B. INCTOBKA



JIMCTOBKA

1. HaumenoBanue Ha BeTepUHAPHUS JeKAPCTBEH MPOAYKT

Otomicol kamku 3a yuim u CyCHeH3us 3a KoXKa 3a Ky4yeTra, KOTKH 1 MOPCKU CBHHYETA

2. CbcTaB
Bceku ml ot cycrieH3usTa ChIbpKa:

AKTHBHH BellleCTBA:

Miconazole nitrate 23,00 mg (exBuBanenten Ha 19,98 mg miconazole)
Prednisolone acetate 5,00 mg
Polymyxin B sulfate 5500 IU (exBuBanenren ua 0,5293 mg polymyxin B sulfate).

Bsna cycnensust.

3. Bujaogse ;kMBOTHH, 32 KOUTO € npeaHasHayed BJIII

Kyuera, KOTKM 1 MOPCKU CBHHYETA.

4, Iloka3anus 3a ynorpeoda

3a jeyeHne Ha TBPBUYHM M BTOPUYHU HH(EKINN Ha KOXKaTa (eK3eMa, AepMaTuT, MHOAEpMa) U
KOXKHHUTE TPUAATHIU (KOCMHU, HOKTH, TIOTHHU KJIE3W) MPH Ky4yeTa, KOTKM M MOPCKH CBUHYETa, KaKTO U
3a JIeYeHUE Ha BHHIICH OTHT MPH Ky4eTa U KOTKH, IPUUYUHEHU OT HHPEKINH ChC CIEIHUTE
YyBCTBUTEJIHM KbM MHKOHA30JI U IOJTUMHUKCHH B matorenu:

I'pam-mionoxutenan OakTepuu
— Staphylococcus spp.
— Streptococcus spp.

I'pam-oTpuniaTenHu 6akTepun
— Pseudomonas spp.
— Escherichia coli

Hpoxau u reOmaKu
— Malassezia pachydermatis
— Candida spp.
— Microsporum spp.
— Trichophyton spp.

5. IIpoTuBONOKA3aHUA
Ja He ce u3no3Ba Npu CBPbXUyBCTBUTEIHOCT KbM aKTUBHUTE BEIIECTBA WM KbM HSIKOE OT
MTOMOILHUTE BEIIECTBA.

a He ce u3noi3Ba BbpXy roJIEeMH paHu.
[a He ce u3Mon3Ba MpU Ky4yeTa WK KOTKH, CTPaJalliy OT nepgopanus Ha ThIlaHyeBaTa MeMOpaHa.

6. CrnenmajaHu npexynpexIeHus



CrenmanHy npeaynpeKJIeHNs

[la He ce u3Moa3Ba B Clly4yau Ha U3BECTHA PE3UCTEHTHOCT KbM ITOJIMMUKCUH B mim MukoHason.
JlokaszaHa e KpbCTOCaHa PE3UCTEHTHOCT MEXy OMMMUKCUH B 1 konucTuH. YnorpebaTta Ha
MPOAYKTa TPAOBa 1a c€ OOMHCIN BHIMATEIHO, KOTaTO TECTOBETE 32 YYBCTBUTEIIHOCT MTOKa3BaT
PE3UCTEHTHOCT KbM KOJIUCTHH, Thi KATO HETOBaTa e(PeKTUBHOCT MOXe /1a ObIe HaMaJIeHa.
bakTepnaHUAT ¥ TEOMYHUAT OTUT Ca YECTO C BTOPUIEH XapakTep. TpsOBa 1a ce yCTaHOBH H Ja ce
JIEKyBa OCHOBHATa MPUYHHA.

CrenuaiHy OpeAna3Hy MEpKH 3a 6e30nacHa ynoTpeda Ipu BUJOBETE KUBOTHH, 3a KOUTO €
npennasHaye BJIIT:

[IpunaraneTro Ha BeTepUHAPHUS JICKAPCTBEH MPOAYKT TPsIOBa Aa ce OCHOBaBa Ha MACHTH(UKALIS U
TECTOBE 32 YYBCTBUTEIHOCT Ha MPHLETHUsA(UTE) MaToreH(n). AKO TOBa HE € Bb3MOXKHO, JICUCHHETO
TpsiOBa 1a ce OCHOBaBa HA EIIUAEMHOJIOTMYHA HH(OpManys 1 O3HAHUATA 33 UyBCTBUTEIHOCT HA
NPULETHUTE IATOT€HUTE, HA MECTHO/PETMOHATIHO HUBO.

ITpu ynotpeba Ha BeTeprHapHUS JIEKAPCTBEH IPOAYKT TpsiOBa ja ce B3eMaT M0J] BHUMaHHE
O(bI/I]_[I/IaHHI/ITC, HallMOHAJIHU U PETrUOHAIHU aHTI/IMI/IKpO6HI/I TIOJIMTHUKH.

AHTHOMOTHK C ITO-HUCHK PUCK OT M300p HA aHTUMUKPOOHA PE3UCTEHTHOCT (TI0-HUCKA KaTerOpus
AMEQG) Tpsi0Ba f1a ce U3MoI3Ba KaTo MbPBa JMHUS Ha JeUdeHHe, KOTaTO TECTHT 32 YyBCTBHTEITHOCT
IpeArnosara BeposiTHaTa e(UKacCHOCT Ha TO3U MOAXOA.

B cnyuaii Ha BBHIIIEH OTHUT, IPEIH Aa 3alI0YHE JICUCHUE C BETEPUHAPHUS JIEKaPCTBEH IPOIYKT,
TpsiOBa J]a ce MPOBEPH LETOCTTa Ha ThIIaHYeBaTa MeMOpaHa.

BB3MOXKHU ca CHCTEMHH KOPTHKOCTEPOUIHH €EeKTH, 0COOEHO KOraTo BETEpUHAPHHS JIEKAPCTBCH
IPOIYKT CE U3MOJI3BA IO OKIY3UBHA IPEBPB3KA, BEPXY KOXKHH JIE3UH C YBEJINUEH KOXKEH KPHBOTOK
WM aKO BETEpUHAPHUS JIEKAPCTBEH MPOAYKT ObJIe IOr'bJIHAT Ype3 Oin3aHe.

Tpsi0Ba 1a ce U30sTBa IEPOPATHO MOTIIBLIAHE HA BETEPUHAPHHUS JIEKAPCTBEH MPOAYKT OT TPETHPAHU
JKUBOTHU WJIM KOHTAKT Ha TPETUPAHUTE KUBOTHH C APYTHU KUBOTHH.

BerepuHapHUST IekapCcTBEH NPOAYKT HE TPsOBa Jla ce M3I0JI3Ba BHPXY MIICUHHTE JKIIE3U Ha
JIAKTHUPALIN )KUBOTHHU NIOPAIH Bb3MOXKEH NEPOpaJICH MPUEM OT TTOTOMCTBOTO.

Crennainu npeana3Hu MEPKU, KOUTO TDHGBa Ja B3EMC JIMIICTO, IIpUJIaranio BETCpUuHapHUA
JIEKapCTBEH MPOAYKT Ha JKUBOTHHUTE:

Xopa ¢ ycTaHOBEHA CBPBXUYBCTBHTEITHOCT KbM IIPETHU3OIIOH, TOIMMUKCHH B mim MukoHazon TpsiOBa
Jla n30sIrBaT KOHTAKT C BETEPUHAPHUA JIEKapCTBEH MTPOAYKT.

BerepunapHuAT TeKapCcTBEH MPOAYKT MOXKE J1a MPUYUHU Jpa3HeHe Ha KokaTa 1 ouute. Jla ce n30srea
KOHTAKT Ha IPOAYKTa C KOXaTa Win ounte. HIUBUIyaIlHO TIpeIa3Ho 000pyaBaHe, ChCTOSIIO CE OT
PBKaBUIM 32 eTHOKpaTHa ynorpeda, TpsOBa J1a ce HOCH, KOTaTo ce pabOTH ¢ BETepUHAPHUS
JieKapcTBeH MpoayKT. [Ipu cimydaiiHO pasinBaHe, Ko)KaTa WM OYHTE He3a0aBHO TpsiOBa J1a ce
M3IIIaKHAT OOWITHO C BOJA.

BuumMagaiite, 3a 1a ©30erHeTe Ciy4aiHo MorblaHe, 0co0eHo oT aere. [Ipu ciayyaitHO HOTIIbIIaHe,
He3a0aBHO Jla ce TIOThPCH MEIUITMHCKHU ChBET, KAaTO Ha JieKaps Ce MPeA0CTaBH JIUCTOBKATA WU
eTHUKETa Ha IPOTYKTA.

W3muiite phiiere cu ciel ynorpeoa.

BpeMEHHOCT U JlaKkTanus:

Be3zonacHocTTa Ha BeTeprHApHUS JIEKAPCTBEH NPOAYKT HE € JI0Ka3aHa 1o BpeMe Ha OPEeMEHHOCT U
JIaKTalys.

Tbif KaTo pe3opOIHsATa HAa MUKOHA30JI, TOJTUMHUKCHH B 11 IpeTHI30JI0H TTpe3 KoXaTa € HICKa, He Ce
OYaKBaT HUKAKBU T€PATOTCHHN/EMOPHOTOKCMYHI/(PETOTOKCHYHM MIIM TOKCHYHH 32 MaliKaTa eeKTH.

BBb3M0XHO € a ce MoJy4H [epOpaIHo MOTJIbIIAHE Ha aKTUBHUTE BEIIECTBA OT TPETUPAHUTE
JKMBOTHU IIPU CAMOIIOYHCTBAHE U MOKE [1a CE OYAKBA IPEMUHABAHE HA CBIIUTE B KPBBTA U MIIIKOTO.
BetepunapHHAT JIekapcTBEH MPOIYKT HE TPSAOBA J1a Ce M3IMONI3BA BbPXY MIICTHHTE JKJIE3U Ha
JIAKTUPAIIH )KUBOTHHU.

[Ipunara ce camo cies mpeneHKa Mmoj3a/pucK OT OTTOBOPHUS BETEpUHAPEH JIeKap.

BBHHMOHCﬁCTBHe C APpYI'M BETCPUHAPHH JCKAPCTBCHU MMPOAYKTH U APYTHU d)ODMI/I Ha B3aHMOHeﬁCTBHG:




Hsma Hanuuey naHuu.

[Ipeno3upane:

He ca uzBecTHHU.

Moske 1a ce HaOJIro1aBaT HEeOIArONPUATHH PEaKIIii, KaKTo € TIOCOYCHO B TouKa ,,HeOmarompustau
pEeaKInm,,.

OCHOBHU HECHBMECTUMOCTH
IIpu nunica Ha TaHHU 32 CBBMECTUMOCT TO3H BETEPHHAPEH JIEKapCTBEH MPOIYKT HE TPIOBa 1a Ob/ie
CMECBaH C JPYTrd BETepUHAPHU JICKAPCTBEHU NMPOIYKTH.

7. He0aaronpusaTHn peakuun

Kyue, xoTka, MOpCKO CBHUHYE:

MHoro peakn Imyxotal

(mo-manko ot 1 Ha 10 000 TpeTupanu
’KMBOTHH, BKJIFOYATEITHO U30JIMPAHH
CHOOIICHU):

C Hem3BecTHA YecToTa (OT HATHIHUTE Jlokanen umyHen aepuuur??

JTAaHHHM HE MOXe Jia ObJie HalpaBeHa
OLICHKA 3a YeCTOTaTa):

U3ThHABaHE HA KOXKATa?
3abaBeHO 03/IpaBsABaHe’

TeneanrneKkTasznsm>

I[ToBuIIEHa YA3BUMOCT Ha KOXara (C KbpBeHE)?

 TIpu >KMBOTHHM, TPETUPAHK 3a BHHILEH OTUT, 0COOEHO TIPU MO-BL3PACTHHU KyueTa. JledeHneTo TpsadBa
Jia ce MPEeKpaTH.

2TIpu MpOABIDKUTENHA yHOTPeOa MOPaIN ChAbPIKAIIKS CE TIIOKOKOPTUKOMIL,

$ CBBp3aHO C MOBUIIIEHA YYBCTBUTEIHOCT KbM UH(EKINH.

C”[>06I]_IaBaHeT0 Ha He6J‘IaFOHpI/IHTHI/I PpCaKknuun € BaXXHO. ToBa mo3BossABa HCIIPEKBCHAT MOHUTOPHHT Ha
6630HaCHOCTTa Ha BETCPUHAPHUSA JICKAPCTBCH IMPOAYKT. Axo 3a6CH6>KI/ITe HSKAaKBU He6J‘IaFOHpI/I$ITHI/I
peaKHI/II/I, BKIIFOYHUTCIIHO U TaKHMBA, KOUTO HE Ca OIITMCAaHU B Ta3H JIMCTOBKA WJIHW MHUCJIIUTEC, Y
BETEPUHAPHMUS JIEKAPCTBEH ITPOJYKT HE IEUCTBA, CBBPIKETE CE€ IBPBO ¢ Ballns BeTepuHapeH Jiekap.
MoskeTe ChIIIo J1a ChoOIIaBaTe HEOJIArOPHUATHY PEAKIIMU Ha MIPUTEKATEIS Ha Pa3pelIeHUETO 3a
THProBus NJIU MECTHUSA NPECACTABUTCII Ha IIPUTCIKATCIIA HAa Pa3pClICHUCTO 3a ThbpTrOBU, KATO
H3MO0JI3BATC JAHHUTEC 3a KOHTAKT B Kpas Ha Ta3Uu JIMCTOBKA UJIN YPE3 Bamara HallMOHAJIHA CUCTEMA 3a
crobmasane: https://kvmp.bfsa.bg/index.php/bg/registers/veterinarnomedicinski-producty.

8. I[osnpomca 3a BCCKHU BU/I ’)KUBOTHO, HAYHUHU U ME€TOA HA MPUJIO0KCHUE

[Ipunarane B ymuTe 1 npuiiaraHe BbpXy KOKaTa.

Hauunwm na IMPUITIOKCHUC!
queTa, KOTKH: 3a HaKallBaHC BbB BHHIIIHUA CJIYXOB KaHaJI UJIU 3a IIpUJIaraHe BbpPXYy KoxKarta.
MOpCKI/I CBUHYCTA: 3a IIpWJIaraHe BbpPXY KOKaTa.

Hnghexyuu na evHwHUA CTYX08 KAHANL (6bHUEH OMUM):

[TouncTere BHHITHUS yIIIEH KaHAJ U yITHATA MHUJIA ¥ TIpuUjiaraiite ot 3 A0 5 KanKu OT BETEpUHAPHUS
JIEKapCTBEH NPOAYKT BbB BBHIIHUSA CIIyXOB KaHal J1Ba TbTH JHEBHO. MacakupaiiTe cTapaTeIHO yXO0TO
M CIyXOBHSA KaHal, 32 J]a MOKe aKTHBHUTE BEILIECTBA J1a POHUKHAT 110-100pe HaBBTPE, HO C JIEKU
JBIDKCHHUS, TaKa 4ye Ja He IPUYMHUTE 00JIKa Ha dKUBOTHOTO.



https://kvmp.bfsa.bg/index.php/bg/registers/veterinarnomedicinski-producty

Jleuenuero TpSI6Ba Ja CC MPOABIIKHU 0e3 MPCKBCBAHC O HAKOJIKO JHU CJIC/ ITBJIHOTO U3YC3BAHC HA
KIIMHUYHUTE ITPU3HAIIU.

Hnghexyuu na kosxcama u KosxcHume npuoamovyu’

[Ipunaraiite THHBK CIOI OT BETEPUHAPHUS JIEKAPCTBEH MPOIYKT BHPXY KOKHUTE JIE3UH, KOUTO TpsiOBa
Jla ObJIaT TPETUPAHU JIBA ITBTU JIHEBHO U BTPUBAKTE J00pe.

JledenueTo TpaOBa 1a MpOABIKK O€3 MpeKhCBaHEe O HAKOJKO JHH CJIe]l TBIHOTO N34e3BaHe Ha
KIIMHUYHUTE PU3HAIIH.

IIpu ynoputu ciaydan (BBHIIEH OTUT WM KOXHHU HH(MEKIINN) MOXKE Ja € HEOOXOMMO JISYEHHETO J1a Ce
NPOIBIDKH 32 2 110 3 ceAMUIN. AKO € He00X0ANMO, aHTUMUKOTHYHA Tepanus 0e3 TTIOKOKOPTUKOMT
TpsiOBa J1a MPOIBIIKH.

9. CbBeTH 32 IPAaBUJIHOTO NPWJIATAHE HA MPOAYKTA

Ha ce paskiatu 106pe npeau ymorpeda (10 cexynan).

B Hauanoto Ha Ie4eHNETO, KOCMUTE OKOJIO MM MOKPUBAILM JIe3UHTe TPsiOBa 1a ObIAT MOJCTPUTaHH;
TOBa TPsIOBA J]a CE TIOBTOPH 110 BpEME Ha JICUSHHETO, aKO € HE0OX0UMO. XUTUEHHUTE MEPKH KaToO
MOYKCTBAHE HAa KOXAaTa, KOATO Ie ce TPETUpa NpeIn yrnoTpeda Ha MPOAYKTa, ca OT ChIECTBEHO
3HAYCHUE 32 YCIICIIHATA TeparHs.

10. KapenTHu cpoxoBe

He e npunoxumo.

11. CrnenmajHu ycJIOBHS 32 ChbXpaHeHHe
Ja ce cbxpaHsBa Jjajed OT IOIIea 1 Ha HeJOCTBIIHY 32 JIella MecTa.

[a ce chxpansiBa pu Temieparypa noj 25 °C. [la ce cbxpaHsiBa B OpUrHHAIHATA OMAKOBKA C IIEJT
npea3BaHe OT CBETIINHA.

I[a HC C€ U3M0JI3BAa TO3HU BETCPUHAPCH JICKAPCTBCH MMPOAYKT CJIECA U3THUYAHE CPOKA HA TOAHOCT,
IMOCOYCH BBHPXY €TUKETA U KapTOHCHATa KyTHA CIIC EXp CpOKT)T Ha TOAHOCT OTroBaps Ha MOCJICIHUA
JC€H OT TO3H MCCCII.

CpoK Ha TOJHOCT CJIe/ MEPBOTO OTBApsIHE HA MEPBUYHATA OMAKOBKA: 6 Mecela.

12. Cuoenua/jHM NpeAna3sHN MepKHU NPH YHUIOKABaHe

BerepunapHuTe JIeKapCTBEHH MPOAYKTH HE TPsiOBa 11a ObIaT M3XBBHPIISTHA UPe3 OTIIATHU BOIH WU
OUTOBU OTIIAABIIN.

M3non3BaiiTe mporpaMu 3a BpbllaHe IPU YHUIII0’KABAHETO HA HEWM3MOJI3BAHU BETEPUHAPHU
JIEKaPCTBEHHU NMPOAYKTHU WUJIM OCTAaTBhUU OT TSIX B CbOTBETCTBHUE C M3UCKBAHUATA HA MECTHOTO
3aKOHOAATEICTBO M C BCHYKH NMPUIOKUMHU HAIIMOHAIIHU CHCTEMU 3a chOupaHne. Te3n MepKH e
IIOMOT'HAT 32 OIa3BaHE HA OKOJIHATA Cpela.

[Tonuratite Bamms BeTepuHapeH jiekap Kak Jia YHUIIOKUTE HEHYKHU BETEpPUHAPHU JIEKAPCTBEHH
MPOAYKTH.



13. Kaacuduxanusi Ha BeTepUHAPHUTE JeKAPCTBEHH NMPOIYKTH

I[a CC OTITyCKa CaMO IIO JICKAPCKO IMpCAINTUCaHune.

14. Homepa Ha pa3pelieHHeTO 32 THPrOBUS H Pa3MepH ONAKOBKHU

Ne 0022-3255

Kyrusra ce cscTou oT:

- Osuta OyTmiika 15 ml, n3pabotena ot monmueTwieH ¢ Hucka mwrsTHOCT (LDPE)

- 05111 KanKoMep, U3paboTeH OT moaueTuieH ¢ Hucka mrsTHocT (LDPE)

- Osi1a BUHTOBA Kalayka ¢ IPhCTEH 3a 3allUTa CPelly MaHuMyJIupane, nu3paboTeHa OT MOJUETUIICH C
Bucoka mrbTHocT (HDPE)

15. Jlara Ha mocjieHATA PeJAKIMs HA TEKCTa

ITonpo6Ha nH(pOpMAanKs 32 TO3U BETEPUHAPEH JIEKapCTBEH MPOIYKT MOXKE J1a HaMepHTe B 6a3ata
nmaaan Ha Cpio3a otHOCcHO poxykTuTte (https://medicines.health.europa.eu/veterinary).

16. [lanuwu 3a Bpb3Ka
[Ipurexarea Ha pa3peICHUETO 33 ThPrOBHUS M IPOU3BOAUTEI, OTIOBAPSII 32 0CBOOOXK/IABAHETO Ha

HAPTUJIN:
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CiroBeHus

MecTeH npecTaBUTeNl M JaHHU 33 BPb3Ka 3a ChoOIIaBaHe Ha MPEAIoIaraeMi HeOJIaronpusTHU
DEaKIH:

Kpxka benrapus EOO/]

rp. Codus

Ten: +359 2 962 34 50

En. moma: info.bg@krka.biz

3a BCsKaKBa I/IH(I)OpMaI_H/ISI OTHOCHO TO3H BETCPUHAPCH JICKAPCTBCH MMPOAYKT, MOJISI, CBBPIKETC CC C
MCCTHUS IIPEACTABUTECII HA MMPUTCIKATCIIA Ha PA3PCHICHUCTO 3a ThProOBUsL.


mailto:info.bg@krka.biz



