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VMHCTPYKIUA
1o npuMeHermno Mapdroxcuma® TabIeTox [ edenrs cobaK ¥ KOmeK
npu 3a60NeBaHuAX OAKTEPUAIBHON U MUKOILIA3MEHHO ITHONOTHY

(opraunsanns—paspa@orqnx AO «KPKA, 1.1, HoBo MecTon/«KRKA, d.d., Novo mesto»,
Smarje3ka cesta 6, 8501 Novo mesto, Slovenija)

I. Obuiue crenenus

1. Toprosoe HaUMEHOBAHKE JIKapPCTBEHHOro npenapata: Mapduokeur® Tabnerku
(Marfloxin® tablets).

MexayHapoaHOe HENaTeHTOBAaHHOE HaUMEHOBaHHe: MapOodIoKCallkH.

2 .HeKapCTBeHHaFI dopma: TabIeTKH TSI OPATBHOrO IPUMEHEHHUS.

Mapdokcur® Tabretku BBIIYCKalOT B (opme Tabnerok maccoit 70 mr, 280 mr u
1120 mr, xoTOpEIE B KauecTBe NEHCIBYIOIIEro BEWECTBA COAEPX AT MapOODIOKCAIMH 5 MT,
20 mr mnu 80 Mr B onHOM TabneTke, U BCIOMOraTeNbHEIE BEIECTBA: MOHOTH/APAT JIaKTO3bI,
IIOBMIOH, KPOCIOBHU/IOH, CT€apaT MarHMs, MsCHOM apOMaTh3aTop, I'MAPOreHH3MPOBAHHOE
KacTOPOBOE MacIIo, zxpomxesoﬁ IIOPOIIOK, QUOKCH] KPEMHHYSI KOJIOJHEIA Ge3BOTHEIH.

3. Mapdnokcur® TabreTkH C IOo3upoBKOH 5 Mr ¥ 20 Mr mpeacTaBidrOT coboif
KpDYTJIBIE IBOSKOBEINYKIIbIE TaONETKH OIETHOTO JXKEITO-KOPHYHEBOTO IBETA C BO3MOXHBIMH
TEMHEIMH ¥ GENbIME BKPAIUICHUAME ¢ PHCKOM Ha OHOR cTOpoHe. MaphIokcHH" TablIeTKy ¢
nosuposko# 80 Mr nNpencTaBILIOT COOON BOSKOBBIMYKIBIE TaONEeTKH KalCylOBHOHOH
(bopMBl GNEAHOTO JKENTO-KOPHYHEBOTO I[BETA C BO3MOXHBIMH TEMHBIMH M OENBIMH
BKpAIICHUSIMH, C PHCKOM Ha IBYX CTOPOHaxX. TableTKy MOXKHO pa3IeuTh Ha NONOBUHKH.

Cpox roJHOCTH JI€KapCTBEHHOTO IIpenapara Ipy COOMIONEHAN YCIOBUMA XpaHEeHHs —
3 roga c parel IpOM3BOACTBA.

3anpemaeTcs MCHONB30BaTh JIEKApCTBEHHBIM INpemapar IO MCTEYeHWH CpPOKa
TONHOCTH.

4. Mapdnoxcun® TableTKy BHITYCKAIOT pacacoBaHHBIMHU B GIHCTEPHI 11O 6 TABIETOK
(ana posmposku 80 Mmr/rabn.) wiu mo 10 Tabnerok (mns MO3MpOBOK 5 Mr/tabnm. u 20
MI/Tab1.). BIECTephl yIaKOBEIBAIOT MOMITY4YHO (103UpoBKM 5 Mr/Tabmn. u 20 Mr/rabn.) wiu
mo 2 wryku (no3upoBka 80 Mr/Tabn.) B KapTOHHBIE KOPOOKH BMECTE ¢ MHCTPYKIMEH IO
NPUMEHEHHIO.

5. XpaHWTb EKapCTBEHHBI IIpenapar ClefyeT B YIIaKOBKEe NPOM3BOIUTENS,
OTHENBHO OT IMMIIEBEIX IPOXYKTOB U KOPMOB, B 3aIUINEHHOM OT IPSIMBIX COTHEYHEBIX JTydei
Mmecte, npu remneparype ot 0 °C go 25 °C.

6. XpaHUTk JEKapCTBEHHEIN Ipenapar ClIeAyeT B MeCTaxX, HEAOCTYIHBIX i AeTel.

7. Hencnons3oBaHHEIH NpenapaT YTHIMSHPYIOT B COOTBETCTBUU C TpeOOBaHUAME
3aKOHOZATENbCTBA.

8. Otmyckaercs 6e3 pelielnTa BeTepUHAPHOTO Bpaya.

II. ®apmakonorunyeckue CBOHCTBA

@ OTHOCUTCI K aHTHOakT €pUANBHBIM IIpElaparaM IPYIIIEL

9. Mapdroxcur
(bTopxUHOIOHOE.



10. Ilpemapar o6nagaer INMPOKMM CIEKTPOM GaKTEPHIHIHOLO JeHCTBYA,
OCHOBAHHOTO Ha NOJaBNIeHHY GakTepuaisHex GepmenTor [THK-rupasst # Tomou3oMepassi
1V, yaacteyromux B permukaupus JJTHK MEKpOOPraHu3MOB.

MapGodnokcanun, neficteyromee Bemectso Mapdroxciuaa® TabeTox, axTHBEH B
OTHOIICHWM TDAMIIONOXHUTENBHBIX M TIPaMOTPHUATENBHBIX MHKDOOPTaHM3MOB, B T.4.
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, Streptococc, a Taxxe Mycoplasma spp..

Tocye mepopanbHoro Benerus npenapara MapGo(IOKCAMH XOPOLIO BCACKIBAETCH B
KEIyIOIHO-KUIIEYHOM TPaKTe M IPOHMKAET BO BCE OpPradbl M TKAHH OpraHM3Ma.
Brogoctynnocts mapGognokcanuna mocne NMepopanbHOrO BBEAEHHMS COCTABISET IIOYTH
100%. MakcumanbHas KOHLEHTpaNus B KDOBH NOCTHIAeTCs gepe3 2,0 waca, mepuon
NIOYBEIBENICHUST COCTaBNgeT y cobak 14 wacoB, y xomek 10 wuacos. Brimensercs
MapOOGIOKCalMH U3 OpraHH3Ma JKHBOTHBIX B OCHOBHOM B HEH3MEHEHHOM BUJE ¢ MOYON H
KEITYBIO.

Mapdrokcuu”® Ta6NeTKE [0 CTeleHH BO3NEHCTBHE HA OpPraHu3M OTHOCHTCS K
MaroonacHsM BemecTsaM (4 knace onmacrocty o FOCT 12.1.007-76).

I1I. IMopsnok npuMeHEHHS

11. Mapdhnokcun® Tabnerxu NPUMEHSIOT I Jle4eHHd Co6aKk U KOIIeK Iph
3a00NeBaHKAX OPTAHOB JBIXAHHUS, MOYETIONIOBOM CHCTEMBI, HHMDEKLIMI KOXH, MATKUX TKaHe,
MHQUUMPOBAHHEIX PaH H JPYrHX 3a0ONeBaHmi GaKTEPHANBHOM M MUKOIUIa3MEHHO
3THOIIOTHH, BO30YAUTENH KOTOPHIX YyBCTBUTENLHEI K Map6ODIOKCALMHY.

12. TlporusomoxasaHnmeM K NpuMeHeHHIO npemapara Mapdaokcunr® Tabnerxu
ABIIAETCS [OBBIICHHAs HHAMBHIYyaJlbHAS YyBCTBUTEIBHOCTH JKMBOTHOIO K KOMIIOHEHTaM
mpenapara. 3anpeleHo npaMenerre Mapdnokcnra® TaGIeToK KOTSTaM MONOXKe 4 Mecames,
MeHKaM Monoxe 12 mecsies (eHKaM KpyIHBIX IOPOX — Mojoxe 18 mecaies), a Takxe
KUBOTHBIM C [IOPXEHUAMU [IEHTPANTBHOM HEPBHOM CHCTEMEIL.

13. JlexapcTBeHHBI!l MNpenapar IPUMEHSIOT JXUBOTHEIM OMH pa3 B CYTKH,
MHIUBAIYAIBHO B Pa3fpOONEHHOM BH/I€ C KOPMOM MM BBOAST NPUHYIUTEIHLHO HA KOPEHD
SI3bIKa B CYTOYHOM 03¢ 2 Mr Mapbodriokcaliaa Ha 1 KI' MacChI XXHBOTHOTO.

IIponomKuTeIBHOCTD NeueHus co0ak COCTaBIgeT OT 7 Ho 14 mHed, Komek - oT 3 1o
10 nHelt, B 3aBHCUMOCTH OT Te4eHUs 3a601€BaHNS.

14. Tlpu nepemesupoBKe y >KMBOTHBIX MOI'YT HaOMIONATHCH HApPYLIECHHS NEATENbHOCTH
HEpBHOM cucTeMsl. Jleuenre cuMITOMATHYECKOE.

15. Ocobennocre## neiiCTBHS JeKapCTBEHHOrO IIpemapara IPH €ro NepBOM
IIPEMEHEHNUY U OTMEHE He YCTaHOBIICHO.

16. 3ampemaercs mpuMeHATs Mapdaokcun® TabmeTkM GEpEMEHHBIM W
NaKTHPYHOIMM CaMKaM, a TaK)XXe KOTATaM MOJIOXKe 4 MecsleB, [IeHKaM MOooxe 12 Mecsues
(LrenKam KpyIHBIX OO — MOJIoXe 18 mecsues).

17. Cnenyet usberarh IpoIlycKa O4epeIHON JO3bI JIEKAPCTBEHHOIO Ipenapara, Tak
KaK 5TO MOXET MpPUBECTH K CHI)KEHHMIO TepameBTHYecKod 3ddexTwBHOCTH. B cimyyae
IPOITyCKa OJHOM M03B NIPHMEHECHHUE NpenapaTa BO30OHOBISIOT B TOH XK€ NO3UPOBKE W 110
TOMH JXe CXeMe.

18. Ilpu npuMeHeHMH IpelapaTa B COOTBEICTBHM C HACTOSINEH HHCTPYKLHEH
n0OOYHBIX SBACHHA M OCIOXHEHMil, Kak IpaBUIO, He Habmoaercd. B pemkux cClaydasx
BO3MOXHO yd4alleHHe JeeKallid H pasMATYeHHE CTyla, YKa3aHHEIE CHMITOMEI
CaMOIPOK3BOIBHO UCYE3a0T U He TpeOyIOT OTMEHHI IIpenapara.



B cuysae noserenus amneprumueckmx PeaKiu# HCIONB3OBAaHME IIpenapara
TIpeXpamaroT M Ha3HAYAlOT JKHBOTHOMY AHTHIHMCTAMMHHEIE K CAMIITOMaTHYECKHE
Ipenaparsl.

19. He pexomennyercs mpumeHsTs Mapdoxeus® Tabnerxu OQHOBPEMEHHO C
KaTVOHHBIMY Npenapatamy (NpemapaTaMi JKefesa, Kalblis, MarHusi, allOMUHUS) H3-3a
BO3MOXHOTO yMEHBIICHHsS BCACHIBAHUA B XelyNOYHO-KHIIEYHOM TPakTe, a TaKKe C
X10paM(pEHUKOIOM, MaKPOTHIHEIMY AHTHOHOTHKAMY 1 TETPALUKITHHOM.

20. Mapdnokcus® Tabrerkn He NIpeNHAsHAYEHBl ISl JICYEHHS IPOLYKTHBHEIX
’KUBOTHEIX.

IV. Meps! muuHo# npodunakruky

21. Ilpu pabore ¢ Mapdnoxcunom® Tabrerxamu HeobXomuMo cobmonaTe obmme
TIpaBuNa NTMYHOHW THIHEHBl M TEXHUKA Ge30NacHOCTH, NpENyCMOTPEHHBIE NpH pabore ¢
IEKapCTBEHHBIMHU [IPeNapaTaMy.

22. JhopaM ¢ THIEPYyBCTBHUTENBHOCTBIO K ¢ropxuHONOHaM cremyer u3berars
PAMOTO KOHTaKTa C mpemapatoM. Bo Bpems paBoTsl sampemaercs KYpUTb, THTh H
IPHHKEMATD ALY, IOCTE PabOTHI CIIENyeT BEIMBITE PYKH C MBLIOM.

ITycras ynakoBka u3-1107 mpenapata MOLTExKHT YTUIA3aUUY ¢ 6BITOBBIMU OTXOJaMH.

23. Tlpu cuyvaiino monmaganuu npenapara Ha KOXY WI¥ CIU3HUCTEIE 0DONOYKH, HX
HEOOXOIUMO POMBITE GOBLIAM KOIUYECTBOM BOIsL B cnyuae mosenenus amnepruueckux
PeaKuMil W/MTM TpY CIy4aiiHOM IOMafaHHH JI€KapCTBEHHOI0 IperapaTa B OpraHu3M
HCIOBEKA CNENYET HEMEIUIEHHO OGPATUTECS B MEAUUMHCKOE YUPEXKIECHHE (npu cebe umers
MHCTPYKIMIO 10 MPUMEHEHUIO IPENapaTa Uiy STUKETKY).

HawmmeHoBanwe 1 anpec AO «KPKA, 1.1, HoBo Mecton, IlIMapbermka
IPOM3BOACTBEHHOH IIOMIAAKY uecra 6, 8501 Hoso mecto, Cnosennsa/«KRKA,
NPOU3BOAUTENSA IEKAPCTBEHHOTO d.d., Novo mesto», Smarjeska cesta 6, 8501 Novo
npenapara Ajig BeTepHHAPHOTO mesto, Slovenija.

[IpUMEHEHHS

Haumenosanue, anpec opragusanusy, IIpencrasurenscro AO «KPKA, 1.1., HoBo
VIIOMTHOMOYEHHOH BlIale/IbIEM HITH Mmecto» B P®, 125212, r. Mocksa, [onosuuckoe
A€pXKaTelleM PETUCTPAIIOHHOrO mocee, oM 5, xopmoyc 1

YIAOCTOBEPEHUS TEKAPCTBEHHOTO Ten.: (495) 981-10-95, daxc: (495) 981-10-91.
[penapata Ha NPHHATUE IPETEH3UH OT

norpeburens

C cornacoBanuem HacTosmed WHCTPYKUMH 10 npuMeHeHur0  Mapdiaokcuna
TableTOK, CYMTATh YTPATHBINEH CHIY MHCTPYKIMIO II0 INPUMEHEHHIO, YTBEPXIECHHYIO
Poccensxosnanzopom 03.07.2014 roza.
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