INPHUJIOKEHHE 1

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Easotic/M30Tuk Kanku 3a yiy, CyCleH3Hs 3a KydeTa

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

AKTHBHM BellleCcTBa:

XuAPOKOPTU30HOB AIlCIIOHAT 1,11 mg/ml
MukoHa3011 KaTo nitrate 15,1 mg/ ml
I'erramurua karo sulfate 1 505 IU/ ml

ITomomHO BemecTBo:

KauecTBeH ¢hCTaB Ha MOMOIIHHUTE BellleCTBA
U APYIruTe CbCTAaBKHU

Teuen napagu.

bsina cycnieHsusi.

3.  KIIMHUYHA UH®OPMALIUA

3.1 Bwupose :XMBOTHH, 32 KOUTO e npegHazHaven BJIII

Kyuera.

3.2 Iloka3anmus 3a ynorpe6a 3a BCeKH B/l }KUBOTHH, 32 KOUTO € NpeAHA3HAYEH NPOAYKTHT
JleueHne Ha OCTHP BHHIIEH OTHUT U MIPU U30CTPSHE HA XPOHUYEH BHHILIECH OTUT, IPUYUHEH OT
MUKPOOPTaHU3MH, YyBCTBUTEIHNA HA TEHTAMHIIMH M OT I'bOWYKH, YyBCTBUTETHA HA MHUKOHA30J1, Haii-
Beue Malassezia pachydermatis.

3.3 IIpoTuBomoKa3zaHus

[a He ce m3moa3Ba NpY CBPHXIYBCTBUTEIHOCT KbM aKTHBHUTE BEIIECTBA MIIK KM HAKOE OT
MTOMOIITHUTE BEMIECTBA, KbM KOPTUKOCTEPOH N, KbM JPYTH a30JI0BH AHTUMUKOTHYHH CPEICTBA WIH
KBbM YT aMHHOTIIUKO3U/IH.

[a He ce U3n0n3Ba, aKko ThllaHUeBaTa MeMOpaHa € nepopupana.

[a He ce u3Mo0a3Ba €THOBPEMEHHO C BEIIECTBA, 32 KOUTO € M3BECTHO, Y€ Ca OTOTOKCHYHHU.

[a He ce U3Mn0I3Ba U Ky4yeTa ¢ reHepain3upana popMa Ha JeMOIEK03a.

3.4 CrnenuajaHu npeaynpexIeHus

OTI/IT’BT, MNPUYINHCH OT MUKPOOPTraHU3MHU UJIHA F’L6I/I‘1KI/I, YCCTO € BTOPHUYCH. 3a Ja CC YCTAaHOBH
IIbPBOIIPUYNHATA TpSI6Ba Ja C€ U3MO0J3BAT IMOAXOAAII METOAM 3a JHUAIrHOCTHKA.

3.5 CrhennanaHu npeanasHu MepKHU NMpH ynorpeda

CrenmanaHy Ipeana3sHy MEPKH 3a Oe30IacHa ynoTrpebda IIpyu BUIOBETE JKUBOTHH, 38 KOUTO €
npendasHauexn BJIIT:

B CJIydyau Ha CBPbXYYBCTBUTCIHOCT KbM aKTUBHUTC BCIICCTBANIN MTOMOIIHUTE BCUICCTBA, JICUCHUCTO
Tp$16Ba Ja 6’])}_'[6 NpCyCTAHOBCHO U Jia CC Ha3HAYU MMOAXOJ1IIa TCpaIus.



M3n0/13BaHeTO HA BETEPUHAPHUS JICKAPCTBEH MPOYKT TPsOBA Jia ce OCHOBaBa Ha HACHTH(DUIIMPAHE HA
MHKPOOPTaHU3MHUTE, IPUUNHSBAIIN HHPEKIUATA U ONPEICIITHE Ha TSIXHATA YYBCTBUTEIHOCT, KaTo Ce
B3eMaT MPeABU ODUIHATHUTE U JIOKATHUTE TIPABUIIa 38 aHTUMHUKPOOHA Tepanusl.

[IpunaraHeTo Ha BeTepUHAPHHUS JIGKAPCTBEH NMPOAYKT MPH HecMa3BaHe Ha mocodyeHute B KpaTkata
XapaKTepUCTUKA HHCTPYKIIMH, MOKE J1a JIOBE/IC 70 YBEeIMYaBaHe MPOIICHTa HA MUKPOOPTaHU3MH U
bOMYKH, PE3UCTCHTHN CHOTBETHO KbM FCHTAMHUIIMH ¥ MUKOHA30JI U CJISI0OBATEIIHO JI0 OHIKaBaHEe HA
e(eKTUBHOCTTA OT JICUCHUETO C AMHUHOTIIMKO3UIM U a30JI0BH aHTUMHUKOTUYHU CPE/ICTBA, TIOPAIH
BB3MOXKHOCTTA 33 KPhCTOCAHA PE3UCTEHTHOCT.

B ciyyait Ha OTUT, IPUYKMHEH OT MMapa3uTH, TPsIOBa 1a ObJie MPUIIOKEHO MOAXO IS0 aKAPHIIUIHO
JICUCHHE.

Ipenu mpunaraHe Ha BETCPUHAPHHUS JICKAPCTBEH MPOAYKT TPIOBa J1a MperyieiaTe BHUMATETHO
BBHIIHUS CIIYXOB KaHaJl U J1a Ce YBEPHTE, Ue ThIIaHUeBaTa MeMOpaHa He ¢ neppopHupana, ¢ el
n30sTBaHe PUCKa OT MPeHACAHEe HAa MHPEKIUATA B CPSTHOTO YXO M MPEIOTBPATABAHE YBPESIKAAHETO HA
KOXJICApHHS U BECTHOYIapHUS anapar.

IIpu CHCTEMHOTO TPHITOKEHNE HAa TEHTAMHUIIMH B TIO-BHCOKH TO3M MOYXE Jla ce HabIo[aBa
OTOTOKCHYHOCT.

CHCLII/IEIJ'IHI/I Opeanasiy MCPKH 3a JUliaTa, mpujaraimy BETCPpUHAPHUA JICKAPCTBCH NPOAYKT Ha
KHMBOTHHUTC!

B cnyuail Ha KOHTaKT ¢ KOXaTa, H3MHUITE OOWITHO C BOJIA.

N30srBaiiTe KOHTAKT ¢ O4UTE. AKO TOBa CE CIIy4YH, U3ILIaKHETe OOMITHO ¢ Boja. B ciyyaii Ha
pasnpa3HeHHEe Ha OYUTE, TOTHPCETE METUITMHCKA ITOMOIII.

[Ipu cnyyaitHo norireiiane, He3abaBHO J1a C€ MOTHPCU MEIUIIMHCKU CHBET, KATO Ha JIEKaps ce
MPEeI0CTaBU JUCTOBKATA WIIM €TUKETA HA IPOJYKTa.

CrenyaiHy Mpearna3Hd MEpKH 3a 3alliTa Ha OKOJIHATA cpejia:

He e npunoxumo.

3.6 HebuaronpusiTHu peaknuu

Kyuera:
Yectu 3ayepBsiBaHE Ha MACTOTO Ha MPUIOKEHHUE
(1 mo 10 ma 100 TpeTHpaHU )KUBOTHH): (yxo0) 12
Heuectn OO6pa3yBaHe Ha mamysa Ha MSICTOTO Ha
(1 mo 10 Ha 1 000 TpeTHpaHu >KUBOTHH): NPUIIOKEHHUE
MHoro penku Hapymuien ciyx **, rmyxora **
(rmo-mamko ot 1 Ha 10 000 TpeTrpanu
JKUBOTHHM, BKJIFOUUTEIHO U30JIUPaHH Peakiiun Ha cBpbX4yBCTBUTEIHOCT (OTOK Ha
CHOOLICHUS): JIULETO, ChbPOEK B pE3yNITaT Ha ajeprus) *

! Jleko 10 ymepeHo.

2 Bp3CTaHOBABAIIO ce 03 CIenu(UIHO JICUCHHE.

3 TlpeAMMHO TPH BE3PACTHH Ky4eTa.

[TsnHO BB3CTaHOBSABaHE € MOTBEPACHO B 70% OT ciydyauTe ¢ aIeKBaTHO MPOCICIsIBaHE B
MOCTMAapKETHHTOBUS TIEPHO]T, NHAYE TTOI00psIBAHE Ha ClTyXa € HaOJII0JaBaHO MTPH TIOBEYETO KydeTa.
Br3cranoBsiBaHe € HaOIOAaBaHO MEX/Y €THA CEJIMUIIA U JIO JIBA MEcella Clie/l TbPBOHAYAITHOTO
NpPOSIBIICHHUE Ha MPU3HAIIKTE.

* IIpu Bb3HUKBaHE HA HEONATONPUATHATA PEAKILHS JIEIEHUETO TPAOBA 1a ObJE CIPSHO.

Cro0maBaHeTo Ha HEOIATONPUATHHI PEaKIIUU € BaKHO. ToBa NO3BOJISBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa HAa BETEPUHAPHUS JIEKapCTBEH MPOoayKT. ChoOIeHuATa TpsOBa Ja ce M3MpaIar, 3a
NpEOYMTaHEe Ype3 BETEPUHAPEH JIeKap, WM Ha TIPUTEkKATEN s Ha pa3pelieHueTo 3a ThPTrOBHS, MU Ha
MECTHUS My MIPEJICTaBUTEN, MIIM Ha HAIIMOHAJHHS KOMIICTCHTEH OpTaH upe3 HallHOHAJHATa CUCTeMa 32
choOIIaBaHe. 32 CbOTBETHHUTE JIAHHU 3a BPbh3Ka BIKTE JIMCTOBKATA.



3.7 Ynorpeda no BpeMe Ha GPeMEHHOCT, JIAKTALUS WJIH AiilleHOCEHe

BesonacHocTTa Ha BeTeprHApHUS JIEKaPCTBEH NPOAYKT HE € JI0Ka3aHa 110 BpeMe Ha OpeMEeHHOCT U
nakTauus. CucTeMHaTa pe3opOus Ha XUAPOKOPTU30HOBUS allelOHAaT, TEHTAMUIIMHOBHS Cyndat u
MHKOHA30JIOBUSI HUTPAT € HUIIOKHA. MaJIko BEpOATHO € J1a ce HabIroJaBaT TepaTOreHHOC T,
(heTOTOKCHYHOCT ¥ TOKCHYHOCT 32 MalikaTa npu npwiarane Ha BJII] B mpenopbunTenHara 103MpOBKa
IIPHU Ky4eTa.

ITpuara ce camo cieq mpereHKa 1moj3a/puck OT OTTOBOPHUS BETEPUHAPEH JICKap.

3.8 BsammopeiicTBHe ¢ IPYTH BeTePHHAPHH JEeKAPCTBEHHN MPOAYKTH M APYTH (pOPMH Ha
B3auMojelicTBHe

He e ycTanoBeHa CbBMECTUMOCT C NMPOIYKTH 32 MOYNCTBAHE HA YIIIH.
3.9 HauywnH Ha NpWIOKEHHE H JO3HPOBKA

IIpunarane B ymure.

1 ml ceabpxa 1,11 mg XuapoKOpTU30HOB arenoHat, 15,1 mg mukonazon (kato Hurpar) u 1505 U
TeHTAMHIIMH (KaTo cyndar).

[IpenopbuuTENHO € IpeAr TPETUPAHETO /1a CE MOYKMCTH U MOACYILIN BHHIIHUS CIYXOB KaHaj U J1a ce
MOJCTPIDKE M3IUITHATA KO3HHA OKOJIO TPETHpaHaTa 30Ha.

[Ipenopbuntennara no03a ¢ 1 ml OT BeTepuHApHUS JIEKAPCTBEH MPOIYKT B 32CETHATOTO YXO BEIHBIK
JTHEBHO 3a TET MOCIIeJOBATEITHY JTHH.

KoHTelHep ¢ MHOTO J03M:

Pazknarere nodpe duakoHa rpeay MbPBOTO MpUIaraHe U HATHCHETE IOMITUYKATA.,

CrnoxeTe aTpaBMaTHyHaTa KaHioja B yirHUs KaHan. [Ipunoxere eqna qo3a (1 ml) oT mpoaykra BbB
BCSIKO 3aCE€THATO yx0. Tasu /o3a ce mojrydaBa ¢ €JHO HaTHCKaHe Ha mommudkata. O0e3Bb3IyleHaTa
ITOMIIa TIO3BOJISIBA J1a C€ TIpUJIara MpOAYKTHT HE3aBUCHUMO OT IO3HIFTA Ha (pirakoHa.

1 no3a /yxo/ neH 3a 5 n1HU

He3aBucumo oT mo3unusiTa

IIpoayKThT, KaKTO € TPEeCTaBEeH, TI03BOJIIBA JIa Ce JIEKYBaT KydeTa ¢ OmiarepaieH OTHT.



KonTeliHep ¢ eIMHUYHU J103U:
ITpunoxere enna no3a (1 ml) oT mpoaykTa B 3aCETHATOTO yXO:

° I/ISBa}IGTe €Ha NUIICTa OT KyTHUATA.

e Paskiarere CTapaTejiHO NUIeTaTa.

° OTBOpCTeI APBIKTC U3IPABCHA MUIICTATA U CUYTICTC BbpXa HAa KaHIOJIAaTa.

e IlocraBere aTpaBMaTU4YHATa KaHKOJIAa B YIITHUS KaHaJI. HpI/ITI/ICHCTC BHHUMATCJIIHO, HO CHUJIHO
CpcaaTa Ha NUIICTaTa.

Crnen mpuarase Ha BETEpHHAPHHUS JIEKaPCTBEH MPOAYKT, OCHOBATa Ha YXOTO MOXe J1a Obae
BHHUMATEITHO MacaXupaHa, 3a Ja MOXKe MIPOAYKTHT JIa MPOHUKHE B JOJTHATA YaCT HA YIITHUS KaHAL.

BerepruHapHUST TekapcTBEH MPOAYKT TpsiOBa 1a Ob/ie M3MOJI3BaH NIPH CTaifHa TeMnepaTypa (T.e. He
M3M0J3BAlTE CTyI€H MPOAYKT).

3.10 CumnToMu Ha mpefo3upaHe (M KOraTo e NpHJIOKUMO — MPOLEAYPH Ha JieiicTBHe NPH
CIICLIHH CJIy4Yau U AaHTHIOTH)

ITpu no3a 3 10 5 MbTH MO-TOJSIMA OT MPENOPBUNUTENHATA, HE ce HAOMI0JaBaT JIOKATHI WA CUCTEMHH
HeOJIaronpusATHN PEakLUy C N3KITIOUCHUE Ha HAKOM KydeTa C epuUTeMa U MaIryJi B YIIHHUS KaHa.
Ipu kyuera, Mpu KOUTO BETEPUHAPHUAT JICKAPCTBCH MPOAYKT € MPHUJIaraH B TeparneBTHYHATA 1032 B
NPOJBIDKCHUE Ha IECET MOCIEI0BATeIHA JHU, HUBAaTa HA CEPYMHUS KOPTHU30JI HAMAJISIBAT OT METHS
JICH U CH BB3BPBIIAT HOPMAJTHUTE CTOMHOCTH B PAMKHTE Ha JIECET AHU Cliell Kpas Ha JICYSHUETO.
Brwnpeku ToBa, ciier CTUMYIAIHS C aJpEHOKOPTHKOTPOIIHUS XOPMOH T€ OCTaBaT B HOPMAITHUTE CH
TPaHHMIIM 110 BpEME Ha YIIBJIDKCHUS IEPHOJT Ha JICUCHUE, KOSTO MTOKa3Ba 3ama3eHu (pyHKIUN Ha
HaI0bOPEUHUTE KIIE3H.

3.11 Cnenuananu orpaHu4YeHNs 3a ynorpeda u cnenMaJHu yCJIOBHUS 32 ynoTpeda, BKJIIOYUTETHO
OrpaHNYeHHs 32 ynoTpedaTa HAa AHTUMHKPOOHH M IPOTHBONAPA3MTHH BeTePUHAPHH
JIEKApPCTBEHHU NMPOAYKTH, C eJI 1A ce OTPAHMYH PUCKBT OT Pa3BHTHE HA Pe3HCTEHTHOCT

He e npunoxunmo.

3.12 KapeHTHM cCpoKoOBe

He e npunoxunmo.

4. DOAPMAKOJIOI'HYHA HHOOPMALIUA
4.1 Berepunapen JekapcTBeH aHaToMo-TepaneBTH4YeH Ko (ATCvet Code): QS02CA03
4.2 @apmakoaMHAMHMKA

BeTepI/IHapHI/IHT JICKApCTBCH MMPOAYKT € KOM6I/IH3,L[I/I$I OT TPU aKTHUBHU BCHICCTBA (KOpTI/IKOCTepOI/I,Z[,
AHTUMUKOTHYHO CPCACTBO U aHTI/I6I/IOTI/IK)Z

XHAPOKOPTH30HOBHUAT ALUENOHAT € IUECTEPOB TITIOKOKOPTUKOCTEPOH]] ChC CHUITHO
TIIIOKOKOPTUKOMIHO AEHCTBUE, KOETO 03HaYaBa HaMaJsIBaHE Ha BB3MAJICHUETO U 00JICKYaBaHe Ha
chpOexa, CIIeIOBATEIHO MOI00PsBaHEe HA KIMHUYHHUTE TIPU3HALN, HAOI01aBaH! MIPY BHHIICH OTHT.

MukoHa3010BUAT HUTPAT € CHHTETUYHO UMHUAA30JI0BO MMPOU3BOAHO C SICHO U3PA3EHO
aHTUMHUKOTUYHO JielicTBHEe. MUKOHA30IbT N30UPATEITHO HHXHOWPa CHHTE3a Ha €procTepoIt, KOUTO €
CBITICCTBEH KOMIIOHCHT Ha MeMOpaHaTa Ha JPOKIUTE U TbONUIKUTE, BKIIOUNTETHO Malassezia
pachydermatis. MexaHu3MUTe Ha PE3UCTEHTHOCT KbM a30JIMTE CE ChCTOAT B HECIIOCOOHOCT 3a
HaTpyIBaHE Ha aHTUMUKOTHUYHOTO CPEIICTBO WIIH ITPOMSIHA HA TAPTETHUS SH3UM. [ Vitro He ca



YCTaHOBEHH I'PAaHMYHU CTOMHOCTH OTHOCHO YyBCTBUTEJIHOCTTa KbM MUKOHA30J1a, BBIIPEKHU Y€ HE ca
OTKPHUTH PE3UCTCHTHH IIaMOBe 10 MeTona Ha Diagnostics Pasteur.

I'eHTAMAIITHOBHUAT CYI(AT € AMHUHOTIIUKO3UICH OAKTEPUIINIICH AHTUOMOTHK, KOWTO JICHCTBA upe3
WHXUOWpaHEe CHHTE3a Ha MPOTenHU. HeroBHAT CrieKThp Ha JAeHCTBHE BKIFOUBA [ paM-ITOJIOKHUTEITHN 1
I'pam-oTpHIIATETHH MUKPOOPTaHU3MHU, KATO HAIIPUMEp CIIETHUTE TATOTeHHW MHUKPOOPTaHNU3MH,
M30JINPaH| OT YIINUTE Ha KyderaTa: Staphylococcus intermedius, Pseudomonas aeruginosa, Proteus
mirabilis, Escherichia coli v T.H.

TBit KaTO MOXKE J]Ja MMa HAJIMYKE HA MHOTO OAKTEpUAITHU IIaMOBE NP BHHIIICH OTHUT IPU KydeTaTa,
MEXaHU3MHTE Ha PE3UCTEHTHOCT MOTar Ja Bapupat. GeHoTuoBere OaKTepuaiHa pe3UCTEHTHOCT KbM
TeHTaMUIIMHA CE OCHOBABAT TJIaBHO HA TPU MEXaHU3Ma: EH3UMHO MOAU(UIIMPAHE Ha
AMUHOTJIMKO3UINTE, HECTIOCOOHOCT 32 MEX/TYKIICTHYHO MPOHUKBAHE HA AKTHUBHOTO BEMIECTBO U
MPOMSIHA HA MPHUIICTHUTE MUKPOOPTaHU3MH, KbM KOUTO € HACOUYCHO JICWCTBUETO Ha
aMUHOTJIMKO3UTUTE.

KpbcTocanaTta pe3suCTEHTHOCT € CBbp3aHa IIaBHO C e(DIYKCHUTE TIOMITH, Ha KOUTO CE JIBJIKH
PE3UCTEHTHOCTTA KbM [3-TTaAKTaAMUTE, XUHOJIOHUTE M TCTPAUKIMHUTE. 3HAUCHHE UMAT
Creru(pUIHOCTTA HA ITOMITaTa M HEeWHUS cyOcTpart.

OmnucaHa e KphCTOCaHa PE3UCTEHTHOCT, T.€. TCHUTE, OTTOBOPHHU 3a PE3UCTCHTHOCTTA KbM
TeHTaMHUIIMHA ca (PU3MYECKH CBBP3aHU C JPYTU TeHU, ONIPEIEIISIIH IpyTra aHTAMUKPOOHA
pe3ucteHTHOCT. Te ce mpemaBaT MeX 1y MaTOTCHUTE UYpe3 TEHETHYHH €JICMCHTU KaTo TIa3MUIH,
WHTETPOHU U TPAHCIIO30HHU.

MuKpoopraHu3MUTE, PE3UCTCHTHH KbM TeHTAMHIIMH, U30JIUPaHH MTPH TEPEHHU YCIIOBHS OT YIIUTE Ha
KydeTa npeau ieueHueto Mexay 2008 r. u 2010 1. (rpaHUYHHUTE CTOHHOCTH, OTIPEICICHH OT
HucturyTa 3a Knuanaan u JlabopaTopHu cTanmapTu ca > 8 3a BCHYKH H30J1aTH, ¢ U3KITIOUCHUE HA
cTaUIOKOKUTE, TIPHU KOUTO ca > 16 ug/ml) ca 6mim B manku konuuectsa: 4,7 %, 2,9 % u 12,5 %,
CBOTBETHO 32 Staphylococcus spp., Pseudomonas u Proteus spp.

Bewuku Escherichia coli w3onatu ca OWiy HaIrbJIHO YYBCTBUTEIHU KbM I'€HTaAMHUIIVH.

4.3 @apMakoOKMHETHKA

Cren npunarase Ha BeTEpUHAPHUS JEKapCTBEH MPOAYKT B YIIHUS KaHAN, pe30pOoLusiTa Ha
MHKOHA30J1a U TeHTAMUIMHA TIPe3 KoXKaTa € He3HauUTeIHa.

XUIPOKOPTU30HOBHAT aIleTIOHAT MPUHAIEKHU KbM IpyraTa AUeCTEPH Ha TITFOKOKOPTHKOCTEPOUINTE.
Te ca TUIOGUITHI KOMIIOHEHTH, KOETO OCUT'YPsBa YBEIMYEHOTO UM IIPOHUKBAHE B KOXKaTa, CBbP3aHO
C HHCKa cUCTeMHa OnoHam4HOCT. [Juecrepute ce TpanchopMupar B KOXKHUTE cTpyKTypu B C17
MOHOECTEPH, KOETO € CBbP3aHO ChC CHUJIaTa Ha JAeHCTBUE Ha TepaneBTudHus kiac. [Ipu nabopaTopau
JKUBOTHU, XUAPOKOPTUZOHOBUAT ALEMIOHAT CE EMUMHIHHPA 110 ChUINS HAYMH KAKTO XUIPOKOPTU30HA
(ZpyroTo uMe Ha SHIOTEHHHUS KOPTU30J1) UYpe3 ypUHATA U H3NPaKHEHUATA.

5. DOAPMAIEBTUYHHU JAHHU

5.1 OcHoOBHM HECHBMECTHUMOCTH

He cmecBaiite ¢ npyr BeTeprUHAPEH JIEKAPCTBEH MPOAYKT.
5.2 Cpoxk Ha roaHOCT

Konreiinep ¢ MHOro 103u:

Cpok Ha TOTHOCT Ha KpallHUs BETEpUHAPEH JIEKapCTBEH NPOAYyKT: 18 mecerna.
Cpok Ha TOJHOCT CIIe/T ITbPBO OTBApSIHE HA ITbPBUYHATA OMaKkoBKa: 10 jaHU.

KonTeliHep ¢ eIMHUYHU J103U:
CpoK Ha TOJHOCT Ha KpalHUsI BETEpUHAPEH JICKapCTBEH NPOoAyKT: 18 mecena.



5.3. CnenuajHu ycJa0BUsI 32 CbXpAHEHHE
[a He ce cexpansBa npu Temmeparypa Hax 25 °C.
5.4 Bwuau cbcTaB Ha MBPBHYHATA ONMAKOBKA

KoHTeitnep ¢ MHOTO J1031:

Konteifinep ¢ MHOTO 103H, CbCTaBEH OT JIBE EKCTPYAUPAHU YaCTH, €IHATa BHHIIHA Osa
HOJIMIIPOIIMJICHOBA TBBp/a Ty0a U e/lHa BhTpEIlHa I'bBKaBa TopOa OT (€TUJIEH — METaKpHUJIOBa
KHCEJIMHA) — IMHKOB KomoimMep (Surlyn), chabpkalia croMaHEeHO TOITYE, 3aTBOpPEeHa ¢ 1-
MIJIWJINTPOBA J03Mpalia 00e3Bb3AyIlIeHa [I0MIIa, 000pPYABaHA C 'bBKABA aTpaBMAaTUYHA KaHIOIA U
MOKPHTA C IJIacTMAacoBa Karaydka.

Kytusra ceabpixa 1 koHTElHEp ¢ MHOTO 103U (Chabpikanuero ot 10 ml ce paBusiBa Ha 10 no3nm).

KonTeitHep ¢ enMHUYHY 103U:

[Tunera, chcTaBeHa OT NOJIMETHIICH C BUCOKA ITBTHOCT (TSUIO U KaHIOJA), ChABPXKAIa CTOMaHEHO
TOITYE.

Kapronena xytus, ceabpxaia 5, 10, 50, 100 niu 200 nuneTy.

He Bcuukm pa3Mepn Ha OormakoBKaTa Morar Ja Ob/aT IMpesiarand Ha masapa.

5.5 CuoeunuajJHu MepKH 32 YHULIO:KABAHE HA HEM3MOJI3BAHHU NPOAYKTH UM OCTATHIUHU OT TAX
BerepunapuuTe nekapcTBEHH MPOIYKTH HE TPOBa 1a ObJaT U3XBBPISHU Upe3 OTIIAJHU BOIU HITU
OMTOBHU OTHAIBIIN.

M3non3BaiiTe mporpaMu 3a BphIlaHe MPH YHAITOKABAHETO HA HEM3IIOI3BAHA BEeTEPUHAPHH
JIEKapCTBEHU MTPOIYKTH WIIA OCTATBIM OT TSIX B ChOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO
3aKOHO/ATEJICTBO U C BCUYKH HAIIMOHATTHU CUCTEMH 33 ChOUpaHe, MPUIOKUMH 32 ChOTBETHUS
BETEpUHAPEH JIEKAPCTBEH MPOIYKT.

6. NME HA IIPUTEXKXATEJISAA HA PASPEHLIEHUETO 3A ThPT'OBUSA

VIRBAC

7. HOMEP HA PA3PELHIEHHUETO 3A TbPI'OBUSA

EU/2/08/085/001 - 006

8. JATA HA ITBPBOTO U3JJABAHE HA PASPEHIEHUETO 3A ThPI'OBUSA

[ara Ha mEpBOTO M3/1aBaHe Ha paspenieHreTo 3a Tbpro.us: 20/11/2008.

9. JIATA HA IOCJIEJHATA PEJAKLMSI HA KPATKATA XAPAKTEPUCTUKA HA
MPOJYKTA

{(MM/TTTT}

10. KJACHUPUKAILIUA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTH

Jla C€ OTITyCKa CaMO II0 JICKAPCKO MpPEAINMMCaHne.



IToapoOHa uHOpMaLKs 3a TO3M BETEPUHAPEH JICKAPCTBEH MPOIYKT MOXKE J]a HAMEPHUTE B Oa3ara
nanHu Ha Cbio3a OTHOCHO nponyktute (https://medicines.health.europa.eu/veterinary).




NNPUJIOXKEHMUE 11
APYT'U YCJOBUA U UBUCKBAHUSA KbM PAPELHIEHUETO 3A ThPI'OBUSA

Hsma



IMPHUJIOKEHHME I1I

ETUKET U JINCTOBKA

10



A. ETUKET

11



HNHO®OPMALUA, KOATO CE U3IIMCBA BbPXY BBbHIIHATA OITAKOBKA

KYTHUSA CbJIBPXKAIIA 1 KOHTEHHEP C 10 1031

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH ITIPOAYKT

Easotic/30THK KamKy 3a YIIIH, CYyCIICH3Us

2. KOJMNYECTBO HA AKTUBHUTE BEIIECTBA

XuapokopTu3oHoB arerioHar 1,11 mg/ml
MukoHa30J1 KaTo nitrate 15,1 mg/ml
I'entamunun kato sulfate 1 505 TU/ml

‘ 3. PASMEP HA OITAKOBKATA

10 ml (10 mo3m).

‘ 4. BUJIOBE )KUBOTHMU, 3A KOUTO E INIPEJHA3ZHAYEH BJIII

Kyuera.

‘ 5. TEPAIIEBTUYHHU ITIOKA3AHUSA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

Camo 3a npujiaraHe B yIIWUTC.

‘ 7. KAPEHTHUM CPOKOBE

| 8. CPOK HA TOJHOCT

Exp.{mm/rrrr}
Cren oTBapsiHE M3MO3Bal B pamkute Ha 10 qHU.
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‘ 9. CIIEHUAJIHU YCJIIOBUA 3A CbXPAHEHUE

[la He ce cpxpaHsBa npu Temrneparypa Hax 25 °C.

‘ 10. HAJNMUCHT ,JIPEU YIIOTPEBA IPOYETETE JIUCTOBKATA*

[Ipenu ynoTpeba npoyerere JINCTOBKATA.

‘ 11. HAJIIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMECANIIMHCKA yHOTpe6a.

12. HAJINUCHT “JA CE CbXPAHSIBA JIAJIEY OT MOTJIEJA 1 HA HEJOCTBITHA
3A JIEIJA MECTA”

I[a CC ChbXpaHsBa AaJjicd OT 1orjicaa U Ha HCAOCTHIIHU 3a 1€1[a MCCTaA.

‘ 13. HWME HA IIPUTEXATEJISI HA PASPEIIEHME 3A ThbPI'OBUSA

VIRBAC

14. HOMEPA HA PABPEIIEHUETO 3A ThbPI'OBUS HA BJIIT

EU/2/08/085/001

‘ 15. HMAPTUIAEH HOMEP

Lot {Homep}
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HNHO®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIIIHATA OITAKOBKA

KYTHUA CS, 10,50, 100 NJIX 200 ITUTIETH

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Easotic/30THK KamKy 3a YIIIH, CYyCIICH3Us

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

XuapokopTu3oHos anernonar 1,11 mg/ml
MuxkoHa30J1 KaTo nitrate 15,1 mg/ml
I'enramunun kato sulfate 1 505 IU/ml

3. PASMEP HA OITAKOBKATA

1 mo3ax5

1 no3a x 10
1 no3a x 50
1 no3a x 100
1 mo3a x 200

4. BUJOBE )KUBOTHU, 3A KOUTO E IPEJHA3ZHAYEH BJIII

Kyuera.

‘ 5. TEPAIIEBTUYHU ITOKA3ZAHUSA

‘ 6. HAYUHUA HA ITPUJIIOKEHUE

Camo 3a npujiaraHe B yIIWUTC.

‘ 7. KAPEHTHHM CPOKOBE

| 8. CPOK HA TOJIHOCT

Exp. {mm/rrrIT}

‘ 9. CIHEHUAJIHHA YCJIIOBUA 3A CbXPAHEHUE

[la He ce cpxpaHsaBa npu Temrneparypa Haxa 25 °C.

‘ 10. HAJNMUCHT ,JIPEU YIIOTPEBA IPOYETETE JIUCTOBKATA*
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[penu ynotpeda nmpoyeTeTe JIUCTOBKATA.

‘ 11. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA yHOTpe6a.

12. HAJINUCHT “JA CE CbXPAHSIBA JIAJIEY OT MOTJIEJA 1 HA HEJIOCTBITHA
3A JTEIJA MECTA”

I[a CC ChbXpaHsBa Aajicd OT Norjicaa U Ha HCAOCTHIIHU 3a 1C1a MCCTaA.

‘ 13. HUME HA IIPUTEXATEJISI HA PASPEIIEHME 3A ThbPI'OBUSA

VIRBAC

14. HOMEPA HA PABPEIIEHUETO 3A ThPI'OBUS HA BJIIT

EU/2/08/085/002 5 mumern
EU/2/08/085/003 10 nmumeTn
EU/2/08/085/004 50 munetn
EU/2/08/085/005 100 mumetn
EU/2/08/085/006 200 mumetn

‘ 15. MAPTUIAEH HOMEP

Lot {Homep}
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MUHUMYM HHO®OPMAIUA, KOATO TPABBA JA BB/JIE U3IIMCAHA BbPXY MAJIKHA
OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA JO3A

KOHTEWHEP C MHOI'O 103U

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH ITIPOAYKT

Easotic/HU30Tuk

2. KOJNMYECTBO HA AKTUBHUTE BEIIECTBA

10 ml

‘ 3. NAPTUJAEH HOMEP

Lot {Homep}

‘ 4. CPOK HA T'OJHOCT

Exp. {mm/rrrT}
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MUHUMYM HHO®OPMAIUA, KOATO TPABBA JA BB/JIE U3IIMCAHA BbPXY MAJIKHA
OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA JO3A

IMUIIETA

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH ITIPOAYKT

M3otux/Easotic

2. KOJNMYECTBO HA AKTUBHUTE BEIIECTBA

1 ml

‘ 3. NAPTUJAEH HOMEP

Lot {Homep}

‘ 4. CPOK HA T'OJHOCT

Exp. {mm/rrrT}
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B. JUCTOBKA
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JIUCTOBKA

1. HaunmeHoBaHHe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

Easotic/30THK KalKu 3a YIIIH, CYyCIIEH3Us 3a KydeTa

2. CrncrTaB

Xuapokoptu3oHoB atenoHar 1,11 mg/ml
MuKoHa30J1 KaTo nitrate 15,1 mg/ml
I'entamunun kato sulfate 1 505 IU/ml

bsina cycnieHsusi.

3. Bujose :KMBOTHM, 32 KOUTO e npeanasnadyen BJIII

Kyuera.

4. Iloka3anms 3a ynorpeba

JledyeHue Ha OCTHP BBHIICH OTUT U MPU MU30CTPSHE HA XPOHUYCH BHHIICH OTHT, IPUYUHEH OT
MHUKPOOPTaHU3MHU, YyBCTBUTEIHH HA TEHTAMUIIUH U ThOWYKH, YyBCTBUTEITHN HA MUKOHA30JI, Hali-BeUe
Malassezia pachydermatis.

5. IIpoTuBonokazanus

Ja He ce U3M0M3Ba MPU CBPBXUYBCTBUTEIHOCT KbM aKTHBHUTE BEIIECTBA WIH KbM HSIKOE OT
IIOMOIITHUTE BEILECTBA, KbM KOPTHUKOCTEPOUIU, KbM APYIU a30J0BU AHTUMUKOTHYHU CPEZCTBA HIH
KBbM JIPYTU aMUHOIJIUKO3HIH.

[a He ce U3n0m3Ba, aKo ThlIaHUeBaTa MeMOpaHa € nepopupana.

[a He ce U3M0I3Ba AHOBPEMEHHO C BELIECTBA, 3a KOUTO € U3BECTHO, Y€ 2 OTOTOKCHYHH.

Ja He ce M3M0I3Ba IPH Ky4yeTa ¢ reHepain3rpana Gopma Ha JIeMO/IeK03a.

6. CrnenuaJiHu mpexynpexieHus
CrienuaiHy NpeayIpeKICHHS :

OTHUTHT, MPUYUHEH OT MUKPOOPTaHU3MH WIIH I'bOMYKH, YECTO € BTOPUYEH. 3a Ja C€ YCTaHOBU
IBPBONPUYNHATA TPAOBA 1a Ce M3MOI3BAT MOAXO SN METOIN 33 TUATHOCTHKA.

CrenuaaHy Opeana3siu MEPKH 3a Oe3omacHa ynoTpe0a Mpy BUIOBETE JKUBOTHH, 34 KOUTO €
npeaHaszHauceH BJIIT:

B cnydau Ha CBpBXUyBCTBUTEIHOCT KbM aKTUBHUTE BEIIECTBA WM MOMOITHUTE BEIIECTBA, ICUCHUETO
Tps0Ba Ja Ob/Ic MPEYCTAHOBEHO U JIa CE HA3HAYM ITOIXO/ISIIa Teparusl.

M3non3BaHeTo Ha BeTEpUHAPHUS JICKAPCTBEH MPOIYKT TPsIOBA J]a CE OCHOBABAa Ha MACHTH(HUITUPAHE HA
MHUKPOOPraHU3MHUTE, IPUIUHIBAIIN HHPEKIUATA U ONPECISIHEe Ha TAXHATa YYBCTBUTEIIHOCT, KaTO C&
B3eMaT NpeBU OUIMATHUTE U JIOKATHUTE TPaBUiIa 332 aHTUMUKPOOHA Teparusl.

IIpunaranero Ha BeTepUHAPHHUS JICKAPCTBEH MPOAYKT IIPH HECIIa3BaHe Ha ocodeHuTe B Kpartkara
XapaKTepI/ICTI/IKa I/IHCTIZJYKIII/II/I, MOXKE Oa 10Be€Ac a0 YBCHI/I‘IaBaHe npoueHTa Ha MI/IKpOOpFaHI/I3MI/I nu
r'bOWYKH, PE3UCTECHTHU CHOTBETHO KbM I'€HTAMHIIMH M MUKOHA30JI U CJICJAOBATEITHO JI0 TOHIKABAaHE HA
e(heKTUBHOCTTA OT JICYCHHETO C AaMUHOTIIMKO3U/IN U a30JI0BU aHTUMUKOTHYHU CPEJICTBA TIOPaIn
BB3MOKHOCTTA 32 KPhCTOCAHA PE3UCTEHTHOCT.
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B cnyuaii Ha OTUT, IPUYMHEH OT Mapa3uTH, TPsiOBa Aa ObJIe MPUIIOKEHO MTOAXOIAIIO0 aKAPHUIIUTHO
JIeYeHHeE.

[Ipenu npunarane Ha BeTepUHAPHUS JICKAPCTBEH MPOIYKT TPsIOBa Ja MperjeaTe BHUMATEITHO
BBHHIIHUS CIIYXOB KaHAJI U J1a CE YBEPUTE, Ue ThllaHUeBaTa MeMOpaHa He ¢ nepdopupana, ¢ el
U30sIrBaHe PHCKa OT MPeHacsHe Ha HHPEKIHITA B CPSTHOTO YXO ¥ MPEJOTBPATIBAHE YBPESIKIAHETO HA
KOXJICApPHUS ¥ BECTHOYJIApHHUS arapar.

[Ipu cucTeMHOTO MPHIIOKEHUE HAa TCHTAMUIIMH B TIO-BUCOKH JI03U MOXE JIa Ce HaOIto/1aBa
OTOTOKCHYHOCT.

CrenyaaHy OpeAna3sid MEPKH, KOUTO TPAOBa J1a B3eMe JULIETO, IPUIArall0 BETEpUHAPHHUS
JIEKAPCTBEH NPOAYKT Ha JKMBOTHHUTE:

B ciry4aif Ha KOHTaKT ¢ KoXaTa, I3MUHTE OOMITHO C BOJA.

N30sarBaiiTe KOHTAKT ¢ 04UTE. AKO TOBa CE CITy4YH, U3ILIaKHETe OOMITHO ¢ Boja. B ciyyaii Ha
pa3apa3HEeHHEe Ha OUUTE, MOTHPCETE MEIULIMHCKA TOMOIIL.

IIpu cygaitHO oTIBITaHE, HE3a0aBHO Ja CE MOTHhPCH MEAUITMHCKH CHBET, KaTO Ha JIEKaps ce
MPEeIO0CTaBU JUCTOBKATA WIIM €TUKETA HA IPOJYKTa.

bpeMeHHOCT U JaKTaIus:

be3omacHocTTa HA BETEpUHAPHUS JICKAPCTBEH MPOAYKT HE € JoKa3aHa 1o BpeMe Ha OpeMEHHOCT U
nakrarus. CucreMHaTa pe3opOnus Ha XUAPOKOPTUIOHOBUS alleTIoOHAT, TeHTAMHUIIMHOBUS Cylndar u
MUKOHA30JIOBHSI HUTPAT € HUIIOXKHA. MaJIko BEpOSATHO € J1a ce HaOIItoJaBaT TepaToreHHOCT,
(heTOTOKCUYHOCT U TOKCHYHOCT 3a MaiKaTa IpH MpHIaraHe Ha BETCPUHAPHUS JICKAPCTBEH IIPOAYKT B
MpEenopbUYUTENHATA TO3UPOBKA 3a KyUeTa.

[Ipunara ce camo ciies; MpereHKa MmoJi3a/pUcK OT OTTOBOPHUS BETEPUHAPEH JISKap.

BzaumoneiicTBre ¢ Ipyru BEeTEPUHAPHU JCKAPCTBEHU IPOJAYKTH U APYTH (hOPMU Ha B3aUMOJICHCTBHE:
Hee YCTaHOBCHA CbBMCCTUMOCT C IMPOAYKTH 34 TOYHMCTBAHC HA YIIH.

IIpenosupane:
IIpu mo3a 3 10 5 TbTH MO-TONSIMA OT MPETMOPHUYUTEITHATA, HE C€ HAOFO1aBaT JIOKATHA WA CUCTEMHU

HEOJIaroNnpusATHU PEaKLUK C N3KITIOYCHUE Ha HAKOM KydeTa ¢ epUTeMa U MaIlyJIi B YIIHHUS KaHaJ.
[Tpu KydeTa, mpu KOUTO BETEPHHAPHHAT JICKAPCTBEH NPOAYKT € MPHUJIaraH B TepareBTUYHATA /1032 B
NPOIBIDKCHUE HA IECET MOCIEA0BAaTEeIHN JHU, HUBaTa Ha CEPYMHUSI KOPTHU30JI HAMAJISBAT OT METHS
JI€H ¥ CH Bb3BPBILAT HOPMAJTHUTE CTOMHOCTH B PAMKHTE Ha JIECET AHU cliell Kpasl Ha JIEYSHUETO.
Bbnpexu ToBa ciie cTUMyNIAMs ¢ aApeHOKOPTUKOTPOIIHUS XOPMOH T€ OCTaBaT B HOPMAJTHUTE CH
TpaHHIM 110 BpeMe Ha YABIDKEHHS IEPHOA Ha JieueHHe, KOETO TI0Ka3Ba 3ana3eHn QyHKIHH Ha
Ha/10bOpEUHUTE KIIE3H.

OCHOBHY HECEBMECTUMOCTH:
He cmecBaiite ¢ npyr BeTepruHapeH JE€KapCTBEH MPOAYKT.

7/ HebsaronpusiTHu peakumun

Kyuera

UYectu (1 mo 10 Ha 100 TpeTHpaHu KUBOTHH):

3auepBsiBaHe HA MACTOTO Ha MpUIOKeHue (yxo) 2

Heuectu (1 mo 10 Ha 1 000 TpeTnpaHu >KHBOTHH):

OGpasyBaHe Ha MarmyJa Ha MACTOTO Ha IIPUIIOKECHHE
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MHoro peaku (mo-manko ot 1 Ha 10 000 TpeTupaHu KUBOTHH,
BKJTFOUHTEITHO M30JIMPAHU CHhOOIIICHHUS):

Hapymen ciyx >4, rmyxora >*

Peakiuu Ha CBPbXUYBCTBHTEIHOCT (OTOK Ha JIULETO, CHPOEK B Pe3yaTar
Ha aneprus) *

! Jleko 110 ymepeHo.

2 Bp3CTaHOBABAIIO ce 03 CIenu(pUIHO JICUCHHE.

3 TIpeIMMHO TIPH BH3PACTHH KyUeTa.

[IsnHO BB3CTaHOBSBaHE € MOTBEPACHO B 70% OT ciydyauTe ¢ aleKBaTHO MPOCICIIBaHE B
MOCTMAapPKETHHTOBUS TIEPHO]I, NHAYE TTOI00psIBAHE Ha ClTyXa € HaOJII0JaBaHO MTPH TIOBEYETO KydeTa.
Bb3cranoBsiBaHe € HaOMIOAaBaHO MEXY €THA CEJIMHUIIA U JIO JIBA MECella Clie/l TbPBOHAYAITHOTO
MIPOSIBJICHHUE HA TPU3HAITUTE.

4 IIpn BB3HMKBaHE HAa HEONATONPHUATHATA PEaKLHs JICICHUETO TPAOBa 1a OBJE CIPSHO.

Cro0miaBaHeTo Ha HEOIATONPUSATHHU PEaKIIMU € BaKHO. ToBa NO3BOJISIBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha MPOAYKTa. AKO 3a0eIeKUTe HIKAKBU HEOIArONPUSATHHA PEAKIINU, BKIIOYUTEITHO U
TaKWBa, KOUTO HE Ca OIMCAHU B TA3W JIMCTOBKA VI MUCIUTE, Y€ BETEPUHAPHUS JIEKAPCTBCH MPOYKT
HE JICHICTBa, CBBPIKETE ce MbPBO ¢ Bamus BeTepuHapeH jiekap. MoxeTe ChIIo /1a ChOOIIaBaTe
HEOJIArONPUATHYU PEaKIUU Ha TIPUTEKATEIS Ha Pa3pelICHUETO 32 ThPTOBHS WIH MECTHHS
NpeICTABUTEN Ha MPUTEKATEIST Ha Pa3pelieHHETo 3a ThProBHUs, KATO U3IONI3BATE JAHHUTE 332 KOHTAKT
B Kpas Ha Ta3W JUCTOBKA WK upe3 BamaTa HaIlmoHamHa cECTeMa 3a ChoOIIaBaHe: {IoapoOHOCTH 3a
HAI[MOHAIHATA CHCTEMA }

8. J]ompomca 34 BCEKM BH/I ’)KUBOTHO, HAYUHHU U METOJ HA NMPUJIOKCHUE

Ilpunarane B ymure.

1 ml ceappxka 1,11 mg XuAPOKOPTH3OHOB amnenoHart, 15,1 mg Mukonazon (kato Hutpar) u 1505 U
TEHTaMHUIIUH (KaTo cyndar).

[IpenopbuuTenHO € Mpear TPETUPAHETO Ja CE MMOYUCTH U TOJICYIITHN BHHIITHHS CTyXOB KaHaN U J1a Ce
MIOJICTPHIKE M3JIMIITHATA KO3UHA OKOJIO TPETHpaHaTa 30Ha.

[Ipenoppuntennara no3a € 1 ml oT BeTepruHAPHUS JIEKaPCTBEH MPOAYKT B 3aCETHATOTO YXO BEAHBK
JTHEBHO 32 TIET ITOCIIEIOBATETHA JHH.

[KonTeitep ¢ MHOTO 103H:]
PasknaTere nobpe ¢uiakoHa npean MHPBOTO MpUIIaraHe U HATUCHETE MOMITNYKATA.

Crnoxere aTpaBMaTnyHaTa KaHiona B yirHus KaHai. [Ipunoxere eqna qo3a (1 ml) oT mpoaykra BBB

BCSIKO 3aCerHaTo yxo. Ta3u 03a ce moirydaBa ¢ eIHO HaTHCKaHe Ha moMmnykaTa. O6e3Bb3ayIIeHara
TIOMITa TIO3BOJISBA J1a CE MpHUJIara MpoyKThT HE3aBUCUMO OT MO3UIIMATA Ha (JIaKoHa.
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1 no3a /yxo/ neH 3a 5 nHu

He3aBucumo ot rojieMuHaTa He3aBucumo 0T NO3UIUATA
HpO,I[yKT’bT, KaKTO € NpCACTaBCH, MMO3BOJIABA 1a CC JICKYBAT Ky4€Ta C 61/1J1aTepaneH OTHT.

[KonTeitnep ¢ eMTMHUYHU JO3H: |
IIpunoxere eqra mo3a (1ml) ot mpoayKTa B 3aCETHATOTO YXO:
e I3BajieTe eHa MUIIEeTa OT KyTHATA. Pa3kiaTere cTapaTesiHO MUIeTaTa.
e OTBOpETE: APHKTE U3IPABCHA ITUIIETATA U CUYIIETe BbpXa Ha KaHIOJIAaTa.
e [TocTaBeTe aTpaBMaTHYHATA KaHIONA B YIIHUS KaHAI [I[pUTHCHETE BHUMATEITHO, HO CHITHO
cpelaTa Ha IUIeTara.

9. CbBerH 3a NPAaBMIIHOTO NPHJIATaHe HA MPOAYKTA

Crnen mpuiarane Ha BETepHHAPHHS JIEKAPCTBEH POAYKT OCHOBATA Ha YXOTO MOXKe a ObJie
BHUMATEITHO MacakupaHa, 3a Ja MO)Ke IPOAYKTHT JIa MPOHUKHE B JOJTHATA YaCT HA yITHUS KaHAJL
BerepunapHUAT neKapcTBEH MPOAYKT TPsOBa 1a Obe N3MOI3BaH MPH CTaifHa TeMiieparypa (T.e. He
U3IIOJI3BANTE CTYJCH MIPOJIYKT).

10. KapenTHu cpoxoBe

He e npunoxumo.

11. Cnenuajnm ycJa0BHS 32 CbXpaHeHHe

[a ce cpxpaHsBa janed OT IOIJIeAa U Ha HEJOCTBIIHU 32 JIea MECTa.

[la He ce cpxpaHsBa npu TeMrneparypa Haxa 25 °C.

Jla He ce U3M0II3Ba TO3U BETEPUHAPEH JIEKAPCTBEH MIPOLYKT CIIE]] U3THYAaHE CPOKA Ha TOIHOCT,
IIOCOYEH BbPXY €TUKETA.

Cpok Ha TOJHOCT ciie/l IbPBOTO OTBAPSIHE HAa MbPBUYHATA ONakoBKa: 10 aHM.

12. ChenunaJIHu NpeANa3HA MePKH NPH YHUINOKABaHe

BerepunapHuTe JeKapCTBEHU MPOIYKTH HE TPsOBa 1a ObaaT 3XBBP/ISHU YPEe3 OTIIaHH BOIH MU
OUTOBH OTIIAIBIIH.

W3znon3eaiiTe mporpaMu 3a BphIIaHe IPU YHUIOKABAHETO HA HEU3ITOJI3BAHN BETCPUHAPHU
JICKaPCTBEHHU MPOJYKTH WU OCTATHIU OT TSIX B CBOTBETCTBUE C M3UCKBAHUSATA HA MECTHOTO
3aKOHO/ATEICTBO M C BCHYKH MPUIOKUMHU HAIIMOHAIHU CHCTEMU 3a ChOupaHe. Te3n MepKu 1ie
IIOMOT'HAT 3a OIla3BaHe Ha OKOJIHATA CPejIa.

[MonmTaiite Bamus BerepuHapeH jekap win (papMarieBT Kak Ja YHUIOKUTE HEHY)KHH BETepUHAPHH
JIEKapCTBEHHU MPOIYKTH.
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13. Kuaacudukanusi Ha BeTepUHAPHUTE JeKAPCTBEHH NMPOIYKTH

I[a CC OTITyCKa CaMO 11O JICKAPCKO MPEAINMUCaHnEC.

14. Homepa Ha pa3pelieHHeTo 32 THProOBUS H Pa3MepH ONAKOBKHU
EU/2/08/085/001 - 006

Kytusra ceabpixka 1 koHTElHEp ¢ MHOTO 103U (Chabpkanuero ot 10 ml ce paBusiBa Ha 10 no3nm).
Kapronena xyTus, ceabspixkamia 5, 10, 50, 100 umu 200 numery.

He Bcuukn pasMCpu Ha OIMTaKOBKATa MOrat Ja 6’B,I[aT npeajlaranv Ha masapa.

15. [laTa Ha mocJjiefHATa pefaKIUs HA TEKCTA
{MM/TTIT}

[TonpoOHa uHOpMaLKs 3a TO3M BETEPUHAPEH JICKAPCTBEH MPOIYKT MOXKE J]a HAMEPHUTE B Oa3ara
nanHu Ha Cbio3a OTHOCHO npoayktute (https://medicines.health.europa.eu/veterinary).

16. JlanHnu 3a Bpb3Ka

HDI/ITC)KS.TCJ'I Ha paspCuiCcHUCTO 3a THhPTrOBHA W MPOU3BOAMTECII, OTTOBAPAIIL 34 0CBO60)K,I[aBaHeTO Ha
nNapTUau:

VIRBAC

1°* avenue 2065 m LID
06516 Carros
®PAHIUA

MecTHU IpeACTABUTENH U JJAHHK 34 BPh3Ka 32 ChOOIIaBaHE Ha IPEANoJaracMyu HeOJaronpusaTHA
pCaKIUU:

Belgié/Belgique/Belgien Lietuva

VIRBAC BELGIUM NV OU ZOOVETVARU

Esperantolaan 4 Uusaru 5

BE-3001 Leuven EE-76505 Saue/Harjumaa

Tél/Tel : +32-(0)16 387 260 Estija

phv@virbac.be Tel: + 372 56480207
pv@zoovet.eu

Penybauka bnarapust Luxembourg/Luxemburg

CAM BC EOOJ VIRBAC BELGIUM NV

byn. "d-p llersp Heptaues" 25, THproBcku Esperantolaan 4

neHTbp Jlabupunr, et. 5, opuc CAM BC EOOJl BE-3001 Leuven

BG Codus 1335 Belgique / Belgien

Tem: +3592 810 0173 Tél/Tel: +32-(0)16 387 260

sambs@sambs.bg info@virbac.be
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Ceska republika

VIRBAC Czech Republic, s.r.0.
Zitavského 496

156 00 Praha 5

Ceska republika

Tel.: +420 608 836 529

Danmark

VIRBAC Danmark A/S
Profilvej 1

DK-6000 Kolding

TIf: +45 75521244
virbac@virbac.dk

Deutschland

VIRBAC Tierarzneimittel GmbH
Rogen 20

DE-23843 Bad Oldesloe

Tel: +49-(4531) 805 111

Eesti

OU ZOOVETVARU
Uusaru 5

EE-76505 Saue/Harjumaa
Eesti

Tel: + 372 56480207
pv@zoovet.eu

E))LGoa

VIRBAC EAAAY MONOITPOZQIIH A.E.

13° yAp E.O. Abnvav - Aapiog
EL-14452, Metapdppmon
TnA: +30 2106219520
info@virbac.gr

Espaiia
VIRBAC ESPANA SA
Angel Guimera 179-181

ES-08950 Esplugues de Llobregat (Barcelona)

Tel. : + 34-(0)93 470 79 40

France

VIRBAC France
13¢rue LID

FR-06516 Carros

Tél: +33 800 73 09 10

Magyarorszag

VIRBAC HUNGARY KFT
Dozsa Gyorgy ut 84. B épiilet
HU-1068 Budapest

Tel: +36703387177
akos.csoman@yvirbac.hu

Malta

VIRBAC

1°* avenue 2065 m LID
FR-06516 Carros

Franza

Tel: +33-(0)4 92 08 73 00

Nederland

VIRBAC Nederland BV
Hermesweg 15

3771 ND-Barneveld

Tel : +31-(0)342 427 127
phv@virbac.nl

Norge

VIRBAC Danmark A/S
Profilvej 1

DK-6000 Kolding
Danmark

TIf: + 45 75521244
virbac@yvirbac.dk

Osterreich

VIRBAC Osterreich GmbH
Hildebrandgasse 27
A-1180 Wien

Tel: +43-(0)1-218 34 26-0

Polska

VIRBAC Sp. z 0.0.

ul. Putawska 314

PL 02-819 Warszawa
Tel.: +48 22 855 40 46

Portugal

VIRBAC de Portugal Laboratorios LDA
Rua do Centro Empresarial

Edif13-Piso 1- Escrit.3

Quinta da Beloura

2710-693 Sintra (Portugal)

Tel: + 351 219 245 020
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Hrvatska

CENTRALNA VETERINARSKA AGENCIJA
d.o.0. (CVA)

Prve Ravnice 2e, 10000 Zagreb

Republika Hrvatska

Tel.: + 38591 46 55112

kz@cva.hr

Ireland

VIRBAC IRELAND
Mclnerney & Saunders
38, Main Street

Swords, Co Dublin
K67E0A2

Republic Of Ireland

Tel: +44 (0)-1359 243243

Island

VIRBAC

1% avenue 2065 m LID
FR-06516 Carros
Frakkland

Simi: + 33-(0)4 92 08 73 00

Italia

VIRBAC SRL

Via Ettore Bugatti, 15
IT-20142 Milano

Tel: +3902 409247 1

Kvbmpog

EAAAX MONOITPOZQITH A.E.
13° yAp E.O. Abnvav - Aapiog
EL-14452, Metapdpowon

TnA.: +30 2106219520
info@virbac.gr

Latvija

OU ZOOVETVARU

Uusaru 5

EE-76505 Saue/Harjumaalgaunija
Tel: + 372 56480207
pv@zoovet.eu

Roménia

ALTIUS SA

Str. Zagazului nr. 21-25, Corp A, et 8 si 8A
Ap. A.8.2, sect 1, cod 014261, Bucuresti,
Romania

Tel: +40 21 310 88 80

Slovenija

MEDICAL INTERTRADE d.o.o0.
Brodisce 12, 1236 Trzin

Slovenija

Tel: +386 12529 113
farmakovigilanca@medical-intertrade.si

Slovenska republika

VIRBAC Czech Republic, s.r.o.
Zitavského 496

156 00 Praha 5

Ceska republika

Tel.: +420 608 836 529

Suomi/Finland
BIOFARM OY
Yrittdjéntie 20

FI-03600 Karkkila

Puh/Tel : +358-9-225 2560
mikko.koivu@biofarm.fi

Sverige

VIRBAC Danmark A/S Filial Sverige
Box 1027

SE-171 21 Solna

Tel: +45 75521244
virbac@virbac.dk

United Kingdom (Northern Ireland)
VIRBAC IRELAND

Mclnerney & Saunders

38, Main Street

Swords, Co Dublin

K67E0A2

Republic Of Ireland

Tel: +44 (0)-1359 243243

3a BcskakBa HH(GOpMAIHI OTHOCHO TO3H BETEPUHAPEH JIEKAPCTBEH MPOIYKT, MOJIS, CBBPIKETE CE C
MECTHHSI [TPEeICTAaBUTEN Ha MIPUTEXATEIS Ha Pa3pemIeHHeTOo 3a ThPTroBHsL.

17. JlombanuTeana nHGopManus

BerepuHapHUAT NeKapcTBEH NPOAYKT € PUKCHpaHa KOMOMHAIMSA OT TP aKTHBHU BEIECTBA!
aHTHOMOTHK, aHTUMHUKOTHYHO CPEACTBO M KOPTHKOCTEPOHI.
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