JIMCTOBKA

1. HaumenoBanue Ha BeTepUHAPHUS JeKAPCTBEH MPOAYKT

Mapdirokcut 5 mg TabneTkn 3a KOTKU U KydeTa
Marfloxin 5 mg tablets for cats and dogs

2. CbcraB
Bcska Tabnerka chabpika:

AKTHBHH BelllecTBA:
Marbofloxacin .................... 5mg

CaeTokaeHUKaBO-XKbJITH, KPBIJIH, IBOMHO U3IBKHAIIN, MPAMOPHPaHU TaOJIETKH ChC CKOCEHU
pBOOBE, KaTo € Bb3MOXKHO J]a UMa ThMHU M O€JH METHA, ¢ ACIUTENHA JUHNS OT eqHaTa CTPaHa.
TaOnerkuTe Morar Aa ce ACJsT Ha PaBHU HOJOBUHH.

3. Bujogse ;kMBOTHH, 32 KOUTO € npeaHasHayed BJIII

Kotku u kyuera.

4, Iloka3anus 3a ynorpeoda

Jleuenne Ha MHGEKIUH, IPHYMHEHH OT BUI0BE MUKPOOPTaHU3MH, YyBCTBUTEIIHH KbM
MapOoQIIOKCcaIyH.

ITpu xyuera:

- WH(EKIMY Ha KOXKaTa U MEKUTE ThKaH! (MMMOJepMUsI Ha KOYKHUTE I'bHKU, HMIIETUTO,
dhomuKynuT, PypyHKYI03a, [EeTYITUT);

- uH(pexuu Ha ypuHapHus TpakT (UYT), cBbp3aHu WK HE C IPOCTATUT WK CTUAUANMUT,

- MH(EKIUN Ha PECIUPATOPHUS TPAKT.

IIpu xoTkHU:
- WHQEKINY Ha KO’KaTa U MEKUTE ThKaHU (paHu, adciecH, (JIerMoHH);
- WH(EKIUY Ha TOPHUS PECITUPATOPEH TPAKT.

5. IIporuBonokazanus

[a He ce m3noa3Ba Npu KydeTa oA 12-mecedHa Bb3pacT, UM IMO-Majku oT 18 mMecena 3a
M3KIIFOYUTEITHO ToJieMu mopo i, kato Hemcku [lor, @pencka oBuapka (bpuapn), [Inanunacko beprese,
Bysue bepnap u Mactud, ¢ yIbnKeH pacTexeH Neproz.

[la He ce u3noa3Ba Npu KOTKU Ha Bb3pacT noj 16 ceqmMuny.

Ja He ce 3Moa3Ba NpY CBPBXUYBCTBUTEIHOCT KbM MapOoQIIoKCaiH WiH ApyrH ((Iyopo)XHMHOIOHH,
W KBM HAKOE(M) OT TIOMOIIIHUTE BEIIECTRA.

[la He ce n3Mo3Ba B Cily4au Ha PE3UCTEHTHOCT CPEITY XHHOJIOHH, Thi KaTO CHIIECTBYBA (IT0YTH)
I'bJTHA KPBCTOCAHA PE3UCTEHTHOCT CPELLy APYTU (IIyOpOXHHOIOHH.
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6. CrnenmaJaHu npeaynpexIeHus

CriernaiHy IpeaynpesKICHUS

Hucko pH na ypunaTta Mmoxe 1a nMa nHXHOupani eekT BbpXy aKTHBHOCTTA Ha MapOOQIIOKCAITIH.
Bb3MorkHa e TosiBaTa Ha MUOJICPMUSI, TJIABHO BTOPUYHO, TIPH MIPOTHYAIO 3a00JIIBaHe, TOPaId KOETO €
MPENOPBUYUTENHO Jia C€ ONPEICITH TPBUYHOTO 3a00JIIBaHE, CIIOPE]] KOETO JIa Ce TPETHPA KUBOTHOTO.

CrenuaaHy Opeaa3sHu MEPKH 3a O0e30macHa ynoTpe0a MpH BUIOBETE )KUBOTHHU, 34 KOUTO €
npeaHa3zHaueH BJIIT:

Bucokure 1031 Ha HAKOU (UIyOPOXUHOJIOHU MOTAT Ja UMaT eMUIenTOreHeH noteHnuan. [Ipenoprusa
ce BHUMATEIHA ynoTpeda MpHu KydyeTa U KOTKY ¢ TOCTaBeHa JUarHo3a enuiiencus. Berpeku ToBa, He
CE OYaKBaT TCKKU HEOJAronpusATHH PEAKIUK MTPYU KydeTa U KOTKH ITPH MPIIOKEHUE Ha
MPETOPHUYNTETHATA TePANIEBTHYHA /103a. Y CTAHOBEHO €, e (IIyOpOXHWHOJIOHUTE TPEAN3BUKABAT
€po3us Ha CTaBHHUTE XPYIISUTM IPU MITaH KydeTa, 3aToBa TpsiOBa Ja ce mpuiara mperu3Ho, 0co0eHO
TP MJIaJIN )KUBOTHH. B KITMHIYHUTE M3NUTBAaHUS HE ca HAOJFOJaBaHM JIG3UH HA CTABUTE, IPU
MpuUjIaraHe Ha NMpernopbYuTeIHaTa 1032,

OdunmanHuTe 1 MECTHH aHTUMHUKPOOHU MOJTUTHKY TPsIOBa Aa ObAAT ClIa3BaHU, KOTaTO Ce U3M0I3Ba
BETEPHHAPHHUS JICKAPCTBEH MPOIYKT. DIIyOpOXHUHOIOHUTE TPSAOBA J1a C€ U3II0JI3BAT CaMO 32 JICUCHHUE
Ha KJIMHAYHH ChCTOSHUS, KOUTO Ca ChC CJIad OTTOBOP WIIM C€ 0YaKBa JIa ca ChC clad OTTOBOP KbM
JIPYTH KJIACOBE aHTUMHUKPOOHU cpescTBa. Korato e Bb3M0KHO, (DIIyOpOXUHOIIOHHUTE TPSOBA J1a ce
MpHUJIaraT camo Bb3 OCHOBA Ha TECT 32 YyBCTBUTEIHOCT. YTIOTpedaTa Ha MPOTYKTa, KOSTO CEe
OTKJIOHSIBA OT TMOKa3aHuaTa, najeau B KXII, Moxe J1a MOBUIIIK pa3npoOCTPaHCHUETO Ha OaKTepuH,
PE3UCTCHTHU KbM (IIyOPOXMHOJIOHU M MOKE J1a HaMaJld €()eKTUBHOCTTA Ha JICUCHUETO C JAPYTH
XMHOJIOHH, MTOPaJH Bb3MOKHOCT 32 KPhCTOCaHA PE3UCTCHTHOCT.

CrenyagHy OpeAna3Hu MEPKH, KOUTO TPsOBa Jia B3eMe JIUIIETO, NPUJIArallo BeTepUHAPHUS JICKApCTBEH
IPOAYKT Ha )KUBOTHHUTE!

Xopa ¢ ycTaHOBEHa CBPbXUYBCTBUTEIHOCT KbM ((hi1yopo)XHMHOIOHH TpsiOBa 1a M30SrBaT KOHTAKT C
BETEPUHAPHHUS JIEKAPCTBEH MPOTYKT.

HpI/I cnyqaﬁHo TOrJIbIIaHe, He3a0aBHO Aa €€ NMOTbPCHU MCAUITMHCKHU CBBCT, KATO HaA JICKApA CC
npeaoCTaBu JIMCTOBKATA NJIM CTUKETA HA IPOAYKTaA.

Wzmmuiite ppiiete cu crex ynotpeoda.
bpeMeHHOCT U JlakTanus:

be3onacHocTTa Ha BCTCPUHAPHUS JICKAPCTBCH IIPOAYKT HE € J0OKa3aHa I10 BpEME Ha 6p€M€HHOCT nu
JIaKTaIUA IpU Kydye€Ta U KOTKH.

JlaboparopHuTe MpOy4YBaHUS NP TUTHXOBE U 3aiIM HE MOKa3BaT HUKAKBH JIOKA3aTENICTBA 32
(hE€TOTOKCHUYHOCT, TEPATONCHHOCT U TOKCHYHOCT 3a MaliKaTa ¢ TepareBTHYHH 103U MapOOogI0KCaIliH.

Hpnnara CC CaMO cJIea MpCLCHKa non3a/p1/1c1< OT OTTOBOPHHA BETCPHUHAPCH JICKAp.

BsaumoneiicTBue ¢ Apyry BeTEpUHAPHU JIEKAPCTBEHU NPOAYKTH U ApyTH (DOPMHU HA B3aMMOJCHCTBUE!
W3BecTHO €, ue Q1yOpXHHOJIOHHUTE B3aUMOJICHCTBAT C TIEPOPAITHO PHIIOKEHH KaTHOHH (aJlyMHHHUEBH,
KaJILMeBU, MarHe3ueBH, jkelie3Hn). B TakuBa ciryyan OMoHanmyHOCTTa Ha MapOodIoKcauH 01 Moria
Jia ce TIOHmKHU. EMHOBpeMEHHHSAT IpHEeM Ha TeOo(DMITMH-ChIBPKAIIY TPOAYKTH, MOXe Ja ObJe
NocyIeBaH 0T MHXMOUPaH KIMPBHC Ha Teo(UIHHA.

IIpenosupasne:
IIpeno3upanero Moxe 1a MpeaIU3BUKa OCTPU CUMIITOMH Ha HEBPOJIOTUYHH HApYIIEHHUS, KOUTO TPsiOBa

Ja C€ JICKyBAT CUMIITOMAaTUYHO.
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7. Heb6naronpusiTHu peakuuu

Kotku, kyuera:

MHoro peaku [ToBpbuane!, MEKM M3NPaKHEHUS

(mo-manko ot 1 ma 10 000 Tpetupanu | IIpoMeHeHa xaxnal
’KUBOTHH, BKJIIOYMTEIIHO U30JMPAHU | [[oBMINABAHE HA AKTMBHOCTTA 2
CHOOIIICHN):

lCrmpar CoHTaHHO Cie/T IEYEHUETO U HE € HEOOXOIMMO MPEKPATIBAHETO MY.
’[TpexoaHo.

Cro01maBaHeTo Ha HEONArOMPHUATHY PEAKIUU € BakHO. ToBa MMO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
Oe3omacHOCTTa Ha MPOAYKTa. AKO 3a0enexuTe HAKaKBU HEOIArONPHUSTHA PEAKIINN, BKIIOYHTEITHO H
TaKHWBa, KOUTO HE Ca OMMCAHU B TA3U JIMCTOBKA WJIM MUCITUTE, Y¢ BETCPUHAPHUSI ICKAPCTBCH MPOAYKT
HE JIeiicTBa, CBBpKETE ce MbPBO ¢ Bamms BeTepuHapeH Jiekap. MoxkeTe chIIo Aa choOIiaBate
He6HaI‘OHpI/I$ITHI/I PpCaKru Ha MPUTCIKATEIA Ha PAa3pPCHICHUECTO 3a ThbProBuUsA, KaTO U3M0JI3BATC JAHHUTEC
3a KOHTaKT B Kpasi Ha Ta3W JINCTOBKA WK upe3 Bariata HaroHanHa ciucrema 3a cboOIaBaHe:

https://kvmp.bfsa.bg/phv.

8. Jlo3upoBKa 3a BCeKM BU/ JKUBOTHO, HAYMHHU U METO/ HA NPUJIOKEHHe
IlepopanHo MpUIIOKEHUE.

Ipenoppunrtennara qo3a e 2 mg marbofloxacin/kg tenecua maca/nen (1 Tabnerka 3a 2,5 Kg TenecHa
Maca Ha JIcH), preTa eHOoKpaTHO. Korato € Bb3MOXHO, CaMo IPH KydeTa, H3I0JI3BAaHETO Ha
KOMOWHAIIMS OT e WIH Pa3oJIOBCHU TaOJIETKHU OT pa3inuHu KoHieHtparmu (5 mg, 20 mg win
80 mQ) 11e MO3BOJIH MTPABUITHA JTO3UPOBKA.

Tenecna maca Ha Bpoii Tabnetkn [TpubnusuTenex 10308
®HuBOTHOTO (Kg) (5 mg KoHumeHTpaIMs) urrepsai (Mg/kg)
1-15 0,5 17-25
>15-25 1 20-3,3
>25-35 15 2,1-3,0
>3,5-5,0 2 20-29
>50-7,0 3 2,1-30
>7,0-9 4 22-29

3a rapaHTUpaHe Ha MpaBUIIHA JO3UPOBKA TEIeCHATa Maca TPIOBa Jia ce Onpe/esid Bb3MOKHO Haii-
TOYHO.

HDO,I[’LJ'DKI/ITGJ'IHOCT Ha JCYCHUCTO

Kyuera:

— 3a I/IH(i)eKHI/II/I Ha KOXXaTa U MEKHUTEC TbKaHU, IPOABJDKUTCIHOCTTA HA JICHCHHUCTO € Hal-Malko 5
JTHU ¥ B 3aBHCHMOCT OT Pa3BUTHETO HA OOJIecTTa, MOXKe Ja ce yaboKku 10 40 nHu;

—  3a uH(EKIMU Ha YPUHAPHHS TPAKT, MPOAB/DKUTEIIHOCTTA Ha JICYSHUETO ¢ Hal-Manko 10 IHU U B
3aBHCUMOCT OT Pa3BUTHETO Ha O0JIECTTa MOXKE J1a c€ YABIDKH 10 28 HH;

— 32 pecnupaTopHHU WH(EKIHH, TPOABIDKUTEIHOCTTA HA JICYEHUETO € Hali-MaJIKo 7 AHU U B
3aBHCHUMOCT OT Pa3BUTHETO Ha OoJiecTTa MOXKe J1a c€ YABJIKM 10 21 1HU.

KoTtkn:

— 3a uH(QEKIMU Ha KOXKaTa U MEKUTE ThKaHu (paHHu, adciiecH, (paerMoHu) IpOAb/DKUTSIHOCTTA Ha
JIEYSHHUETO € 3 10 5 nHu;

— 3a uH(EKIMH Ha TOPHUS PECTIUPATOPEH TPAKT MPOIBIDKUTEIHOCTTA HA JICYCHUETO € 5 JTHHU.
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https://kvmp.bfsa.bg/phv

9. CbBeTH 32 IPAaBUJHOTO MPUJIATAHE HA MPOAYKTA

Hswma.

10. KapeHTHH cpoKoBe

He e npunnoxumo.

11. CrneumajHu ycJIOBHS 32 CbXpaHeHHUe

Ja ce cbxpaHsBa Jajed OT IOIVIea U Ha HEJOCTBIIHY 32 Iela MecTa.

Jla ce cpxpaHsABa B OpUTHHAJIHATA ONAKOBKA C IIEJ MIPEANa3BaHe OT CBETIHHA.

To3u BeTepuHapeH JIeKapCTBEH MPOIYKT HE M3UCKBA HUKAKBH CIICIIHAIHY TEMIIEpaTypHHU YCIIOBHUS 3a

ChXpaHEHHE.

Jla He ce u3M0/13Ba TO3M BETEPUHAPEH JICKAPCTBEH MPOIYKT CJIS] U3THYaHE CPOKa Ha TOTHOCT,
MOCOYEH BHPXY eTukeTa cien EXp. CpokbT Ha TOMHOCT OTTOBAPS HA MOCIEAHHS JEH OT TO3U MECEIl.

Cpok Ha roJIHOCT Ha pa3ojioBeHaTa TabieTKa: 5 JTHU.

12. CnenuajaHu npeanasHu MepKHU NPH YHUIIOKABAHE

BerepunapHuTe JIeKapCTBEHH MPOYKTH HE TPSAOBa J1a ObJaT U3XBBPIISHYU YPe3 OTIIAJHU BOJIU HITU
OUTOBH OTIIAJBIIN.

W3znon3Baiite mporpamu 3a BpblllaHe MpU YHUII0KABAaHETO Ha HEM3IOI3BAHN BETEpUHAPHU
JIEKaPCTBEHU MPOAYKTH WU OCTaTBLU OT TSIX B CBOTBETCTBHE C U3UCKBAHUATA HA MECTHOTO
3aKOHOJATEJICTBO M C BCHUKY NPHJIOKUMH HAllMOHAIHU CUCTEMH 3a chOupane. Te3n MepKH e
MTOMOTHAT 32 ONIa3BaHE Ha OKOJIHATA Cpea.

[Tonuraiite Bamus BeTepuHapeH Jiekap win GpapManeBT Kak J1a YHUIOXKXUTE HEHYXHH BETEPHUHAPHU
JIEKapCTBEHU IPOAYKTH.

13. Kaacudukanus Ha BeTepUHAPHHUTE JeKAPCTBEHH MPOAYKTH

)Ia C€ OTITyCKa CaMO II0 JICKAPCKO MPEAITMCaHunEC.

14. Homep Ha pa3pelIeHHETO 32 THPrOBHA U Pa3MepPH ONMAKOBKH
0022-1937

Pasmepu Ha onakoBkara:
Kapronena xytus, cpabpkamia 1 6mucrep ¢ 10 Tabnerku.
Kapronena xytus, cpabpxkama 10 6mucrep ¢ 10 Tabmerku.

He Bcuuku pa3mepu Ha ommakoBKaTa MoTrat Aa ObAaT MpeiaraHy Ha ma3apa.

15. /laTa Ha mocJieAHATA peAaKIUs HA TeKCTa
07/2025
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IToapoOHa uHpOpMaLKs 3a TO3M BETEPUHAPEH JICKAPCTBEH MPOIYKT MOXKE Jla HAMEpHUTE B Oa3ara
mannn Ha Chro3a otHocHO mpoaykrute (https://medicines.health.europa.eu/veterinary).

16. /laHHu 3a Bpb3Ka

[IpuTexaten Ha pa3spelICHUETO 3a ThProOBUs M JaHHH 33 BPB3Ka 34 ChOOIIABAHE HA IPEANOIaracMH
HEOJArONPUATHU PEAKIIHH!

KRKA, d.d., Novo mesto, émarjeéka cesta 6, 8501 Novo mesto, CnoBeHus

Ten: +359 2 962 34 50

IIpou3BoAMTEN, OTrOBAPSIIL 33 OCBOO0XK/IABAHETO HA IAPTHIH.

KRKA, d.d., Novo mesto, gmarje§ka cesta 6, 8501 Novo mesto, CiroBeHus
TAD Pharma GmbH, Heinz-Lohmann-Strafle 5, 27472 Cuxhaven, I'epmanus
KRKA - FARMA d.o.0., V. Holjevca 20/E, 10450 Jastrebarsko, XspBarus

5.9.2025 .

X

[4-P KPACUMIUP 3/TATKOB
AWNPEKTOP HA ANPEKLNA KBAM
Signed by: KRASIMIR YANKOV ZLATKOV
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