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32005R1811

5.11.2005 OOULIMAJIEH BECTHMK HA EBPOIIEVICKIS ChIO3 L 291/12

PE[TIAMEHT (EO) Ne 1811/2005 HA KOMUCHATA
or 4 noemspu 2005 rognHa

OTHOCHO BPeMEHHOTO M (e3CpouHO paspeliaBaHe ymoTpeGaTa Ha HAKOM JO0ABKM B XpaHMTE 33 KMBOTHU U
BPEMEHHOTO pa3peliaBaHe Ha HOB BUM, ynorpeGa Ha 700aBKa, unsTO ynorpeba B XpaHuTe 3a KMUBOTHU Beve €

paspeieHa

(Tekct ot 3HaueHue 3a EMII)

KOMUCUSITA HA EBPOTIEVICKUTE OBIIIHOCTH,
Kato B3e pemBu [Joropopa 3a ch3maBane Ha EBporerickara obuHoCT,

xaro B3e npensun Hupekrusa 70/524/EMO na CobBera or 23 Hoem-
Bpu 1970 r. OTHOCHO HOOaBKMTE B XpaHuTe 3a XMBOTHH (1), U
no-Crienaiizo wiet 3, wier 9r, maparpad 1 u wien 9x, naparpad 1
OT Hed,

xaro B3e mpemsun Permament (EO) Ne 1831/2003 wna Esponeiickus
napiameHT i Ha Cbeera ot 22 cenrrempu 2003 1. 3a mobaskute 3a
U3IMOM3BaHe B XPAHEHETO Ha XKMBOTHU (), M MO-CMELMAITHO UrleH 25 oT
Hero,

KaTo MMa IpenBun, 4e:

(1) Pernament (EO) Ne 1831/2003 npemmsikiia na ObIat U3naBasmu
paspelmTesIHy 32 T00aBKUTE 32 M3IMOJI3BAHE B XPAHEHETO Ha
>KMBOTHIL.

(2)  Unen 25 or Permament (EO) Ne 1831/2003 npemsuxna mpe-
XOJIHI MEpKII 3 3asBJICHNSTA 3a pa3peluaBae ynorpebara Ha
XPaHUTENHN J00ABKM, KOUTO Ca NOJANeHN ChITIACHO [{yupek-
tuBa 70/524/EVO npemy natata Ha Bnu3aHe B cuia Ha Perrma-
menT (EO) Ne 1831/2003.

(3)  3asmrenmsra 3a paspemaBaHe ymotpebata Ha HOOaBKMUTe,
u3Gpoenn B [IpusioxKeHusita KbM Hacrosiuys Pernamenr, ca
Oy MIOMIAMIeH ! TIPeMIM IaTaTa Ha BIM3aHe B cuila Ha PeraMeHT
(EO) Ne 1831/2003.

(4)  IbpBOHAYANHMTE CTAHOBMILA T10 TE3M 3asIBIICHNS, IPCIBUICHN
110 cuy1aTa Ha wieH 4, naparpad 4 or [upexrusa 70/524/ENO,
0sixa m3npatery B KomycusiTa mpefi 1atata Ha BM3aHe B Cuiia
Ha Pernament (EO) Ne 1831/2003. [opasu ToBa Te3u 3asisie-
HISL CJIe[BA [ MPOIBIIKAT [a ObIAT TPETMPAHM CHIIACHO
wrieH 4 ot [dupexrusa 70/524/ENO.

(5)  Ynotpebara Ha eH3uMHMS [pemapar eHHo-1,3(4)-Oera-
IMTI0KaHa3a, noiyueH ot Aspergillus aculeatus (CBS 589.94) 6e
paspeliicHa BPEMEHHO 3a IThPBY ITbT 34 MAJIKU MpaceHIa ¢ Per-
nameHT (EO) Ne 1436/98 na Komucnsra (3). B momkpena Ha
3asBIIeHNE 33 paspelllaBaHe Ha ymorpebata Ha TO3M €H3UMEH
npenapar 6e3 orpaHuUeHue BbB BpeMeTo O¢ IpelocTaBeHa HOBa
nHdopmarys. OLeHKATa OKA3Ba, Ue Ca CIa3eHN M3MCKBAHSTA,
ycraHoBeHH B wiieH 3a ot [Iupexrysa 70/524/EVIO 3a u3nasa-
HETO Ha TAKOBA Pa3pelInTeNiHO. YIoTpebaTa Ha TO3M eH3UMEH

() OBL270,14.12.1970 ., ctp. 1. [ImpekTyBa, NOCIEIHO M3MeHeHa ¢ Per-
nament (EO) Ne 1800/2004 Ha Komueusira (OBL 317 or 16.10.2004 1.,
crp. 37).

(?) OBL268,18.10.2003 r., ctp. 29. Pernmamenr, uameHeH ¢ Pernament (EO)
Ne 378/2005 na Komucusra (OB L 59, 5.3.2005 r., crp. 8).

(® OBL191,7.7.1998 1., ctp. 15.
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Tperapar, CreunguImMpan B IpuoxeHue I, ciefsa CbOTBETHO
na Gbre paspereH 6e3 OrpaHNUEHNe BbB BPEMETO.

Yrotpebata Ha eH3MMHMS mpemapar eHmo-1,3(4)-6era-
itokaHasa nojyueH ot Trichoderma longibrachiatum (ATCC
2106) Ge paspeleHa BpeMEHHO 3a IbpBY ITBT 3 MMJIETA 3a
yrosiBare ¢ Perrament Ha Komncusira (EO) Ne 1411/1999 (4).
B monkpena Ha 3asiBlieHMe 3a pa3peluaBaHe Ha yrotpebata Ha
TO3 eH3MMeH Tpenapar Ge3 orpaHuUeHNe BbB BpeMeTo Oe mpe-
mocraBeHa HoBa MHQGopMaums. OleHKaTa 0Ka3Ba, Ye Ca CIla-
3¢HV M3UCKBAHMATA, YCTAHOBEHM B WieH 3a oT [mpekTysa
70/524/EMO 3a u3maBaHeTo Ha TAKOBA Pa3peLINTENHO. YTIOT-
pebaTa Ha TO3M CH3MMEH IPENApaT, CHELMPUIIPaH B IIPUITO-
KeHue 1, crienBa cboTBeTHO fa Obie paspelueHa 6e3 orpannde-
HUE BbB BPEMETO.

Yrnorpe6ata Ha eH3MMHIS TPErapaT eHmo- 1,4-0eTa-ImoKaHasa,
enno-1,3(4)-6eta-rmokanasa  u  eHmo-1,4-6era-kcunanasa
nonyuen ot Trichoderma longibrachiatum (ATCC 74 252) 6e
paspelleHa BpeMeHHO 3a Myiiky 3a yrosisade ¢ Pernament (EO)
Ne 937/2001 Ha Komyicnsra (°) u 32 KOKOLIKM HOCAuKM ¢ Per-
namenT (EO) Ne 21882002 Ha Komucusra (6), u 6e3 orparm-
YeHMe BbB BPEMETO 3a IIUIETA 3a yrosBaHe ¢ PernaMeHT Ha
Komucusira (EO) Ne 1259/2004 (7) u 3a myiiku 3a yrosiBase ¢
Pernament Ha Komucusra (EO) Ne 1206/2005 (8). B monkpena
Ha 3asIBJICHME 3a pasiypsiBaHe 00XBaTa Ha Pa3pelIeHMETO 3a
ynorpebaTa Ha TO3M eH3MMEH Ipenapar 1 3a matuuu Oe mpe-
[ocTaBeHa Hosa yMH(popMaisi. EBpomeiickusar opran mo Ges-
omacHoct Ha xpanute (EFSA) mame craHoBuiue 3a ynorpebara
Ha TO3M IIPENapat, KaTo HEroBOTO 3aKJIIOYEHME €, Ye TOI He
TMpeACTaBIIsABa 3aliaXa 3a Ta3u HOIBIIHMTENTHA KaTeropusra
skuBoTHM. OlEHKATa IOKa3Ba, Ye Ca CMa3eHM M3MUCKBAHUATA,
ycraHoBeHu B unmeH 9m, maparpagp 1 or [mpekTysa
70/524[EMO 3a m3maBaHeToO Ha PA3PELIMTEIIHO 3a TO3M BUI
npuioxeHue. Ynotpebata Ha TO3M €H3MMEH IIperapar,
cetduuypan B npunoxenue II, cemsa choTBeTHO Ha Obie
pa3spelleHa 3a CPOK OT YeTHPM TONVHIL

ITpencraBera 6e MHOpPMALILS B IOIKpEIa Ha 3asiBIICHYC 32 Pa3-
pelaBase yrorpe6ara Ha eH3UMHIS Tperiapar exuo-1,4-6era-
KcuntaHasa noiyueH or Trichoderma reesei (CBS 529.94) u
eHno-1,3(4)-6era-rmrokanaza momyueH ot Trichoderma reesei
(CBS 526.94) 3a nuieta 3a yrosisaHe U 3a ITyiKY 3a yTOSIBAHE.
EBponeiicknsr opras o GesomacHoct Ha xparute (EFSA) mame

OB 164, 30.6.1999 1., ctp. 56.

OB 130, 12.5.2001 r., cTp. 25.
OB 333,10.12.2002 r., ctp. 5.
OB 239, 9.7.2004 r., ctp. 8.

OB 197, 28.7.2005 1., cp. 12.
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CTaHOBMIIE 3a yroTpeGaTa Ha TO3M NPEIApaT, KaTo HErOBOTO
3aKITIOUEHME €, Ye TOI He IpEICTABIIsBA 3aMIaxa 33 MOTpebu-
TeJisl, TOJI3BATENIs], 33 KaTErOpUsATa XKMUBOTHY MIIM 3a OKOJIHATA
cpena. OleHKaTa 0Ka3Ba, Ye ca CIa3eHN M3UCKBAHUATA, YCTa-
HOBeHM B uneH 911, maparpad 1 or dupexrusa 70/524 EVO 3a
M3[[ABAHETO HA PA3PELMTEIIHO 33 TO3M BUJL YIoTpeba Ha TO31
nperapar. YrmorpebaTa Ha TO3M  CH3UMEH IIperapar,
cetmduimpan B npunoxenne II, cremBa chOTBeTHO fa Obie
paspeliieHa 33 CPOK OT UETUPH TOIMHIL.

Ynorpebata Ha MMKPOOpPraHMYHMS mperapat Saccharomyces
cerevisiae (NCYC Sc47), 6¢ paspeliieHa BpeMEHHO 3a I'bPBY ITBT
3a MieuHn Kkpasu c Permamenr Ha Komucusra (EO)
Ne 937/2001. B momkpena Ha 3asiBeHme 3a paspellaBaHe
ynorpe6ata Ha TO31 MUKPOOpraHIUeH npernapat 6e3 orpaHude-
HIe BBB BpeMeTo Oe TperocTaBeHa HOBa MHpopMamms. OleH-
KaTa [0Ka3Ba, Ye Ca ClIa3eHI M3UCKBAHNSATA, YCTAHOBEHM B UJIeH
3a or Iupexrusa 70/524/EVO 3a u3nasaHeTo Ha TaKOBA pas-
pemerne. Ynorpe6ata Ha TO3M MUKPOOPraHNMYEH Iperapar,
cetmduimpan B mpunoxenye 11l cremsa choTBeTHO M1a Obie
paspeitieHa 6e3 OrpaHNUeHIE BbB BPEMETO.

YnorpeGara Ha MMKpOOpPraHmMYHMs mpenapar Saccharomyces
cerevisiae (CBS 493.94), Ge pa3peliieHa BpeMEHHO 3a IIbPBHU ITHT
3a MieuHn Kkpasu c Permamenr Ha Kommcusara (EO)
No 937/2001. B momkpena Ha 3asiBeHue 3a paspelaBaHe
ynotpe6aTa Ha TO31 MIUKPOOpraHIYeH npernapat 6e3 orpaHmde-
HIe BB BpeMeTo Oe IpemocraBeHa HOBa nHpopMaryst. OueH-
KaTa TOKa3Ba, Ye Ca CIa3eHM M3UCKBAHIATA, YCTAHOBEHU C
wrier 3a ot [Iupextusa 70/524/EVO 3a n3nasaxeto Ha TakoBa
paspelueHye. Yorpebara Ha TO3M MUKPOOPIaHNYEH Iperapar,
cnetmduimpan B mpunoxenye 11l cemsa choTBeTHO M1a Obie
paspeitieHa 6e3 OrpaHNUEHIE BB BPEMETO.

OleHKaTa Ha Te3u 3asBIICHNS NIOKA3Bd, Y€ € HEOOXOMMMO Ma
O'bIat MpenBuIeHy ONpeleNieH I IPOLEIYpPH, 3a [1a Ce 3alUUTAT
paGoTHMIMTE OT W3NaraHe Ha BPEIHOTO BB3ACHCTBUE HA
[00aBKuUTE, IOCOYEH B IPUITOKeHsITa. Tean MepKit 3a 3aiuTa
crefBa Jia ObmaT OCUTYpeHM ¢ MpuiiaraHero Ha [{upektysa
89/391/EMO na CpBera or 12 romu 1989 rommua 3a

BbBEXIIAHETO Ha MEPKM 3a HAChPUaBaHe MOMOOPSBAHETO HA
0e30MacHOCTTA 1 3IpPaBeTo Ha PabOTHMUNTE Ha PaGOTHOTO UM
MsCTO (1).

(12) Ilpemupennte 1o cujaTa Ha HACTOSILUMS PerSIaMEHT MepKM ca
cb00paseHN CbC CTAHOBUIIETO Ha I[TOCTOSHHMS KOMMTET IO
XPaHUTEIHATA BEPUTa 1 3[PABETO Ha XKMBOTHUTE,

[MTPME HACTOSLLMA PETTIAMEHT:

Ynen 1

Pa3pernasa ce ynorpeOara Kato 106aBKa Ipy XpaHEHETO Ha XKUBOTHU
Ha IIpemapatute OT rpynata ,EH3uMu“, Taka KakTo Te ca
crieLQuUIpany B ipuioxerye [, 6e3 orpaHnueHine BbB BpeMeTO U IPH
YCIIOBHUSATA, ONpeNesIeHN B TOBA PUIIOKEHNE.

Ynen 2

Paspemasa ce ynorpebara Kato JoOaBKa IIPU XPAHEHETO Ha XKVUBOTHM
Ha IIpemapatute OT rpynara ,EHsumu®, Taka KakTo Te ca
creunuuupany B npuoxkenye I, 3a cpox OT yeTMPM TOOMHK U IIPH
YCIIOBYSATA, ONpEeNIeHN B TOBA IIPUIIOKEHME.

Ynen 3

Paspemasa ce ynorpebara kato 106aBKa Ipy XPaHEHETO Ha KUBOTHY
Ha Iperapatute OT rpynara ,Mukpoopranusmu®, Taka KakTo Te ca
cretmduimpann B npunoxenne 11, 6e3 orpaHnueHne BB BPEMETO
IIpU yCIIOBUATA, ONIPEHEIIEHN B TOBA IIPMUIIOKEHNE.

Ynen 4

Hacrosimsr permament Bimsa B cwia Ha 20-Ma HeH  cren
ny6rkyBaHeto My B Oduyuanes eecmuur Ha Eeponeiicrus ceto3.

Hacrostmst pernmaMeHT € 3agbIIKMTENEH B CBOSITA LAIIOCT M C€ IIpyilara IPsSKO BBB BCUYKM

Ibp2KaBU-YJICHKU.

Cpcraseno B bprokcen Ha 4 Hoemspy 2005 rogmua.

3a Komucuama
Markos KYPRIANOU

Ynen na Komucuama

(') OBL183,29.6.1989r., ctp. 1. [InpekTyBa, MOCIENHO M3MeHeHa ¢ Per-
nameHT (EO) Ne 1882/2003 Ha Esponerickust napnament u Ha CbBera
(OB L 284, 31.10.2003 r., ctp. 1).
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