PEI'JIAMEHT (EO) Ne 1801/2003 HA KOMUCHATA
ot 14 oxtomBpu 2003 roauna

OTHOCHO BPeMEHHO pa3peliaBaHe HA HOBATa ynoTpeda Ha onpejiesieH
MHMKPOOPraHU3bM B XPaHU 32 )KUBOTHHU

(Tekct ot 3naueHne 3a EUII)
KOMUCHSTA HA EBPOITEMCKUTE OBLIHOCTH,
kato B3e npensua JJoroBopa 3a ch3naBane Ha EBpomneiickara oOmHOCT,

karo B3e npensun JupextuBa 70/524/EMMO na CovBera or 23 HoemBpu 1970 T.
OTHOCHO JI00aBKHTE B XpaHHUTE 3a )KHBOTHH', M3MCHECHA IOCICIHO C HupextuBa
2003/7/EO na Komucusirta %, 1 0-CIICLHAIHO WICH 3 U 4iIeH 911, naparpad 1 ot Hes,

KaTo uMa npcaBu, 4c:

(1) cermacao JupexkruBa 70/524/EMIO Hukos pobaBka He MoOKe J1ga Oble
pasmnpocTpaHeHa, 0e3 J1a € moJiydusia 3a ToBa paspemieHue or OOLHOCTTa,

(2) B ciiyuast ¢ mobGaBkute, nmocoyeHu B yact Il Ha mpunoxenne B xbm {upekTrBa
70/524/EMO, xouTO BKIIOYBAT MHKPOOPTaHU3MH, MOXe Ja ObAe H3JaJleHO
BPEMEHHO pa3pelleHrue 3a HOBa yNoTpeda Ha JajeHa 100aBKa B XpaHUTE 3a
KUBOTHH, aKO H3JIO)KEHHUTE B Ta3H AMPEKTHBA YCJIOBHUS Ca W3IIBIHEHHM U AaKO,
MIPEIBUJT HAJTMYHUTE PE3YITaTH MOXKE Ja CE€ HAlpaBU Pa3yMHO MPENIOJIOKEHHUE,
ye Korato Objae ymoTpebeHa B XpaHHUTE 3a JKUBOTHHU, TS 1€ HUMa €IUH OT
edexTuTe, MOCOYEHU B uiieH 2, OykBa a) Ha Ta3u AUPEKTHBA. TakoBa BPEMEHHO
paspelieHrne Moxe fa 0bJie U3/1aJeHO 3a MEPHO HE MO-IBJIBI OT YETUPU T'OAUHHU.

(3) Ta3u nobaBka e Beue paspemieHa or Permament Ne 1411/1999/EO na Komucusita 3
10 OTHOIIIEHWE Ha TpaceHna, kakto u oT Permament (EO) No 1636/1999 na
Kowmucusita * 110 OTHOIIICHNE Ha TelTeTaTa U MUJIETaTa 3a YrosBaHe.

(4) Osixa mpeOCTaBeHU HOBH JIAaHHH B MOJIKPEIa Ha 3asBICHUETO 3a pa3lIupsiBaHe Ha
pa3peleHneTo 3a ynorpeda npu myHKuTe 3a yrosiBaHe.

(5) onlenkarta Ha 3asBJICHHETO 3a pa3pellieHHe, [OojajeHa [0 OTHOIICHHE Ha
MUKPOOPTraHU3MUTE, MOCOYEHU B MPUIIOKEHHETO KbM HACTOSIIUS PETJIAMEHT,
MoKa3Ba, 4e MmocoueHute B wieH 9a, maparpad 1 ot Hupextusa 70/524/EVO
YCIJIOBHUSI Ca YJOBJIETBOPEHH.

(6) mo Tasu mpuumHa ymoTpebaTa Ha MOCOYEHHs B MpUIIOKeHHeTo Enterococcus
faecium cnenBa 1a Obe BpeMEHHO paspellieHa 3a MePUoJI OT YSTHPH TOJAWHU U J1a
Ob1e BKIIIOYCHA B I1aBa [V Ha CITUCHKA ¢ pa3penieHuTe JOOaBKH.

OB L 270, 14.12.1970 r., cp. 1.
20B L 22,25.1.2003 r., ctp. 28.

* 0B L 164, 30.6.1999 r., cTp. 56.
*OB L 194, 27.7.1999 r., ctp. 17.
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HayyHusaT KOMHTET [0 XpaHEHETO Ha >KABOTHUTE W3Pa3d IOJOXKHUTEIHO
CTaHOBHIIIE 3a O€30IaCHOCTTa Ha yroTpebara Ha Enterococcus faecium, koo 1ie
ObJIc M3MOJI3BAH B XPAHHUTE 3a MYHKH IIPU YCIOBHUSATA, IOCOYEHH B ITPUIIOKEHUETO
KbM HACTOSIIIHSI PETJIAMEHT.

OIICHKAaTa Ha 3asBJICHUETO TIOKa3Ba, Y€ Ca HEOOXOIMMH HSKOM MPOIEAYPH 3a
3alUTa HA PaOOTHUIIUTE OT CKCIO3WIMSA Ha J00aBKUTE, IIOCOYCHH B
npuiokeHnero. TakaBa 3ammra o0ade ce OCUTypsiBa 4Ype3 MPUIaraHeTo Ha
HupextuBa 89/391/EMO na CbBeta oT 12 roHu 1989 1. OTHOCHO BBBEXIaHE HA
MEpKH 3a HachbpyaBaHe Ha NOA00peHus B oOnactta Ha Oe30macHUTE H
3/IpaBOCJIOBHH YCJIOBHS Ha TPYJ Ha pa60THI/II_[I/ITe5.

MCPKUTEC, INPCABUACHUTC B HACTOALIUA PEriiaMmeHT, C€a B CBOTBCTCTBUC CbC
CTaHOBHUIICTO Ha IlocTossHHMS KOMHTET 110 XpaHUTCJIHATA BEpUTra U 3APaBCTO Ha
JKHNBOTHUTC,

I[TPUE HACTOAILMA PETJIAMEHT:

Ynen 1

JloGaBkara, mnpuHaaIexama KbM rpymnara ,,MHKpOOpraHU3MHU, IIOCOYEHA B
MIPUJIOKEHUETO, CE pa3pellaBa 3a ynorpeda karo Jo0aBKa B XpaHUTE 3a KUBOTHU IIPU
YCIIOBUSITA, IOCOYEHH B IPUIIOKEHUETO.

Ynen 2

HacTosmusat pernameHT BiM3a B cuja Ha TPeTUS JEH ciel MyOJIHMKyBaHETO MY B
Oguyuanen eecmuux na Eeponetickus cvio3.

HaCTOﬂIHI/ISIT PErIIaMCHT € 3aABJDKUTEIICH B CBOATA LAJIOCT U CC ITpUJjiara npsiko BbB
BCHUYKH ABPrKaBU-UJICHKU.

CscraBeno B bprokcen Ha 14 okromBpu 2003 roauna.

3a Komucusama.
David BYRNE
Ynen na Komucusma

*OB L 183,29.6.1989 r., ctp. 1.
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1IPHJIO’KEHUE

No JloGaBka Xumuyecka | Bugunum | Makcuma | Munumando | Makcumanso | pyru ycnoBust [Tepuon Ha
(nm dbopmyna, | kareropus JHA ChAbpPXKAHUE | ChAbPKAHUE pa3peuieHueTo
EO onucaHue JKUBOTHU | BB3pPACT CFU/kr ot mrejIHOIIEHHATA
Ne XpaHa
MuKpooOpraHu3mMu
13 | Enterococcus | Ipemapar na | Ilyiiku 3a - 1x 10" 1x10" | 1. Hocouere B Or 18.10.2003
faecium Enterococcus | yrosiane UHCTPYKIIMUTE 32 T. 110
DSM faecium, yrmorpeba Ha 18.10.2007 r.
10.663/NCIMB | cbabpikaii nobaBkara u
MUHUMAJTHO: MIpEeABAPUTEIIHO
nox ¢opmara IPUTrOTBEHATA
Ha TIpax " cMec Temmeparypa
TpaHyIu: Ha ChXpaHEHHUeE,
3,5x 10 MPOIBJIKUTETHOCT
CFU/r ot Ha CbXpaHEHUe U
no0aBkata CTaOUITHOCT IpHU
C nokpurue: najeTupaHe.
2,0 x 107
CFU/r ot
nmobaBkaTa 2. Moxe na ce
B Teuna U3I0JI3BAT B
dbopma: CBhCTaBHU XPaHH,
1x 10" ChABPXKAIIU
CFU/r ot paspelieHuTe
nobaBkata KOKCUJMOCTATH:
diclazuril,
lasalocid sodium,
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maduramicin,
ammonium
monensin sodium,
halofuginone,
robenidine
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