KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA KbM JIMIIEH3A
3A YHOTPEBA Ne 0022-2407

1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIULIMHCKUSA TPOAYKT
AYPU30H BET

Knorpumazon 10 mg/ml, Map6odnokcauns 3 mg/ml, lekcameraszon anerat 0,9 mg/ml
VYIIHU KalKy, CyCIEH3Hs 3a KydeTa

AURIZON VET

Clotrimasole 10 mg/ml, Marbofloxacin 3mg/ml, Dexamethasone acetate 0.9 mg/ml
Ear drops, suspension to dogs.

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHH CyOCTAHI[UM:

Clotrimasole 10 mg/ml;

Marbofloxacin 3 mg/ml;

Dexamethasone acetate 0,9 mg/ml

Excunnuenrtu:

3a mBIHUS CIIUCHK HA EKCIUIUEHTHTE, BUXK T. 6.1.

3. DOAPMAIIEBTUYHA ®OPMA

Karmnku 3a ymu, cycniensusi.

4. KJIMHUYHU JAHHU

4.1 Bunaose :KMBOTHH, 32 KOUTO e npeana3Hayen BMII

Kyuera.

4.2 TepaneBTHYHU NMOKA3aHUs, ONPeAeIeHH 32 OTIeJTHUTE BHI0BE KHBOTHH

3a jieyeHre Ha BBHIIICH OTHT C OaKTepHalieH W/WIIM IbOMYEH MTPOU3X0J1 — PECIIEKTHBHO, IPUYWHEH OT
YyBCTBUTEJIHU Ha MapOOQIIOKCAIIMH OaKTEPUH W/MITH TyBCTBUTEIHH Ha KJIOTPHUMA30J I'bOU U

mo-creranso Malassezia pachydermatis.
[IpoaykThT clieBa J1a c€ U3I0JI3BA Ha 0a3a pe3yJiTaT OT TECTBAHE 38 MUKPOOUOJIOTHYHA
YYBCTBUTCIIHOCT.

4.3 IIpoTuBomoOKa3aHus

Jla He ce U3MoII3Ba NIPH KydeTa, CTpajaIly oT nepdoparnms Ha ThIIaHIeBaTa MeMOpaHa.

I[a HEC CC U3M0JI3Ba TPU CBPBbXUYYBCTBUTCIHOCT KbM AKTUBHUTC CY6CTaHL[I/II/I WIH KbM HSKOH OT

EKCLIUITUEHTHTE.
[a He ce m3non3Ba npy OPEMEHHHU U JIAKTUPAIIY KyYKH.
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4.4 CnenuajHu NpeaANnasHu MEPKHU 3a BCCKU BU/I ’)KUBOTHH, 324 KOUTO € NPEIHAZHAYCH BMII

[Ipenu npunoXeHUETO HA MPOIYKTa € HEOOXOAMMO Jia CE YCTAHOBH IIEJIOCTTA Ha ThIIaHYEBATA
MeMOpaHa.
[Ipenu mpuIOKEHUETO Ha MPOYKTa TPsIOBA CTApaTENTHO J1a Ce IOYMCTH BHHIMHUST YIIICH KaHall.

4.5 ChoeuuajaHu mpeanasHd MepKU NpH ynorpeoda

CrenpaiHy Ipeana3siy MEPKHY 3a )KUBOTHHUTE IIPU ymoTpeOdaTa Ha IMPOIYKTA

IIpu ynorpebata Ha mpoayKTa TpsOBa /1a ce B3eMar 1ol BHUMaHue OpHUIaTHaTa 1 MECTHATa
AHTHUMUKPOOHA MMOJIUTHKA.

q)HyOpOXI/IHOJ'IOHI/ITC Tpﬂ6Ba Aa CcC nmpujaarat camo 3a JICUCHHC Ha KIIMHUYHU CbCTOSIHUSA, KOUTO CC
MTOBIMSBAT C1a00 WK CE€ OYaKBa Ja C€ IIOBJINABAT c1abo oT JICHUCTBHETO HA ApPYyTy KJ1aCOBC aHTI/IMI/IKpO6HI/I
cpeacTBa.

[To BE3MOXKHOCT (hITyOPOXHHOJIOHUTE TPSIOBA Jla e MPUJIaraT camo Bb3 OCHOBA Ha U3CJIE/BAHE 32
YYBCTBHUTEITHOCT.

Ynorpebara Ha IpPOAYKTa, KOSITO Ce OTKJIOHSIBA OT yKa3aHusATa B KpaTkara xapakTepucTuKa Ha IPOIYKTa,
MOJKE J]a TOBHIIH PA3MPOCTPAHEHUETO HAa OaKTEPUH, PE3UCTEHTHHU Ha (IIyPOXHHOJIOHH, U 1a HAMaJIH
e(eKTUBHOCTTA OT JICYCHHUETO C JPYTH XHHOJIOHH, IOPaAId BB3MOKHOCT 32 KPHCTOCAHA PE3UCTEHTHOCT.

CrenpaiHy Ipeana3sHy MEPKHU 34 JIMIATa, [IPUJIAaraly BETEpHHAPHOMEIUIIMHCKUS IPOAYKT HA KUBOTHUTE

Cre mpuiTaHETO HA KAMKUTE 32 YN, phlieTe TpsIOBa BHUMATEIHO J]a C€ N3MHUBAT.

Ja ce n30srBa KOHTAaKT ¢ ounte. [Ipu ciayyaitHO monagane B OYUTE, Ja CE U3IUIAKHAT OOUIIHO C BOJA.
Xopa ¢ ycTaHOBEHa CBPBXUYBCTBUTEITHOCT KbM aKTUBHUTE CYOCTAHITNH TPSOBaA /1a M30ATBAT KOHTAKT
C BETEpUHAPHOMETUITUHCKUS TTPOTYKT.

4.6 HebdsaronpusiTHu peaknuu (4eCTOTAa U Ba)KHOCT)

Morat na ObAaT HaOMIOAABAHU PSIIKO OOMYAWHUTE HEOJIATONPUITHH PEaKIIUU, CBbP3aHH C
MPUJIOKEHUETO Ha KOPTUKOCTEPOUIHHU TPOIYKTH — IPOMEHU B OMOXMMUYHHUTE U XEMATOJIOTHUHUTE
MoKa3aTeNu, KaTo MoKauBaHe Ha ajkanHara Gocdaraza u amuHoTpaHchepasa, cnada HeyTpodhuus.
YecTarta v MpOABKUTENHA JIOKATHA yoTpeda Ha KOPTHKOCTEPOU/IN € U3BECTHO, Y€ MPEIU3BUKBA
OTpeie/icHH CUCTEMHH e(DEKTH, KaTO MOTUCKAHE Ha ajpeHaliHaTa PyHKIIMsS, U3ThHIBAHE HA
enuaepMuca U 3a0aBeHo 3apacTBaHe HA PaHUTE.

B MHoOrO0 peku ciydau ynoTpedarta Ha MpoAyKTa MOKe Jia ObJie CBhp3aHa C MosBaTa Ha MIIyXO0Ta C
MPEXOJICH XapaKTep U TO IVIABHO MPH Bb3PACTHH Ky4eTa.

4.7 Ynorpeda no BpeMe Ha OpeMEHHOCT, JIAKTALUS WU siileHOCeHe

He ce mpuiara rmo Bpeme Ha OpeMEHHOCT U JIaKTaIvsl.

4.8 B3aumoaeiicTBHE ¢ IPYTd BeTePHHAPHOMEIUIIMHCKH MPOAYKTH U APYyru opmu Ha
B3auMoJelicTBHE

He ca usBectHn.

4.9 Jlo3a 1 HAYMH HA MPUJIOKEHHE

Pazknarere noOpe npenu ymnorpeda.
[Tpmnaraiite mo 10 kanku B yXOTO €WH BT THEBHO B IPOIBIDKEHNE Ha 7 10 14 nHU.
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Cren ceeMIHEBHO JICUCHHUE BETCPUHAPHILIT JIEKap TPsOBa 11a IPEIeHN T ¢ He0OX0IMMO
IPOABIDKABAHETO MY C OLLE €Ha CeIMUILA.

Enna xanka ot npoaykra ceabpka 71 pg mapooduokcanus, 237 |g knoTpumason u 23,7 ug
JIeKCaMeTa30H aleTar.

Cren HaKanBaHETO € HEOOXOAMM JIEK MacaXk B OCHOBaTa Ha YXOTO 3a KPaTKO, KOWTO J1a TI03BOJIU
HaBJIN3aHETO HA MPOJYKTA B JOJTHUTE YaCTH HA YIIHUS KaHa.

Koraro npoaykThT ce npuiiara Ha HIKOJIKO Ky4eTa eJHOBPEMEHHO, Jla C€ U3I10JI3Ba HHANBHIyalTHa
KaHIOJA 32 BCSIKO Ky4e.

4.10 Ilpemo3upaHe (CHMOTOMHU, CIIEIIHA MEPKHU, AHTHA0TH), AKO € HE0OX0TUMO

[Tpu TpukpaTHO Mpeo3upaHe Ha MPenopbYaHaTa J103a ce HaOJIto1aBaT M3MCHEHUS B OMOXUMUYHHUTE U
XEMaTOJIOTMYHH TTOKa3aTell, KaTo IMOBUIIaBaHe Ha aikayiHaTta ¢ocdaTtaza u aMuHOTpaHchepasa,
ci1abo n3paseHa HeyTpodmms, eo3nHoneHus u mmMponenns. [locouennTe n3mMeneHus obade He ca
CEPHO3HU U OTIIYMSBAT CJIC] NPEKbCBaHE HA JICUCHUETO.

4.11 KapeHTeH CpoOK

He e npunoxxumo.

5. DAPMAKOJIO'MYHU OCOBEHOCTH

dapmakoTepaneBTHIHA rPyIa: KOMOMHAIMS OT KOPTHKOCTEPOUIN M aHTUHH(EKIIMO3HU CPEJICTBA.
Berepunapanomenunmncku Anatomo-Tepanestinuer Koa: QS02CAOQ6.

5.1 ®apmakoauHaAMUYHH CBOiicTBA

[TpoxyKTHT ChABPKA TPH AKTUBHU CYOCTaHIINH:

- MapOodIioKcaliHbT € CHHTETHYeH OaKTEePHUIIN, TPHHAICKAI KbM TpyIaTa Ha (IyOPXHHOIOHHUTE,
KOHTO AeiicTBa mocpenctBom naxuobupane Ha JJHK rupaszara. [IposiBsBa mupoK CIIeKTHp HA ACHCTBHE
capsimo I'paM-monoxuTeTHn MUKpoopranu3mu (Hamp. Staphylococcus intermedius) u cpery I'pam-
orpurarentu Mukpoopranusmu (Pseudomonas aeruginosa, Escherichia coli u Proteus mirabilis).

- KinorpumaszonbT € mpoTHBOrbs04HO CPENICTBO, KOSTO MPUHAMJIEKN KbM IpylaTa Ha UMUA30JIUTE U
JieiicTBa upe3 MpoMsiHa B MEMOpaHHUS TIepPMEaOHITNTET, KOSTO BOJIY JI0 U3TUYaHE HA MHTpALeyJapHH
CHhCTaBKH H B PE3yJITaT ce MHXUOUPA KICTHUYHUS MOJIEKYJIsIpeH cuHTe3. [IposBsBa MMPOK CIEKThp Ha
JIUCTBHE U € CPeICTBO Ha n3bop cpenry Malassezia pachydermatis;

- ,Z[eKCElMeTEBOH aneTaTbT € CHMHTCTHUYCH INTFOKOKOPTUKOU I, KOMTO MMa IMPOTHUBOBH3NAJIUTCIIHO U
MPOTUBOCHPOEKHO AEHCTBHE.

5.2 ®apmMakoKHHETHYHH 0COOEHOCTH

dapMaKOKMHETUYHHUTE U3CIICIBAHHMS, TPOBEICHH MTPU Ky4eTa, TPETHPAHU C TEPANICBTUYHH J03H OT
nperapara ca nokasaiu, Je:

MakcumanHuTe 1Ia3MeHH KOHIIeHTpanuu Ha Mapoodiokcanus ot 0,06 pg/ml ce nocturar Ha

14-us neH ot neyeHueTo.

Map6odaokcanmHbT ce CBBp3Ba cllabo ¢ azmenuTe npotenHu (< 10% npu Kydera) u ce eTMMUHApPA
0aBHO, OCHOBHO B akTHUBHA hopma, Hax 2/3 ¢ ypuHata u Haj 1/3 ¢ dpexanuure. PesopOumsra Ha
KJIOTPHMA30J1 € M3KIFOUUTENHO ciiaba (mia3mena konentpanus < 0.04 mg/ml).

[Tna3menaTa KOHIIEHTpaNuUs Ha JeKkcameTa3oH anerat goctura 1,25 ng/ml va 14-ust neH ot aedeHuero.
Pe3opOnusra Ha JekcaMeTa3oHa He Ce yBeINYaBa OT Bb3MAIUTEIHHUS MPOIIEC B YIIHUS KaHaJ B CITy4ai
Ha OTUT.

6. DPAPMAINIEBTUYHU OCOBEHOCTH
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6.1 CnuchbK Ha eKCIUITHEHTUTE

Propyl gallate (E310)
Sorbitan oleate

Silica, colloidal anhydrous
Triglycerides, medium-chain

6.2 OCHOBHH HECLBMECTHMOCTH
He e npunoxumo.

6.3 Cpok Ha rogHoOCT

Cpok Ha TOJHOCT Ha KpailHUS BeTEpHHAPHOMEAUIIMHCKA TIPOAYKT: 2 TOTUHH.
CpoOK Ha TOJHOCT CJe/ MFPBO OTBApsiHE HA IIbPBUYHATA OMAKOBKA: 2 Mecella.

6.4. CrhenuajaHu ycJI0BHS 32 CbXpPaHeHHe HA MPOAYKTa

[a ce cpxpansBa npu Temneparypa mnox 25 °C.
Ja ce cbxpaHsBa Jjajed OT IOIIea U Ha HEeJOCTBIIHY 3 JIela MecTa.

6.5 BwuaucbcTaB Ha TBPBUYHATA ONMAKOBKA

IIspBuYHA OnaKoBKa:

- OaKoH OT MONKETHIICH C HUCKA IITBTHOCT.

- HakpaiiHUK OT MOJIMETUIIEH C HUCKA ILTBTHOCT.

- [lonunponuieHoBa Kanauka ¢ pesoa.

- PVC xanrona.

Bropuuna onakoBka:

- Kytus, ceappxama 1 gnakon ot 10 ml u 1 xanrona;
- KyTus, ceappxkamia 1 guakon ot 20 ml u 2 xaHronm;
- KyTus, ceappxamia 1 guakon ot 30 ml u 3 xanrony.

He Bcuukm pasmepu Ha ommakoBKaTa MOTaT jJa ObAaT MpeiaraHu Ha ma3apa.
6.6 CroenuajaHu MepPKH 3a YHUI0KABAHE HA HEM3TOJI3BAH MPOAYKT WJIH OCTATHIN OT HET0

Bcexn Hensnon3Ban BCTCPUHAPHOMCAUIIMHCKU MMPOAYKT WJIM OCTATbIIU OT HETO TpH6Ba Ja 6”[),[[3,T
YHUIIOKCHHU B CbOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO 3aKOHOAATEIICTBO.

1. INPUTEXATEJI HA JIMIEH3A 3A YIIOTPEBA
Vetoquinol S.A.

Magny-Vernois

70200 Lure

FRANCE

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

0022-2407
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9. JATA HA ITbPBOTO U3JABAHE/IIOAHOBSIBAHE HA JIMIIEH3A 3A YIIOTPEBA
Jarta Ha mocneaHOTO MOIHOBSBAaHE Ha JIMIEH3 3a yrnoTpeda: 23.10.2014.

10. JATA HA NOCJIEJHATA PEJAKIIUS HA TEKCTA

12/2017

3ABPAHA 3A ITPOJAXKBA, CHABJIABAHE W/HWJIA YIIOTPEBA

HU3ITBJIHUTEJIEH JIUPEKTOP
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