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32006R0252

L 44/3

OQULMATIEH BECTHUK HA EBPOIIEVICKVS CBIO3 15.2.2006

PEITIAMEHT (EO) Ne 252/2006 HA KOMUCUATA
or 14 ¢espyapu 2006 ropuna

OTHOCHO 0e3CPOYHOTO pa3pelliaBaHe ynoTpedaTa Ha HAKOM TOGABKM B XPAHMTE 33 KMBOTHU M BPEMEHHOTO
paspeLuaBaHe Ha HOB BUJ ynoTpe0a Ha 10GaBKY, YMATO yHOTpPeDa B XpaHuUTe 32 KMBOTHU Beye e pa3pelieHa

(TekcT oT 3Hauenue 3a EUII)

KOMMCHSITA HA EBPOITECKUTE OBLIHOCTH,

KaTo B3¢ IpenBua HOFOBOpa 3a Cb3JaBaHE Ha EBpOHeﬁCKaTa 06HIHOCT,

Kkaro B3e mpensun Hupektusa 70/524/ENO Ha CobBera or 23 HoeM-
Bpu 1970 1. OTHOCHO [OGaBKMTE B XpaHMTe 3a XMBOTHH (1), U
To-CrienuaHo uneH 3, wien 91, naparpad 1 u unen 9xm, maparpad 1
OT Hesl,

kato B3¢ mpemsui Permament (EO) Ne 1831/2003 na Espormeitckust
naprament u Ha CbBera ot 22 cemrempy 2003 1. 3a gobaBkure 3a
UBIIONI3BaHE B XPaHEHETO Ha XXMBOTHY (2), M MO-CIELMAIIHO ujleH 25 oT
Hero,

KaTo MMa Mpeasun, ve:

(1)

Pernament (EO) Ne 1831/2003 npensuzkia 1a Gbar u3maBaHu
paspelnTenHy 3a NOOABKKTE 32 M3IMON3BAHE B XPAHEHETO Ha
KMBOTHM.

Ynen 25 or Permament (EO) Ne 1831/2003 mpenpikia mpe-
XOJIHM MEpKM 3a 3asBIEHNMSITA 3a paspellaBaHe yrmoTpebara Ha
XPaHUTENHN T00aBKM, KOUTO €4 MOIaIeHN ChIIacHO [Impek-
tiBa 70/524/EVIO npenu narata Ha BuM3aHe B CUia Ha Perra-
menT (EO) Ne 1831/2003.

3asBrieHMsATa 32 paspelaBaHe ymorpebata Ha I0OABKMUTE,
n30pOeHN B NPWIOKEHNMSITA KbM HACTOSLIMS PEIIAMEHT, Ca
O MoIIaeHy TPelIy [IaTaTa Ha BIM3aHe B cyla Ha PerameHT
(EO) Ne 1831/2003.

[IbpBOHAYATIHMTE CTAHOBUIIA 110 TE3V 3asIBIICHMS], IIPEIBUICHN
10 cusaTa Ha wieH 4, naparpad 4 or Iupexrusa 70/524/ENO,
6s1xa u3npareny B Komucisita peny gaTata Ha BIIM3aHe B CHIIa
Ha Permament (EO) Ne 1831/2003. Tlopamu ToBa Te3u 3asisiie-
HUsL CIIefBa [a NMPONBIIXKAT [a ObIAT TPETUPAHM CBIIACHO
wien 4 or Hupekrusa 70/524/ENO.

YnorpeGara Ha MMKpOOpraHmuHms mpemapar Enterococcus
faecium NCIMB 10415 Ge paspelueHa BpeMeHHO 3a IIbPBY ITbT
3a manku npacenua ¢ Permament (EO) Ne 866/1999 Ha

OBL 270,14.12.1970 ., ctp. 1. [ImpexTnBa, nocnegHo usMeHexa c Per-
nament (EO) Ne 1800/2004 na Komucnsra (OB L 317, 16.10.2004 r.,
crp. 37).

OB L 268,18.10.2003 r., ctp. 29. Pernamenr, nsmeHe ¢ Pernament (EO)
Ne 378/2005 na Komucnsra (OB L 59, 5.3.2005 r., crp. 8).

Komucnsra (3). B monmkpema Ha 3asBreHMe 3a pa3pellaBaHe
ynorpebata 6e3 OrpaHMYeHMe BbB BPEMETO Ha TO3M
MMKPOOPraHNU€eH Tpenapar Oe mpeaocTaBeHa HOBa MHPOpMa-
1st. OLieHKaTa OKa3Ba, ue Ca CIa3eHN M3MCKBAHISTA, YCTaHO-
BeHN B wiieH 3a ot Iupektusa 70/524/ENO 3a usnasaxeto Ha
TaKOBa paspelleHye. YnorpeOara Ha TO3M MUKPOOPIaHMHUeH
Tperiapar, CrenuGuIIpan B MpusloxeHue I, crelsa CboTBETHO
fa OblIe BpEMEHHO paspeliieHa Oe3 OrpaHIUEHME BbB BPEMETO.

Ynotpebara Ha €H3UMHMS Tpernapar 3-Qurasa, MojydeH OT
Trichoderma reesi (CBS 528.94) Ge paspelieHa BpeMeHHO 3a
mbpBM IBT 3a NuileTa 3a yrosisaHe ¢ Permament (EO)
Ne 418/2001 na Komnmcnsra (4). B momkpena Ha 3asiBneHue 3a
paspeliaBaHe Ha ynotpe0aTa Ha TO3M €H3MMEH Iperapar Oe3
OrpaHiyeHye BbB BPeMETO O¢ IPerocTaBeHa HOBa MHPOPMALINSL.
OleHKaTa [I0Ka3Ba, Ue Ca Cra3eHy M3UCKBAHNUATA, YCTAaHOBEHN
B uieH 3a or [upekrtusa 70/524[EMO 3a m3maBaHero Ha
TAaKOBA Pa3pelINTeNTHO. YIIoTpeOaTa Ha TO3M €H3MMEH Iperapar,
creumduumpan B mpustoxenue II, cremsa cboTBeTHO 1a Obe
paspeitieHa 6e3 OrpaHNUEHNE BbB BPEMETO.

Ynorpe6ata Ha eH3MMHMS Iperapat 3-QuTasa, MOIYUEH OT
Trichoderma reesi (CBS 528.94) 6e paspeleHa BpeMeHHO 3a
I'bPBY ITBT 3a CBMHE MAiIKM M 3a IyVIKM 3a yrosisaHe ¢ Persa-
menT (EO) Ne 358/2005 Ha Komucusra (5). Tst O paspeleHa
0e3 orpaHiUeHMe BbB BPEMETO 3a CBIHE 32 YTOSIBAHE 1 32 MAIKM
npacerna ¢ Permament (EO) Ne 943/2005 na Komucusra (9).
B nonkpena Ha 3asiBIeHMe 32 pa3iinpsiBaHe 00XBata Ha paspe-
LIEHNMETO 3a ymorpebara Ha TO3M €H3UMEH Mpemapar 1 3a
KOKOLIKM HOCauKy O¢ IpenocTaBeHa HoBa nHpopMauys. Espo-
TeVICKMST OpraH 1o be3onacHoct Ha xpanute (EFSA) mame cra-
HOBUIIE 3a yMOTpeOaTa HA TO3M IPENApaT, KaTo HETOBOTO
3aKJIIOUEHMeE €, Ue TOI1 He IPEICTaBIsiBa 3aIllaxa 3a T3y [OMbII-
HUTEITHA KaTeropysra KusoTHM. OleHKAaTa T0Ka3Ba, ue ca Ca-
3¢HJ VM3UCKBAHMATA, YCTAHOBEHM B wieH 9, maparpad 1 ot
Hupekrusa 70/524EVO 3a u3maBaHeTo Ha TAKOBA Pa3pelin-
TEJIHO 3a TO3U BUI YHOTpeOa. YnoTpeOata Ha TO3M eH3MMEH
npenapar, ceuyduuypan B nputoxenue I1I, crensa choTBETHO
[1a Obie pa3pellieHa BPEMEHHO 33 CPOK OT YETHPI TOIMHIL.

OB L 108, 27.4.1999 r,, c1p. 21.
OB L 62, 2.3.2001 r., cTp. 3.
OB L 57,3.3.2005 r., ctp. 3.
OB L 159, 22.6.2005 r., ctp. 6.
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(8)  YmorpeGara Ha eH3UMHMA mpemapar eHmo-1,3(4)-6era-
miykaHasa, nonyded or Trichoderma  longibrachiatum
(ATCC 2106) u enno-1,4-Ocra-KCcniaHasa, MONYYEH OT
Trichoderma longibrachiatum (ATCC 2105), 6e paspeitena 6e3
OrpaHMYeHMe BbB BPEMETO 3a CBIHE 3a yrosBaHe ¢ PernameHt
(EO) Ne 833/2005 na Komucusra (*). B mopkpera Ha 3asiBiie-
HIe 32 paslypsiBaHe 00XBaTa Ha paspellieHNeTo 3a ynotpebara
Ha TO3M CH3VMMEH Iperapar I 3a MaJKM mpaceHua Ge mpemoc-
TaBeHa HOBa MH(opMaLmst. EBporeiickust opran mo Gesomac-
Hoct Ha xpaunute (EFSA) mame cranoBuie 3a ymotpeOara Ha
TO3M IIpelapaT, KaTo HErOBOTO 3aKIIIOYeHNe e, Ye TOM He Ipell-
CTap/fBa 3alJlaxa 3a Tasy JIONBJIHUTENIHA KaTeropusara
KkyBoTHN. OLIEHKATa [0KA3Ba, Ye Ca CIIa3eHN V3MUCKBAHMATA,
ycraHoBeHu B wieH 91, maparpa¢p 1 or [lupexrusa
70/524[EMO 3a u3maBaHeTO HA PA3PELIMTEIIHO 3a TO3M BUI
npuwioxXeHne. Ymorpebara Ha TO3M EH3UMEH IIpErapar,
cretmuuypan B npunoxenne 11, creBa cboTBeTHO A Gbie
paspellieHa BpEMEHHO 3a CPOK OT YeTUPY TONMHMU.

(9)  Ymotpebata Ha eH3MMHMSI mpenapaT eHpo-1,3(4)-6era-
1IykaHaza, nonyuen ot Aspergillus aculeatus (CBS 589.94)q
enno-1,4-6era-  miykanasa, mnomyuen ot  Trichoderma
longibrachiatum (CBS 592.94), anda-amunaza, moaydeH OT
Gammyc  ammnonuksedammenc  (DSM 9553),  Ha
Gaumnonusuy, noydeH or  Bacillus  amyloliquefaciens
(DSM 9554), u enno-1,4-0eta-KcuiaHasa, MOMYYEH OT
Trichoderma viride (NIBH FERM BP 4842), 6¢ BpeMeHHO pas-
pelleHa 3a IMHPBM ITBT 3a Manky mpaceHia ¢ Permament (EO)
Ne 2437/2000 na Komucusira (2). Ts Ge pasperena Oe3 orpa-
HUYEHME BbB BPEMETO 3a IyleTa 3a yrosisate ¢ Pernament (EO)
Ne 358/2005. B monkpena Ha 3asiBleHue 3a paslUMpsiBaHe
o6xBaTa Ha paspelicHNETO 3a ymoTpeOaTa Ha TO3M €H3UMEH
npenapat M 3a Myiiku 3a yrossake O MpeIOCTaBeHa HOBA
urpopMauyst. EBporeiickuaT oprad mo Ge30macHOCT Ha Xpa-
uute (EFSA) mame craHoBuie 3a ynoTpeOaTa Ha TO3M mpera-
par, Kato HEroBOTO 3aKJIIOYEHNE €, Ye TOIl He IPeICTaBIsiBa
3aIJ1aXa 3a Ta3y [OIBIIHUTEIIHA KaTeropusTa KMBOTHU. OLeH-
KaTa TOKa3Ba, 4Ye Ca CIIa3eHM M3MCKBAHMSATA, YCTAHOBEHU B
wien 9n, naparpad 1 or [Oupexrusa 70/524/ENO 3a u3masa-
HETO Ha Pa3peLINTEIHO 3a TO3M BUII yroTpe6a OT TO3M Mpera-
par. YrorpeGara Ha TO3M €H3UMEH MPEIapar, Crelnduumupan B
npunoxenue I1I, cremBa cpoTBeTHO f1a Oblle paspeleHa Bpe-
MEHHO 33 CPOK OT YETHPI TOIMHI.

(10) Ouenkara Ha Te3y 3asBIIEHMS [IOKa3Ba, Ue € HEOOXOMMMO [1a
ObIAT MpEIBUIEHN ONPENeNeHN IPOLEYPH, 3a 1 € 3aLUUTST
paGOTHMIIMTE OT M3TTaTaHe Ha BPEIHOTO BH3IEHCTBIE Ha 00aB-

KUTE, MI0COUeHU B NpUioKeHnsra. Te3u Mepku 3a 3almra
crensa ga ObIAT OCUIYpeHNM C NpWIIaraHeTo Ha [Impekrtisa
89/391/EMO na Cssera or 12 rorn 1989 r. 3a BbBeKIaHETO
Ha MEPKY 33 HACbpYaBaHe MOT0GpsBAHETO Ha GE30I1aCHOCTTA 1
3IpaBeTo Ha PabOTHMLKTE HA PAGOTHOTO MM MsICTO (3).

(11) IlpemBumeHMTe MO CHJIATA HA HACTOSIINS PEITTAMEHT MEPKM ca
ch0Opa3eHN CbC CTAHOBMINETO HA [TOCTOSHHMSI KOMMUTET IIO
XpaHWUTENIHATa BEPUTa ¥ 3APaBeTO Ha XKMBOTHUTE,

[TIPUE HACTOALUWA PETTIAMEHT:

Ynen 1

Pazpermasa ce ynorpebara kato 06aBKa Ipy XPaHEHETO Ha XKUBOTHM
Ha Mnpernapatute oT rpymnara ,Mukpoopranusamm®, Taka KakTo Te ca
crenmuimMpany B npuroxeHue I, 6e3 orpaHuUeH e BbB BPEMETO U IIPH
YCIIOBUATA, OTpEAeNeHy B Toba MPUIOXKEHNE.

UYnen 2

Pazpermasa ce ynorpebara kato g06aBKa Ipy XpaHEHETO Ha XKUBOTHM
Ha Tnpemapature OT rpymara ,EHsmMu®, Taka Kakto Te ca
cieumuimpany B npunoxenue II, Ge3 orpaHyuyeHne BbB BPEMETO U
TIPY YCTIOBUATA, ONPENENeHN B TOBa NPUIIOKEHNE.

Ynen 3

Pazpermasa ce ynorpebara kato 06aBKa Ipy XPaHEHETO Ha XKUBOTHM
Ha Ipemapatute OT rpymata ,Ensumu®, Taka Kakto Te ca
creumuimpany B mpurioxenye 11, 3a cpoK OT YeTHpPHU TOINHM U IIPH
YCIIOBMATA, ONpeNeNieH) B TOBA IIPUIIOXKEHME.

UYnen 4

Hacrosuyar pernaMeHT BIM3a B Cijla HA MBAfeceTus IeH CIiell
nybrukysareto My B Oduyuanen eecmuur na Eeponeiicrus ceios.

Hacrosumsr permaMeHT € 3aJIb/IKUTEIIEH B CBOATA ISJIOCT M C€ Ipuiiara IMpsAKO BBB BCUUKU

ObpKaBM-UIIEHKN.

CnbcraBeHo B bpiokcen Ha 14 gespyapu 2006 roguua.

() OBL 138, 1.6.2005 r., crp. 5. Pernament, uamenen ¢ Permament (EO)
Ne 1812/2005 (OB L 291, 5.11.2005 r., crp. 18).
(}) OBL 280, 4.11.2000 r., ctp. 28.

3a Komucuama
Markos KYPRIANOU

UYnen Ha Komucuama

(®) OBL183,29.6.1989r., ctp. 1. [Inpextusa, usmeHeHa c Pernament (EO)
Ne 1882/2003 Ha Esponeiickust napnament u Ha Cobera (OB L 284,
31.10.2003 r., c1p. 1).
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