PEI'JIAMEHT (EO) Ne 1446/2006 HA KOMUCUSITA
ot 29 centemBpu 2006 ronuna

O0THOCHO pa3peinaBaHeTo Ha Enterococcus faecium (Biomin IMB52) kato ¢ypaskna
no0aBKa

(Tekct ot 3Hauenne 3a EUII)

KOMUCHSATA HA EBPOIIEMCKUTE OBI[HOCTH,

Kato B3e npensua JloroBopa 3a cb3gaBane Ha EBpomneiickara oOmHOCT,

kato B3e npeasun Permament (EO) Ne 1831/2003 na EBpomeiickus mapiaMeHT W Ha

CsoBeta ot 22 centemBpr 2003 rogrHa OTHOCHO JTIOOABKHTE, ITPEIHA3HAYCHH 3a XpaHEHE
1

Ha )KUBOTHUTE , U TIO-CIIEIIMAIIHO WieH 9, maparpad 2 oT Hero,

KaTo uMa npeaBui, ye.

(1) Permament (EO) Ne 1831/2003 npemBmxia, 4e g00aBKUTE, MpEIHA3HAYCHU 3a
XpaHEHEe Ha JKUBOTHHUTE, IOJJIGKAT Ha paspeliaBaHe W ONpeleis MOTHBUTE H
IPOLETypUTE 32 IPEIOCTaBSIHE Ha TAKOBA Pa3pellIeHHE.

(2) Beme mnomaneHo 3asBICHUE 3a PaA3PEHIMTEIHO B CHOTBETCTBUE C WieH 7 OT
Pernament (EO) Ne 1831/2003 3a mpemapara, MOCOYeH B MPUIOKEHHETO. ToBa
3asiBJICHHE O€ TPHUIPYKEHO OT MHPOpMAuUsATa W JOKYMEHTHTE, U3UCKBAHH CHIIIACHO
yieH 7, maparpad 3 oT mocoueHus: periaMeHT.

(3) BasBmeHueTo ce OTHAcCS 10 pas3pellaBaHeTO Ha mpenapata Enterococcus faecium
(Biomin IMB52) karo ¢ypakHa mo0aBka 3a muiieraTa 3a yrosBaHe, KOWTO cJeBa Ja ce
IPUYKMCIIA KbM KaTeropusTa Ha ,,300TEXHUYECKHUTE J00aBKH .

(4) MeroabsT 3a aHanM3, OMHCAH B 3asBJICHHETO 3a Pa3pEIIMTEIHO B CHOTBETCTBHE C
wiedn 7, maparpa¢ 3, touka B) oT Permament (EO) Ne 1831/2003 ce otnHaca 1o
OTIpeNIeNIIHETO Ha aKTUBHOTO BELIECTBO Ha (pypakHaTa n00aBka B XpaHata. MeTOIbT 3a
aHaJIN3, YIOMEHAT B MPUIOKEHUETO KbM HACTOSIIUS PETJIAMEHT, CIeI0BAaTEIIHO HE MOXKeE
Ja ObJie cuMTaH 3a OOLUIHOCTEH METOJ 3a aHajJM3 10 CMUChia Ha wieH 11 ot Permament
(EO) Ne 882/2004 na EBpomnetickust mapiamenT u Ha CobBeta ot 29 anpun 2004 ronuna
OTHOCHO O(MIMAIHUTE MPOBEPKU, M3BBPIIBAHM C I€JI YCTAHOBSIBAHE CHOTBETCTBUETO
ChC 3aKOHOJATEJICTBOTO 3a XPAHWUTE 3a >KMBOTHU U XPAHUTEIHUTE NPOAYKTH U C
pasnopendouTe OTHOCHO 3/paBeTO Ha JKMBOTHUTE M XYMAaHHOTO OTHOLIEHHE KbM
KHBOTHHTE".

(5) Pernmament (EO) Ne 418/2001 na Komucusta or 1 mapr 2001 1. OTHOCHO
pa3peliaBaHeT0O Ha HOBHU JT0OaBKM M Ha HOBHM YMOTpeOW Ha N00OABKM B XpaHHUTE 3a
JKHBOTHH® Bede paspellaBallie H3MON3BaHETo Ha mperapara Enterococcus faecium DSM
3530 3a Tenerara Ha BB3pacT 10 IecT Mecera. bsxa HabaBeHW HOBH JaHHH B TIOJKpena
Ha 3asBJICHUE 3a Pa3pEIIMTEIHO 3a NUJIeTara 3a yrosisane. B onenkara cu EBponeickust
opras 3a 0e30macHOCT Ha XpaHUTE (,,OpraHbT”’) 3aKi0yaBa, ye 0e30MacHOCTTa Ha Ta3u
no6aBKa 3a KOHCyMaTopa, MOTpeOuTeNsT M OKOJHATa cpela Bedye € Omia ycTaHOBEHA U
HsAMa Ja ObJie yBpeleHa OT MpeisiaraHata HoBa ymoTpeba. OpraHbT 3aKiI04aBa ChHINO
Taka, 4e M3IOJI3BAHETO Ha Tperapara He OKa3Ba HEOJIAarompHsITHO BB3IEHCTBHE BBPXY

L OB L 268, 18.10.2003 r., ctp. 29. Permament, m3menen ¢ Pernament (EO) Ne 378/2005 na Komwucusra
(OB L 59, 5.3.2005 r., ctp. 8).

2 OB L 165, 30.4.2004 r., ctp. 1; xopurupas B OB L 191, 28.5.2004 r., ctp. 1. Permamenrt, mocieaHo
nsmeHeH ¢ Pernament (EO) Ne 776/2006 na Komucusra (OB L 136, 24.5.2006 r., ctp. 3).

0B L 62,2.3.2001 r., ctp. 3.
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Ta3W HOBA KaTErOpus >KUBOTHU U MOXKE Ja MOAOOPH 300TEXHUUYECKUTE MapameTpu MpH
nuierara 3a yrosBaHe. Toll He cyWTa 3a HEOOXOIMMO Ja Hajlara crenupuaHu
M3MCKBaHUS 10 OTHOILIEHWE Ha Haja3opa clie] IyckaHeTo Ha mnazapa. OpranbT
MpernopbyBa J1a ce B3eMaT MOAXOMSIIN MEPKH 3a 0e30MacHOCTTa Ha MOTPEOUTETUTE.
Haxkpas, opranbT cblI0 Taka JAEKJIapupa B CTAHOBHILETO CH, Y€ € MPOBEPUIT JOKJIAJA,
Kacaelll METOJla 3a aHalu3 Ha J00aBKaTa MpU XPaHEHETO Ha >KUBOTHUTE, BHECEH OT
obmHuocTHaTa pedepenTHa yadoparus, ocHoBaHa ¢ Permament (EO) Ne 1831/2003. Ot
pasryIekJaHeTO Ha TO3M IIpernapaTr CcTaBa SICHO, Y€ YCIOBUATA 3a pa3pellaBaHe,
onpeneneHu B wieH 5 ot Permament (EO) Ne 1831/2003 ca m3nbiaHeHu. CiieJoBaTEIIHO €
YMECTHO yrmoTpebaTa Ha MOCOYEHHUs Ipenapar 1a 0b/e pa3penieHa ChbIIacHO yCIOBUATA
U pela, MPEeIBUICHU B IPUIIOKEHUETO KbM HACTOLIHS PErJIaMeHT.

(6) Mepkute, TpPEABUACHUTE C HACTOAIIMSA PETJIAMEHT, Ca B CBOTBETCTBUE ChC
cTaHOBUIIETO Ha [lOCTOSIHHMS KOMHUTET TO XpaHWTEJIHaTa BepuUra M 3/paBETO Ha
JKUBOTHHTE,

ITPUE HACTOSIIWA PETJIAMEHT:
Ynen |

[TpenapaTsT, MOCOUEH B NPUIOKEHUETO, CHAJalll KbM KaTeropusara A00aBKH, HapedeHU
,»300TEXHUYECKU T0OaBKK ™~ M KbM (DYHKIIMOHAJIHATA TpyIa ,,CTA0MIN3aTOPH Ha YpEeBHATA
duopa” ce paspemaBa kaTo Jo0aBKa MPH XPAHEHETO HA >KUBOTHUTE INPH YCIOBUSATA,
OIIPEJIENIEHU B TOPENIOCOYEHOTO IPUIIOKEHUE.

Ynen 2

Hacrosinusat pernmaMeHT Biv3a B CHJIA Ha JBAJECETHs JEH Ciell MyOJWKYBaHETO MYy B
Oguyuanen secmuux Ha Eeponetickus cvio3.

HaCTO}IH_II/IHT periiaMEeHT € 3aABbJDKHUTCIICH B CBOATA LSAJIOCT M CC IIpUJiara MpsAKO BBB
BCHYKU OBPIKABU-UJICHKH.

CscraBeno B bprokcen Ha 29 centemBpu 2006 roauHa.
3a Komucuama

Markos KYPRIANOU

Ynen na Komucusma
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1IPHJIO’KEHUE

Munu | Makcu
WNnent Kusot
MaQJIHO | MaJIHO
npuxa WHCKH
Nwme Ha Makc| cbaBp | ChIBP .
IOHE Jlo6aBka BUJ Kpaii Ha
TUTYJApa CncTaB, XMUMHUYHA uMaJi| J)KaHue | JKaHHue
H (TBpProBCK W Hpyru paspemn
Ha dbopmya, onucanue, Ha CFU/kg
HOMEp 0 KaTero pasnopendou | UTETHUS
paszpemu METO/I 33 aHAJIU3 BB3p|  IIBJIHOLICHHA
Ha Ha3BaHUE) pust HIepUOT
TEJIHOTO act XpaHa chbC
nobas KUBOT
<ata . ChIbpXKAHNUE HA
Biara 12 %
Kareropust Ha 300TexHn4eckure 100aBku. PYHKIMOHAJIHA IPyna: cTadWin3aTopu Ha YpeBHaTa ¢uiopa
4b1850 | Biomin | Bacillus CbcTaB Ha IMumera | — |5x108| 2,5x |BymsrBanero |10
GmbH faecium n00aBKaTAa: 3a 109 3a 1o0aBKaTa ¥ | FOOUHU
DSM Enterococcus yrosia IPEMHKCA J1a C€ | CYUTAHO
3530 faecium DSM 3530, He nocouu oT
(Biomin ChIBpIKALL Haii- TeMIiepaTyparta | Jarara
IMB52) wanko 1,0 x 1011 Ha CbXpaHEHUue, | Ha
CFU/g npenapar or MPOABIDKUTENH | BIIM3aHE
OCTTa Ha B CHJIa
no0aBka
0O06e3MaciIeHo MIISIKO CbXPaHCHUC U | Ha
YCTOMYMBOCTTA | HACTOS
Ha rmpax
(XPAHHTEITHO Ha rpaHyJanus. | s
kadectBo) 10 +/- 5 Wznon3anero | Periame
% e paspemieno B | HT
['mroko3a 15 +/- 5 % XpaHHUTE 32
XuaporeHupaHu ’KHBOTHH,
Ma3HUHHU ChABpXKaIIN
(XpaHHUTEIHO CICTHHATC
kagecTBo) 50 +/- 5 paspeLcHu
% KOKIIUAHOCTATH
1I1: MOHEH3UH
HaTpu Wik
XapakTepucTUKH P
Hapa3HH-

HAa aKTUBHOTO

32006R1446.doc — LIIIP — penaktupan



Munu | Makcu
WUnent Kusot
MaJgHO | MAaJIHO
npuxa WHCKH
Nwme na Makc| cbIbp | ChABP .
IIOHE Jlo6aBka BUJ Kpaii na
TUTYJSIpA CwcTaB, XUMHUYHA nMajl| JKaHue | KaHHe
H (TBproBeK WIH HApyru pasper
Ha dopmya, onucanue, Ha CFU/kg
HOMEp 0 KaTero pasnopendou | UTETHUS
paspernm METO/T 33 aHAJIN3 Bb3p| IBIHOIICHHA
Ha Ha3BaHUE) pust IeproT
TEJIIHOTO act XpaHa ChC
no6as KUBOT
cata . ChABPIKaHUE HA
Biara 12 %
BelleCTBO: HUKapOa3uH.
Uucra kynrypa Ha 3a
JKU3HECTIOCOOHU Oe30macHOCTTa
MUKPOOPTaHU3MHU Ha
(Miteunu GakTepuu OTpeOUTETUTE
Enterococcus : HOCEHE Ha
faecium DSM 3530) npena3Ho
CPEICTBO 3a
UIIIaHE TI0
Merox 3a anamn3l A
M BpeMe Ha
%TOI[ Ha MaHHITYJIAIHST
n30posiBaHe gpes a 1 Ha SAATHA
pa3CTUIIaHEe  BBPXY J—
TTaCTUHA
MOCPEACTBOM

KIIBYCH-CCKYJINH-
A3UJICH arap

1 HO,HpO6HO OIIMCaHHUEC HA MCTOJUTEC 3a aHAJIU3 € Hy6J'II/IKyBaHO Ha caiiTa Ha O6IIIHOCTHaTa pe(bepeHTHa na6opaTopn5{ Ha CJICeAHUs aipecC:

www.irmm.jrc.be/html/crlfaa/
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