KPATKA XAPAKTEPUCTHUKA HA TPOAYKTA
KBM PA3ZPEHIEHHUE 3A THPI'OBUS Ne 0022-2108

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT
SUROLAN, kanku 3a yIy ¥ CyCIEH3HsI 3a KOXa 3a KydeTa U KOTKH
2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHH BelllecTBA:

Miconazole nitrate 23 mg/ml
Prednisolone acetate 5 mg/ml
Polymyxin B sulfate 0,5293 mg/ml

ITomoirHHu BemecTBa:

KadecTBeH chCTaB Ha MOMOIIHHUTE
BelleCTBA M IPYIUTE CbCTABKHU

Konounaneﬂ CUJIMIIUCB JUOKCUA aHXUJAPUT

Teuen napadua

3. KIIMHUNYHA UTHOOPMALUA

3.1 Bupgose XHBOTHH, 32 KOUTO e mpeanazHaden BJIIT

Kyuera u xotku.

3.2 Tloka3anmus 3a ynorpeda 3a BceKM BUJ )KMBOTHH, 32 KOWTO e MpeIHA3HAYEeH NPOAYKTHT

JleyeHnne Ha BHHIIHKA OTUTH U IEPMATHUTH, IPUIUHEHH OT:
Apoxau u re0nuKu

Microsporum spp.

Trichophyton spp.

Candida spp.

Malassezia pachydermatis
I'pam-nmonoxkuTeHN OaKTEpUH
Staphylococcus spp. (4yBCTBUTEITHH IIaMOBE)
Streptococcus spp. (4yBCTBUTEITHU IIIaMOBE)
I'pam-oTpunarejsnu 6akTepun
Pseudomonas spp. (4yBCTBUTEITHU IIAMOBE)
Escherichia coli

YIIHH KbpPJIeKA

Otodectes cynotis.

3.3 IIporuBomokazaHus

Jla HE ce M3MoII3Ba MU KUBOTHU C epdopaiysi Ha yITHUTE ThIIaHYETa, Thil KaTo polymyxin B e
MOTEHI[UATTHO OTOTOKCHYHO BEIIECTBO.

Jla He ce U3Mo3Ba NPU CBPBXYYBCTBUTEITHOCT KbM aKTUBHUTE BEIECTBA WITH KbM HSIKOE OT TIOMOIHUTE
BEILIECTBA.

3.4 Chnenuajanu nmpeaynpexaeHust

CamMmo 3a BBHIIHO IIPUITIOKCHUC.



3.5 Chnenuajanu npeanasHu MepKHU NPH ynorpeda

CHCLII/IaIIHI/I Opeanasdii MCPKH 3a Oe3omacHa VHOTDe6a IOPpHU BUAOBETC ) KUBOTHH, 3a KOMTO € MPEAHA3ZHAYCH
BJIIT:

Pasknarere noOpe npenn ymnorpeba. KocMeHaTa MOKpHBKa OKONO M HaJ 3aCerHATUTE YYacThIM TpsiOBa na
Obe NOACTpUTaHa IPEAN HAYaI0TO Ha JICYEHHUETO U 110 BpeMe Ha JICUCHUETO, aKO € HE0OX0AUMO.
Hemnpasuinata ynorpeba Ha IPOAYKTa MOXKeE Ja MOBHUILK OaKTepHaaHaTa pe3UCTEHTHOCT KbM polymyxin B.

CHCLII/IaJ'IHI/I Opeanasdy MCPKHU 3a JuliaTta, mpujaaraimy BETCpUHAPHHUA JCKAPCTBECH IMPOAYKT HA JKMBOTHHTC!

WuauBuayanHo npeanasHo 000pyaBaHe, ChCTOSIIO CE OT 3aIUTHH PhKABHUIH, TPAOBA Ja CE HOCH, KOTaTo Ce
paboTH ¢ BeTepHHAPHHMS JICKAPCTBEH MPOIYKT.

KoptukocTeponute MoraT Jia Mpeu3BUKaT HEOOpATUMHU MMPOMEHHU B Koxata. PesopOupanurte
KOPTHKOCTEPOUIN UMAT BPESIAHU €EKTH, OCOOCHO MPH YECTH U MPOABIDKUTEITHA KOHTAKTH U TIPH
OpEMEHHOCT.

Xopa ¢ yCTaHOBEHA CBPBXUYYBCTBUTEIIHOCT KbM AKTHBHUTE BEIECTBA UM KbM ITOMOIIHHUTE BEIISCTBA
TpsiOBa J1a U30ATBAT KOHTAKT C BETCPUHAPHUS JICKAPCTBEH MPOIYKT.

3.6 Heb0aaronpusiTHu peakuuu

Bunoge xuBoTHH, 32 Kouto € npeanaznaueH BJIII: Kydera u kotku.

MHoro penku ['nyxora'

(mo-mainko ot 1 Ha 10 000 TpeTupaHu KUBOTHH,
BKITIOUHTEITHO H30IMPAaHH ChOOIICHHS):

'OCHOBHO IIpH BB3PACTHH KydeTa.

HpOZ[’LIDKI/ITeIIHaTa ynorrpe6a Ha JIOKAJHU CTCPOUAN MNPCAU3BUKBA HU3THHABAHC Ha KOXaTa U 3a0aBeHO
3a3/IpaBsABaHC HA paHH.

Moxe Aa C€ TPOABAT CTAHAAPTHUTC He6ﬂaFOHpI/I${THI/I pCaKkiu Ha KOPTHUOKOCTCPOUIUTC (HpOMeHI/I B
OHOXUMHYHHUTE napamMeTpu, KaTo MOBUIICHU HUBA Ha KOPTU30JIa U ‘-IepHOZ[pO6HI/ITe CHBI/IMI/I).

C"LO6H_IaBaHeT0 Ha He6ﬂaFOHpI/I${THI/I pcakuun € BaXKHO. ToBa mo3BonsBa HCIPCKBCHAT MOHHUTOPUHT Ha
0e30ImacHOCTTa Ha BCTCpUHAPHUA JICKAPCTBCH TIIPOAYKT. C’LO6H_ICHI/I$IT3 TpSI6Ba Aa C€ wusnpamar, 3a
NpeAnOYUTAHE YpE3 BCTCPUHAPCH JICKAP, WM Ha MPUTCIKATCIIA Ha PaspClHICHUCTO 3a TbproBud, WJIM Ha
HallMOHAJHUA KOMIICTCHTCH OpTraH 4YpeE3 HallMOHAJIHATa CUCTCMa 3a C’L06H_IaBaHe. 3a CHOTBETHHTE JaHHH 3a
BPBb3Ka BUIKTC CHIIO TOYKA 16 ot IHCTOBKATA.

3.7 ¥Ynorpeba no Bpeme Ha OPEeMEHHOCT, JAKTALUS UJIH sTiilleHOCEHe
Mosxe na ce mpuiiara 1o BpeMe Ha OpEMEHHOCT U JaKTaIlusl.

3.8 BzamMmopeiicTBHe ¢ IpPYrd BeTePUHAPHH JIEKAPCTBEHH NMPOAYKTH M Apyru (popmMu Ha
B3aMMO/IelicTBHE

He ca n3BectHu.

3.9 HauynH Ha NpUiIOKeHNe U JO3UPOBKA

[Ipunarane B ymmTe: MOYUCTETE CIYXOBHSI KaHAI U MpUiIaraite mo 3 - 5 Kanku B yXOTO J1Ba IbTH JHEBHO. 3a
Jla OCUTYPUTE paBHOMEPHO HaHACSHE Ha MPOAYKTa, MaCaKUpanWTe JIEKO yXOTO M YIIHUS KaHaJl.

HpI/maraHe BBPXY KOXAara: MOYUCTCTEC 3aCCrHaTus y4aCTbK U annaraﬁTe 110 HAKOJIKO KaIlKK1 (B 3aBUCHUMOCT
OT pa3MEpa Ha HCBI/IHTa) JBa ITbTH JHCBHO, BTpI/IBaf/’ITe ):[06pe. Wznomn3Baiite PBKaBHUIIN.



[Ipr MukoTHYHM WK OaKTEpUAIHU OTHTHU JIEUEHHETO TpsiOBa Ja MpOABIKK 0e3 mpekbeBaHe 3-5 AHU cien
IIBJIHOTO M34Y€3BaHE Ha KIIMHUYHUTE MPU3HALM.

[Ipu ynopurtu ciaydan Moxe Aa ce Ha3Hauu JIedeHHe 3a 2 — 3 CeAMULIN.

[Tpu onapasutsaBane ¢ Otodectes cynotis € MPENOPBUUTEIHO Ja ce MpHUaraT JBa 'bTH AHEBHO 10 5 KalKu
Surolan u B nBere ymm 3a 14 nHuM, JOpW B CiIydai, 4e MMa NPOSBEHH MPU3HAIM Ha OTOJAEKTO3a CaMO B
€IHOTO YXO.

3.10 CumnTomMHu Ha NpeAo3npaHe (M KOraro e NpUJI0KMMO — MPoUeypPH Ha AelicTBMe IPH CIIEIIHA
cJIyYau U AHTUI0TH)

He e usBectHO.

3.11 CnenuajiHyu oOrpaHH4YeHHs 32 ynorpeda u clieMAJIHA YCJIOBHUS 32 ynoTpeda, BKJIIYUTETHO
OrpaHMYeHMs 3a yNoTpedaTa HAa AHTHMUKPOOHU H MPOTHBONAPA3UTHH BeTePHHAPHH
JIEKAPCTBEHH NMPOAYKTH, C [IeJI [1a ce OTPAHUYHN PHCKBT OT Pa3BUTHE HA Pe3HCTEHTHOCT

He e npunoxumo.

3.12 KapeHTHHU cCpoKoOBe

He e npunoxumo.

4. DPAPMAKOJIOI'NYHA UH®OPMALIUA

4.1 BerepuHapen jexkapcTBeH anaTtoMo-TepaneBTu4eH ko (ATCvet Code): QDO1ACS2
4.2 @apmakoguHAMHKA

Miconazole nitrate € CHHTETHMYEH HWMHIA30J0B JEpHUBAaT C H3pa3eHa NPOTUBOIbOMYHA AKTHBHOCT M
MOTEHLUANTHA AaKTUBHOCT cpemty [paM-monoxutenHu Oaktepun. Miconazole cenekTHBHO HHXHOHpa
CHHTE3UPAHETO Ha Eeprocrepoii, KOWTO € OCHOBEH KOMIIOHEHT B KJIeThYHAaTa MeMOpaHa Ha OPOXIUTE H
rebute.

Polymyxin B sulfate e monunenTuaeH aHTHOMOTHK C OakTepULMAHA aKTUBHOCT cpemty [paM-orpunarensu
Oakrepuu. Toil cBbp3Ba (ochonunuaure B LUTOIUIa3MEHAaTa MeMOpaHa, 4pe3 KOeTo ce Hapyllasa
MeMOpaHHUs iepmeaOminTeT. ToBa BOIU 10 pa3pyllaBaHe Ha OaKTepHsTa.

Prednisolone acetate e NIIOKOKOPTUKOUA CHC CHITHO IIPOTHBOBB3MAIUTEIHO JICHCTBUE, KOCTO € CIIEACTBUE OT
HaMallsiBaHe Ha KallWIspHAaTa MPOMYCKINBOCT, ChJoBaTa nponudepanus 1 nHXuOupane Ha ¢pudpobdiacTHaTa
AKTHBHOCT.

4.3 ®dapmakoKkWHeTHKA

MHoroOpoitHu mpoy4BaHus MpH Ja00paTOpHH KUBOTHHU U IIPH XOpa ca MOKa3ajH, de:

- cIief] JIOKaJTHO MPUJIOKeHHE Ha miconazole nitrate (pakTHUecKH JIMICBA CHCTEMHA pe30pOius mpe3 KokaTa
WJIH JIATaBULIATE;

- cHCTeMHaTa pe3opOuus Ha prednisolone npe3 HopMaliHa WM OXJTy3€Ha KoXKa € MUHUMAITHA;

- pe3opbuusaTa Ha polymyxin B mpe3 kokaTa, TUraBULMTE, paHU OT M3TApSIHUS U APYTH HapaHSBaHUS €
HE3HAYUTENHA.

5. DOAPMAILEBTUYHU JAHHHU
5.1 OcHOBHH HECHLBMECTHMOCTH

[Ipu nunca Ha TaHHU 32 CHBMECTUMOCT TO3U BETEpPHHAPEH JICKAPCTBEH NPOAYKT He TpsAOBa 1a Ob/1e cMecBaH
C IpYTM BETEPUHAPHH JIEKAPCTBEHU IIPOAYKTH.

5.2 Cpok Ha romHoct



Cpok Ha TOAHOCT Ha KpailHHs BETEpUHAPEH JIEKapCTBEH NMPOIYKT: 2 TOAUHU.
Cpok Ha TOAHOCT cllell IbPBO OTBapsHE HA MbPBUYHATA OMAaKOBKa: 3 Mecela.

5.3 CroenuanHu ycl10BHA 3a CbXpaHeHHUe
Ja ce cpxpaHsBa pu Temnepatypa mnox 25 °C.
5.4 Bwuau cbcTaB HAa MBPBHYHATA ONIAKOBKA

ByTunku ¢ kankoMep u Kamadka Ha BUHT, Chabpikanm 15 nam 30 ml.
He Bcnuku pazmepn Ha omakoBKaTa MoraT a ObJat IpeiiaraHy Ha mnasapa.

5.5 CnenuajaHn MEPKH 3a YHUIIOKABAHEC HA HEU3MOJA3BAHU NMMPOAYKTH HJIM OCTATBIU OT THAX

Ber CPUHAPHUTC JICKAPCTBCHU IMMPOAYKTHU HE TpSI6Ba Ja 6’LZ[aT HU3XBBPJIAHU UpE3 OTIHaJHU BOAU WA OUTOBU
OTIagbIiH.

W3znomns3gaiiTe mporpaMu 3a BpbIIaHe MPH YHUIIOKABAHETO HA HEU3IOI3BAHH BETCPUHAPHH JICKAPCTBEHU
MPOIYKTH WIIA OCTATBIIM OT TSIX B ChOTBETCTBHE C M3MCKBAHMATA HA MECTHOTO 3aKOHOMATEIICTBO U ¢ BCHYKU
HAI[MOHATHY CHCTEMH 3a ChOMpaHe, MPIIOKHMHU 33 ChOTBETHHUS BETEPUHAPEH JICKAPCTBEH MPOIYKT.

6. UME HA IPUTEXATEJSA HA PASPEHLIEHUETO 3A THPI'OBUA

Elanco GmbH

7. HOMEP HA PAZPEHIEHUETO 3A THPI'OBUA

0022-2108

8. JATA HA ITbPBOTO U3JABAHE HA PASPEIIEHUETO 3A THPI'OBUS

Jlata Ha TBPBOTO M3AaBaHe Ha pasperieHnero 3a Teprosus: 10/01/2003.

9. JATA HA TIOCJIEAHATA PEJAKIIUS HA KPATKATA XAPAKTEPUCTHKA HA
HNPOAYKTA

01/2023
10. KJACHUPUKAIIUA HA BETEPUHAPHUTE JIEKAPCTBEHU TPOAYKTHU
Jla ce oTmycka caMo 10 JIeKapcKo IpeaICcCaHue.

IMoapobHa nHpopMaIKs 3a TO3W BETEPHHAPEH JICKAPCTBEH MPOAYKT MOXKE Jla HAMEpUTE B 0a3aTa TaHHU Ha
Cnto3a orHocHO ipoaykruTte (https://medicines.health.europa.eu/veterinary).

A-P IBAH IIUKOB
H3IBJIHUTEJIEH JIHPEKTOP



