JIBaJIECETHs JICH ciell eHs Ha MyOJIMKYyBaHETO MY B
Oguyuanen secmuuk Ha Esponetickus cvio3.

HaCTOﬂHII/IHT PEriIaMCHT € 3aABJDKUTCIICH B CBOATA LAJIOCT U CC IIpHJIara MpsAKO BbB BCUYKHU
ABbPIKABHU-YJICHKH.

CscraBeno B bprokcen Ha 29 aBryct 2006 roauHa.
3a Komucusma:

Markos KYPRIANOU

Ynen na Komucusma
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1IPHJIO’KEHUE 1

EO Ne | JloGaBka XUMHUYHA Bununu | Makcumanna | Muanmaiino | Makcumanuo | Jpyru pasmnopenou Kpaii na
bopmyna, KaTeropus BB3pacT ChJIbP)KAaHUE | ChIbpPKAHUE CpOKa Ha
OIKCaHue Ha Enuaunm  3a eH3uMHa paspelieHueTo
KUBOTHOTO aktuBHOCT/Kg 3a 1sU1aTa
(dhypaxHa cMecka
En3umu
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E 1638 | Egno-
1,3(4)-
Oera-
rII0KaHa3a
EO 3.2.1.6
Enno-1,4-
Oera-
KCUJIaHa3a
EO 3.2.1.8
Anda-
aMuiIasa
EO3.2.1.1

[Ipenapar Ha engo-
1,3(4)-6era-ritokanasa,
MIPOU3BE/ICHA OT
Trichoderma
longibrachiatum
(ATCC 2106), enno-
1,4-0eta-xcuaaHasa,
MIPOU3BE/ICHA OT
Trichoderma
longibrachiatum
(ATCC 2105) u anda-
ammiIa3a, Mpou3BeIeHa
ot Bacillus
amyloliquefaciens
(DSM 9553) ¢
MUHUMAJTHA aKTUBHOCT
Ha!

Enno-1,3(4)-6era-
rmokanasa: 250 U (4)/g
Enno-1,4-0era-
kernanasa: 400 U ()/g
Anda-amunaza: 1 000 U

C)/g

IpaceHna
(oTbuTH)

Euno-
1,3(4)-
Oera-

TJIFOKaHa3a:

250U

1. B ykazanusiTa 3a
U3IOJI3BAHETO HA
no0aBKaTa U MpeMUKca
ce ocoYBa
TeMIeparypara Ha
ChXpaHECHHE, CPOKBT HA
CbXpaHEeHHE U
YCTOMUYMBOCTTA IIPU
rpaHylipaHe.

2. [IpenopbunTenna
no3a 3a kg meiaHa
XPaHUTETHA CMECKa:

- eno-1,3(4)-6era-
rimokanasa: 250 U

- eHno-1,4-6era-
kcunanasza: 400 U

- anda-amuiaza: 1 000
U

3. U3non3Ba ce B
KOMOUWHUpaH Qypax,
ChIBpPIKAII 3bPHEH
dypax ¢ BUCOKO
ChABbPKaHUE Ha
TIOJTU3aXaAPH/IH,
CHIBPIKAIIN U
HECHIbPIKAIIH
ckopOsia (TJIaBHO
apaOMHOKCWIIaHH U
OeTaryroKaHm),
HaIPUMeEpP ChIIbPIKAIIH

noBeue oT 50% eueMuK.

4. 3a oTOUTH ITpaceH1a
npubiu3uTeNnHO 10 35

kg.

be3s kpaen
CpOK
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(%) 1 U e kommaecTBOTO SH3MM, KOETO 0cBOGOXKAaBa | MHKPOMOI PEAyKIHOHHH 3aXapH (€KBUBAICHTH Ha TIIOK03a) OT eyeMUHeH B-TTokan Ha MunyTa nipu pH 5,0 i 30 °C.
(®) 1 U e KOMHYECTBOTO SH3MM, KOETO 0CBOG0XK1aBa | MUKPOMOT PEAYKLHOHHH 3aXapH (€KBHBAICHTH Ha KCHJI03a) OT OBECEH KCHTaH Ha MuHyTa mpi pH 5,3 1 50 °C.
(®) 1 U ¢ KOMHYECTBOTO CH3MM, KOETO XHAPOIH3UPa | MHKPOMOJ TIFOKO3HIHU CBHP3BAHUS OT BOJOHEPA3TROPHM CKOPOSIICH HOTMMEPEH CYOCTPaT ¢ MPEKECTa CTPYKTYpa Ha MUHYTA [IPU
0
pH 6,5u37 °C.
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1IPHJIO’KEHUE 11

EO Ne | JloGaBka XUMHUYHA Bununmu | Makcumanna | MuanmaiiHo | Makcumanio | Jpyru pasmnopenou Kpaii na
dbopmya, KaTeropus BB3pacT ChABPXKAHUE | ChIbPKAHUE Cpoka Ha
OIKCaHue Ha Enununuy 3a eH3umHa paspelieHueTo
KUBOTHOTO akTuBHOCT/Kg 3a 1sU1aTa
dbypaxHa cMecka
Enzumu
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E 1621 | Engo- [Ipenapar Ha enno-1,4- | [lyiiku 3a Enno- 1. B ykazanusiTa 3a be3s kpaen
1,3(4)- Oera-TIr0KaHasa, yrosiBaHe 1,3(4)- U3II0JI3BAHETO Ha CpOK
Oera- MIPOU3BE/ICHA OT Oera- no0aBKaTa U MpeMUKca
rimokanasza | Aspergillus aculeatus TIIIOKaHa3a: ce moco4Ba
EO 3.2.1.6 | (CBS 589.94), u enno- 500 U TeMIlepaTypara Ha
Enmo-1,4- | 1,4-6era-rarokanasa, Eunno-1,4- ChbXpaHEHHUE, CPOKBT Ha
Oera- MIPOU3BE/ICHA OT Oera- ChXpaHEHHE U
rimokanasza | Trichoderma TIIFOKaHa3a: YCTOWYMBOCTTA TIPU
EO 3.2.1.4 | longibrachiatum (CBS 6 000 U rpaHyJIHpaHe.

Anda- 592.94), anda-amunasa, Anda- 2. [IpenopbunTenna
ammiiasa MIPOU3BE/ICHA OT ammiasa: no3a 3a kg mbiiHa
EO 3.2.1.1 | Bacillus 20U XpaHUTEIHA CMECKa:
Enmo-1,4- | amyloliquefaciens Enno-1,4- - eno-1,3(4)-6era-
Oera- (DSM 9553) u ennio- Oera- rmokanasa: 1 000-1 500
KcuiaaHasa | 1,4-Oera-kcuiiaHasa, KCUJIaHa3a: U
EO 3.2.1.8 | mpousBeneHa ot 10 000 U - eny0-1,4-Gera-
Trichoderma rimokanasa: 12 000-18
viride (NIBH FERM 000 U
BP 4842) - anga-amunasa: 40-60
C MUHUMAaJTHA U
aKTUBHOCT HA: - enno-1,4-0eta-
kcmmanasa: 21 000-31
Enmo-1,3(4)-6era- 500 U
rmokanaza: 10 000 U - anda-amunaza: 1 000
/g U
Enno-1,4-0era- 3. 3nomnssa ce B
rimokanasa: 120 000 U KOMOMHHUpaH Qypax ¢
A)g BUCOKO ChIbp)KaHHE Ha
Anda-amunaza: 400 U NOJIM3aXapuIu,
C)lg HEChIbPIKAIIH
Enno-1,4-6era- cKopOsinia (TJ1IaBHO
kcranasa: 210 000 U OeTarroKaHu U
/g apaOWHOKCHUIIaHN),
HAIPUMED ChIbPIKALIH
noseue ot 30%
MIIICHUIIA.
32006R1284.doc =P ~pcrartnpan



(%) 1 U e kommaectBoTO eH3MM, K0eTo 0cBoGoxkaaBa 0,0056 MHKPOMOTIA PeIyKIIHOHHH 3aXxapH (eKBUBAICHTH Ha LIIOK03a) OT edeMudeH B-rimokas Ha MunyTa npu pH 7,5 n 30 °C.

(®) 1 U e KOMHYECTBOTO SH3MM, KOeTO 0cBoGoxkaBa 0,0056 MHKPOMOTIA PeIyKIIHOHHH 3aXapH (SKBHBANCHTH Ha KCHII03a) OT KapGOKCHMETHIILE Ty 103a Ha MuryTa nipu pH 4,8 i 50 °C.
(®) 1 U e KOMHYeCTBOTO EH3MM, KOETO 0CBOGOXKIaBa | MUKPOMOJ TTIOK03a OT CKOPOSICH TOMMMEp ¢ MPeXkKecTa CTpyKTypa Ha MunyTa pu pH 7,5 n 37 °C.

(4) 1 U e KoImuecTBOTO eH3HuM, kKoeTo ocBoboxaaBa 0,0067 MUKpoMosIa peIyKIIHOHHH 3axapy (€KBHBAJICHTH Ha KCHII03a) OT Ope3oB KcwiiaH Ha MunyTa ripu pH 5,3 u 50 oc.
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1IPHJIO’KEHUE 111

EO Ne | JloGaBka XUMHUYHA Bununmu | Makcumanna | MuanmaiiHo | Makcumanio | Jpyru pasmnopenou Kpaii na
dbopmya, KaTeropus BB3pacT ChABPXKAHUE | ChIbPKAHUE Cpoka Ha
OIKCaHue Ha Enununuy 3a eH3umHa paspelieHueTo
KUBOTHOTO akTuBHOCT/Kg 3a 1sU1aTa
dbypaxHa cMecka
Enzumu
E 1628 | Eano-1,4- | Ilpenapar Ha enno-1,4- | Ilpacera - Euno-1,4- - 1. B ykazanusra 3a bes kpaen
Oera- Oera-kcuiaHasa, 3a Oera- U3I0JI3BAHETO Ha CpOK
KcHUJlaHa3a | MpOU3BeNIeHa OT yrosiBaHe KcuJlaHa3a: no0aBkaTa U mpeMuKca
EO 3.2.1.8 | Trichoderma 1000 U ce IocouBa

longibrachiatum
(ATCC 2105) ¢
MUHHMaJTHAa aKTUBHOCT
Ha!

ITpaxooOpa3Hara
dbopma:
Enno-1,4-6era-
kcenmanasza: 8 000 U
“)g

Teuna gpopma:
Enno-1,4-06era-
kcmmanasa: 8 000 U/ml

TemIeparypara Ha
CbXpaHEHHE, CPOKBT Ha
CbXpaHEHHE U
YCTOMYMBOCTTA IIPU
rpaHyJIHupaHe.

2. [IpenopbuunTenya
no3a 3a kg meiHa
XpaHHUTEIHA CMECKa:

- eH10-1,4-6era-
kcmmanasa: 1 000-4 000
U

3. UznonsBa ce B
KOMOUHUpaH Qypax c
BHCOKO ChIbp)KaHUE Ha
MOJIU3aXapHIH,
HECHIbPIKAIIH
cKopOsita (TTIaBHO
apaOMHOKCHIIaHN),
HarpuMep ChIbpKaIIH
noseye oT 35%
MIICHUIIA.

(1) 1 U e KOIMuecTBOTO €H3HM, KOETO 0CBOOOXk1aBa 1 MUKPOMOJI pelyKIIMOHHH 3axapH (€KBUBAJCHTH Ha KCMIJI03a) OT Ope3oB Kcwinad Ha MuHyTa ipu pH 5,3 u 50 oC.
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