JINCTOBKA:
Mapdmokcun 80 mg TabieTku 3a Kydera
Marfloxin 80 mg tablets for dogs

1. HUME U ITIOCTOSHEH AJPEC HA TIPUTEXKATEJIA HA JIMINEH3A 3A YIIOTPEBA
N HA ITPOU3BOAUTEJISA, AKO TE CA PA3JINYHU

[putexaren Ha IMIIeH3a 33 yIoTpeda:
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CioBeHus

[IpousBoauTen, OTTOBOPEH 32 OCBOOOXKAaBaHE HA MMAPTHATA:

KRKA, d.d., Novo mesto, gmarjeéka cesta 6, 8501 Novo mesto, CiroBeHus
TAD Pharma GmbH, Heinz-Lohmann-Straf3e 5, 27472 Cuxhaven, ['epmanus
KRKA - FARMA d.o.0., V. Holjevca 20/E, 10450 Jastrebarsko, XbspBaTus

2 HAMMEHOBAHUE HA BETEPUHAPHOMEJIMIIMHCKUSA TIPOAYKT

Mapduokcun 80 mg TabNeTKH 3a Ky4deTa
Marbofloxacin

3. CBABPXAHME HA AKTUBHATA CYBCTAHIMS U EKCHUIIUEHTUTE
Bcesika TabneTka chabpika 80 mg marbofloxacin.

Cremi10 Ka(sBO- XKBITH, KPBINIH, ABOHHOM3IIBKHAIIN, MPAMOPHPaHH Ta0JIETKH ChC CKOCCHU PHOOBE,
KaToO € Bb3MOJKHO J1a IMa ThMHH U O€JIW MeTHa, C JeUTENHA IMHHS OT elHaTa CTPaHa.
TaOnerkara MoxXe 1a ce ey Ha JIBE T0JIOBUHU.

4. TEPAIIEBTUYHMU ITIOKA3AHUA

Jleuenue Ha MHQEKIUK, IPUIMHEHH OT BHJIOBE MUKPOOPTaHU3MH, YyBCTBUTEIHHU Ha

MapOoQIoKCcalyH:

- UH(EKINN Ha KO)KaTa M MEKHUTE ThKaHH (MMMOAEPMUSI Ha KOKHHUTE I'bHKH, HMIIETHTO,
(domukynut, PypyHKyno3a, UeIyJTUTUC);

- nHdpexkuuu Ha ypuHnapuust Tpakt (MYT), cBbp3aHu WK He ¢ MPOCTATUT WIK SIHUINTAMUT;

- MH(EKINY Ha pECITIPATOPHUS TPAKT.

S. INPOTUBOIIOKA3AHUA

Jla He ce u3non3Ba npu Kyuera 1moj 12-meceyna Bb3pacT UM MO-Majku oT 18 mecena 3a
M3KIIIOYUTENTHO TosieMu nopoau kato Hemcku [lor, @pencka oBuapka (bpuapn), [Inannncko bepuese,
Bysue bepnap u Mactug, ¢ yapikeH pacTexeH Mepro/.

/Jla He ce u3MoI3Ba IpU KOTKU. 3a JIEYEHUETO Ha T€3U BUI0BE XKUBOTHU UMa HAJIUYHU TaOJIETKU OT

5 mg.

[la He ce M3Mo3Ba MPU CBPBXIYBCTBUTEIHOCT KM MapOodIIOKcaIiH Win ApYTH ((IIyopo)XHHOJIOHH
WIN KbM HIKOH OT €KCLIUIIMEHTUTE.

Jla He ce U3MOII3BA B ClTyyad Ha PE3UCTEHTHOCT CPELLy XUHOJIOHHU, Thil KaTO ChLIECTBYBA (TIOYTH)
IIbJIHA KPBCTOCAHA PE3UCTEHTHOCT CPeILy IpyTu (JIyOopOXUHOJIOHH.

6. HEBJIATOIIPUSATHU PEAKIINN



MHoOTO psiAKO MOTraT Jia ce HabJroAaBaT JeKH HeOIaronprusTHA PeaKK KaTo MOBPBIIaHe, MEKH
M3MPaKHEHMs], IPOMEHEHA Ka)Ka WIIU IIPEXOJIHO MTOBUIIABAHE HA aKTHBHOCTTA. Te3H MpHU3HaLH
CHHpaT CIIOHTAHHO CIIeT JICYCHHUETO U HEe € HE00X0IMMO IPEKPaTIBAHETO MY.

YecroTara Ha HEOMATONPUATHUTE PEAKLUK CE ONPEAENS Ype3 cleHaTa KIacu(pUKaLus:

- MHOro uectu (noseue ot 1 Ha 10 TpeTupaHu KUBOTHH, IPOSABABAILY HEOJArONPUATHI PEAKLIUU
peakLuy 1o BpeMe Ha Kypca Ha €JHO JIeUeHHE)

- yectu (moBede oT 1, HO mo-Manko ot 10 xuBoTHU Ha 100 TpeTHpaHu KUBOTHH)

- He JecTH (roBede ot 1, Ho mo-maunko ot 10 xuBoTHH Ha 1,000 TpeTupaHu >KMBOTHH)

- peaxu (oeeye ot 1, HO mo-mainko ot 10 sxuBotHH Ha 10,000 TpeTUpaHU KUBOTHH)

- MHOTO peakH (mo-Manko oT 1 xuotHo Ha 10,000 TpeTupaHu >KUBOTHH, BKIFOUUTEITHO U30JIUPAHU
ChOOIIICHUS ).

AKo 3a0enexnuTe HIKaKBH HEOJIaronpHUsTHU PEaKIH, BKIIFOYUTEIHO U TAKMBA, KOUTO HE Ca OMMCaHH B
Ta3u JUCTOBKA UM MUCJIUTE, Y€ BETEPUHAPHOMEIULIMHCKUS IPOAYKT He pabOTH, MOJIS J1a YBEIOMUTE
Bamms BerepuHapen jekap.

7. BHUJIOBE )KUBOTHH, 3A KOUTO E IPEJJTHA3HAYEH BMII

Kyuera.

8. JTO3UPOBKA 3A BCEKHM BU/] ’KUBOTHO, METO/l U HAYUH HA ITPUJIAT'AHE
3a nepopaiHo NPUIIOKEHHUE.

[Ipenoprunrennara go3a e 2 mg mapbodnokcarmu/kg TenecHa maca/nex (1 Tabnetka 3a 40 kg
TeNlecHa Maca Ha JIeH) IpueTa eAHOKpaTHO. Korato e moaxo o, H3MoI3BaHeTo Ha KOMOWHALUATA OT
IeNTU WJIHM TIOJIOBUH TabJIETKU OT pa3yIniHu KoHIeHTparun (80 mg, 20 mg win 5 mg) e mo3soiau
TOYHO JI03UpaHe:

Bpoii Tabnetkn
TenecHna maca Ha (80 mg + 20 mg [Tpubnu3uTenex 10308
*KHUBOTHOTO (Kg) KOHIICHTPAIIHH ) pexxum (mg/kg)
17-20 0,5 2,0-24
>20—25 0,5+0,5 2,0-25
>25—-130 05+1 2,0-24
>30—40 1 2,0-2,7
>40 — 50 1+1 2,0-2,5
>50 1,5 <24

3a Ja C€ OCUrypu npaBujiHa J03MPOBKaA, TCJICCHATA Maca Tp}I6Ba Ja 6’BI[€ OornpeaciieHa Bb3MOKHO Hali-
TOYHO, 3a Ja CC nz0erue JaBaHETO Ha HEAOCTATHhYHO KOJIUYECTBO OT MPOJYKTa.

ITpoABIKUTENIHOCT Ha JIEYEHUETO:
- Ipu MHEKIUH Ha KOXKaTa U MEKUTE ThKaHH, IIPOABIDKATECIHOCTTA Ha JICICHUETO € Hal-MalKo
5 JTHUM KaTO B 3aBUCHMOCT OT Pa3BUTHETO Ha OOJIeCTTa, MOXKe Ja ce yabmku 10 40 m1Hu;
- 1pu HHPEKIHU Ha YPUHAPHUAT TPAKT, MPOIBKUTEIHOCTTA Ha JIeUEHHETO € Hail-Manko 10
JTHA KaTO B 3aBUCUMOCT OT Pa3BUTHETO Ha 0OJIECTTa MOXKE JIa C€ YABIDKH J0 28 THH;
- TIpH pecnupaTOpHU HH(PEKIMH, TPOIBbIKUTETHOCTTA Ha JIEYEHUETO € Hall-MalKo 7 JHHU KaTo B
3aBUCHMOCT OT pPa3BUTHETO Ha O0JIeCTTa MOXeE /1a Ce yIBJDKU 10 21 aHu.




9. CBBETH 3A ITPABHJIHO INPUJIOKEHUE

Hsama.

10. KAPEHTEH CPOK

He e npunoxumo.

11. CHEIUAJIHA YCJIIOBUS 3A CBbXPAHEHUE HA TIPOAYKTA

Jla ce chxpaHsBa Jajied OT Morjie/ia ¥ Ha HEJIOCTHITHH 3a JIella MecTa.

Jla ce cbxpaHsiBa B OpUTrHHATHATA OMTAaKOBKA.

Jla ce ma3u OT CBETIIMHA.

To3u BeTeprHapHOMEAUIIMHCKY POAYKT HE M3UCKBA HUKAKBY CIICIIUAIHU TEMIIEPATyPHHU YCIIOBHS 3a
ChXpaHEHHUE.

Jla He ce u3mo3Ba BETEPUHAPHOMEAUIIMHCKUS MTPOYKT Clie]] M3THYaHE Ha CPOKA Ha TOTHOCT,
MOCOYEH BBPXY omnakoBkara cien ‘I'ogen 10:” CpokbT Ha TOJHOCT OTTOBAps HA MOCIEAHUS ACH OT
TO3HU MECeIl.

Cpok Ha TOJHOCT Ha MMOJIOBUH Ta0NeTKa: 5 THU.

12. CHEIWMAJIHU NPEAYHPEXIEHUA

Bucokute 1031 Ha HsikoU (UIyOpOXHHOIOHHM MOraT Aa UMaT eluWIeNToreHeH noreHuuai. IIpenopbusa
ce BHUMaTelHa ynotpeda npu KydeTra ¢ IOCTaBeHa TMarHo3a emnuwierncus. Benpeku ToBa, He ce
OYaKBaT TEKKU HEOJIAronpusATHU peaklMy NPy KydeTa, IpU NPUIOKEHUE Ha pernopbyaHarta
TepareBTHYHA J103a. Y CTAaHOBEHO €, Ue (DIIyOPOXHHOJIOHHUTE MPETU3BIKABAT €PO3Hs Ha CTABHUTE
XPYLISUIY [IpY MJIaJIM Ky4eTa, 3aToBa TpsAOBa Jja ce Ipujara Mpenu3Ho, 0cO0eHO Ipu Milaly )KUBOTHH.

B knuHUYHKTE NpOyYBaHUS HE ca HAOJII0JaBaHU JIE3UU HA CTABUTE, IIPH NPUIaraHe Ha
MPEeNOpPbYHUTEIHATA 1034,

Huckoto pH Ha ypuHaTa Moxe na nMa nHXuOUpan] eekT BbPXy aKTHBHOCTTa HAa MapOOQIOKCaIHH.
Bw3MorkHa € osiBaTa Ha MAOJEPMUSL, TIIABHO BTOPHYHO, IPH IPOTHYAIIO 3a00IsIBaHe, TOPAIH KOETO €
MIPENOPBUYHUTEINHO Ja CE ONMPENENH MbPBUYHOTO 3200 sIBaHe, CIIOPE] KOETO Ja Ce JIEKyBa KHUBOTHOTO.

O¢unuanHuTe ¥ MECTHH aHTUMUKPOOHH NOJMTUKY TPsiOBa J1a ObJaT CIa3BaHu, KOraTo ce U3MoJ3Ba
BETEPUHAPHOMEIUIIMHCKHS TIPOITYKT.

OnyopoXHHOIOHUTE TPsAOBaA Ja e U3IMO3BAT 32 JICUCHUE Ha KIMHUYHU ChCTOSIHUS, KOUTO ca ChC CIad
OTrOBOp HJIM C€ OYaKBa Jia ca ChC ci1ab OTTOBOP KbM JIPYTH KJIACOBE aHTUMHKPOOHH CPE/ICTBA.

Koraro e Bb3M0HO, (h1yOpOXHHOJIOHU TPsIOBa J1a Ce MpUIarat caMo Bbh3 OCHOBA Ha TECT 32
YYBCTBUTEITHOCT.

VYnorpebaTta Ha IPOAYKTaA, KOSATO C€ OTKJIOHABA OT ITOKa3aHUATa, AajeHu B KXII, Moxxe 1a moBULIN
pasnpoCTpaHeHUETO Ha OaKTEPUH, PE3UCTEHTHH KbM (PIIYyOPOXHHOJIIOHM M MOXKE Ja HaMaJIH

e eKkTHBHOCTTA Ha JICYCHUETO C APYTU XHMHOJIOHH, ITOPaIi B3MOXKHOCT 32 KPCTOCAHA
PE3UCTEHTHOCT.

JTaGopaTopHuTE MPOYUBAHUS MPH TUTHXOBE U 3aifI[M HE MOKAa3BaT HUKAKBH J0Ka3aTeNCTBA 3a
eMOPHUOTOKCUYHOCT, TEPATOTEHHOCT, (PETOTOKCHYHOCT U TOKCHYHOCT 3a MalKarta C TepPareBTHIHH
n031 MapOodIIOKCaIyH.

BesomacHocTTa Ha MapOO(IIOKCAIMH He € Ol[eHeHa TIPH OPEMEHHH W JTAKTUPANIA KOTKH U KydeTa.
[Mpunara ce camo cieJt pereHKa MoJ3a/pUCK OT OTTOBOPHUS BETEPUHAPCH JICKap 3a
OpeMEHHH W JTAaKTUPAIIH )KUBOTHU



H3BecTHO €, 4e (IryopOXHHOIOHNTE B3aHMOAEHCTBAT C MIEPOPATHO IIPUETH KATHOHH (aJTyMHHHH,
KaJIIWH, MarHes3uid, keis130). B mogobeH cinyvaii OnonannyHocTTa HAa MapOodIOKcallMH MOXe 1a Obae
HamaiieHa. EqHOBpEMEHHUAT pueM Ha TeO(QUIMH-ChABPKALIM IPOAYKTH, MOXKE J1a Oblie mocie1BaH
0T UHXHOUpaHe Ha KITUPBbHCA HAa TEOPHITHHA.

Hpe,I[O?:I/IpaHeTO MOXKE a IMpeanu3BUKa OCTPU CUMIITOMHU Ha HEBPOJIOT'MYHU HAPYIICHHA, KOUTO CC
JICKYBAaT CUMIITOMATUYHO.

CHCQI/IEU'IHI/I npeamnasiy MEpPKHY 3a JinlaTa, npujaaraimy BETCPUHAPHOMECAUIIUHCKN A TPOAYKT HA
KHWBOTHHTC!:

Xopa ¢ yCTaHOBEHa CBPBXYYBCTBUTEIHOCT KbM ((DIyOpO)XMHOIOHU TPIOBa a M30srBaT KOHTAKT C
BETCPUHAPHOMEIUIIUHCKUA ITPOAYKT.

IMpu cityyaiiHo morrbiane, He3abaBHO J1a ce MOThPCH MEAUIIMHCKH ChBET, KaTo Ha JIeKaps ce
IpeaoCTaBu JIMCTOBKATa UJIKM €TUKETA HA MPOJYKTa.

Wsmuiite pbiiete ciie ynorpeoda.

13. CIIEHUMAJIHU MEPKHU 3A YHUIIIOXKABAHE HA HEMU3ITIOJI3BAH ITPOAYKT
NN OCTATHBIU OT HET'O, AKO UMA TAKHBA

Bceku Hen3moa3BaH BETEpUHAPHOMEAUIIMHCKHY MTPOYKT WIIM OCTATHIM OT HETO TPsiOBa Aa ObAaT
YHUIIOKEHU B CHOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO 3aKOHOATEIICTBO

[Tonuraiite Bamus BeTepuHapeH jiekap KakBo Aa npasute ¢ Henykuute BMII. Te3u mepku e
[IOMOTHAT 3a OIla3BaHe Ha OKOJIHATa Cpeaa.

14. [JATATA HA IIOCJIEJJHATA PEJJAKIIMA HA TEKCTA
10/2020
15. AONBJHUTEJIHA HHOOPMAIIUA

CryzaeHo mpecoBaH OJHCTEP OT MOJUBUHII XJIOPHI-ATYMUHUH-OPUEHTUPAH MOJTUaMU/aTyMUHAHN —
ChIBpIKAIL 6 TAOIETKH.

Kytuu ¢ nuctoBka 3a ynotpeda ¢ 12 tadnerku u 72 tabiaerku.

He Bcuuxm pazmepn Ha OnaKoBKaTa Morar ja ObJaT MpeaiaraHy Ha masapa.

3a gombIHUTETHA HHPOPMAIHI OTHOCHO TO3W BETEPUHAPHOMEAUIIMHCKU POIYKT, MOJISl CBBPIKETE CE
C JIOKAJIHUS MPEACTaBUTEN Ha MPUTEXKATENs Ha JIMIIeH3a 3a yrnoTpeda.

Kpka Bearapus EOO/L
Ten: 02 962 34 50

®axc:02 962 35 20

En. moma: info.bg@krka.biz




