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KOMMTET MO JEKAPCTBEHUTE MPOJYKTH 3A BETEPUHAPHA
YIIOTPEBA (CVMP)

CTAHOBMUIIE, TIOCJIEABAIIO CE3UPAHE 110 YJIEH 33, IAPAT'PA® 4 3A
ENRO-K 10% ITEPOPAJIEH PA3TBOP

MesxnynapoaHo HenatentoBano ume (INN): Enrofloxacin

OBIIA UHOOPMALIUA

Enpodnokcanmn (enrofloxacin) € CHHTETHYHO BEIIECTBO C IMIMPOKOCIEKTHPHO aHTHMHUKPOOHO NEHCTBHE,
MPUHAUIEKAIIO KbM IpyIaTa Ha aHTHOMOTHIUTE (HITyOPOXUHOIOHH.

3assurensar Laboratorios Karizoo S.A. monmaBa 3asBiieHue 3a JIeleHTpalu3upaHa mporenypa 3a Enro-K
10% nepopaseH pa3TBOp, IOKa3aH 3a NMWJIETa U MyWKU U 3a NEpOpPalHO INPUIOKEHUE C NUTEHHATa BoAA.
3asBieHUETO € mojaneHo chrimacHo wwieH 32 Ha [upektupa 2001/82/EO, kakTo € W3MEHEHa, KaTo
pedepenTHaTa nbpKaBa-wicHKa ¢ VprmaHmus, a 3acerHaTHTE IbpKaBU-wieHKH — bemrms, Yemkara
penyonuka, I'epmanust u [lomma. [lenenrpanusupanara nponenypa 1E/V/0202/001/DC 3anousa Ha 19
ssayapu 2007 .

Ha 28 ampun 2008 r. Upnanmus cesupa EMEA mo unen 33, maparpad 4 Ha Jlupextusa 2001/82/EO
TOpaay OMAaceHUsl, MOBIUTHATH OT ['epmaHus, 4ye eHPO(IIOKCAMH MOXKE Ja MPEICTABISIBA MOTCHIHAICH
CepHo3eH MpobieM 3a OKOJTHATA cpelia (PUCK 32 CHHBO-3EJICHUTE BOJIOPACITH M CyXO3EMHHUTE PACTCHHS).

[Ipouenypara 3a cesupane 3amouBa Ha 14 maii 2008 1. 3a IOKIAAYMK U CHAOKIAAYUK Ca OMpPEJIEICHH,
cboTBeTHO: A-p Anja Holm ([danus) u n-p Boris Kolar (CroBenust). 3assBUTENSAT MpPEAOCTaBsl MHCMEHU
o0sicuenust Ha 17 HoemBpu 2008 T.

Bempocute, pasrienann or CVMP, B3 ocHOBa Ha choOpakeHHATa 3a oOpa3yBaHE Ha Mpollemypa 3a
ce3upaHe ca:

®  33JIOBOJIUTEIHOCT Ha MPEAOCTABEHHUTE TAHHU 110 OTHOIICHHWE Ha OIICHKATa 3a PUCKA 32 OKOJIHATA
cpejia 3a CHHbO-3€JICHH BOZOPACIIH M CyX03eMHH PacTeHUS;

e OmpeleNsHe Ha TOTEHLMATIHO CEPUO3EH PUCK 3a CHUHBO-3EJIEHUTE BOJOPACIM U CYXO3EMHHUTE
pacrteHus, nopojeH ot ynorpebdarta Ha Enro-K 10% nepopasen pa3Top.

ITo Bpeme Ha 3acemanmero cu Ha 13—15 smayapm 2009 r., B cBemMHAaTa Ha IpUIaTa MpPEIOCTaBEHA
uHpOpMaIMsg W Ha HaydHOTO oOchxknaHe B pamkure Ha Komurera, CVMP mnpuema c¢ emnmHOmymue
CTaHOBHIIIE, CHITIACHO KOETO IpernophuaHaTa yrnoTpeda Ha IpoayKTa HE MPEICTaBIsIBA PHUCK 32 OKOJHATA
CpeZa M MOpajan TOBA BB3PAKCHUATA, HOBIUTHATH OT [ epManus, He TpsiOBa J1a Iompeyar Ha H31aBaHEeTO Ha
JIMIIeH3 3a yrnoTpeoa.

B cranoBumiero cu KomutersT ce onupa Ha JaHHUTE, IPEIOCTaBEHHU OT 3asBUTENS B IOCUETO 3a MPOAYKTa,
B CbOTBETCTBUE ChC 3aKOHOBUTE OI'PAaHMYEHUS 110 OTHOLICHHWE Ha JaHHUTE 3a PUCK 32 OKOJIHATa cpena.
[IpunoxumocTTa Ha 3aKJIFOUEHUSATA 110 OTHOLIEHUE Ha APYTH JULEH3UPaHH NIPOSYKTH, ChIbprKally
ChlllaTa aKTHBHA ChCTaBKa, HE € 00ChAEHA, HUTO ITbK Ca HAIIPABEHU 3aKJIIOUEHUS 32 Hesl.

B Ilpunoxenue | e majgeH cnuChbKbT ¢ MMEHaTa Ha 3acerHaTuTe MPOAYKTU. HaydHuTe 3akiroueHus: ca
npenoctasenu B [Ipunoxenne I1.

3aKII0YUTETHOTO CTAHOBHIIE CTaBa pemeHue Ha EBpomneiickata komucust Ha 5 mait 2009 r.
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