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KOMMUTET 11O JIEKAPCTBEHMTE ITPOAYKTU 3A BETEPUHAPHA
YIIOTPEBA (CVMP)

CTAHOBUIIIE, IIOCJEBAIIIO CE3UPAHE ITO YJIEH 33, IAPATPA® 4 ' OTHOCHO
SHOTAFLOR 300 MG/ML HTH>KEKIIUOHEH PA3TBOP 3A T'OBEJIA

Mexnynapoano HenatrentoBano ume (INN): Florfenicol

CBII'BTCTBAIIA UH®OPMALIUA

Florfenicol e cuaTeTHYCH HPOKOCIICKTHPCH aHTHOUOTHK ChC CIICKTBp Ha ﬂeﬁCTBHC, BKJIIFOYBaII]
MHOT'O I'paM-O0TPULIATCIIHU U I'PaM-I10JIOKUTCITHU OpTraHU3MHU.

[IpurexaTenat Ha nuieH3a 3a ynorpeda, Virbac S.A., mogaa 3asBjIcHUE 3a B3aUMHO NMPU3HABAHE 3a
Shotaflor 300 mg/ml uH>XeKIIMOHEH Pa3TBOP 3a TOBE/A, Bb3 OCHOBA Ha JIMLICH3A 3a YIOTpeda, N3AaacH
ot O0EeIMHEHOTO KPaJICTBO. 3asABJICHHUETO € MOAaAecHO chriacHo wieH 32 ot Jupekrusa 2001/82/EO,
ChOTBETHO W3MEHEHa, Karo pedepeHTHaTa IbpxkaBa-wicHka ¢ OOeIWHEHOTO KpaJiCTBO, a
3aMHTEPECOBAHUTE IIbpKaBU-WIEHKH — ABcTpus, benrus, lanus, ®pannus, ['epmanus, 'spuus,
Wpnannus, Utanus, Hunepnanausd, Ilopryramus u Ucnanusa. Ilpouenypara 3a B3auMHO MpPU3HABaHE
3amouBa Ha 28 ¢geBpyapu 2008 r.

IMopanu omacenus, noauruHatu ot ['epmanus U Hugepnanaus B XojJa Ha MpOIEAypaTa 3a B3aHMHO
npu3HaBane, 4e Shotaflor 300 mg/ml MHXEKIIMOHEH pPa3TBOP 3a TOBEeIa MOJXE Ja IPEIACTaBIIsIBa
MOTCHITMAJICH CEPHO3CH PUCK 3a OKOJIHATa cpena, ObennHeHOTO KpajicTBo ce3upa EMEA na 31 1omm
2008 r. B choTBeTcTBHE ¢ WwieH 33, maparpad 4 ot Jupextusa 2001/82/EO.

IIponiemypara mo ce3upane 3amodBa Ha 16 cenmtemBpu 2008 r. 3a AOKIATIMK M CHIAOKIATIUK Ca
onpezaencHu: cboTBeTHO [I-p Bruno Urbain u JI-p Michael Holzhauser-Alberti. Ha 15 suyapu 2009 r.
NPUTEKATEISIT HA JIMIEH3a 3a ymoTpeba MPeaocTaBsi MUCMEHH OOSCHEHHs. YCTHH OOSICHEHHS ca
nmanenu Ha 16 ampun 2009 r.

BB3 ocHOBa Ha OIleHKaTa Ha W3BBPIIECHATA OT HOKIAAUUIINTE NpEIeHKa Ha HanundHuTe nanan CVMP
pemraBa, 4e ymnorpebaTa Ha MPOAYKTa CHOOPa3HO NpermopbhbKaTa CHUIMAT Ja ObAC H3MOI3BaH
SIMHCTBEHO 3a TEPANCBTUIHH IIEJIM HE MPEICTaBIsABa PUCK 3a okoiaHaTa cperaa. CVMP obaue cuura,
Yye TeKCThT Ha TEpaneBTUYHOTO MOKa3aHHWeE, KaKTO € pa3peimieH B pedepeHTHaTa AbpikaBa-diieHKa,
MOJIICKU Ha M3MEHEHHUE C IIeJT SICHO Jla Ce€ M0CcOoYaT OrpaHUYCHUsITa Ha 0I00peHara ynorpeda u ja ce
n30erHaT HETOYHU THJIKyBaHM. [lopaam ToBa Ha 14 mait 2009 r. KoMuTeThT npreMa CTaHOBUIIE, B
KOETO MPErnopbyuBa MPOMsHA Ha JIMIEH3a 32 yoTpeda B ChOTBETCTBUE C MPENIOKCHUTE H3MEHEHHS Ha
Kpatkara xapakTepucTrka Ha IpOJAyKTa U JIUCTOBKATA.

B Ilpunoxenue | e nmpencTaBeH coMChK ¢ UMEHATa Ha 3acerHaTuTe npoAykTu. HayuHnure 3akitoueHus
ca npencraBenu B Ilpunoxenue II, 3aenqno ¢ usmenenure Kpatka xapakTepucThka Ha MPOAYKTa U
muctoBka B IIpunoxenue I11.

OKOHYATEIHOTO CTAHOBHIIE CTaBa pereHne Ha EBponeiickara komucus Ha 3 aBryct 2009 r.

"Yren 33, maparpad 4 ot Jupekrusa 2001/82/EQ, CbOTBETHO H3MEHEHA.
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