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Odurimanen BecTHuK Ha EBpomeiickus cpro3

19.4.2013 1.

PETTIAMEHT 3A VI3ITBJIHEHUE (EC) Ne 357/2013 HA KOMUCUATA

or 18 ampun 2013 rogmua

3a uzmeHenne Ha Pernament (EO) Ne 903/2009 u Pernmamenr 3a usmbinsenne (EC) Ne 373/2011 ornocHo

MUHMMAITHOTO ChabpxkaHue Ha mpemapar or Clostridium butyricum (FERM BP-2789) karo ¢ypaxHa

mo0aBKa 3a MWIeTa 32 yrosiBaHe M BTOPOCTENEHHM BMIOBE NMTULM (C M3KITIOUEHME HA NTULM HOCAUKN)

(mpurexaren Ha paspemmrenHoro Miyarisan Pharmaceutical Co. Ltd., npencranssan or Miyarisan
Pharmaceutical Europe S.L.U.)

(TekcT ot 3HaueHue 3a ENII)

EBPOIIEVICKATA KOMMCHS],

xato B3e mpemsun [loroBopa 3a (yHKUMOHMpaHeTO Ha EBpomerickis
CBI03,

karo B3e npenpun Permament (EO) Ne 1831/2003 na Esponerickus
naprament 1 Ha Coeera ot 22 cenrempu 2003 I. OTHOCHO H06aBKM
3a U3IMON3BAHE NPV XPaHEHETO Ha KuBOTHuTe (1), M NO-CreuyaaHo
wied 13, maparpad 3 or Hero,

KaTto uMMa Ipensuf, ue:

(1) Tpemaparst or Clostridium butyricum (FERM BP-2789),
KOITO CIama KbM KaTeropusita ,300TEXHUYECKM MOOABKU®,
Oemre paspemreH 3a cpok or 10 rogmuu kato ¢ypaxHa
nobaBka 3a ynotpeba mpu muiera 3a yrosisane ¢ PernameHt
(EO) Ne 903/2009 na Kommcusra (?) u 3a BropocTeneHHu
BUIOBE NTMIM (C M3KIIIOYEHME HA NTUUM HOCAUKM) ¥ 3a
OTOMTHM MpaceHIa M BTOPOCTENEHHM BUIOBE 3KMBOTHM OT
poma Ha cBusere (otOmty) ¢ Permament 3a msmbnHenye (EC)
Ne 373/2011 Ha Kommcusra (3).

(2) B cpotBercTsue ¢ uneH 13, maparpad 3 ot Pernament (EO) No
1831/2003, mpurexaTeNnsT Ha Pa3peLIMTENHOTO MPEIOKM
V3MEHEHJE HA YCIOBMATA 3a Pa3pellaBaHe HA Pa3ryIeXIaHMs
Tpernapar 4pe3 HaMansBaHe Ha MMHMMAITHOTO My ChIbpXKaHMe
or 5x10% CFUkg Ha 2,5x 108 CFU/kg mhnHOUeHHN
{ypaxu mo orHoweHue Ha ymorpebata Ipu muIeTa 3a
yrosiBAHE M TP BTOPOCTENIEHHYM BMIOBE ITmmM  (C
VBKIIOYeHNMe HAa ITMLIM  HOCAuky).  3asBlieHuero  Oe
np]/[npy)KeHO OT CbOTBETHUTE NaHHM, MOAKPENAUIN WCKaHETO
3a npomsHa. Kommcusra mpenpatu 3asenenyero o Espo-
NeficKusl OpraH 3a 0e30MaCHOCT Ha XpaHWTe (HapuyaH IO-
Hagony ,OpraHsT).

(3) B cranosumero cu or 11 pekemspu 2012 r. (*) Opraubr
CTUTHA JI0 3aKJTIOUEHMETO, Ye CHIJIACHO MPENIOXEHUTE HOBM
ycroBust  3a  ymorpeba  pasmexIAHMAT Ipemapar € B
ChCTOSHME [Ha momoOpu IOKasaTenuTe @pM  3asiBeHATA
MUHMMaTHA 03a oT 2,5 x 108 CFU/kg npu murera 3a

yrosBaHe M TpPM  BTOPOCTENCHHM BMIOBE ITHIM  (C
M3KITIOUeHNe Ha NTUUM Hocauku). OpraHpT He CumMTa, ue ca
HEOOXOMMMIL CIICLMQMUHN M3UCKBAHNMS 332 MOHMTOPHMHI CIIel
IyCKAHETO Ha Tasapa. ToOil ChUIO TaKa MPOBEpM MIOKIIAma
OTHOCHO MeTOHAa 3a aHamm3 Ha ¢ypaxHata no0aBka BbB
dypaxkmre, mpemcraBeH OT pedepeHTHaTa TTAOOPATOPHS,
onpenenena ¢ Permament (EO) Ne 1831/2003.

(4) Ycnosusita, npemumeHn B wieH 5 oT Permament (EO) Ne
1831/2003, ca u3mbiIHEHM.

(5) Topamu ToBa Pernament (EO) Ne 903/2009 u Pernament 3a
msmpnHenne (EC) Ne 373/2011 cremsa ma ObmaT ChOTBETHO
M3MEHEH.

(6) Mepkute, npemBUIEHM B HACTOAUIMS pPeIlaMeHT, ca B CbOT-
BETCTBME CbC CTAaHOBMINETO HAa [lOCTOSIHHMSI KOMMTET IO
XpaHUTeNIHATa BEPUIa U 3OPABETO Ha XKVBOTHUTE,

[TPUE HACTOALUMSA PETTIAMEHT:

Ynen 1

B mpunoxennero kbM Permament (EO) Ne 903/2009 B rpada
,Munnvanno cumspxanue’ Tekctsr L5 x 108 CFU* ce samens c
Tekcra ,2,5 x 10%.

Ynen 2

B npunoxenero keM Permament 3a msmoisenne (EC) Ne 373/2011
B rpa¢a ,MUHIMAIHO CHITbpXKaHME" 33 BTOPOCTENICHHN BUIOBE [ITHLM
(c M3KMIOYEHMe Ha WTMIM HOCAukM) TekcTsT ,5 x 108 CFU“ ce
3aMeHsl ¢ Tekcra ,2,5 x 108“, a 3a IpaceHua (otOuTH) U BTOPO-
CTeNeHH!M BUIIOBE XMBOTHM OT pOIa Ha CBUHETE (OTOMTH) TEKCTBT
,2,5 x 108 CFU“ ce 3amens ¢ Tekcra ,2,5 x 103«

UYnen 3

Hacrosmmsr periaMeHT BIM3a B CWla Ha [BaleceTus HeH Clef
nybrukysanero My B Oduyuasen secmHur Ha Eeponeiicrus cs1o3.

Hacrosimmst PpEernaMeHT € 3aIbJIKUTEIIEH B CBOATA LIAJIOCT M CE Tpuiiara IpsAKO BbB BCMUYKM ITbpPKaBU

YJICHKU.

CocraBeno B bprokcen na 18 anpun 2013 rogmua.
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3a Komucugma
[pedcedamen
José Manuel BARROSO
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