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[10 BeTepPUHAPHOMY MPMMEHEHHUIO JIEKapCTBEHHOrO Npenapara
Mapdnokcun® TabneTku

(opranmzanus-paspaborunk AO «KPKA, x.1., Hoso mecto, [IImapbenka Lecra
6, 8501v Hogso mecto, Cnoenust/«KRKA, d.d., Novo mesto»,
Smarjeska cesta 6, 8501 Novo mesto, Slovenija)

HoMep pericTpaldoHHoro yaocrosepenus 705-3-1 0.19-4505Nel IBU-3-4.14/04275

1. O01me cBeAeHUS

1. ToproBoe HaWMEHOBaHME JIEKAPCTBEHHOIrO Mperapara: Maponokcus®
tabnerky (Marfloxin® tablets).

Mex/IyHapoHOe HeNIaTEeHTOBaHHOE HAMMEHOBaHHUE:! MapOodIioKcaH.

2. JlekapcTBeHHasi popma: TabJIETKHU A7 OPalIbHOrO IPUMEHEHHA.

Maponokcun® TablIeTKH BBITYCKarOT MacCou 70 mr, 280 mr u 1120 mr. B
KayecTBe  MEHCTBYIOIIETO  BEWIECTBA B  OJHOM  TabNeTKe  CONEPNKUTCA
map6odokcarut 5 mr, 20 mMr umd 80 Mr, COOTBETCTBEHHO, H BCIIOMOTaTeJIbHbIE
BeIleCTBA: MOHOTHIpAT JIAKTO3bl, IOBHIOH, KPOCIOBH/OH, CTEapaT Martusi,
MSICHOI apoMaTu3aTop, I'MIPOr€HM3UPOBAHHOE KacTopoBoe Macio, JPOXKEBOH
TTOPOIIOK, KPEMHHUH KOJITOHIHBIN ©e3BOJIHBIH.

3. Mapduiokcus® TabneTku B A03UpoBKe 5 MI U 20 M NIPeACTaBIACT coboii
KpyTJIble JBOSIKOBBIIYKJIble MPaMOPHbIE TabJeTKH CBETIO-KOPUYHEBATO-)KEITOr0
1uBeTra, c<cO CKOLIEHHBIMH KpasMH, C BO3MOXHBIMHW TEMHBIMH H OenpIMH
BKpalIeHMsIMA C PHMCKOM Ha OJHOH CTOpOHE. Mapdnokcun® Tabnerku B
nosupoBke 80 Mr IpeicTaBiseT co0O# KarCyJOBUIHBEIC JBOSKOBBIMYKIIBIC
MpaMOpHble TalJIeTKH CBETJIO-KOPUYHEBATO-XKENTOro LBETa C  BO3MOXHBIMH
TeMHBIMH ¥ O€JbIMH BKpAIUIEHHsIMH, C PHUCKOW Ha 0OEHMX CTOPOHAaXx. TabneTku
MOYHO Pa3/IeJIuTh Ha IIOJIOBUHKU.

Cpok TOJHOCTH JIEKapCTBEHHOTO INpenapara TpH COOIIIOJICHUH YCJIOBUI
XpaHeHus — 3 rofia ¢ AaThl MPOU3BO/ICTBA.

3anpelaeTcs UCIOJIb30BaTh JIEKAPCTBEHHBIM NPETIapaT 1o HCTeUCHAN CpoKa
T'OJIHOCTH.

4. Maponokcu® TabJIETKH BBIILYCKalOT pacacoBaHHBIMH B GMCTepHI 110 6
tabnerok (ans moszupoBku 80 Mr/Tabi.) Wik Mo 10 Tabnerok (s JO3HPOBOK 5
Mr/tabn. u 20 wmr/ra6n.). biaucTepsl yNakoOBBIBAIOT IOMITYYHO (103upOBKH 5
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MO/TabiL. u 20 Mr/Tabn.) win no 2 WTyKA (no3upoBka 80 Mr/Tali) B KapTOHHBIC
KOpOOKH BMECTE C HHCTPYKITMeHd MO NPUMEHEHHMIO.

5. XpaHuTb NeKapCTBEHHbIH Mperapar clexyer B yIIaKOBKe IIPOU3BOIHTEI,
OTHeNBHO OT IIMIIEBBIX MPOJYKTOB X KOPMOB, B JAMIIEHHOM OT NPAMBIX
COJHEYHBIX JIyueil MecTe, IPH TeMIepaType oT 0 °C mo 25 °C.

6. XpaHUTb JEKaPCTBEHHbIN IIpenapaT ClenyeT B MECTaX, HETOCTYIIHBIX AT
OETEH.

7. HeucrHoJb30BaHHEBIM Ipenapar YTHIU3HPYIOT B COOTBETCTBHM €
TpeGOoBaHUIMH 3aKOHOAATENLCTBA.

8. Ormyckaetcsl 6e3 peLenTa BeTCpUHapHOro Bpatia.

I1. dapMaKosIOrHyecKue CBOHCTBA

9. Mapdaoxens® TabneTky OTHOCUTCA K aHTUOAKTEpUANBHEIM TperapatamM
rpynmns! GTOPXUHOJIOHOB.

10. Tlpenapar obnajgaeT IMMPOKUM CLEKTPOM GaKTepUIUIHOTO JeHCTBUL,
OCHOBAHHOTO Ha TOJaBIEHHM OaKTepHallbHBIX ¢epmentos JHK-rupassi
tonouzomepassl IV, yJacTBYIOIIHX B PETTHKALHIMT THK MUKpPOOPraHA3MOB.

MapGodroxcaiys - AeHCTBYIOLIEe BEIIECTEO NeKapCTBEHHOTO MpernapaTa
Mapbrokcun® TaONeTKy, aKTUBeH B OTHOLUEHUX TPaMIIONOXUTEIBHBIX M
PaMOTPHULIATEBHBIX MHKPOOPraHU3MOB, B t.a. Escherichia coli, Salmonella
typhimurium, Citrobacter freundii, Enterobacter cloacae, Serratia marcescens,
Morganella morganii, Proteus spp, Klebsiella spp, Shigella spp, Pasteurella spp,
Haemophilus  spp, Moraxella spp, Pseudomonas spp, Brucella canis,
Staphylococci, Streptococcl, a TaioKe Mycoplasma spp.

Tlocie ItepOpajJbHOrO BBEJEHUS Iperapara mapbodIIoKcalH XOPOIIOo
BcachIBaeTCs B JKeJy/IOUHO-KMIIEYHOM TPaKTe U IIPOHMKAET BO BCC OpraHbl M
TKAHW Opranu3Ma. bHoAOCTYIHOCTL MapboQroKcauHa I0Cie NepOpanbHOTO
BEEeHUs COCTaBIsET ITOYTH 100%. MakcuManpHad KOHLEHTpaius B KpOBH
nocturaercs 4epes 2,0 waca, HEpHOL TONYBBIBEJCHUS COCTaBIALT ¥ cobak 14
yacos, y komek 10 49acoB. Beiensiercs Mapbo@uoKcauyH [3  Opranusma
JKABOTHBIX B OCHOBHOM B HEM3MEHEHHOM BHJIC © MOYOM ¢ KETYBIO.

Map@roxcun® TabneTKi 10 CTETICHH BO3/eliCTBUS HA OPraHu3M OTHOCHTCA
K MaIOONACHBIM BeLlecTsam (4 Kiacc OnacHoCTH 110 T'OCT 12.1.007-76).

I11. TTopsAnOK NPHMECHEHHS

11. Mapdnokcun® TabneTKn IPUMEHIIOT I nedeHHs cobak U KOUIeK IpH
3a00JIcBAHMUAX OpraHoB [bIXaHHH, MOUYEHOTIOBOM CHCTEMBI, HHGQEKIUH KOXK,
MSIFKMX TKaHeH, MHOUIEPOBAaHHBIX paH M Apyrux saboneBannii 6aKTepHanbHON H
MUKOILUTA3MeHHOM  STHONOIWH, BO3OYIHTENN  KOTOPBIX qyBCTBHUTENBHBL K
MapGo(IOKCALHHY .

12. TIpoTuBOMOKa3aHUEM K OPMMEHEHHIO nperiapara Maphnokcus® TabneTky
gEsercd [IOBbUIEHHAS WHIMBHAYaIbHAT HyBCTBUTEILHOCTE YKHBOTHOTO K
KOMIIOHEHTAM IIperapara. 3amnpemarcs MpUMEHHATH mpenapar JXMBOTHBIM TPH
CYLIECTBEHHBIX HApyLICHUsX Pa3BUTHSA XpSIIEBOH TKaHW, I[PU MOPaXeHUAX
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HepBHOHM CHCTEMBL, CONIPOBOKAAIONIMXCS ~ Cy/I0pOTaMH, npy  BHIICTIEHHH Y
SKHBOTHOTO MHKPOOPraHU3MOB, yCTOHIMBLIX K QTOPXHUIOJIOHAM.

13. IIpu pabore ¢ JNEKapCTBEHHBIM MpenapaToM Map(bﬂOKCHH® TabIeTKH
HeoGXOoauMO  CcoOMoAaTh oOImpe IpaBuIa NUYHOM TI'WrueHsl M TEXHUKH
6e30IIacHOCTH, IIPeIyCMOTPEHHBIC ITPH paboTe ¢ JexapCTBeHHBIMA npernaparaMu.

JIrosiM € THIEePIyBCTBHTENLHOCTRIO K QTOPKHHONOHAM CIIEAYeT 130eraTh
NpAMOro KOHTAKTa ¢ TPEnapaToM. [lycryio YDaKoBKy WU3-TOA upenapara
3anpeliaeTcs UCIONb30BaTh Al GLITOBBIX Helell, oHA TOIEXUT yTAIH3alHU C
GLITOBRIMH OTXOJaMH.

[lpu cryuaiiHoM MONAfaHKK pernapata HA KOXY WJIK CIM3UCTBIC 000JIOYKH
ero HEOBXOUMO TOTYAC CMBITH IIPOTOHHOH Bopoii ¢ MUIOM. B cliyyae IOABJICHUA
AIeprudecKiX peaKiui g/ TpM ClydaiHoM TIONafaHuH JeKapCTBEHHOTO
npenapara B OpranusM HeJIOBEKA cjlefiyeT HEMEIeHHO obpatuTeCd B
MeJIATIMECKoe  yupexaense (fpu ceBe MMeTh HHCTPYKLMIO 10 NPUMEHCHHIO
npenapara UiH STHUKETKY ).

14. 3ampeiaercs MPHUMEHATH Map(pnoxcpm@ TabnieTk OepeMEHHBIM H
NAKTHPYIOIIUM CaMKaM, a TAKKE KOTATaM MonoKe 4 MecsLeB, MeHKaM MoJioxKe 12
Mecsnes (meHKaM KpyITHBIX TOpoJ — MOJIOXKE 18 MecsIeR).

15. JlekapcTBeHHBIH npernapar IpUMEHIIOT ’KUBOTHBIM OJIMH pa3 B CYTKH,
MHIUBALYAILHO B Pa3ApOOIICHHOM BIIE C KOPMOM HIIH BBOZIST NPUHYAUTCIIBHO Ha
KOpeHb H3bIKa B cyTouHOH jno3e 2 M Mmapbodnokcanuya Ha 1 xr Maccel
MKABOTHOTO.

TIpoOMKUTENBHOCTD sieyeHus cobaxk COCTaBISIET OT 7 g0 14 gHeH, KOUIEK -
ot 3 mo 10 aueii, B 3aBUCHMOCTH OT reuyengus 3a00NeBaHuUs.

16. Ilpu npuMeHeHWH TIperapara B COOTBETCTBHM ¢ HACTOSILEH
WHCTpYKI(Mel MODOUHBIX SBIEHUI ¥ OCIIOMKHEHUH, KaK paBKilo, He HaOMoAAETCH.
B penxux ciy4asx BO3MOXKHO yuamenve Aedexaluu A pasMATICHHC CTyIa,
yKa3aHHbIe CHMIITOMBI CaMOIPOM3BONBHO HCYE3A0T W HE TpeOyrOT OTMEHEI
mpenapara.

B cnyuae TIOSBICHHA alleprudecKux peaxuiil HCMONL30BAHKAE TpeTapata
NpeKpal@oT | HasHaualoT XKMBOTHOMY AHTHTACTAMMHHEIE ¥ CUMIITOMATHHECKHE
npenaparsl.

17. Tlpu mepefo3upoBKe Yy IKMBOTHBIX MOTYT HaOmOAATLCA HapPYIICHHS
AEATENLHOCTH HEPBHOH CHCTEMBL. Jieuenye CHMITTOMATHYECKOE.

18. He pexoMeHAyeTCs IPUMEHATD Mapduoxcun® TabieTKn OAHOBPEMEHEO
c KaTHOHHBIMM TIpenaparamu (mperaparaMi  OKeiess, KaJIblUsl, MAarHug,
AIOMUHAS) W3-32 BO3MOXHOTO yMEHBIICHHA BCAChIBAHMSA B IKEIyIOHHO-
KUAIIeYHOM  TpakTe, @ TaKkxe C xJopaM(EHHKONIOM, ~ MaKpOTUAHBIMA
AHTHUOMOTHKAMHE H TETPALKIIMHOM.

19. OcobensocTel HeHCTBUS JIEKapCTBEHHOTO nperapara IpH ero nepBoM
IPEMEHEHHH 1 OTMEHE HE yCTAHOBICHO.

20. Cneayer wu3derarp IpOIYCKa odepenHoil [O3bI JIEKAPCTBCHHOTO
gpenapara, TaK KaK O3TO MOXeT NPUBECTH K CHIDKCHHIO TepaneBTUYECKON



sdeKTHBHOCTH. B ciydae Tpomycka OIHOH JO3B NPHMEHEHHE Ipenapara
BO300HOBIISIFOT B TOH Ke JI03€ U II0 TOH JKe CXeMe.
21. Mapdoxcun® TabiieTky He IpeHa3HAYeH 1A JIeUCHHs TPOTYKTHBHBIX

JKHBOTHBIX.

HaunmeHoBaHHE H ajpec
HPOU3BOJICTBEHHOM ILITOIMIA]IKI
IIPOU3BOAUTENS JIEKAPCTBEHHOI'O
mpernapata s BETEpPHHAPHOTO
NpUMEHCHYS

HaumenoBaHue, agpec
Oprasu3aliH, YITOHOMOYECHHOH
BJIAJENLIEM HITH JepKatesieM
PErucTPaLOHHOrO
yAOCTOBEPEH NS JICKAPCTBEHHOTO
npenapara Ha IIPHHATHE
TPETEH3MIA OT MOTPeOUTEIIS
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