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32006R1446
L 271/25 OQULMATIEH BECTHUK HA EBPOIIEVICKVS CBIO3 30.9.2006

PEITIAMEHT (EO) Ne 14462006 HA KOMUCUATA
ot 29 centemppu 2006 roguna
OTHOCHO pa3pemaBaHero Ha Enterococcus faecium (Biomin IMB52) karo ¢pypaxna modaska

(Texct ot 3Hauenue 3a EUII)

KOMUCHSITA HA EBPOITEVICKUTE OBLIHOCTH,

KaTo B3€ NMPEOBUTL HOFOBOpa 3a Cb3JaBAHE Ha EBpOHeIZCKaTa 06IIIHOCT,

kato B3e mpemsui Permament (EO) Ne 1831/2003 na Espormeitckust
naprnaMeHT 1 Ha CbBera ot 22 centemspy 2003 1. OTHOCHO 106aBKY
3a M3IONI3BAHE NPV XPAHEHETO Ha XMBOTHMTE (1), M MO-CIIELMAITHO
wieH 9, naparpad 2 ot Hero,

KaTo MIMa IpENBU, 4e:

(1)  Permament (EO) Ne 1831/2003 npemsukia, ue nobaskure,
NpeHA3HAYEHN 3a XPaHeHe Ha KMUBOTHUTE, [IOILIEXAT HA Pa3-
peliaBaHe 1 ONpeNeNst MOTUBITE 1 TPOLIEAYPUTE 3a IPENOCTa-
BSIHE Ha TAKOBA Pa3peLlieHNe.

(2)  bemwe nonaneHo 3asBIeHMe 3a PA3PEUIMTEHO B COTBETCTBME C
urtert 7 ot Pernament (EO) Ne 1831/2003 3a npemapara, noco-
yeH B npunoxenuero. Tosa 3assiieHue Ge NPUAPYXKEHO OT
MHPOPMALIMATA ¥ TOKYMEHTHTE, M3UCKBAHY CHITIACHO WIEH 7,
naparpad 3 OT MOCOUEHNSI PEITIAMEHT.

(3)  3asBreHMETO Ce OTHACA [0 pa3pelIaBaHETO Ha IIperapara
Enterococcus faecium (Biomin IMB52) karo ¢ypaxua gobaska
3a MUJIETaTa 3a YrosiBaHe, KOMTO CrefiBa fa ce MPUYMCIIN KBbM
KaTeropusira ,300TeXHMUECKM 100aBKM”,

(4)  MeromsT 3a aHaIM3, OMMCAH B 3asIBIICHMETO 3d PA3PELINTEHO B
ChOTBETCTBME C wieH 7, naparpad 3, Gyksa B) or Pernament
(EO) Ne 1831/2003, ce OTHacs 1O OMPEHENAHETO HA AKTHB-
HOTO BEIeCTBO Ha (ypakHata 106aBKa B XpaHaTa. MeTomsT 3a
aHanuM3, yIOMEHAT B IPWIOXEHMETO KbM HACTOALIMS periia-
MEHT, CIIeJOBATEIIHO He MOKe [a Obe cumrtaH 3a OOLIHOCTEH
METON 3a aHanmM3 1o cmuchia Ha wieH 11 ot Permament (EO)
Ne 882/2004 na Espomeiickust mapnameHt u Ha CbBera OT
29 ampuit 2004 1. OTHOCHO OUUMATIHNUTE IPOBEPKH, U3BBP-
LIBAHM C LT YCTaHOBABAHE ChOTBETCTBMETO ChC 3aKOHOMATEN-
CTBOTO 3a XPaHWUTE 33 KMBOTHY M XPAHUTENIHUTE IIPOIYKTU U C

(1) OBL268,18.10.2003 r., ctp. 29. Pernament, uameteH c Pernament (EO)
Ne 378/2005 na Komucnsra (OB L 59, 5.3.2005 r., crp. 8).

pasnopenOnTe OTHOCHO 3[IPABETO HA KMBOTHNUTE U XYMAHHOTO
OTHOIIIEHME KbM KMUBOTHUTE (2).

(5)  Permament (EO) Ne 418/2001 Ha Kommcusita ot 1 Mapr
2001 r. OTHOCHO pa3pelaBaHeTo Ha HOBY [OOABKM I Ha HOBY
ynoTpeOM Ha [00aBKM B XpaHUTe 3a XKuBOTHM () Beue
paspeliaBaliie M3MONI3BaHETO Ha mperiapara Enterococcus faecium
DSM 3530 3a Tenerata Ha Bb3pacT [0 LiecT Meceua. bsxa
HabaBeH! HOBM NAHHMU B MOJKPEIA HA 3asBICHME 32 Pa3pellyt-
TEITHO 3a IMIIETaTa 3a yrosizane. B omenkara cu EBponesickusr
opraH 3a 0e30IIaCHOCT Ha XpaHWUTe (,0praHbT”) 3aKIII0YaBa, ye
0€30MacHOCTTa Ha Ta3y J00aBKa 3a KOHCYMaTopa, MOTpeOuTerst
¥ OKOJIHATa Cpelia Beue e GuiIa yCTaHOBeHa M HsMa [a Obie
yBpelIeHa OT pefiaraHata HoBa yrorpeda. OpraHbT 3aKI0uaBa
CBIIO TaKa, ue M3MOJI3BAHETO Ha IperapaTa He OKa3a HeOra-
TONIPUATHO Bb3[IE/CTBUE BbPXY Ta3y HOBA KATeropys XMBOTHU
M MOXe N1a MOgoOpM 300TeXHMYECKNTe [ApaMeTpy Ipu
nuterara 3a yrosisate. Toil He cumTa 33 HeOOXOMIMO J1a HaJlara
criennUHY M3MCKBAHIS [0 OTHOLLEHNE Ha HalI30pa CIIell TTyc-
KAHEeTO Ha ma3apa. OpraHbT IIperopbyBa Ja ce B3EMaT MOAX0-
I Mepkyu 3a GesomacHocTTa Ha motpeburenmre. Hakpas,
OpraHbT CHIIO TaKa MNEKIApupa B CTAHOBMIIETO CH, 4e €
IIpOBEpIIT NOKJIAfA, Kacaelll MEeTOJA 3a aHa/IM3 Ha Jo0OaBKaTa
TIpU XpaHEHETO Ha KMBOTHMTE, BHeceH 0T OOmHOCTHATA pede-
pentHa  jabopatus, ocHoaHa ¢ Pemmament  (EO)
Ne 1831/2003. OT pasriexmaHeTo Ha TO3M MpEmapaT CTaBa
SICHO, Ye YCIIOBHATA 3a pa3pellaBaHe, ONMpeHeNeHN B UileH 5 oT
Permament (EO) Ne 1831/2003, ca usmbisenn. CriennoBarento
€ yMeCTHO yrorpe6ara Ha OCOUEHIsI npenapar aa Gbie paspe-
LIeHa CBINIACHO YCIIOBMATA M pella, MPEIBUIEHH B MPUIIOKE-
HVETO KbM HACTOIIMS PEITIAMEHT.

(6)  MepxkuTe, mpenBUIEHN B HACTOSIIMS PEITIAMEHT, Ca B ChOTBET-
CTBME CbC CTAHOBMILETO Ha [TOCTOSHHSA KOMUTET 110 XpaHUTelI-
HaTa BEpUTa U 3IPaBeTO Ha XUBOTHUTE,

[PUE HACTOALLUWMA PETTIAMEHT:

Ynen 1

[penaparsr, OCOYEH B NMPUIIOKEHNETO, CHAfALl KbM KaTeropusra
mo0aBKM,  HApeyeHM  ,300TEXHMUCCKM  JOOABKM® M KbM
{yHKIMOHaNHaTa Tpyna ,CTabuiusaTopu Ha upeBHata ¢ropa“ ce
paspemasa Kato [00aBKA IPM XPAHEHETO HA 3KMBOTHUTE [PH
YCIIOBUSATA, ONPEIEIICHN B TOPENOCOYEHOTO TPUIIOKEHIIE.

() OBL165,30.4.2004 r., ctp. 1; nonpasen 8 OB L 191, 28.5.2004 r.,
crp. 1. Pernamenr, nocnento namereH ¢ Pernament (EO) Ne 776/2006 Ha
Kommcusra (OB L 136, 24.5.2006 ., cTp. 3).

(}) OBL62,2.3.2001 r., c1p. 3.
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Ynen 2

Hacrosiumst periiaMeHT BIi3a B CiIa Ha [BajieceTys eH cief myOnmkysateto My B Oduyuanet secmuur na Esponeticrus
C5103.

Hacrosumsr pernaMeHT € 3aIbIKUTENIEH B CBOATA IIAUIOCT M C€ Ipuiiara IpsAKO BbB BCUYKM
Tbp2KaBN-UIIEHKN.

Cncraseno B bprokcen Ha 29 centemspu 2006 ronyna.

3a Komucuama
Markos KYPRIANOU

Ynen na Komucuama
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