HHCTPYKILIMS] :

10 mpumeHeHnto Mapgnokcuta TabneToK s NedeHns cobak H Komex

TpH 3200IeBaHUIX OAKTEPHAILHON I MHKOMUIA3MEHHON YTHOLOMH
(opranmsars-paspadoruuk «KRKA d.d., Novo mesto», Cllopenus)

I. O6mue crenenus :

1. Toprosoe mamMeHoBaHHe JNeKAPCTBEHHOTO npenapara: Mapduoxcan tabaeriu
(Marbofloxacin tablets).

MesxyHapoaHOe HeHATEHTOBAHHOE HAMMEHOBAIHE: Mapbodokcanun.

2. Jlexapcreernas dopma: Tabaerkn s OPATBHOrO IPUMEHCHHS.

Mapdnoxcun TabneTu BLUTYCKAIOT B bopme Tabnetok maccoii 70 mr, 280 Mr u
1120 mr, xoTopHe B KaYecTBe ACHCTBYIOMErO REMIECTRA conepkar Mapbodmokcaryn 5
Mr, 20 Mr w80 Mr B ojmHol TabNerKe, H BCNOMOIaTeIbHbIC BCLIECTBA — MOHOTHIPAT
nakrosst 38,35 mr, 153,4 Mr wim 613.6 wr, MOBHAOH 1,25 mr, 5,0 Mr wim 20,0 M,
Kpocnosujion 7,65 mr, 30,6 mr wmm 1224 wr, creapar maruus (0,38 mr, 1,5 mr unu 6.0
MI, MCHOH apomatmsartop 10,5 wmr, 42,0 mr mm 168,0 wmr, THAPOreHM3UPOBAHHOE
KacropoBoe Macno 3,12 mr, 12,5 mr wau 50,0 wmr, APOAGKEROH 1opo1uok 3,5 mr, 14,0 mr
iy 56,0 Mr, AHOKCH KPEMHUS KOJIOIHEL] Oesmomumii 0,25 Mr, 1,0 mr wiu 4,0 mr.

3. Mapdnokcun TabneTKH  BITYCKAIOT pacacoBaBHLIMH B GaucTepsl,
YUAKOBAHHEIC B KAPTOHHBIC KOPOOKH ¢ HHCTPYKLUMEE! IO TPUMEHEHHIO. ;

4. XpaHuth JeKapcTBeHHBIH Tpenapar CHACAYET B YMAKOBKE IIPOM3BOAHTEILL,
OTACILHO OT MHIMEBBIX NPOLYKTOR M KOPMOB, B CYXOM, 3alHHIMEHFHOM OT HPAMBIX
COTHCYHBIX MyqeH MecTe, py Temneparype ot 0°C o 25°C. '

CPpoK rofHoCTH JIeKapeTBEHHOTO NpenapaTa IpH COONIONEHHHN YCTOBHH XPAHEHIS
~2 T0/a ¢ naTHl MPOU3BOICTBA. ;

3arpemmaercs MCHONB30BaTL TeKAPCTREHHLIT Hpenapar Mo HCTEYEHHN CPOKa
TOJHOCTH, ' j

5. XpaHWTh JTeKapCTBCHHBIIH Openapar Crmemyer B MeCTaX, HEHOCTYIHBIX IS
Jerei. ' 3
6. Hencnonp3oannetii npenapar YTHIA3UPYIOT B COOTBETCTBHU ¢ TpeCOBAHMAMME
3aKOHOJATETBCTBA. 3

I1. @apmakosnorudeckue ceoiicTra

7. Mapdaokeun oTHocHTCS K aHTHOAKTEPUANBHEIM — IpenaparaM IPYILIBI
Propxunononos. [lpenapar o6aanaer UIHPOKAM CIEKTPOM OaKTEPHUUAHOIO AHCTRHA,
OCHOBAHHOTO ~ Ha  MOIABJCHMH  GaKTEPHATRHEIX dbepmenros  JIHK-rupasm  n
TonouzoMepassl IV, yuacTByromux B perutkanmy JHK mMuxpoopranmsmos,

Map6odmokcanun, aeitcTByiomee Bemmecrro Mapdiokenna radaerok, aktupen »
OTHOLICHHI I'PAMIIOIOMKUTENLHBIX M TPAMOTPHIATETBHBIX MHUKDOOPTAaHH3MOB, B T.q,
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,
Staphylococei, Streptococed, a raxxe Mycoplasma spp.



[ocne  mepopaishoro  Bsesenus Tpenapara  MapGogIoKcalun - XOPOoIo
BCACHIBACTCA B KTy IOUHO-KHIICUHOM TPAKTEe M NPOHHKAET BO BCE OPTaHBl W TKAHH
opranusMa.  buomoctrynHocts  mapGodrokcanmHa  mocie TIEPOPATBHOTO  BBENCHHS
cocraBnger 1104TH 100%. MakcumansHas KonuenTpaims KPOBY A0CTHTaeTCd depes 2.0
Haca, NEPHON MOTYBRIBEICHHA COCTaBIgeT y cobak 14 uacos, y komiek 10 uacos.
Brigeisieres mapOodirokcamy w3 OpraHM3Ma JXUBOTHHIX B OCHOBHOM B HEGH3MEHEHHOM
BHJIC ¢ MOYOH U KETULK). j

Mapdrokcun TableTkn 10 cTeneHn BosmeHCIBAS Ha OPraHu3M OTHOCHTCH K
MaJoonacHelM BemecTsaM (4 xiace onacuoctu o FOCT 12.1 007-76).

' M. INopsagox npuMmenenns

8. MapduokcHH TaGNeTKH NPUMEHSIOT I JTeYeHHs cobak M Komek mpu
3a00NCBAHNAX OPraHoOB JBIXAHHS, MOYENOIOBOL CHCTEMbl, HHQEKIMH KOMKH, MATKHUX
TKaHeH, HHOUIMPOBAHNLIX pan W gpyrux  3abonenanmuii GaxrepuanbHoll  u
MHKOTIA3MEHHOH  sTHONMOrHH,  BO3OyaHTenH KOTOPBIX  YYBCTBHTEIRHBI K
MapOodIoKcalnmy. :

9. IlpoTHRomnokazanuem K NpUMEHeHHKO nipeniapara Mapdnokeun Tabrerxku
ABIACTCSA MOBBIICHHAS MHHBUAYANBHAS TYBCTRHTEALHOCTD SKHBOTHOLG K KOMITOHEHTAM
- Tipenapata. 3anpemieno npumcHenne Map(rokcHua TaGieTok KOTSTaM Mojioxke 4
MCCALE, MeHKaM Monoxe 12 Mecanes (LicHKaM KpymHbIX A0poax — mojoxe 18
MECATICR), & TaKKe KUBOTHBIM ¢ TOPAKEHHIMU TCHTPATLHON HEPBHOH CHCTeMBI. |

10. JlexapcrreHusifi  mpemapar TIPUMEHAIOT JKMBOTHBIM OIMH Pa3 B CYTKH,
HHIUBHAYaILHO B PasAPOONCHHOM BHIE C KOPMOM WIH BRONST MPHHY THTENBHO Ha -
KOPEHB SI3BIKA B CYTOMHOM Jlo3e 2 Mr MapGognokecalmna Ha 1 KI' MACCH KHBOTHOLO.

Ipopomkurensiocts nmeuenns cobax cocTasisteT 01 7 mo 14 pueit, kourek - oT 3
20 10 nHedt, B 3aBHCHMOCTH OT TeqeHus 3abonepanug, - '

11. Tpu mepeno3upoBKe y KHUBOTHBIX MOTYT HaOMIOHATECS HAPYLLCHHA AEATENBHOCTH
HEPBHOM cHCTeMBl. Jleyenne cummmomaTieckoe, '

12, Ocobennocreit neiicTsus ICKAPCTBCHHOrO  Mpenapara TpH ero0 MepBoM
TMPUMEHCHUH H OTMEHE HE YCTaHOBICHO. : .

13. Crenyer usberars TTPOIyCKA OYEPEeIHON HO03bl JICKAPCTREHHOTO Irpelapara,
TaK KaK 3TO MOKET IPHBECTH K CHUKEHHIO TePANIERTHUECKOI] apdexturrocTH. B Ciiyuae
MPOTyCKa OLHOH 10351 IPHMEHEHHE 1IPenapaTa BO3OGHOBILIIOT B Toi xe TO3ZUPOBKES K 110
TOH Ke cxeme.

14. Tlpu mpumeneHnu mpenapara B cooTBETCTRIN ¢ HacTOoseH HHCTPYKLmeii
NOOOMHBIX ABIEHHI U OCTOKHEHMI, Kak TpaBuilo, He Habiomaercs, B penkux ciyuasnx
BOSMOMHO  yYallCHHe AeeKallud M pasMsryeHue CTyna, YKa3aHHBI€ CHMITOMBI
CaMONpPOU3BOIBHO HCUE3AIOT U HE TPEOYIOT OTMEHE npenapara.

B cinysae nosemenus  amnepruuecxux PCAKIMEA  HMCIIONB30BAHME  TIpenapara
NPCKpAllaloT W HA3HAYAKOT JKHBOTHOMY AHTHIHCTAMUHHBIC M CHMITTOMaTHUECKHE
npenapars, o

15. He pexoMenayeTess mpumensrs Mapdnokenn Tabnerkn OIHOBPEMEHHO C
KaTHOHHBIMA TIpeiapaTamMy (LIpEnapaTaMu sxenes3a, Kalbius, MAarHus, AIFOMUHAS) H3-3a
BOSMOKHOTO yMCHBLICHUS BCACBIBAHHA B KENYIOUHO-KHINCUHOM TPaKre, a TaKKe ¢
XI0paM(pEHUKONOM, MAKPOTHAHEIMI aHTHOHOTHKAMY 11 TETPALHKITHHOM. '

16. Mapdnokenn Tabnerku ne NPCAHASHAYCHBL UL JICYEHHA TIPOAYKTHUBHAIX
JKHBOTHBIX, |



IV. Mepbl mHqHO# npopuIakTHRy

17. Mpu pabore ¢ MapdnoxcnnoM TaGierkaMa HeoGXOIHMO cobmonate ofmue
NpaBUia JMIHOH THIHEHEl M TeXHHKH Oe30ITaCHOCTH, HIPEyCMOTPCHHBIE TIPH paboTe ¢
JIEKApCTREHHBIMHU TTPEIIAPATAMH. :

18. JhouaM ¢ rHIepUyBCTBHTENRHOCTRIO K dbropxuHonoHaM crenyer usberaTs
p;AMOTO KoHTakTa ¢ nipenapatom. Ipu eayuaiimom nonaganuu npenapata na KOKY WK
CIU3HUCThIE OOOJIOUKH ¢ro HEOOXOAUMO TOTYAC CMBITh NPOTOYHOH BOJOR ¢ MEITOM. B
CIyHac TIOABICHHA aNIepruvecKux peakiuit wuau npu CIYUAHHOM  NONAJAHUK
JICKAPCTBCHHOTO TNPETIApATa B OPTaHH3M YETOBEKA CIEAYET HeMeICHHO OOpPATHTLCH B
METHIHHCKOE YHPEHKAEHHE (LIpH ceGe UMETh HHCTPYKIMIO TIO IIPHMEHEHHIO Ipenapara
HITH 3THKETKY), f

19, Vmakosky H3-0A  MCHONMB30BAHHOIO npernapara  NOMeu@wT B
TOIMITHTICHOBRIN MAKET U yTHIM3HPYIOT ¢ OEITOBBIME OTX01aMH. :

20. Opranusaima-npormssomurens: «<KKRKA d.d., Novo mesto», Smarjedka cesta 6,
8501, Novo mesto, Slovenija.. Anpec TpeacrasnTenscraa bupmer «<KPKA»: 123022, 1.
Mockga, yi. 2-a 3seHuroponackas, 1. 13/43, 6 yrax. .

HMucrpyxuus paspaGorana pupmoii <KRKA d.d., Novo mesto», CloBenus

Pexomennorano x perucrparmu g PO OI'BY «BIHK Wy, :





