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Otoxolan ear drops, suspension
for dogs

e Marbofloxacin
e Clotrimazole
e Dexamethasone acetate

NoeHTndpmnkauma Ha NnpoaoykKTa

NMme Ha nekapcTBOTO:
Otoxolan ear drops, suspension for dogs

AKTMBHO BeLLecCTBO:

Hann4Ho camMo B AHIMIMWCKU
HannyHo camo B AHIINNCKN
HannyHo camo B AHIJIMNCKN

BupoBe >)XKMBOTHU, 32 KOMTO € NnpeaHa3Ha4YeH NpoaykKTa:
Ky4e

HayuH Ha npuNoXKeHue:
MpunaraHe B ywinTe

IlaHHW 3a Npo4AYyKTa

AKTUBHO BeLLeCTBO U KOHUEeHTpauua:

Hannm4yHo camMo B AHIIMNACKUN
3.00 milligram(s) / 1.00 millilitre(s)
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Hannm4yHo camMo B AHI IMNCKUN
10.00 milligram(s) / 1.00 millilitre(s)

Hann4yHo camo B AHI TMNCKN
1.00 milligram(s) / 1.00 millilitre(s)

dapmMmaueBTuiHa popmMa:
Kanku 3a ywu, cycneHsuns

BeTepuHapHoMeauUuMHCKM AHaToMo-TepaneBTuyeH (ATCvet) Koa:
QS02CA06

Pe>XXuM Ha oTnycKaHe:
HannyHo camo B Yelkn ECTOHCKU AHIANNCKN PpeHCKU NTanrnaHCcKu JIaTBUNCKK
JInToBcku MopTyranckm PyMbHCKU CnoBeHCKUN PuHaHackm LLBenckn McnaHackum

Norwegian

CTaTycC Ha pa3pelleHMeTo 3a TbProBus:
Valid

Pa3pelwueH B:
HannyHo camo B NcnaHckn Yelwkn HeMcKn ECTOHCKN AHMIMNCKU PpeHCKN
NTannaHckm XonaHacku Moptyranckm Cnoeawku Weeackn UcnaHackm Norwegian

Hanun4yeH B:
Netherlands

OnucaHMe Ha onakoBKaTa:
HannyHo camo B AHIIMNCKN
HannyHo camo B AHIINNCKN
HannyHo camo B AHIJIMNCKNK

HonbaHUTEeNHa NHpopMaLumnd

Bua npasoMoLuua:
HannyHo camMo B AHIIMNCKUN PpeHCKN XbPpBaTCKM NTannaHCcKn JIaTBUNCKU
PdunHnanackm LBegckm Ucnanaockm Norwegian

MpaBHO OCHOBaHME Ha pa3pelleHUeTo 3a TbProBus Ha NpoaykKTa:
HannyHo camo B AHIrAMNCKM UtanmaHckm JlatBunckm Norwegian
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MpuTte>xaTen Ha pa3peluieHMe 3a TbpProBua:
KRKA tovarna zdravil d.d. Novo mesto

IlaTa Ha pa3peLueHMe 3a TbProBus:
7/12/2016

Mpou3BoauTenm oTroBOpPHM 3a 0CcBODOXXKpaaBaHe Ha NnapTuaara:
TAD Pharma GmbH
KRKA tovarna zdravil d.d. Novo mesto

OTroBopeH opraH:
Medicines Evaluation Board

HomMep Ha pa3peLwleHUeTo 3a TbpProBusA:
REG NL 118697

[aTa Ha NpoMsAHa B cTaTyca Ha pa3peLueHUueTo 3a Tbprosus:
26/01/2022

Pecd epeHTHa gbp>XaBa YJiIeHKa:
Hann4yHo camo B icnaHCckn Yewkn HeMckn ECTOHCKM AHTTMNCKN DPEHCKN
NTannaHckm XonaHacku Moptyranckm Cnoeawku LWeeackn UcnaHacku Norwegian

NMpouenypeH HoMep:
IE/V/0438/001

3acerHata gbp>XaBa 4YJIeHKa:

Hann4Ho camo B icnaHCcKu Yewkn HeMckn ECTOHCKU AHTIMNCKN DPEHCKN
NTannaHckm XonaHacku MNoptyranckm Cnoesawku LLUBeackmn Ucnanackm Norwegian
Hann4yHo camo B NicnaHCckn Yewkn HeMckn ECTOHCKM AHTTMNCKN DPEHCKN
NTannaHckm XonaHacku Moptyranckm Cnoeawku LWeeackn UcnaHackm Norwegian
Hann4Ho camo B icnaHCcKn Yelwkn HeMckn ECTOHCKU AHTTMNCKN DPEHCKN

NTannaHckm XonaHacku Moptyranckm Cnoeawku Weeackn UcnaHackm Norwegian
Hann4yHo camo B MicnaHCcKu Yewkn HeMckn ECTOHCKU AHMIMNCKN DPEHCKN
XbpBaTCcKM NTannaHckn XonaHacku Moptyranackm CnoBawku WBeackn NcnaHOcku

Norwegian
Hann4yHo camo B icnaHckn Yelwkn HeMckn ECTOHCKU AHTTMNCKN DPEHCKN

NTannaHckn JlaTBUNCKN XonaHAacku MopTtyranckm Cnosawku LLIBeackmn UcnaHacku
Norwegian
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3a cnpaBKa OTHOCHO HeblaronpusaTHN peakumn oT BETEPUHAPHU NIEKAPCTBEHN
npoayKTun, Mona nocetete www.adrreports.eu/vet

HOKYyMeHTU

Combined File of all Documents

TO31 LOKYMEHT He CbLieCcTBYBa Ha TO3u e3uK (bbnrapcku). MoxeTe ga ro HamepuTte
Ha Opyr e3uk rno-gony.

KpaTka XxapakTepucTuMkKa Ha NpoayKTa

TO31 NOKYMEHT He CblLeCTBYBa Ha To3M e3uk (6barapcku). MoxxeTe fa ro HamepuTe
Ha OpYyr e3uK no-nony.
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