KPATKA XAPAKTEPUCTHUKA HA ITPOJAYKTA
KBbM JIMIIEH3 3A YIIOTPEBA Ne 0022-1446
1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA IPOAYKT

MMUTEKC xamnku 3a yuu 3a KyueTa 1 KOTKH
MITEX Eardrops for dogs and cats

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

1 g ceaBpKa:

AKTHBHY CyOCTAHIIUM:

Miconazole nitrate 23.0 mg
Prednisolone acetate 5.0 mg
Polymyxin B sulfate 5500 1U
ExcuunuenTu:

bensun 6eHzoar 100.0 mg

3a mBIHUS CIIUCHK HA EKCIUIHEHTHTE, BUXK T. 6.1.
3. DAPMALEBTUYHA ®OPMA
Kanku 3a ymu. bsina cycnensusi.
4. KJIMHUYHHU JAHHHU
4.1 Bwunaose :KUBOTHH, 32 KOUTO e npeana3Hayen BMII
Kyuera u xoTku.
4.2 TepaneBTHYHU NMOKA3AHUS, ONpPele/IeHU 32 OT/IeJTHUTe BUI0BE ;KMBOTHH
BbHIIEH OTUT, IPUYMHEH OT YyBCTBUTEIHU I'bONYKH, IPOXKIU U OAKTEPHUHU NP KydeTa U KOTKU:
— Jlpoxnu 1 ThOMYKH
Microsporum spp.
Trichophyton spp.
Candida spp.
Malassezia pachidermatitis
— I'pam — nmonoxxurenHu 6akTepuu
Staphylococcus spp. (1yBcTBHTETHH)
Streptococcus spp. (4yBCTBUTETHN)
— I'pam — oTpuniatentu Oakrepun
Pseudomonas spp. (uyBcTBUTEIHN)

Escherichia coli.

4.3 IIpoTuBOomOKAa3aHUS

Jla He ce m3Mmo3Ba MpH CBPHXUYBCTBUTEITHOCT KbM aKTHBHUTE CYOCTAHITUH WIIA HIKOU OT €KCITUTTUEHTHUTE.
Ja He ce u3noi3Ba npu neppopupaHa ThIIaHUEBA MEMOpaHa, MOpajn Bh3MOXEH OTOTOKCHYEH e(eKT Ha

ChAbpiKaIusd CC AHTHOHMOTHK MOJIMMHUKCUH b cyn(baT.



44 CnenuajHu mpeana3Hu MepKH 3a BCeKH BHJ ;KUBOTHH, 32 KOUTO € npeaHazHadyen BMII
Camo 3a BbHIIHA yIIOTpeoOa.
4.5 CheuuajaHu mpeamnasHd MepKHU NpH ynorpeoda

CrienmatHy IpeIna3Hi MEPKH 3a )KHBOTHHUTE IPHU YIIOTpebaTa Ha MPOIYKTa

IIpu nunca Ha o3apaBsBaHe ciex 3 JHH, KaKTO MIPH HAJIMYHE WM YBETMYaBaHE HA 3adepBSIBaHE, pa3apa3BaHe
WM OTHYaHe, J]a ce MpeKpaTH ynorpedaTa U Aa ce mpepasriena Juar1osara.

[Ipu MPOABIDKUTEHO MPUIIOKEHUE, OCOOCHO MPH KOTKHU, TPSAOBa Ja ce MMa TPESABU] BH3MOXKHA IOBUIIICHA
YYBCTBHTEITHOCT KbM MPOAYKTA.

CrieryiaaHy IpeAnasHyd MEpKH 3a JIMIATa, MPUIaraild BeTePUHAPHOMEIUIIUHCKHS TPOAYKT HA YKUBOTHHUTE
Jla ce m3MUSAT phIIETE CIIe] pUIarane Ha MpOoIyKTa.

IIpn ciaydaeH KOHTaKT C Oo4uTe, Te TpsAOBa He3a0aBHO Ja ce M3MHAT OOMIHO ¢ Boxaa. llpm mosiBa Ha
BB3MAJICHUE He3a0aBHO Ja Ce TIOThPCH MEIUIIMHCKU ChBET, KATO Ha JIEKaps Ce MPEIOCTaBH JMCTOBKATA WIIH
€THKETa Ha TIPOYKTA.

Xopa ¢ ycTaHOBEHa CBPHXYYBCTBUTEIHOCT KbM AKTUBHUTE CYOCTAHIIMHM WM HIKOH OT CKCIIUITHCHTHTE
TpsiOBa J1a M305ATBaT KOHTAKT C BETEPHHAPHOMEAUIIUHCKHS TIPOTYKT.

4.6 He0maronpusiTHu peakuuu (4€CTOTa U BAKHOCT)

To3n mpoayKT ChAbpKa mpenHu3010H. [IponbokurenHara ynorpeba Ha MPOAYKTa MOXeE Ja JOBEAC MO0
INPEeKOMEPHO pa3MHOKaBaHE Ha HEYYBCTBUTEIHH MHKpOOpram3Mu. HeoOXxommmo € IOCTOSHHO
HaOJroIeHNE Ha KUBOTHOTO.

4.7 Ynorpeda no BpeMe Ha OpeMEHHOCT, JIAKTALUS WU AfileHOCeHe

He ce npunara no Bpeme Ha OpeMEHHOCT U JIaKTaIIUsl.

4.8 B3amMmopeiicTBHe ¢ JAPYrM BeTePHUHAPHOMEIMIMHCKH MPOAYKTH H JApyru ¢opmm Ha
B3auMojelicTBHe

He ca u3BecTHH.
4.9 [lo3a ¥ HAYMH HA MPUJIOKEHUE

Jla ce xoMoreHu3upa J00pe npenu yrnorpeoa.

[Mpunaranero Ha KanmkuTe 3a Y MUTEKC 3aBUCH OT KIMHUYHOTO CHhCTOSTHUE HA dKUBOTHOTO.

BrbHIIEH oTHT: HakanBar ce 3 710 5 Kamnku B YXOTO JIBa ITBTH JTHEBHO U TO CE€ Macakupa HEXHO 3a 00po
pasnpocTpaHsBaHe.

[IponykThT TpsOBa Aa ce mpuiara Nocie10BaTeIHO HAKOJIKO THH CJIe]l H3Ye3BaHEe HAa CUMIITOMHUTE.

[Tpu XpOHUYHM CITydau JICUSHUETO TPSOBA Ja POIBIDKH 0 2-3 CEMHUIIN.

4.10 IIpemo3mpaHe (CHMITOMH, CIEIITHH MEPKH, aHTH0TH), AKO € HEOOXOTUMO

IIpm Tpermpane ¢ Murekc XMBOTHHWTE TpsOBa nOa ce HaOIIOAaBaT 3a OOWYANHWTE TPHU3HAIM TPU
npefo3upaHe Ha KOPTUKOCTEPOHIH, KOMUTO BKJIIOYBAT MOBHUILEHHM XXakAa W oOpa3yBaHe Ha ypHHA, a
MOHSIKOTA YBEIMYaBaHE HA TETJIO0TO.

4.11 KapeHTeH cpok

He e npunoxumo.
He ce mpwtara npu )XUBOTHH, MPOW3BEKIAIIH ITPOTYKTH 32 KOHCYMAITUS OT XO0pa.



5. DOAPMAKOJIOI'MYHU OCOBEHOCTH

dapmakoTepaneBTHuHa rpymna: KopTHKOCTEpOuan U aHTHHHPEKITHO3HH B KOMOWHAIINS
Berepunapuomenuimacku Anatomo-Tepanesruuen Kox : QS02CAOL.

51 dapmakoIUHAMMYHH CBOICTBA

MuKoHa3051 € CHHTeTHYeH WMHUAA30JI0B JepWBaT C yIBIDKeH (yHTHnuaeH egekT M IOTeHIHATHA
AKTUBHOCT CPCIY I PaM-TI0JIOKUTCITHA 6aKTCpI/II/I.

Homumukcun b cyndar e antubuotuk ¢ 6akrepunuaeH edekr cpemry ['pam-oTpunareinu 6akTepuu.
IHomnvukenn b cyndarsT moBuiraBa KileThuHATa MPOITYCKIMBOCT Ype3 CBBP3BAHE C JUITOMOIN3aXapUIHUS
CIIOH. HapymaBa C€ I[IAJIOCTTa Ha MCM6paHaTa U KICTBbYHOTO CBbAbPKAHUC WU3JIM3a H3BBH HCH.
AHTHOMOTHKBT € C(I)CKTI/IBGH cpemy FpaM-OTpI/IIIaTGIIHI/I MHKPOOpPIraHnu3Mun CBbC CHCHI/I(l)I/I‘IHa
gyyBcTBUTENHOCT Karo E.coli, Pseudomonas spp., Bkmountenno Pseudomonas aeruginosa, (mpeamoyntan
3a To3u MuKpoopranmsbMm), Salmonella spp., Aerobacter spp., Klebsiella spp., Haemophilus spp.,
Bordetella spp., Corynebacteria spp. u Shigella spp. B pe3ynrar Ha MuHHManmHa pe3opOIHss MOXe Aa ce
JOCTHUI'HE BUCOKA JIOKaJITHA KOHUEHTpaluA B MACTOTO Ha IMPUIIOKEHUE.

[IpemHu30/I0H ONTUMAIHO JOMBJIBAa JpyruTe JBe CyOCTaHIIMM B  pe3ydATaT Ha HETOBHTE
MPOTHBOBB3MAIUTEIHO U MPOTUBOCHPOCIKHO JICHCTBUSI.

5.2 ®apmakokuHETHYHH 0CODEHOCTH

MuKOHA30 MOYTH HE Ce pe3opOmpa clie] MECTHO mpuiioxenue — camo 1 % moctura no kpwBTa. Cren
JIOKAJTHO aIuTMIMpaHe cyOcTaHIusITa He3a0aBHO IPEeMIHABA ITpe3 stratum corneum U ce 3abpika 3a MoBede
ot 4 nuu. [Ipu napeHTepasHo NPUIOKEHHE MUKOHA30JbT IPOHUKBA B CTABUTE B TOJIIMa CTEIIEH, HO C1abo
B LIEHTpaJIHaTa HepBHA cucteMa. OTeNns ce OCHOBHO Ype3 eKCKPEMEHTHTE.

Honumukcud b cyndar He mposiBiBa BHCOKAa CHOCOOHOCT 3a pe3opOLus OT JIMTaBUIM U 3[paBa HIIH
yBpeneHa koxa. Ilpm opamHo mnpuiarane He ce pe3opOuMpa B TaCTPOMHTECTHHAIHHA TpakT. [Ipm
napeHTepaIHo MPUIOKEHUE CUCTEMHOTO paslpOCTpaHeHHe € NIMPOKO, HO CyOCTaHIUATa HE IPEMHHABA B
LEHTpajiHaTa HEepPBHA CHCTeMa JOpU TpU BB3NAIEHM MEHHHTH. EnmumuHupa ce upe3 ObnOpeuute cien
CHCTEMHO TPHIIOKEHHE.

[IpeHU30JI0H KaTo TJIMKOKOPTHKOMZ € JUInoduiHa cyOcTaHIus, KOSTO ce pe3opOupa Obp30 U ce
pas3npocTpaHsiBa BbB BCHYKH ThKAHU Ha TsUT0TO. [IpoabinkuTeTHOCTTa My Ha JIeHicTBHE € oKoJio 12-36 yaca
U ce eJIMMHUHUpA Ype3 ObOpernnTe KaTo HeaKTUBHA METa0OJIHUTH.

6. OAPMAIEBTUYHU OCOBEHOCTH

6.1 Chnucbk Ha eKCHHIIHEHTHTE

Bensui 6ensoar.

Tpuraunepuu che CpeaHa TbIKIHA HA BEPUTHTE.
TpuraunepuaHa cMec OT HACUTEHU MACTHU KUCEIIVHU.
Teuen napagus.

6.2 OcCHOBHH HECHLBMECTHMOCTH

He ca u3BecTHH.

6.3 Cpok Ha romHocT

CpOK Ha rogHOCT Ha KpaﬁHHH BCTCPUHAPHOMCIUIIUHCKHU TPOAYKT: 2 TOAWMHHU
CpOK Ha TOAHOCT CJICA IbPBO OTBAPAHC HA IIbPBUYHATA OIIAKOBKA: 4 Mecea

6.4. CroenuajHu yCJIOBHS 3a ChbXpPaHeHHEe HA MPOAYKTA

Jla He ce chxpaHsiBaBa npu Temneparypa uaj 25 °C.



Jla ce ma3u oT CBETJIMHA.
6.5 Bwuau chbCTaB HA NBPBUYHATA ONIAKOBKA

Bsin nonueTruneHoB ¢1akoH ¢ MPUCTIOCOOJICHNE 32 HAKAIBaHE W 3aIlyIajika Ha BUHT B KAPTOHEHA KYTHSI.
Pa3mep Ha omakoBkaTa: 1 x 18 ¢ .

6.6 CroenuajHun MEPKH 32 YHHIIOKABAaHEe HA HEU3II0JI3BAH NMPOAYKT HJIM OCTATBHIHU OT HEr'0

Bcekn Hew3mon3BaH BETEPHHAPHOMEIWIIMHCKH TIPOMYKT WM OCTaThblld OT HEro, TpsOBa da Obaar
YHUIIOKEHH, B ChOTBETCTBUE C N3UCKBAHIITA HA MECTHOTO 3aKOHOAATEJICTBO.

7. MHNPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA

VetViva Richter GmbH

Durisolstrasse 14

4600 Wels, Austria

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

0022-1446

9. JATA HA IBPBOTO U3JJABAHE/IIOJJTHOBSIBAHE HA JIMIIEH3A 3A YIIOTPEBA
Jlata Ha TBPBOTO M37aBaHe Ha JUIEH3 3a yrmoTpeba: 05/06/2000

Jlata Ha MOCJIEIHOTO TOTHOBSIBAHE Ha JIMIIEH3 3a yroTpeba: 29/07/2015

10. [JATA HA NOCJIEJHATA PEJAKLHUSI HA TEKCTA

01/2023
3ABPAHA 3A ITPOJAXKBA, CHAB/ISIBAHE U/NJIN YIIOTPEBA

)Ia C€ OTITyCKa CaMO II0 JICKAPCKO MPEAITMCaHunEC.

JI-P AHTOHHMO PAJIOEB
3AM. U3 BJTHUTEJEH JUPEKTOP



