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MHCTPYKIIVA
TI0 BEeTEpUHAPHOMY PHMEHEHHIO JIEKapCTBEHHOTO Ipenapara
Mapdioxens® TabneTky

(oprarmsamms-paszpaborunk AO «KPKA, 1.1., HoBo mecTox, IlIMapseriika uecta 6,
8501 Hogo Mecto, Criosernst/«KRKA, d.d., Novo mesto»,

Smarjedka cesta 6, 8501 Novo mesto, Slovenija)

Howmep perucTpatiiOHHOTO YILOCTOBEPEHHUS 705-3-10.19-4505Nel IBU-3-4.14/04275

I. O6uiue cBeneHus

1. ToproBoe HauMeHOBaHHE JIEKAPCTBEHHOIO Ipenapara: Mapbirokcaa”
tabnerku (Marfloxin® tablets).

MeskIyHapOoIHOEe HellaTeHTOBAHHOe HAauMEHOBaHHE: MapOOQIIOKCaLVH.

2. JlekapctBenHas dopMa: TabIEeTKH A1 OPaibHOTO IPUMEHEHHUA.

Map¢>n0KCHH® TabmeTKH BhIMyckatoT maccodt 70 wmr, 280 mr u 1120 wr.
B kauecTBe MeHCIBYIOIIEr0 BellecTBA B OJHOW TaOIETKE  CONCPKUTCH
map6oduokcanua 5 mr, 20 mr mma 80 Mr, COOTBETCTBEHHO, M BCIIOMOIaTENbHBIC
BEIeCTBa: MOHOTHAPAT JAKTO3b], TOBHUIOH, KPOCIIOBUIOH, CTeapaT MarHus, MACHOH
apOMAaTH3aTOp, THAPOTCHH3UPOBAHHOE KACTOPOBOE MACiIO, APO}CKEBOH IIOPOLIOK,
JAOKCHUI KPEMHUS KOJUTOUAHBIN OE3BOIHBIMH.

3. Map(bJIOKCHH® TabneTKy B JO3UPOBKE 5 Mr u 20 MI IpeACTaBIAIOT cO0OH
KPYTIIBle  JBOSIKOBBIIIYKJIBIE TaONETKH OJIEJHOrO  KeITO-KOPMUHEBOrO  IBETA
¢ BO3MOXHBIMM TEMHBIMU M O€IbIMM BKpaIUIEHHSIMU C PUCKOM Ha OJHOM CTOpOHE.
Maphiokcus”® TabIeTKy B 103UpoBKe 80 MI IPEACTABIAIOT COG0H ABOSKOBBIIYKIIEE
TaGNeTKd  KarncyJXoBHAHON  (GOpMBl  ONEAHOrO  JKENTO-KOPUYHEBOrO  LIBETa
C BO3MOXHBIMH TEMHBIMA U OelBIMH BKpaIUIeHUSIMH, ¢ PUCKOH Ha IBYX CTOPOHaX.
TabaeTKy MOXKHO pa3eIuTh Ha ITOJIOBUHKH.

CpoK TOJHOCTH JIEKApCTBEHHOTO IperapaTta INpu COOMIONCHHUH YCIOBUH
XpaHeHus — 3 To/ia ¢ AaThl IPOU3BOJICTBA.

3anpeinaercs KCIONB30BaTh JIEKAPCTBEHHbIN Mperapar [0 HCTEYEHUU CPOoKa
TOJJHOCTH.

4. Map(bJIOKCI/IH® TabIeTKH BBITYCKAIOT pachacoBaHHBIMH B OJNMCTEPHI IO
6 Tabrerox (s moswpopku 80 mr/rabm) mmu mo 10 TabmeTok (UIS HO3MPOBOK
5 Mr/Ta6i. u 20 Mr/Tabn.). BrucTephl yNAKOBBHIBAIOT NOMTYYHO ([O3MPOBKH 5



mr/tabr. u 20 Mr/Tabn.) uwm 1o 2 mTykd (1o3upoBka 80 mMr/tabn.) B KapTOHHBIE
KOpOOKH BMECTE C HHCTPYKIIUEH IO IPUMEHEHHUIO.

5. Xpauuth JeKapCTBEHHBIN Mpenapar clieqyeT B yIIaKOBKE MPOU3BOIUTCII,
OTHEJIHFHO OT IHMUIEBHIX HPOAYKTOB M KOPMOB, B 3al[MIIEHHOM OT IPAMBIX
COJHEYHEIX Tydel Mecte, mpu Temieparype ot 0°C mo 25°C.

6. XpaHuTh JIeKapCTBEHHBIM MTPENapar CIeAyeT B MECTAX, HEJJOCTYIIHBIX [T
JIeTeM.

7. Heucnonas30BaHHBIM TIpenapar YTWIH3MPYIOT B COOTBETCTBHM C
TpeOGOBaHUAMHU 3aKOHOJATEILCTBA.

8. Otmyckaercs 6e3 pelenTa BETEpUHAPHOIro Bpava.

I1. dapmakonoruieckue CBOMCTBA

9. Mapdmokcuu® TabIeTKd OTHOCHUTCS K aHTHOAKTepHAIBHBIM IpenapaTam
TpynIbsl GTOPXHUHOIOHOB.

10. Ilpenapar o6nagaeT NIMPOKAM CIEKTPOM OaKTEPHIMIHOTO ASHCTBH,
OCHOBAHHOTO HAa MOJAaBIcHUM OakrepuanbHsix ¢epmenToB JIHK-rupasel u
Tonom3oMepaskl IV, ygactBytomux B perumkanuu JIHK MUKpOOpraHu3MoB.

MapGodiokcare - AEHCTBYIOIIEE BEIIECTBO Mapdnokcuna® TabneTok,
AKTMBEH B  OTHOLIEHWHM TIPAMIIONOXWUTEIBHBIX K TPaMOTPHULATEIIBHBIX
MHKPOOpraHu3MoB, 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, Streptococci, a Taxxe
Mycoplasma spp.

Ilocie MepopambHOro BBeNCHUS Ipenapara MapOOGuIOKCalMH XOpOIIO
BCACHIBAETCA B JKEIyJOYHO-KUIIEYHOM TPAKTE€ M IIPOHHMKAET BO BCE OpPraHbl H
TKaHH OpraHu3Ma. BHOZOCTYMHOCTh MapOodokcanuHa MOCIe HNEPOPAIBHOTO
BeeaeHns cocraBimsteT modtd 100%. MakcuManbHass KOHLICHTpalMs B KpPOBH
pocturaercsi depes 2,0 daca, TEPHOJ MOJNYBBIBEJEHHA COCTAaBJAeT y cobak 14
qacoB, y Kkomek 10 gacos. Brigemsercs mMapOodrokcan¥MH H3 OpraHh3Ma
HUBOTHBIX B OCHOBHOM B HEM3MEHEHHOM BHJIE C MOYOH H KETIBIO.

Mapduokcun® TaGIeTKH Mo CTEIEHH BO3ACHCTBUSA Ha OPraHU3M OTHOCHTCS
K MaJIOONAacHBIM BemtecTBaM (4 kinacc omacuoctd o I'OCT 12.1.007-76).

III. Tlopsinok mprUMEHEHUA

11. Mapdoxcun® TaGeTKu NPUMEHSIOT I JIedeHus Co0ak U KOIICK IpH
3a60eBaHMAX OpPTaHOB JBIXAHMS, MOYENOIOBOH CHCTEMBI, MHGMEKUIHI KOXKH,
MSTKHX TKaHell, THQUIUPOBAHHLIX PaH U JPYTUX 3a001eBaHMi OaKTepHanbHON 1
MUKOILJIA3MEHHOM  OTHOJIOTHH, BO30YIUTEIX KOTOPBIX TyBCTBUTCIBHBEL K
MapOodaokcanuny.

12. TIpoTuBomOKa3aHWEM K IPHMEHEHHUIO Iperapara Mapdnoxcun® tabaeTku
SBIIIETCS T[IOBBIIEHHAs HWHIABUAYyallbHas YyBCTBHUTEIBHOCTH JKHUBOTHOTO K
KOMIIOHEHTaM IIpernapara. 3alpemarcs IPHMEHSTH Ipernapar >XMBOTHBIM IpH
CYNIECTBEHHEIX HAPYINCHWSAX pa3sBHTHS XpSIICBOW TKaHW, NpH MOPAKECHUIX
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HEPBHOM CHCTEMBI, COIPOBOXIAKOMMXCS CyJOpOraMH, MpPH BBUICICHUH Y
’KHBOTHOTO MHUKPOOPIaHM3MOB, YCTOHYHMBAIX K (TOPXHUHOJOHAM.

13. Ipu pabore ¢ Mapdnaokcurom® TabreTKaMH HEOOXOIUMO COOMIOAATH
o0lLMe MpaBuia IMYHON TUTHEHBI M TEXHUKH O€30MACHOCTH, NPEIyCMOTPEHHBIC
pu paboTe ¢ IeKapCTBEHHBIMHU IIpENapaTaMu.

JIFOMSAM C THIIEPIYBCTBUTEIBHOCTHIO K QTOPXHHOTOHAM CIEAyeT M30eraTh
npAMOro KOHTakTa ¢ mpenaparoMm. I[lycryio yIakoBKy H3-IIOJ mpenapaTa
3aIpPENIAETCS MCTONB30BATh A OBITOBBEIX ILIETICH, OHA MOUICIKHT YTUIM3AIAU C
OBITOBLIMHU OTXOJIAMM.

TIpH CTyJaiHOM MONAJaHAN MPENapara Ha KOXy HJIM CIHM3UCTHIC 000I09KH
ero HeoOXOIUMO TOTUAC CMBITH IIPOTOYHOM BOKOH ¢ MBUIOM. B ciydae mosBIeHUA
QUIEPrHYCCKUX PpeakIuii W/WIM Opd CIy4aHOM [ONaJaHuK JIEKAPCTBCHHOTO
mpemapaTa B OPraHM3M delloBeka CiledyeT HEMEIEHHO OOpaTHThCA B
MEIUIMHCKOE ydpexaenue (mpu cebe MMETh HHCTPYKLHUIO 10 INPUMCHCHHIO
npernapara Win 3TUKETKY).

14. 3ampeumaercss mpumenaTs Mapdiokcus® TabneTku OepeMEeHHBIM M
JAKTHUPYIONIMM CaMKaM, a Takke KOTATaM MOIOKe 4 MeCsALEB, MICHKaM MOJIOXKe
12 MecsreB (IeHKaM KPYIHBIX TOPOJ — MOJIOXKE 18 MecsIeB).

15. JlekapcTBeHHBIN mpenapar NPUMEHSIOT )XUBOTHBIM OJHH pa3 B CYTKH,
HMHIUBHIYAIGHO B pa3apoOICHHOM BHJIE C KOPMOM HJIH BBOJSAT MPUHYUTCIBHO Ha
KOPEHb f3bIKA B CyTO4HOM po3ze 2 Mr MapOoduokcaruHa Ha 1 K& Maccel
KHUBOTHOTO.

IIpOSOKMTENLHOCTD JiedeHust co0ak cocTapysieT or 7 1o 14 jHeH, KOMICK -
ot 3 mo 10 gHel, B 3aBUCUMOCTH OT TeUeHUs 3a00I€BAHU.

16. Ilpy DpuMeHEHMH THpemapara B COOTBETCTBMM C HAcTOSMICH
MHCTPYKIIHEH TOGOUHBIX SBIEHUN W OCIOXHEHHH, KaK MPaBUiIo, He Ha0MOAaeTCs.
B pemkux ciydasx BO3MOXKHO ydalleHue Ae(exanuu ¥ pasMArdeHHe CTyna,
yKa3aHHbIE CHMITOMBI CAMONPOM3BOJBHO HCUE3AI0T M HE TPeOYyIOT OTMEHHI
npenapara.

B ciy4ae nosBICHHS AJUIEPTHYECKHX PEaKIMi HCIOJBF30BaHUE Nperapara
IpEKpAIAl0T ¥ HA3HAYAIOT KUBOTHOMY QHTHIMCTAMUHHBIE W CHMIITOMAaTHICCKHE
nmpenaparsl.

17. Ilpu mnepemo3UpOBKE Y SKMBOTHBIX MOTYT HAOMIONATHCS HApYIICHUA
IEATENHHOCTH HEPBHOM CHCTEMBI. JIeueHre CHMIITOMATHIECKOE.

18. He pexomenayercs NpUMCHATD Maponokcun® TabIeTKH OTHOBPEMEHHO
C KAaTHMOHHBIMH IIpemaparaMu (IpemaparaMH Kejesa, KalbLud, MarHud,
AMIOMHHMS) H3-32 BO3MOXHOTO YMEHBIICHWS BCACBIBAaHUA B IKCIYA09HO-
KUIOIEYHOM TpakTe, a TaKkke C  XJIOpaMPEHUKONAOM,  MAKpOIHIHBIMH
AHTUOHMOTHKAMH U TETPAIUKINHOM.

19. OcobenHocreii meMcTBHUS JIEKAPCTBEHHOI'O Ipernapara mpu €ro InepBoM
MPUMEHEHUU ¥ OTMEHE HE YCTaHOBIICHO.

20. Cnexyer wusberarh TPOIyCKa OYEPEAHOW O3Bl JICKAPCTBCHHOIO
mperapaTa, Tak KaK 3TO MOXKET IIPHBECTH K CHWKEHHIO TEpameBTHYECKOH



sdbexruBHOCTH. B cioygae mpomycka OJHOH 03I INPUMCHEHHME Ipemapara
BO30OHOBJISIOT B TOM k€ JO3UPOBKE U II0 TOM K€ CXEME.

21. Maponokcua® TabneTku HE INpPEAHA3HAYEHBl UL JICICHHUA
IPOAYKTUBHBIX JKUBOTHBIX.

HaumMeHOBaHUE U azpec 1. AO «KPKA, 1.1., HoBo MecTon/«KRKA,
IIPOM3BOJICTBEHHBIX IIOMAIOK d.d., Novo mesto», §marje§ka cesta 6, 8501
MPOM3BOMUTEINS IEKapcTBEHHOTo  Novo mesto, Slovenija.
mpenapara i1 BEeTepUHAPHOTO 2. AO «KPKA, n.1., HoBo mecTon/«KRKA,
IPUMEHEHUS d.d., Novo mesto», Povhova ulica 5, 8501
Novo mesto, Slovenija.
3. «KKPKA-OAPMA 1.0.0.», B. XonbseBna
20/E, 10450 Scrpebapcko,
Xopeatust/«kKRKA-FARMA d.o.0.», V.
Holjevca 20/E, 10450 Jastrebarsko, Croatia

HamMeHnoBaHue, aapec 000 «KPKA-PYC» 125212, 1. Mocksa,
OpraHM3aluy, YIOJIHOMOYeHHOM  ['ONOBHHCKOE mocce, JoM 5, kopmyc 1
BIAJCIBIIEM UIIH ACPKATENEM Temn.: (495) 981-10-95, daxc: (495) 981-10-91.
PETUCTPAIIIOHHOTO

yIOCTOBEPEHHUS JIEKAPCTBEHHOI'O

mperapaTa Ha IpUHATHE

IpeTeH3uit OT HoTpeduTeNs

Ipencrasutens AO «KPKA, n.1., Hoo MECTOY. M.H. Kocteiruaa
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