PET'JIAMEHT (EO) Ne 1458/2005 HA KOMUCHUSTA
ot 8 centemBpu 2005 roauna

OTHOCHO TOCTOSIHHUTE ¥ BpeMEHHHUTE pa3pelieHus 3a onpeiesieHn 100aBKH KbM XpaHUTe
32 ;KUBOTHU ¥ BPEMEHHOTO pa3peniaBaHe Ha HOBH YNOTPeOH HA HAKOM 100aBKH, KOUTO €a
Beye pa3pelleHH 3a BjaraHe B XpaHuTe 3a ;JKHBOTHH

(Texcr ot 3Hauenne 3a EUII)
KOMUCHUTA HA EBPOITEMCKUTE OBIIIHOCTH,
karo B3e npensun JloroBopa 3a ch3naBane Ha EBporeiickara oOutHocT,

karo B3e npeasun JupekrtuBa 70/524/EMO na CeBera ot 23 HoemBpu 1970 1. OTHOCHO
0GABKATE KbM XPAHH 3a )KHBOTHHTE', M MIO-CHCIHATHO wieH 3, wien 9r, maparpad | u wren 91,
naparpad 1 ot Hes,

karo B3e npensua Permament (EO) Ne 1831/2003 na EBpormeiickust mapnamenT u Ha ChBeTa OT
22 centemBpu 2003 r. OTHOCHO JOOABKMTE 3a M3IOJI3BAHE MPU XPAHCHETO HA JKUBOTHHU, U TIO-
CIIEI[UAJIHO WIEH 25 OT HETO,

KaTo uMa 1npeaBui, 4uc:

(1) Permament (EO) Ne 1831/2003 mpenBrkaa paspenieHre 3a JOOaBKUTE 3a M3IMOJI3BAHE MPH
XpaHEHETO Ha )KUBOTHHU.

(2) unen 25 ot Permament (EO) Ne 1831/2003 ompenenst mMpexoaHHd MEPKH 3a 3asBICHUS 3a
paspemieHne Ha ¢ypaxHu 100aBKu, mojaBaHu cbriacHo JupextuBa 70/524/EVIO mnpenu
natara Ha npunarane Ha Permament (EO) Ne 1831/2003.

(3) 3asBieHMsATa 3a pa3pelieHHe Ha H00ABKHUTE, BKIIOYCHH B MPUIOKECHHUATA KbM HACTOSIINS
pernameHT, ca OuWiaM NOJAACHM Npeau aarara Ha mnpuiokeHue Ha Permament (EO) Ne
1831/2003.

(4) mbpBOHAYATHH 3a0€IEKKH 0 TE3U 3asBJICHUS, KAKTO € MPEABHICHO B wieH 4, maparpad 4
ot [upextuBa 70/524/ENO, ca uznparenn no Komucusta mpeau gatata Ha MPUIIOKEHHE Ha
Permament (EO) Ne 1831/2003. ITopanu ToBa, T€3U 3asBICHMsS CIIE/Ba Ja MPOIBIDKAT Ja Ce
Tpetupat cbriiacHo wieH 4 ot upextusa 70/524/EVO.

(5) ymotpebara Ha eH3UMHHS Tpenapar oOT eHgo-1,3(4)-OertarimokaHasa, IOJydeH OT
Aspergillus niger (MUCL 39199) e Ouna BpeMeHHO pa3pelleHa Hal-Hampes 3a MuieTa 3a

OB L 270, 14.12.1970 r., ctp. 1. Jupexrusa, nocnenHo msmenena ¢ Pernmament (EO) Ne 1800/2004 na Komucusra
(OB L 317,16.10.2004, p. 37).

2 OB L 268, 18.10.2003 r., ctp. 29. Pernament , usmenen ¢ Pernament (EO) Ne 378/2005 ua Komucusita (OB L 59,
5.3.2005 r., cTp. 8).
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yrosiane ¢ Pernament (EO) Ne 1436/98 na Komucusra®, [Tomanenu ca HOBY JaHHU B ITOAKPEIA
Ha 3asiBJICHUETO 3a 0€3CPOYHO pas3peliaBaHe Ha TO3M eH3UMeH npenapar. OneHkaTa rmokasBa, ue
yCIIOBUSITA 3a TOBa pa3pemaBaHe, ompenencHu B wieH 3a ot upektua 70/524/EHO, ca
m3nbiHeHn. Ch00pa3HO TOBa, cienBa Jga ObJe paspernieHa O0e3cpoyHo ymoTrpebaTa Ha TO3HU
EH3UMEH TIpernapar, KakTo € MOCo4YeH B mpuioxenue .

(6) ymorpebara Ha eH3UMHHS mpernapar oOT eHgo-1,3(4)-OeraritokaHasa, IOJIydeH OT
Aspergillus aculeatus (CBS 589.94), enmo-1,4-6erarmokanasza, moiayden ot Trichoderma
longibrachiatum (CBS 592.94), anda-amuinasa, noayden ot Bacillus amyloliquefaciens (DSM
9553) u enno-1,4-6erakcunanasa, noayuer ot Trichoderma viride (NIBH FERM BP 4842), ce
pa3pemiaBa 0e3cpouHo 3a muiieTa 3a yrosisane ¢ Permament (EO) Ne 358/2005 Ha Komucusita®,
¥ BPEMEHHO 3a IyikH 3a yrosisane ¢ Pernmament Ha Komucusta (EO) Ne 2013/2001°. ogazneHu
ca HOBHM JIaHHH B TOJKpena Ha 3asBJICHHETO 3a pa3lIMpsBaHe Ha pa3pelieHara ynorpeda Ha
TO3W €H3MMEH Mpemnapar U 3a KOKOIIKHU-HOcadyku. EBpomeiickuar opranH 3a 0e30macHOCT Ha
xpanute (EFSA) nmane cranoBuine OoTHOCHO ymoTpebaTa Ha Mperapara, B KOETO CTUTa JI0
3aKJIFOUYEHUETO, Y€ TOM He MPEICTaB/IsIBA OMACHOCT 3a Ta3U JOMBIHUTEIHA KaTeropus KUBOTHU.
Onenkara TOKa3Ba, Y€ YCJIOBHATA, OmNpeAeneHH B wieH 9a, maparpad 1 ot Jlupekrua
70/524/EVIO, 3a pa3pelnaBaHe Ha Mpernapara 3a Ta3u ymnorpeba, ca u3nbjiHeHd. ChoOpasHo
TOBa, clie/iBa a Objie paspelieHa yrnorpedara Ha TO3M €H3MMEH Iperapar, KakTo € OCOYEeH B
npunoxkenue I, 3a cpok oT YeTupu roAuHU.

(7) ynorpebara Ha eH3UMHHUS MpenapaT oT eHxo-1,4-0etakcuianasa, moiaydeH ot Trichoderma
longibrachiatum (ATCC 2105), ennmo-1,3(4)-Oerarmtokanasza, mnomydern ot Trichoderma
longibrachiatum (ATCC 2106), ce pa3pemiaBa 6e3cpoduHO 3a MHJIeTa 3a yrosBaHe ¢ PeriameHt
(EO) Ne 833/2005 na Komucusra (°). ITonaenn ca HOBH JaHHHM B MOJAKPEIa Ha 3asBICHAETO 3a
pasipsBaHe Ha pa3pelieHaTa ynotpeda Ha TO3M €H3MMEH Mpenapar U 3a MyHKU 3a YrosiBaHe.
EFSA nane cranoBuiiie OTHOCHO ynoTpe0arta Ha mpemnapara, B KOETO CTUTa JI0 3aKIIFOUECHUETO,
4ye TOW He MpeACTaBlsiBa OMACHOCT 3a Ta3W JOMBIHUTETHA KaTeropusi >kuBoTHU. OleHKara
MOKa3Ba, ue YCJIOBHSATA, onpeneneHu B wieH 9a, maparpad 1 ot Jdupektusa 70/524/ENO, 3a
pa3peliaBaHe Ha Tperapara 3a Ta3u ymnotpeda, ca mimbiHeHH. CboOpa3HO TOBa, cielBa 1a
ObJe pa3perieHa ynorpedara Ha TO3M €H3UMEH Tpernapar, KakTo € IMoco4eH B npritoxkeHue 1I,
3a CPOK OT YETUPH TOJIUHHU.

(8) momaneHu ca maHHM B TOJAKpeNa Ha 3asBICHUETO 3a pa3pellaBaHe Ha ymnotpedara Ha
SH3MMHHUS MpenapaT oT eHa0-1,4-6erakcuinanasa, nonyder ot Aspergillus niger (CBS 109.713)
3a muiera 3a yrosaHe. EFSA nane craHoBuIe OTHOCHO ymoTpebaTa Ha mpernapara, B KOETO
CTHTa JI0 3aKJIIOYEHUETO, Y€ TOH He TPE/CTABIISABAa OMACHOCT 32 KOHCYMAaTopa, MOJ3BaTells,
KaTeropusTa >KUBOTHU WJIM 3a OKOJIHATa cpena. OleHKara oKa3Ba, ye yCIOBUsATA, ONpeaAeTIeHN
B wieH 91, maparpad 1 ot Jupextua 70/524/ENO, 3a pa3pemiaBane Ha mperapaTa 3a Ta3u
ynoTpeba, ca usnbiHeHn. CboOpa3HO TOBa, cieaBa Aa ObJae pa3pelleHa yrnorpedara Ha TO3U
€H3UMEH Iperapar, KakTo € MOCOYeH B MpuiioskeHue 11, 3a Cpok OT YeTHpu roTuHM.

*0OBL191,7.7.1998 ., ctp. 15.
OB L 57,3.3.2005 r., cTp. 3.
*OB L 272, 13.10.2001 r., ctp. 24.
® OB L 138, 1.6.2005 r., ctp. 5.
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(9) omeHkara Ha 3asBJICHUATA MMOKA3Ba, Y€ HAKOW IMPOM3BOJUTEIM CJICIBA Ja CE 3aJbJDKAT Jia
3alUTaBaT paOOTHUIMTE OT H3JIaraHe Ha BB3JCHCTBHETO Ha [J00aBKHUTE, MJaJeHH B
npuiokeHusTa. Ta3u 3ammra cienBa Ja ce TapaHTupa C mnpuiaraHero Ha JlupextuBa
89/391/EMO na CoBeta ot 12 1oHn 1989 r. OTHOCHO BBBEKIAHETO Ha MEPKH 3a HacChpyaBaHE
no100peHusITa mpu 6€30MacHOCTTa U 3APaBETO Ha PAaOOTHUIIMTE HA pAOOTHOTO MSICTO .

(10) mepkuTe, NPEABUICHNA B HACTOSIIMS PETJIAMEHT, Ca B ChOTBETCTBHE ChC CTAHOBHIIETO HA
[TocTossHHUS KOMUTET 10 XpaHUTEIHATA BEPUTa U 3paBETO HA KUBOTHUTE,

I[TPUE HACTOSIIWA PETJIAMEHT:

Ynen 1
[IpemapaTst, mpUHAIISKAI] KbM rpymnata ,,EH3UMU”, KaKTO € MOCOYEHO B MpuiioxkeHue I, ce
paspemaBa 3a ymnorpeba 0e3CcpoyHO Karo Jo0aBKa NMPU XPAHEHETO Ha J>KUBOTHUTE CBITIACHO
yCIIOBUSITA, ONPEEICHN B CIOMEHATOTO PUIIOKEHUE.

Ynen 2
[IpemapaTtuTte, npuHauIekaIu KbM rpymnara ,,EH3UMHI”, KakTo € Toco4YeHo B npuioxkenue 1, ce
paszpemaBar 3a ymoTpeOa 3a CpPOK OT YETUPU TOAMHHM KaTro J00aBKa NpPH XPaHEHETO Ha
KUBOTHHUTE CHITIACHO YCJIOBHSTA, ONPEACIICHU B CIIOMEHATOTO MPUIIOKECHHE.

Ynen 3

HacTosmusT perinaMeHT Bin3a B CHJIa Ha IBaJIECETHs IeH el MyOonukyBaneto My B Oguyuanen
secmuuk Ha Eeponetickus cvios.

HaCTOﬂHII/IHT PEriIaMCHT € 3adbJDKUTCIICH B CBOATA LAJOCT M CC Ipuiiara MmpsAKO BbB BCUUYKHU
ABPIKaABU-UJICHKH.

CscraBeno B bprokcen Ha 8 cenremBpu 2005 roguna.

3a Komucusma:

Markos KYPRIANOU

Ynen na Komucusama

"OB L 183,29.6.1989 r., ctp. 1. JlupexruBa, nocnenno nsmenena ¢ Pernament (EO) Ne 1882/2003 na EBponetickust
napnamenT 1 Ha CpBera (OB L 284, 31.10.2003 ., cTp. 1).
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1IPHJIO’KEHHUE 1

EO Ne Jo6aBka | Xumuuecka ¢popmyna, | Bugwumm | Makcuman | Muanmanno | MakcumainH Hpyru nosicuenus Kpaen cpok Ha
HAaUMEHOBAaHUE KaTeropusi | Ha Bb3PacCT | ChIIbpKaHUE 0 pa3pelieHueTo
KUBOTHH ChIBpIKAHNE
Enununu aktuBHOCT Ha kg
I'BJIHOLIEHHA XpaHa 3a
KUBOTHH
Enzumun
E 1634 | Enno-1,3(4)- |IIpemapar ot enmgo- |Ilunera 3a - 25 AGL - 1. B yxkazanusara 3a|bescpouno
Oera- 1,3(4)-6era- yrosiBaHe yroTpeda Ha jo0aBKara U
[NIIOKaHa3a | [JI0KaHas3a, MOoJy4YeH IpeMHKca, Ja ce IMOCOoYd
EC3.2.16 |or Aspergillus niger TeMIeparypara Ha
(MUCL  39199) ¢ ChbXpaHEGHHE, TPAHHOCT |
MUHHMAaJTHA YCTOWYMBOCT npu
AKTUBHOCT Ha: rpaHylIipaHe.

Tevpaa popma:
1500 AGL (Y)/g

Teuna gpopma:
200 AGL/mlI

2. IlpenopbuBaHu 103U Ha
kg mbiHOLIGHHA XpaHa 3a
KMBOTHHU:

25-100 AGL.

3. 3a wu3mom3BaHe TpHU
KOMOMHHMpAHU XpaHU 3a
JKUBOTHH, OoraTtu Ha

HECKOPOSITHU
noju3axapuad  (mpeaguMHO
OeTa-TIIIOKaHM), HarpuMmep
c moseue ot 50 % eyemuk.

1
(") 1 AGL e KONHMYeCTBOTO €H3UM, KOETO OCBOOOKIaBa 5,55 MHMKpPOMOJa PeAyLMpaHd 3axapd (MaJTO3€H €KBUBAJIEHT)

temmneparypa 30 °C.

oT Oera-TiroOKaHa Ha edemmka 3a | mmuyTta mpu pH 4,6 u
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1IPHJIOKEHUE 11

EO Ne Hlo6aBka | Xumunuecka ¢popmyna, | Bugwumum | Makcuman | Munumanio | Makcumans | [Jpyru u3uckBanust | Kpaeu cpok Ha
HaMMEHOBAHHE Kareropus | Ha Bb3PacT | ChIbPIKAHHE 0 PaspeIICHACTO
KHUBOTHHU ChABPIKAHUE
Enununm aktuBHOCT Ha kg
IIBJTHOIICHHA XPaHa 3a
KHUBOTHH
Enzumu
54 Enpno- [Tpemapat ot eHio- Koxomku - Enmo-1,3(4)- - 1. B ykazanusta 3a|29.9.2009r.
1,3(4)-6erta- | 1,3(4)-0era- HOCAYKH Oera- yrnotpeba Ha
INII0KaHa3a | MJIF0KaHa3a, MoJy4YeH TIIIOKaHa3a: nobaBKaTa u
EC3.2.1.6 |or Aspergillus 500U npeMuKca, Ja  ce
aculeatus (CBS I0COYH
Enno-1,4- |589.94), enno-1,4- Enno-1,4- - TeMIlepaTypara Ha
Ocra- OcTa-riIroKaHasa, Ocra- ChbXpaHCHHE,
IIFOKaHa3a | MOJTYYEH OT TIIIOKaHa3a: TpaHOCT "
EC 3.2.1.4 |Trichoderma 6 000 U YCTOWYHUBOCT npu
longibrachiatum rpaHyJupaHe
Anda- (CBS 592.94), anda- ancga-
amuiIasa amuIIasa, MoJIy4eH OT ammIasa: - 2. [IpenopbuBanu
EC 3.2.1.1 |Bacillus 20U 03U Ha kg
amyloliquefaciens BJHOIICHHA XpaHa 3a
Enno-1,4- | (DSM 9553) u enpo- enno-1,4- - >)KUBOTHU.:
Oera- 1,4-0eTa-kcuaaHasa, Oera-
KCHJIaHa3a |IOJYy4YeH OT KCHJIaHAa3a: enno-1,3(4)- 6era-
EC 3.2.1.8 |Trichoderma viride 10 500 U rmokanasa: 500-1
(NIBH FERM BP 500 U
4842) c MUHMMaITHA
aKTUBHOCT HA: enno-1,4- Gera-
rimokanasa: 6 000-18
Enmo-1,3(4)-6era- 000 U
rmrokanasza: 10 000 U
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/g

Enno-1,4-6era-
rirokanaza: 120 000

U (/g

Aén(ba-aMI/masa: 400 U
)/g

Enno-1,4-6era-
kcuianasza: 210 000 U
(g

anda-amumnaza: 20-60
U

enno-1,4-6era-
kcminanasa: 10 500-31
500 U

3. 3a u3noJI3BaHe Mpu
KOMOWHUpPAaHU XpaHU
3a JKMBOTHHU, Ooraru
Ha HECKOPOSIIHU
HOJIN3aXapyu U
(mpeaumMHO Oera-
TJIIOKaHU u
apaOWHOKCHUIIAHH),
HarpuMmep ¢ IoBeue
ot 30 % mmennna

60

Enno-1,4-
Oera-

KCHJIaHa3a
EC3.2.18

Enno-
1,3(4)-6eta-
rIIFOKaHa3a
EC3.2.1.6

[Ipenapar ot enpo-
1,4-0eTa-kcuaaHasa,
IMMOJIYYCH OT
Trichoderma
longibrachiatum
(ATCC 2105), enno-
1,3(4)-6eta-
TJIFOKaHa3a, IIOJIYUCH
ot Trichoderma
longibrachiatum
(ATCC 2106) ¢
MHUHHUMAJIHA
AKTHUBHOCT Ha:

Teuna dopma:
Euno-1,4-6era-

[yitku
yrosiBaHe

3a

FEuno-1,4-
Oera-

KCHJIaHa3a:
1250 U

eno-1,3(4)-
Oera-

IIIIOKAHa3a:
12U

1. B ykazanusara 3a
ynotpeba Ha
nobaBKaTa u

npeMuKca, Ja  ce
OCOYHU
TeMmreparypata  Ha

CbXpaHEHHUE,
TParHOCT U
YCTOWYHUBOCT npu
I'PaHYJIUpPAHE

2. [IpenoppuBanu
031 Ha kg

BJIHOIICHHA XpaHa 3a
YKUBOTHHU:

29.9.2009 r.
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kcuiaanasza: 5 000 U
C)/ml

Enmo-1,3(4)-6era-
rimrokanaza: 50

(*)/m

U

enno-1,4-6era-
kcwiranasza: 1 250-2
500 U

enmo-1,3(4)-6era-
rirokanasa: 12-25 U

3. 3a u3noJI3BaHe Mpu
KOMOWHUpPAaHU XpaHU
3a >KMBOTHHU, OOraTu
Ha HECKOPOSIIHU
MOJIN3axapuIu
(mpeaumMHO Oera-
TIIIOKaHU u
apaOWHOKCHUIIAHH),
HampuMep ¢ TOBeYe
ot 20 % euemux u 40
% MIIeHnIa

62

Euno-1,4-
Oera-

KCUJIaHa3a
EC3.2.18

[Ipemapar ot eHuoO-

1,4-0era-xkcunaHasa,
MOJTyYeH

oT

Aspergillus niger

(CBS  109.713)
MHWHHUMAJIHA
AKTUBHOCT Ha.

Teupaa popma:
5600 TXU (/g

Teuna ¢opma:
5600 TXU/mI

C

ITunera
YTOsIBaHE

3a

200 TXU

I. B ykasanwmsATa 3a
ynotpeba Ha
no0aBkaTa u

IpeMHMKca, Ja  ce
MIOCOYH
Temreparypata  Ha

ChXpaHEeHHUE,
TPaHOCT u
YCTOMYHBOCT npu
rpaHyJupaHe

2. [IpenopbuBanu
i (03 Ha kg

IBJTHOIICHHA XpaHa 3a
JKUBOTHHU 400-800

29.9.2009 r.
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TXU

3. 3a u3nois3BaHe npu
KOMOMHHMpAHU XpaHU
3a JKMBOTHH, Ooratu
Ha HECKOPOSUTHH
MOJIN3aXapUIU
(mpexumMHO Oera-
TITIOKaHU u
apaOUHOKCHIIAHH),
HalpuMep ¢ TIOBEYe
ot 40 % nmrennma

(1) 1 U e xommmaecTBOTO €H3UM, KoeTo ocBoboxkaasa 0,0056 MukpoMona penyupaHu 3axapy (TIIOKO3CH KBUBAJICHT) OT OeTa-TII0OKaHa Ha edeMuKa 3a | muHyTa nipu pH
7,5 n remneparypa 30 °C.

(2) 1 U e xonmugecTBOTO €H3UM, KoeTo ocBobokaaBa 0,0056 MUKpoMOIa peaylupany 3axapu (TJTIOKO3eH eKBUBAJICHT) OT KapOOKCHMETIIIIeyno3a 3a | muHyTa mpu pH
4,8 u remnepatypa 50 °C.

(3) 1 U e KonM4ecTBOTO €H3UM, KOETO XUAPOIU3Upa 1 MUKPOMOJI IIIOKO3UIHH BPB3KU Ha MOJIMMEP Ha CKOpOsia ¢ OMpeKeHa CTPYKTypa, BOJOHEPa3TBOPUM, 3a 1 MUHYTa
mpu pH 7,5 u Temnepatypa 37 °C.

(4) 1 U e xoauuecTBOTO €H3UM, K0eTo 0cBoOokaaBa 0,0067 MHUKpOMOIIa peaylupanu 3axapu (KCHJIO3CH EKBHBAJICHT) OT KCHJIaHA Ha [bpBECHHATA OT Ope3a 3a 1 MuHyTa
mpu pH 5,3 u Temniepatypa 50 °C.

(5) 1 U e ko1u4ecTBOTO CH3UM, KOSTO OCBOOOXKIaBa | MUKPOMOJT PeayIIUpaHu 3axapu (KCHIIO3¢H EKBUBAJICHT) OT KCHJIaHA HA OBECEHa mimesiTa 3a 1 munyta mpu pH 5,3 u
temneparypa 50 °C.

(6) 1 U e xonn4ecTBOTO €H3UM, KOETO 0CBOOOX/1aBa 1 MHUKpOMOJI peaynnpaHu 3axapH (TJIIOKO3eH €KBHBAJICHT) OT OeTa-TiIfoKaHa Ha edeMuka 3a | muHyTa ipu pH 5,0 u
temreparypa 30 °C.

(7) 1 TXU e xonu4ecTBOTO €H3MM, KOETO 0CBOOOK/1aBa 5 MUKPOMOJIa peAyLMpaHH 3axapH (KCHJI03eH €KBUBAJICHT) OT apaOMHOKCWIAHA Ha MIIEHUIATa 3a | MuHyTa mpu
pH 3,5 u remneparypa 55 °C.
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