YNATCTBO 3A YNOTPEBA
Ha BeTepMHapHO — MEAULIMHCKU nNpenapar

Marfloxin — 80 mg tablets for dogs
MapdnokcuH—-80 mg TabneTu 3a Kyummwa

c¢dapmaueBTcka opma
Tabnetu

reHepuy4Ko MMe Ha BeTepMHapPHO — MeAULIMHCKUOT npenapar
mMap6odnokcauuH

1. Mme n agpeca Ha HOCUTENOT Ha oAo6peHMeTO 3a CTaBawe BO NPOMET U UMe U
agpeca Ha npou3BogUTENoT

Nme n agpeca Ha HOCUTENOT Ha 0gobpeHNETO 3a CTaBakEe BO MPOMET:
KPKA-®APMA OOOEI Ckonje

yn.”Xpucto TaTtap4yeB — 1” 6p.101

1000 Ckonje,

Penybnuka CeBepHa MakenoHuja

Vime n agpeca Ha Npon3BOAMTENOT:
KRKA, d.d.Novo mesto, Smarjeska cesta 68501 Novo mesto, Slovenia
KRKA-FARMA d.o.o., V. Holjevca 20/E, 10450 Jastrebarsko, Croatia

‘ 2. Ame Ha BeéTepuHapHO — MeAUMLMHCKUOT npenapar

Marfloxin — MapdnokcnH 80 mg,Tabnetn 3a Ky4dmma

AkmueHa cyncmaHyuja: wapbodrnokcaumH

lMomowHuU cyncmaHyuu: naktosa moHoxugpaT, noBuaoH (K 90), kBacew, BO npas, BKYC Ha
MeCO,KPOCMNOBMAOH, XMAPOreHpaHo pULMHYCOBO Macno, korovagHa 6e3sogHa cunuka,
MarHesuym cteapart

Cekoja Tabneta cogpxum 80 mg map6odnokcauuH.

CBeTno kageHKacTo-XonTu, BO hopMa Ha Kancyna, GUKOHBEKCHWU, MpaMOpHU TabneTtu co
3a006neHn paboBm 1 CO MOXHU TEMHU K Benu Toukn, obenexaHn Co pasgenHa nuHuja o
OBeTe CTpaHu.

TabneTuTe MoXaT ga ce nogenart Ha NonoBuHa.

\ 3. TepaneBTCKM MHAUKaLUK

INexyBame Ha MHMeKUUN NpeansBrKaHn o COEBU Ha MUKPOOPraHM3Mm KoM ce OCeTNIMBY Ha
Map0bodnokcauuH:

Kyunma:
- MHdekumm Ha koxaTa M Ha Mekute TkMBa (skinfold nuogepma, umneTuro,
donukynuTnc, PypyHKynosa, LenynmTuc);



- NHdekumn Ha ypUHAPHUMOT TPaKTKOM Ce MOBP3aHW WM He CcOo MNpocTaTUTUC
UNMenuanauMmTmC;

- MHeKkumm Ha pecnmpaTopHUOT TPaKT.

\ 4, KoHTpauHgukauum

[a He ce ynoTpebyBa kaj Kyuntba nomnagn og 12 meceum unm Kaj UCKIyYUTENHO roriemm
pacu Ha Kyu4nka Kou ce nomnagu oa 18 meceum u Kaj KoM NepuogoT Ha pacTerwe e NnoJonr,
kako wTo ce: Great Danes, Briard, Bernese, Bouvier n Mastiff.

[a He ce ynoTpebyBa kaj Maykn.3a nekyBake Ha Maykm goctanHu ce Tabnetn og 5 mg.

[a He ce ynoTpebyBa Kaj XMBOTHW KOM Ce aneprudHym Ha mapbodriokcauuH, Ha Apyru
(dbryOpO)KMHOMOHN NN Ha HeKoja 0 MOMOLUHUTE CYNCTaHUUM Ha npenapaToT.

\ 5. HecakaHu pgejcTBa

MNMoBpemMeHO MoXaT fa ce nojaBaT crabu HecakaHW AejcTBa Kako: noBpakahe, Meka
cTonuua, NPOMEHM BO >XEATa MNM MUHIMBO 3rofieMyBake Ha akTueBHocTa. OBue 3Hauu
CMOHTaHO ce NOBIeKyBaaT Mo 3aBpLUyBak-e Ha NeKyBakeTo U HeMa notpeba of NpekuH Ha
NeKyBaHETO.

[okonky 3abenexute 6UNo KakBM HecakaHu OejcTBa, AypU U OHME KOM He ce HaBedeHU BO
ynaTtcTBOTO 3a ynoTpeba, wnM nak cmeTaTe [Jeka JeKoT He [ejcTByBa, Be Monume
NHOPMUpPajTE ro BaAWMOT AOKTOP MO BETEPUHAPHA MeauumHa.

6. BuaoBn Ha XMBOTHM 3a KOU LITO € HaMeHeT BeTEepPUHaApPHO - MeAULMUHCKUOT
npenapar

Kyunma

7. [Jo3unpame 3a cekoj noeguHeyeH BuA, Ha4YuMH U dpeKkBeHuUMja Ha NpuUMeHa U

npenopaka 3a npaBuiHa ynortpe6a

3a nepopanHa agMnHuCTpauuja.

MpenopayaHoTo pgo3uvpawe e 2 mg/kg/aHeBHo (1 Tabneta Ha 40 kg AHEBHO) Kako
efHoKpaTHa OHeBHa Jo3a. Kora e coogBeTHO, co ynoTpeba Ha koMOMHauumja og uena unm
nona tabneta co pasnuyHa jaumHa (5 mg, 20 mg nnu 80 mg) ke ce OBO3MOXWU MPELM3HO
[o3npame.

TenecHa TexuHa Ha bpoj Ha TabneTn MpubnwmxkeH go3eH oncer

XnBoTHOTO (kQ) (80 mg + 20 mg jauuHa) (mg/kg)
17 - 20 0,5 20-24

>20 - 25 0,5+0,5 20-25
>25—-30 05+1 20-24
>30-40 1 2,0-27

>40 — 50 1+1 20-25

>50 1,5 <2,4

3a ga ce obes3benn npaBuHO Oo3vpakse, TenecHaTa TexuHa Tpeba fga ce ogpeaun Komky

LTO € MOXHO nonpeun3Ho Cco uen ga ce n3berHe gaBare Ha NOHUCKA O03a.

BpemeTpaer-e Ha 1eKyBaHh-€TO




- [Mpn nHeKkunn Ha KoxaTa U Ha MeKNTe TKMBA, NIeKyBakeTO Tpae HajMarnky 5 geHa 1 Bo
3aBWCHOCT 0 TEKOT Ha 3abonyBakeTOMOXE Aa ce npoaomkm 4o 40 geHa.

- Tpu nHdeKuMm Ha ypuvHapHUOT TPaKT, NeKyBaweTo Tpae Hajmanky 10 geHa mn BO
3aBUCHOCT 0, TEKOT Ha 3abonyBabeTO MOXE Aa ce Npogomkmn 4o 28 aeHa.

- [pwn pecnupatopHn MHGEKUMN, NEKyBake€TO Tpae HajManky 7 AeHa U BO 3aBUCHOT Of
TEeKOT Ha 3abonyBareTO MOXeE Aa ce NPOoAoIKN Ao 21 AeH.

| 8. KapeHua Ha BeTepuMHapHO — MeAMLIMHCKUOT npenapar

He e npumeHnueo.

\ 9. HauuH Ha YyBaH-€e 1 poK Ha ynoTpeba

Ha ce yysa Ha Mecma HedocmanHu 3a deuya!

[a ce 4yyBa BO OpMrMHanHOTO NakyBak-e CO LieNn Aa ce 3alTUT o4 CBETNMHA.

He ce noTpebGHM nocebHM ycrnoBm Ha 4yBawe BO OAHOC HaA TemrnepaTypata 3a OBOj
BETEPMHAPHO- MEAMLMHCKM nNpenapar.

[a He ce ynoTpebyBa No UctekyBare Ha poKOT Ha ynoTpeba HaBedeH Ha NakyBaH-eTo.

Pok Ha ynoTpe6a Ha npenonoseHn TabneTtu: 5 geHa.

10. MoceGHWM MepKu Ha NpeTnas3nNnMBOCT

Bucokute 0o3n og Hekon GoriyOpOKMHOMOHM MOXaT Aa MMmaat noTeHumjan ga npeguasmkaat
enunencuja. Ce npenopavyBa NpeTnas3nnBOCT NpU HMBHA ynoTpeba Kaj Kyumsa kon umaat
enunencuja. Cenak, BO npenopavYaHUTe Tepanucku [O03W, He Ce OYeKyBaaT CepUO3HU
HecakaHu pejctBa kKaj Kyunmwwata. OcobeHo, He Oea 3abenexaHu owTeTyBaka Ha
3rnoboBuTe Npu KINUHWYKATE CTyAMM [OOKOMKY NeKoT ce ynotpebyBa BO paMKuTe Ha
npenopavaHuTe LO3W.

Huckata pH BpeaHOCT BO ypuHaTta MOXe [a MMa UHXMOUTOpeH edeKkT Bp3 [ejCTBOTO Ha
mapbodnokcaumHoT. lNMrogepma ce jaByBa NPETEXHO CEKYHAAPHO Kako pes3ynTaTr Ha Hekoe
noctoeyko 3abonyBare, Na 3artoa ce nNpenopayyBa ga ce ogpeam nocroeyvkara npuymnHa m
BO COrMAacHOCT CO TOa [ja Cce NIeKyBa XXMBOTHOTO.

Mpn ynotpeba Ha oBOj npenapaTt, Tpeba fa ce 3emaT BO NpeaBua odbuyujanHume u
JlokanHume npernopaku 3a ynompeba Ha aHmubuomuyu. ®nyopoKNMHONIOHUTE Ce HAaMEHeTH
3a NeKyBakb€e Ha KINMHUYKKN 3a00nyBara Ha KOW He AenyBaaT Unm ce oYeKyBa [eka Hema aa
Aenyeaart [Opyrute Krnacu Ha aHTUMUKPOOHM nekoBu. Cekorawl kora € BO3MOXHO,
dnyopoknHonoHute Tpeba pa ce ynoTpebyBaaT camMoO Bp3 OCHOBA Ha MpPeTXo4HO
TEeCTUpae Ha OCEeTNMBOCTA.

[lokonky oBoj npenapart He ce ynoTpebyBa BO COrMacHOCT CO MHCTPYKUMUTE HaBEeAEHU BO
36UPHNOT M3BelTaj 3a OCOOMHUTE Ha NEKoT, MOXe [a Cce 3rofieMu npesaneHuata Ha
HaKkTepun OTNOPHM Ha (hrlyOPOKMHONOHM U Aa ce Hamanu euKkacHoCTa o JIeKyBaheTO CO
Apyrn nyopOKMHOMOHM NOpaamn MOXHOCTA 33 BKPCTEHA PE3VCTEHTHOCT.

Cryannte Kaj nabopaTopuCKM >XMBOTHM (CTaopuu, 3ajauM) He nokaaa [dokasu 3a
€MOPMOTOKCUYHOCT,  TEpaToreHoCT W MATEepPHOTOKCMYHOCT npu  ynoTpebata Ha
mapbodprnokcaunHoT BO Tepanuckm go3un. Cenak, He 6ea cnpoBegeHn NOcebHM CTyaun Kaj
rpaBMOHN MaudKM M KyYrhba UMK Kaj Madkym U KyYmka KoM ce BO nepuopg Ha nakrauuja. MNpu
rpaBuguTeT W nakTtaumja, ynotpebyBajTe ro mnpenapatoT camMO OTKako [OKTOp Mo
BETEpPMHapHa MeauumHa ke Hanpasu NPOLEHKa Ha OQHOCOT NMOMEry KOpUCTa U PUMKOT.



lMo3HaTo e Aeka oryopOKMHOMOHUTE NMaaT MHTepakLumja co nepopanHo agMUHUCTpUpaHnTe
KaTjoHU (anyMnHWYM, Kanunym, marHesnym, xeneso). Bo Taksu cnyyaun, MoXxe a ce Hamanu
Guopacno-noxnmBocta Ha MapbodnokcaumHoT. WcTtoBpemeHaTta agMuHUCTpauuja Ha
npov3BOAN KOU coapXaT TeodunuH moxe fa buge npocnegeHa co UHxubuparwe Ha
KSTMPEHCOT Ha TEOUNH.

MNpegnosvpaweTo MoOxe [Aa npeamsBuMka akyTHM 3Hauum BO dopma Ha HEBPOSIOLLKM
HapyLuyBaHa kou Tpeba ga ce TpeTnpaat CUMNTOMATCKM.

Moce6Hu Mepkun Ha NpeTNasNMBOCT KOM Mopa Aa MM npeB3eMe NIULETO Koe ro
agMUMHCTpUpaA BeTepMHapPHO-MEAULMHCKUOT NpenapaTt Ha XXUBOTHMU:

JlyreTo Kon ce aneprmyHn Ha (cprnyopo)knHonoHn Tpeba aa nsberHyBaat KOHTAKT CO OBOj
npenapar.

Bo cnyyaj Ha HeHamepHO ronTake Ha npenapaToT, BegHaw nobapajte MegnuuHCKa NoMoLL
N NoKaxkeTe My ro ynaTtCcTBoTo 3a ynotpeba unu ambanaxarta Ha nekapor.

N3mujTe ru paueTe no ynotpeba.

11. Moce6HU npegynpeAyBaka 3a OTCTPaHyBake Ha HEYNOTPe6eHMOT BeTEPMHAPHO
— MeAMLMHCKM npenapaTt UM oTnagHMoOT maTepujan o4 BeTePUHAPHO — MeAULMUHCKUOT

npenapar

CeKoj HEUCKOPUCTEH BETEPMHAPHO-MEAMLUMHCKM MpenapaTt unu maTtepujan 3a dprnawe Koj
NnoTeKkHyBa O BeTEpUMHAPHO-MeOMLMHCKUTE npenapaty, Tpeba p[a ce OTCTpaHu BO
COrNacHOCT CO 3aKOHCKUTE perynaTusu.

CoBeTyBajTe ce CO BalMOT [OKTOP MO BeTepuMHapHa MeauuuHa Kako ga rm dpnuTe
nekoBuTE KOoW BeKe He BU ce noTpebHn. OBrMe Mepkn nomaraaT BO 3alliTUTa Ha XMBOTHaTa
cpeavHa.

12.  OctaHaTtu MHchopmauum

12.1 dapmakognHammka

Map6odnokcaunHoT e cuHTeTCKKM, BakTepuuuaeH aHTUMUKpPOOEeH Nnek koj U npunara Ha
rpynata Ha dnyopoKMHOSIOHU Koja [AejcTByBa npeky uHxubupawe Ha [OHK rupasata wu
Tornonsomepasa |V. EdukaceH e npoTuB WIMPOK criekTap Ha [pam-no3anTMBHM OakTepum
(BknydyBajkm  Streptococci uM  ocobeHo Staphylococci,), [pam-HeraTmBHu GakTepuu
(Escherichia coli, Citrobacter freundii, Proteus spp., Klebsiella spp, Shigella spp., Pasteurella
spp., Pseudomonas spp.) n Mycoplasma spp.

Bo 2009, Gewe ob6jaBeH cekyHOapeH wu3BelwTaj o4 nuTepaTypata co nogaTtoun 3a
MUKpOBMOmnoLLKa OCeTNMBOCT Ynj U3BOP BKMy4nm ABe EBpPONCKM TepeHCkn uctpaxysara W
cekoja o HMB BKIy4M CTOTMUM NATOr€HU MNPUCYTHU Kaj MadkMTe U KyduhaTa Kou ce
oceTnmBKn Ha MapbodnoKcauuH.

MwukpoopraHusam MIC (ug/ml)
Staphylococcus 0.23-0.25
intermedius

Escherichia coli 0.125-0.25
Pasteurella multocida 0.04
Pseudomonas aeruginosa 0.94




KpuTuyHnTEe TOYKM Ha OCETNUBOCT Gea yTBpAeHM Kako <1 ug/ml 3a ceH3anTnBHu, 2 ug/ml 3a
CPeAHO CEH3UTUBHU N =4 ug/ml 32 pe3nCTEHTHU CoeBn Ha GakTepuu.

Map6odniokcaunmHOT He € aKTMBEH NPOTUB aHaepobu, MyBAM Unu rabnyHn nHdekummn. Kaj
Streptococcusbea 3abenexaHuM cnydam Ha  pe3NCTEHTHOCT. PeaucteHumjata Ha
bNyOPOKMHONMOHM HacTaHyBa MpPeKy XPOMO3OMCKa MyTauuja Mo nat Ha TpU MEeXaHU3MMU:
HamanyBarwe Ha NponycTNMBOCTA Ha BaKTEPUCKMOT sua, ekcrnpecuja Ha ediykcHa nymna
UNu MyTaumja Ha eH3MMUTE OArOBOPHM 3a BP3yBake Ha MoriekynaTa.

12.2 PapmMakoOKMHETUKa

Mo nepopanHa agMuMHUCTpaLMja Kaj KydniaTa WM mMadkute BO npenopavaHaTa gosa og 2
mg/kg, map6odnokcaunHoT 6p30 ce ancopbupa n OCTUTHYBa MakCMManHu KOHLEHTpauum
BO Nnasmata og 1.5 ug/ml 3a 2 vyaca.

HerosaTta 6Guopacnonoxnunsoct e npnbnmkHo 100%.

Cnabo ce Bp3yBa co nnasma npotemHute (nomarnky og 10%), Wwmpoko ce guctpubympa n Bo
noeekeTo Tknea (LpH apob, 6ybpesn, koxa, 6enn apoboBun, MoYeH Meyp, AUrECTUBEH TPaKT)
OOCTUrHYBa MOBUCOKWN KOHLEHTPaL MK OTKONKY BO nnasmarta. Map6odnokcaunHoT 6aBHO ce
enumuHupa (Y23 = 14 h kaj kyuuraTta M 10h Kaj MavkuTe) NPegoMMHaHTHO BO aKTMBHA
dopma npeky ypuHata (2/3) n npeky deuecot (1/3).

| 13. NakyBame

MonuBUHUNXNOPUA-anyMUHUYM  nonuamug/AnymMuHUymM nagHo odopmeH 6nuctep  Koj
coapxmbTabneTn.

KyTum co ynaTcTBo 3a ynotpeba co 12 tabnetu n72tabnetw.

CwuTe roneMmHmM Ha NakyBaka MOXe [a He ce JoCTarnHu Ha nasapor.

3a 6uno kakesu MHd)OpMaLl,MI/I BO BpCKa CO OBOj BeTepnHapHoO-MeaAnUMHCKMN npenapat, Be
MoJlinme KOHTaKTI/IpajTe ro JIOKanHoOTO NPeTCTaBHULLUTBO HA HOCUTENOT Ha O,D,O6peHI/IGTO 3a
CTaBal-€ BO MNPOMET.

| 14. HaumH Ha n3gaBake

BeTepuHapHO MeaMUMHCKM MpenapaTv LWITO Ce W3haBaaT BO BeTEepMHapHa anTteka Ha
peLenT.

| 15. ATC BeT kog

QJO1IMA93

| 16. AXB 6poj

1425

17. Bpoj Ha onobpeHMeTO 3a cTaBakbe BO NMPOMET Ha BETEPUMHAPHO — MeAULIMHCKUOT
npenapar

16-4595

| 18. [latym Ha nocneagHa peBu3nja Ha ynaTcTBOTO 3a ynotpeba




