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Ototop Ear Drops and Cutaneous
Suspension for Dogs, Cats and

Guinea Pigs

e POLYMYXIN B SULFATE
e Prednisolone acetate
e Miconazole nitrate

NpeHTurnkaunma Ha NnpoaoykKTa

NmMme Ha nekKapcCTBOTO:
Ototop Ear Drops and Cutaneous Suspension for Dogs, Cats and Guinea Pigs

AKTUBHO BeLLecCTBO:

HannyHo camo B AHIJIMNCKN
HannyHo camo B AHIJIMNCKN
HannyHo camo B AHIIMNCKN

BupoBe >XKMBOTHU, 32 KOMTO e NnpeAHa3Ha4YeH NpoaykKra:
Ky4e

KOTKa

MOPCKO CBUHYE

HauuH Ha npunoXxeHue:
[MpunaraHe BbPXy KoXaTa
NpunaraHe B ywnTe
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HaHHW 3a NpoaYyKTa

AKTUMBHO BeLLEeCTBO U KOHLEeHTpauus:
Hann4yHo camo B AHI TMNCKUN
5500.00 international unit(s) / 1.00 millilitre(s)

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

Hann4yHo caMmo B AHI TMNCKN
23.00 milligram(s) / 1.00 millilitre(s)

dapmMmaueBTU4Ha popmMa:

BetepuHapHoMeauuuHcKun AHaTtoMo-TepaneBTuiyeH (ATCvet) Kon:
QS02CA01

Pe>XxXuM Ha oTnycKaHe:
Hann4yHo camo B Yewkn ECTOHCKN AHrAnnckn ®PpeHckn NTannaHckm JIaTBUNCKN
JInToBCKU MNopTyranckm PyMmbHCKN CnoBeHCKN PuHNaHACKK LLIBeackmn NIcnaHackm

Norwegian

CtaTyc Ha pa3pelLleHUeTO 3a TbProBuA:
Valid

Pa3pewieH B:
Hann4yHo camo B NicnaHckn Yewkn HeMckn ECTOHCKU AHITTMNCKN DPEHCKN
NTannaHckm XonaHacku Moptyranckm Cnoeawku LWeeackn UcnaHackm Norwegian

Hanu4yeH B:
Greece

OnucaHue Ha onakoBKaTa:
HannyHo camo B AHIJINNCKN
HannyHo camo B AHIINNCKN
HannyHo camo B AHIIMNCKN
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HonbnHUTEeNHa nHopmMauuns

Bup npasoMoLiua:
HannyHo camo B AHINMNCKN PpeHCKU XbpBaTCKN UTannaHcKn JIaTBUNCKMN
duHnaHacku LWeegckn Ncnanackm Norwegian

NMpaBHO OCHOBaHUEe Ha pa3pelleHUeTo 3a TbProBua Ha NpoaykKTa:
HannyHo camo B AHrannckm UtannaHcku JlatBunckn Norwegian

MpuTe>xaTen Ha pa3pelleHMe 3a TbpProBua:
Industrial Veterinaria S.A.

JlaTa Ha pa3peLueHMe 3a TbProBus:
4/08/2020

MpousBoauTenm OTrOBOPHMU 3a 0CBODOXXpaBaHe Ha nNnapTuaarTa:
Industrial Veterinaria S.A.

aniMedica Herstellungs GmbH

aniMedica GmbH

OTroBopeH opraH:
National Organization For Medicines

HomMep Ha pa3peLwieHUeTOo 3a TbpProBusA:
80563/05-08-2020/K-0239501

[aTa Ha NpoMsAHA B CTaTyCa Ha pa3peLleHUeTo 3a TbProBusa:
4/08/2020

Pecd epeHTHa Abpi>XaBa YJiIeHKa:
HannyHo camo B iIcnaHckM Yewkn HeMckn ECTOHCKU AHTIMNCKU PPEHCKN
NTannaHckm XonaHacku Moptyranckm Cnoeawku Leeackun Ncnanackm Norwegian

MpouenypeH HoMep:
DE/V/0321/001

3acerHata Abp>XaBa YJieHKa:
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Hann4yHo camo B NicnaHCcKn Yelwkn HeMckn ECTOHCKN AHTTMNCKN DPEHCKN
NTannaHckm XonaHacku Moptyranckm Cnoeawku LWeeackn UcnaHackm Norwegian
Hann4yHo camo B MicnaHcku Yewkn HeMckn ECTOHCKU AHTIMNCKN DPEHCKN
NTannaHckn XonaHacku MNMoptyranckm Cnosawku LLUBeackmn Ncnanackm Norwegian
Hann4yHo camo B icnaHckn Yewkn HeMmckn ECTOHCKU TpbUKN AHTTMNCKUN DPEeHCKN
NTannaHckm XonaHacku Moptyranckm Cnoeawku LWeeackn UcnaHackm Norwegian
Hann4Ho camo B NicnaHCcKn Yelwkn HeMckn ECTOHCKU AHTTMNCKN DPEHCKN
NTannaHckun JlatBunckn XonaHacku Moptyranckm Cnoeawku LBeackm NcnaHacku

Norwegian
HannyHo camo B iIcnaHCKn HeMcKn ECTOHCKU AHIMnckn ®peHckn NTaanaHcKu

XonaHacku Moptyranckm Cnosawkn PuHnaHackm LeBenckm Ncnanackm Norwegian
Hann4yHo camo B icnaHckn Yelwkn HeMmckn ECTOHCKU AHITTMNCKN DPEHCKN
NTannaHckm XonaHacku Moptyranckm Cnoeawku LWeeackn Ucnanackm Norwegian
Hann4yHo camo B MicnaHCcKu Yewkn HeMckn ECTOHCKU AHMIMNCKN DPEHCKN
NTannaHckm XonaHacku MNoptyranckm Cnosawku LLUBeackmn NUcnanacku Norwegian
Hann4Ho camo B NicnaHckn Yewkn HeMckn ECTOHCKU AHTTMNCKN DPEHCKN
NTannaHckm XonaHacku Moptyranckm Cnoeawku Leeackn UcnaHacku Norwegian
Hann4yHo camo B icnaHCcKkn Yelwkn HeMckn ECTOHCKU AHTTMNCKN DPEHCKN
NTannaHckm XonaHacku Moptyranckm Cnosawku LWeeackn UcnaHackm Norwegian
Hann4yHo camo B icnaHCcKn Yewkn HeMckn ECTOHCKU AHMIMNCKN DPEHCKN
NTannaHckn XonaHacku MNoptyranckm Cnosawku LLUBeackmn Ncnanackm Norwegian
Hann4yHo camo B icnaHckn Yewkn HeMckn ECTOHCKM AHITTMNCKN DPEHCKN
NTannaHckm XonaHacku Moptyranckm Cnoeawku LWeeackn Ucnanackm Norwegian
Hann4yHo camo B NicnaHCckn Yelwkn HeMckn ECTOHCKU AHTTMNCKN DPEHCKN
NTannaHckm XonaHacku MopTtyranckm Cnoeawku Weeackn UcnaHackm Norwegian
Hann4Ho camo B MicnaHCcKn Yewkn HeMcKn ECTOHCKU AHMIMNCKN DPEHCKN
NTannaHckn XonaHacku MNoptyranckm Cnosawku LLUBeackmn NcnaHackm Norwegian
Hann4yHo camo B icnaHCckn Yewkn HeMmckn ECTOHCKU AHTTMNCKN DPEHCKN
NTannaHckm JInToBCKM XonaHacku MNopTtyranckm PyMmbHCKM CnoBalwkuy LLiBeackm
Ncnanackm Norwegian

Hann4yHo camo B MicnaHCcKu Yewkn HeMckn ECTOHCKU AHMIMNCKN DPEHCKN
WTannanckm XonaHacku MNoptyranckm Cnosawku LLUBeackmn Ncnanackmu Norwegian
HannyHo camo B iIcnaHckn Yewkn HeMcKnU ECTOHCKU AHTIMNCKU PPEeHCKN
NTannaHckm XonaHacku Moptyranckm Cnoeawku LWeeackn Ucnanackm Norwegian
Hann4yHo camo B NicnaHCckn Yelwkmn HeMckn ECTOHCKU AHITMNCKN DPEHCKN
XbpBaTCKM UTanmaHcku XonaHacku Moptyranckm Cnosawku LLesenckn NicnaHgckm

Norwegian
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3a cnpaBKa OTHOCHO HeblaronpusaTHN peakumn oT BETEPUHAPHU NIEKAPCTBEHN
npoayKTun, Mona nocetete www.adrreports.eu/vet

HOKYyMeHTU

KpaTka XxapakTepucTrMkKa Ha NpoayKTa

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

JInCTOBKA

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

Combined File of all Documents

TO31 NOKYMEHT He CblLLUEeCTBYBa Ha To3M e3uk (6barapckn). MoxxeTe fa ro HamepuTe
Ha OpYyr e3uK no-nosny.
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