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32005R0358
3.3.2005 OQUIIVATIEH BECTHUK HA EBPOITEVICKIS ChIO3 L57/3

PE[TTAMEHT (EO) Ne 358/2005 HA KOMUCHUATA
or 2 mMapt 2005 roguna

OTHOCHO pa3peleHNsATa 32 ynorpebara Ha HAKOU 100aBKu Oe3 orpaHMUeHIe BbB BPEMETO 1 Pa3pellieHNATa 3a
HOBM BUIOBe ynoTpeOa Ha m00aBKM, KOMTO ca Bede pa3peLieHM 3a ynoTpeba npy XxpaHeHeTo Ha XKUBOTHM

(TekcT oT 3Hauenue 3a EMII)

KOMMUCHATA HA EBPOTEVICKUTE OBLIHOCTH,

kato B3e mpemsui IloroBopa 3a Ch3uaBaHero Ha EBporeiickara
001HOCT,

xaro B3e npensun Hupekrusa 70/524/EMO na CobBera or 23 Hoem-
Bpu 1970 r. oTHOCHO 1OGABKMTE MPU XPAHEHETO Ha XKMBOTHM (1), 1
TO-CIeLMAITHO uiieH 3 u wiieH 9r, maparpad 1 u unen 9x, maparpad 1
OT Hed,

karo B3e mpemsun Permament (EO) Ne 1831/2003 na Esponeiickus
naprameHT u Ha CbBera ot 22 cenremspy 2003 r. OTHOCHO 100aBKM
3a M3MOJI3BaHE NPYM XPaHEHETO Ha KMBOTHMUTE (2), M MO-KOHKPETHO
yjieH 25 OT Hero,

KaTo MMa IpeaBum, 4e:

(1) Permament (EO) Ne 1831/2003 mpempukina M3IaBaHETO Ha
paspelLeHNs 3a XpaHUTENHM T00aBKM, KOUTO Ce M3ION3BAT IIPI
XpaHEeHeTO Ha KMBOTHU B EBpomeiickust Cbio3.

(2)  Unen 25 ot Pernament (EO) Ne 18312003 omnpenenst mpexon-
HUTE MEPKM 3a 3asIB/ICHNATA 32 M3[IaBaHe Ha Pa3peluTesTHy 3a
XpaHuTenHuTe 10OABKY 33 KMBOTHM, KOUTO CE TOMIABAT ChITla-
cHo [upexrusa 70/524/EMO npenn gatata Ha mpuiarase Ha
TO3U PeriiaMeHT.

(3)  3asBneHnmsATa 3a M3NaBaHE HA PA3PEIUMTENIHM 33 XPAHUTEITHUTE
[100aBKM, M30pOEHM B MPUIIOKEHISITA KbM HACTOSLIMS Periia-
MeHT OsiXa [ONaIeHN PefIH [1aTaTa Ha IpuItaraHe Ha Pernament
(EO) Ne 1831/2003.

(4)  IlbpeoHayanHMTE CTAHOBMIIA Ha IbPKABUTE-UIIEHKM 1O TE3M
3asiBrieHns OsiXa JafeHy CBINIACHO M3UCKBAHMSTA HA WCH 4,
naparpad 4 ot Iupextusa 70/524/EVO u 6s1xa u3npateHu Ha
Komucnsra npemy matata Ha mpurarane Ha Permament (EO)
Ne 1831/2003. Tlopamu ToBa Te3u 3asBICHMS CIIEMBA [1d IPO-
IIBIIKAT a OBIAT TPETMPAHNM B CHOTBETCTBME C WieH 4 OT
Hupekrusa 70/524/ENO.

(5)  Ymorpebara Ha eH3MMHMSI mpemapar anda-ammiaza u
eHno-1,3(4)-6era-rmrokanaza, monmyyasan ot Bacillus

() OBL270,14.12.1970 ., ctp. 1. [ImpekTyBa, NOCIEIHO M3MeHeHa ¢ Per-
nament (EO) Ne 1800/2004 na Komucnsira (OB L 317, 16.10.2004 .,
crp. 37).

(* OBL268,18.10.2003 r., ctp. 29.

amyloliquefaciens (DSM 955 3) 3a rbpBu BT O BpeMeHHO pas-
pelieHa 3a UIeTa, OTIVIEKMIAHN 3a YrosiBaHe, ¢ pernament (EO)
Ne 654200012 Komucnsra (3).

B monkpena Ha 3asBIIEHMETO 3a M3[IaBaHE Ha paspelleHMe 3a
yroTpeOata Ha TO3M €H3UMEH IperapaT Oe3 orpaHuUeHYE BbB
BpeMeTO 0s1Xa [PenoCcTaBeHy HOBU JAHHI.

Ha 15 centemspu 2004 r. EBponeiickusr opran 3a Gesomac-
Hoct Ha xpauute (EFSA) mame OnarockjIoHHO CTaHOBULE
OTHOCHO TOTeHIIMaJIa Ha MMKPOOPIaHM3Ma, KOJTO NMPOM3BeKIa
TO3M €H3JMEH IIperapat, ga OTHEIs TOKCHHIL

OueHKaTa OKA3Ba, Ye Ca CIA3eHM YCIIOBUSATA, YCTAHOBEHN C
urier 3a ot dupektusa 70/524/ENO 3a n3nasaHe Ha T0Ba pas-
pelieHye.

Yrorpebata Ha eH3MMHMA mpemapar eHno-1,3(4)-6era-
INII0KaHa3a, noryyasa ot Aspergillus aculeatus (CBS 589.94),
eHno-1,4-0era-rokanasa, monyyaBaH ot Trichoderma
longibrachiatum (CBS 592.94), anda-amurasa, nosyyasana ot
Bacillus - amyloliquefaciens (DSM  9553), Gauumnonusus,
nonyyasad ot Bacillus amyloliquefaciens (DSM 9554) u
eHno-1,4-0eta-kcnranasa, nonyuasana ot Trichoderma viride
(NIBH FERM BP 4842), Ge BpeMeHHO paspelieHa 3a MuJIeTa,
OTITIEKIIAHN 3 yrosiBae, ¢ Pernament (EO) Ne 2437/2000 Ha
Komucusra (#).

B nopkpera Ha 3asiBIIeHMETO 3a VM3IaBaHe Ha paspelieHMe 3a
yrorpe6aTa Ha TO3M €H3UMEH Ipernapar 6e3 OrpaHiIyYeHIe BbB
BpeMeTO 0s1xa [PeNoCTaBeHN HOBHU JAHHIL.

OueHkaTa MoKaspa, 4e Ca CMa3eHM YCIOBUATA, YCTAHOBEHN C
el 3a ot Hupektusa 70/524/EMO 3a usnasaHe Ha ToBa pas-
pemeHue.

Ynorpebata Ha eH3MMHMSL mpenapar eHmo-1,3(4)-Gera-
[JII0KaHa3a, noiyyasa ot Aspergillus aculeatus (CBS 589.94),
eHno-1,4-0era-rmokanasa, monmy4aBaH ot Trichoderma
longibrachiatum (CBS 592.94), anda-amuiiasa, nojyyasata ot
Bacillus amyloliquefaciens (DSM 9553), u enmo-1,4-6era-
KCMIaHasa, nonyyasana ot Trichoderma viride (NIBH FERM BP
4842) Ge BpeMeHHO paspelleHa 3a IJIET, OTINEKIAHM 3a
yrosisate, ¢ Permament (EO) Ne 2437/2000 na Komucnsira.

OB L 79, 30.3.2000 r., ctp. 26.
OB L 280, 4.112 000 r., ctp. 28.
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B nopkpena Ha 3asBIEHMETO 3a M3aBaHe Ha paspelleHye 3a
ynotpe6aTa Ha TO3M €H3UMEH Ipenapar 6e3 orpaHnYeHue BbB
BpeMeTO 0s1Xa MPeNoCTaBeHN HOBY JAHHM.

OuenkaTa 1oKassa, 4e Ca CIa3eHM yCIIOBMATA, YCTAHOBEHN C
wier 3a ot dupekrusa 70/524/ENO 3a n3naate Ha T0Ba pas-
peuienve.

Ynotpebata Ha eH3MMHMS [pemapar eHHo-1,3(4)-Gera-
[JIIOKaHa3a M eHno-1,4-6eta-KcuiaHasa, NOJy4aBaHyu  OT
Trichoderma longibrachiatum (CBS 357.94) 6e BpeMeHHO pa3-
pellieHa 3a ITbpBY ITBT 3 MUJIETA, OTINIEXIAHM 3 YTOSIBaHe, C
Pernament (EO) Ne 1436/98 nHa Komucusra (1).

B nopkpena Ha 3asBIEHMETO 3a M3aBaHe Ha paspelleHMe 3a
ynotpe6aTa Ha TO3M €H3UMEH IIpenapar 6e3 orpaHnyeHue BbB
BPEMETO 0s1Xa [PEIOCTABEHN HOBH JAHHM.

OuenkaTa 1oKassa, 4e Ca CIa3eHM yCJIOBMATA, YCTAHOBEHN C
wier 3a ot dupekrusa 70/524/EVO 3a n3naate Ha T0Ba pas-
pelenye.

Ynorpe6ara Ha Te3u YeTUPY eH3UMHY IIperapara, Taka KakTo Te
ca crieuIMpanH B IPUITOKEHNe I, CriefBa ChOTBETHO 1a Obe
paspeliieHa 6e3 orpaHiUeHNUe BbB BPEMETO.

YnorpeGara Ha BELIECTBOTO ,TAPTPa3uH KATO OLBETUTEN 3a
XpaHeWmTe Ce ChC CeMeHa NEKOPATMBHM NTMYKM M MAJIKy
rpusaurt  Oe BpeMeHHO paspemieHa ¢ Permament (EO)
Ne 2697/2000 na Komucusra (2).

B momkpena Ha 3asiBIICHMETO 3a M3NABAHE HA paspelleHue 3a
ymorpeOata Ha TO3M OLBETUTEN Oe3 OrpaHMUeHIe BbB BPEMETO
6s1Xa [PeIOCTABEHN HOBY JaHHI.

OueHKaTa 10Ka3Ba, Ye €a CIA3eH! YCIOBMATA, YCTAHOBEHN C
wier 3a ot Iupekrnsa 70/524/ENO 3a n3maBane Ha T0Ba pas-
pelueHye.

Ynotpebara Ha BellecTBOTO ,3anme3Ho xmnto FCF karo
OLIBETHUTEIT 33 XPAHEUINTE Ce CbC CEMEHA IEKOPATUBHU ITUUKN
¥ MaJIKut Ipu3aun Oe BpeMeHHO paspelteHa ¢ Pernament (EO)
Ne 2697/2000.

B MOIIKpeIa Ha 3asBIICHNMETO 3a VM3OABAHE HA pasdpellICHNE 3a
yHOTpe6aTa Ha TO3M OLBETUTENT Ge3 OrpaHMy€eHNe BbB BPEMETO
Os1xa MpPEenoCTaBeHN HOBYM TaHHN.

() OBL191,7.7.1998 r., ctp. 15.
(» OBL319,16.12.2000 r., crp. 1.

(24)

(25)

(28)

(29)

(30)

(31)

(32)

OneHKara 10Ka3Ba, Ye Ca CIA3eHN YCIOBUATA, YCTAHOBEHM C
iieH 3a or Hupekrusa 70/524/EVO 3a n3nasaHe Ha ToBa pas-
peleHue.

Ynorpebara Ha BEWIECTBOTO ,MATEHTHO CHHBO V“ Karo
OLIBETUTEII 3a XPAHELINTE Ce CbC CeMeHa IeKOPATUBHU MTUUKN
¥ MaJIKy Ipu3aun Oe BpeMeHHO paspelreHa ¢ Pernament (EO)
Ne 2697/2000.

B NMOJKpena Ha 3asgBICHMETO 3a M3daBaHE Ha paspelieHue 3a
yHOTp€6aTa Ha TO3M OLIBETUTEIT Ge3 OIpaHNY€HNE BB BPEMETO
0Os1xa NpenocTaBeHM HOBYM TTaHHU.

OneHKara 1MoKa3Ba, Ye Ca CIA3eHM YCIOBUATA, YCTAHOBEHM C
urieH 3a or Hupekrusa 70/524/EVO 3a n3nasaHe Ha ToBa pas-
pelueHue.

Ynorpe6ata Ha BELIECTBOTO XIIOPOYUI MeleH KOMIUIEKC KaTo
OILIBETUTENI 33 XPaHEWINUTE Ce ChC CeMeHa HEKOPATUBHM ITUYKM
¥ Manky rpusaun Ge BpeMeHHO paspemteta ¢ Permament (EO)
Ne 2697/2000.

B mopkpena Ha 3asBIIEHMETO 3a M3LABaHE HA aspelleHye 3a
ynotpe6ata Ha TO3M OuBeTHTEN (e3 OrpaHMYEHNE BbB BPEMETO
0s1xa MPenoCTaBeHN HOBYU JAHHM.

OueHKaTa [I0Ka3Ba, Ye Ca CIA3eHN YCIOBMSATA, YCTAHOBEHU C
wrien 3a ot Iupektusa 70/524/ENO 3a n3maBane Ha TOBa pas-
pelienue.

YrorpeGata Ha Te3u 4eTHPI OLBETUTENIS, TAKa KAKTO Te Ca CIie-
uvuumpann B npustoxkere 1, cenBa cboTBeTHO A2 Gbre pas-
peteHa Ge3 orpaHuUeHye BbB BPEMETO.

C Pernament (EO) Ne 1259/2004 Ha Komucusra (?) ce paspe-
11aBa yroTpebata 6e3 OrpaHIYeHNE BbB BPEMETO Ha eH3MMHILS
npenapar eHgo-1,4-0era- Kcnstanasa, nomydasad ot Bacillus
subtilis (LMG-15136), 3a munera, OTITIEXIaHN 33 YTOSBAHE,
KaKTO M BPEMEHHO 33 MaJKu mnpaceHia — c Pernamenr (EO)
Ne 937/2001 na Kommcusra (%), 3a Myiiku, OTITIEXIAHM 3a
yrossae — ¢ Permament (EO) Ne 2188/2002 Ha
Komucusra (°), u 3a cBuHe 3a yrossane — ¢ Pernament (EO)
Ne 261/2003 Ha Komncusra (6).

B nonikpena Ha 3asBJIeHMETO 3a pa3UIMPsBAHE HA pa3pelleHNeTo
3a ymorpe0ata Ha TO3M CH3UMEH IPENapar ¥ 3a KOKOLIKM
HOCAYKy 051X IPEIOCTABEHN HOBY AHHI.

OB L 239, 9.7.2004 r., ctp. 8.

OB L 130, 12.5.2001 r., cTp. 25.
OB L 333,10.12.2002 r., cTp. 5.
OBL 37,13.2.2003 r.,, cTp. 12.
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EBponeiicknst opraH 3a 6ezonacHoct Ha xparnte (EOBX) mpe-
JIOCTABYM CTAaHOBMILE 32 ynorpebaTa Ha TO3M IpENapaT, Karo
3aKJTIOYEHVIETO B HETO €, Ue TOM He IIPEACTaBIABa HAKAKbB PUCK
3a Ta3y IOIBJIHUTEIIHA KATerOpys KMBOTHMU, NIPU YCIIOBUATA,
onpepesieHy B npuioxenue Il KbM TO3M periaMeHr.

OueHKaTa MOKa3Ba, ye Ca CIa3eHy YCIOBUSTA, YCTAHOBEHN C
wien 95, maparpad 1 or Hupekrusa 70/524/ENO 3a nsnasane
Ha paspellieHNe 3a TO3U BUI yIoTpeOa Ha TO3M Iperapar.

C Pernament (EO) Ne 418/2001 na Kommcusra () ce paspe-
11aBa ynorpeOaTa Ha eH3UMHMS IIPenapar 3-gurasa, MoyyaBaH
ot Trichoderma reesei (CBS 528.94), 3a nuiera, OTITIEXXIaHM 3a
yrosisase.

B nonkpena Ha 3asIBTIEHMETO 3a PA3WIMPsIBAHE HA Pa3peleHNEeTo
3a ynorpe0ata Ha TO3M €H3MMEH Ipemapar i 3a myiiku Osxa
TIpeloCTaBeHy HOBY HaHHIL.

EFSA mpemocTaBy cTaHOBMIIE 38 yroTpeOaTa Ha TO3M Mpera-
paT, KaTo 3aKJIIOYEHMETO B HETO €, Ye TOJ He NPENCTaBIIsBa
HAKAKbB PYUCK 3 Ta3y IOITBIIHUTENTHA KaTeTOpusl XKMBOTHU, TIPU
YCIOBYSATA, onpefeneny B npunoxenue Il kM HacTosmms
PEeITIaMeHT.

Ynorpe0ara Ha Te31 [1Ba €H3UMHI NPeriapara, Creliguimpannu
B mputoxenye III, crenBa choTBETHO [a ObIe paspelueHa Bpe-
MEHHO 3a CPOK OT YEeTMPHU TONVHIL.

C Pernament (EO) Ne 1288/2004 Ha Kommcnsra (?) ce paspe-
masa ymotpebata 0e3 OrpaHMyeHMe BbB BPEMETO Ha
MuKpoopranmsma Enterococcus faecium 3a Tenera, KakTo 1 Bpe-
MeHHO 3a cpok 10 30 1onu 2004 r., 3a uneTa 3a yrossane, 3a
MAJIKM IIPAceHIia, 3a TIPAceTa 3a YrosBaHe, 3a CBUHE MAJKu 1
egbp porar Hob6uThK 3a yrosisane — c Permament (EO)
Ne 866/1999 Ha Komucusra (3).

B nonkperna Ha 3asiB/IeHMETO 3a PA3UIMPSABAHE HA Pa3peleHNeTo
3a ynorpebara Ha TO3M MUKPOOPIaHU3bM U 38 Ky4eTa U KOTKM
0s1xa MPeIOCTABEHN HOBU JAHHI.

EOBX mpemocrasy cTaHOBMLIE 32 YIOTpeOaTa Ha TO3M Ipera-
paT, KaTo 3aKJIIOYEHMETO B HETO €, Ye TOJ He NPENCTaB/IsiBa
HAKAaKbB PUCK 3a Ta3y HOIBIIHUTEIIHA KATeropys KMBOTHM, IIPU
YCIIOBUSATA, ONpeNesieHn B mpuioxenye IV KbM HacTosmIms
peramMeHT.

OueHKaTa MOKa3Ba, Ye Ca CIa3eHy YCIOBUSTA, YCTAHOBCHH C
wien 95, maparpad 1 or Hupekrusa 70/524/ENO 3a nsnasane
Ha paspellieHNe 3a TO3U BUI yIoTpeOa Ha TO3M [perapar.

Ynorpe0ara Ha TO3M MUKPOOPTraHI3bM, CICLMQPUIIPAH B IIPU-
noxenue IV, crefiBa ChOTBETHO [1a O'bie pa3pellieHa BPeMeHHO
3a CPOK OT YETHPY TOIMHM.

OBL 62,2.3.2001 r., ctp. 3.
OB L 243, 15.7.2004 1., ctp. 10.
OBL 108, 27.4.1999 r., c1p. 21.

(45) OueHkara Ha Te3u 3asIBIICHIISI [IOKa3Ba, Ue € HEOOXOIMMO f1a ce
TPEABUIST ONpelieNnieHN MPOLeypH, 3a ObIAT 3auTeHn pabot-
HULIUTE OT M3JIaraHe Ha BPEIHOTO BB3MENCTBIE HA 100ABKMUTE,
TNOCOYCHNM B NPUIIOKeHMsATA. Ta3u 3ammTa cremBa Ja Obue
rapaHTMpaHa oT mpuiaranero Ha Jupektusa 89/391/EMO Ha
Cpera ot 12 romm 1989 r. 3a BHBEXIAHETO Ha MEPKM 3a
HAchpyaBaHe MOIOOPsIBAHETO Ha GE30MACHOCTTA M 3PaBeTO Ha
paboTHuMiTe Ha pabOTHOTO MSICTO (*).

(46) IlpemsumeHuTe MO CHJATa HA HACTOSILMS PEITIAMEHT MEpKM ca
B CHOTBETCTBYE CbC CTAHOBMIIETO Ha [IOCTOSHHMA KOMUTET 110
XpaHMTEIIHATA BEpUTa ¥ 3IPABETO Ha XKMBOTHUTE,

[TPUE HACTOALLMA PETTIAMEHT:

Ynen 1

Pazpermasa ce yrotpe6ata KaTo 100aBKM 32 XPAHEHETO Ha KMBOTHM Ha
npenaparute ot rpymnara ,EHsuMu®, mocouenn B mpunoxenne I, Ges
OrpaHMyeHue BbB BPEMETO M NPU YCIIOBMATA, ONPEHENeHM B TOBa
TIPUIIOKEHMeE.

Ynen 2

Pazpermasa ce yrorpe6ata KaTo 100aBK1 32 XPAHEHETO Ha XKMBOTHM Ha
BeulecTBaTa OT rpymata ,OuBeTUTENN, BKIIOUUTENHO MUTMEHTH"
(wdpyrn ousetutenu”), mocouennu B npunoxenue II, 6e3 orpanndeHne
BbB BPEMETO 1 IPJ YCIIOBUATA, ONPENeIeHN B TOBA NMPUIIOKEHNE.

Ynen 3

Pazpermasa ce ynorpebara Karo 106aBKa 3a XpaHEHETO Ha XKUBOTHM Ha
npenaparurte OT rpynara ,Ensumun®, mocouenu B npunoxenue III,
BPEMEHHO 3a CPOK OT YeTUPV TOIMHM U TIPY YCTIOBUATA, ONPENIETIEHN B
TOBa NPUIIOXEHME.

Ynen 4

Pazpermasa ce ynorpebara kato 106aBKa 3a XpaHEHETO Ha XKMUBOTHN Ha
npenapata  OT  Ipymata  ,MUKpOOpraHuMsMu“,  NOCOYEH B
npuioxenue IV, BpeMeHHO 3a CPOK OT YeTMPM TOOMHM U IIpK
YCIIOBUATA, ONpEENeHN B TOBa MPUIIOKEHNE.

Ynen 5

Hacrosuyar pernaMeHT BIM3a B CMIa HAa TpeTus MeH Clell
nybrukysaseto My B Oduyuanen secmuur na Eeponeiicrus ceios.

(*) OBL183,29.6.1989r., c1p. 1.
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Hacrostumsit permaMeHT € 3agbJIKUTENIEH B CBOATA UAIIOCT M C€ IIpyilara IPsSKO BBB BCUUKN
Ibp2KaBU-UJIEHKN.

Cpcraseno B bprokcen Ha 2 mapr 2005 rooma.

3a Komucuama
Markos KYPRIANOU

Ynen Ha Komucuama
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