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BioEquin FH, Emulsion for

Injection

e Influenza A virus, subtype H3N8, strain A/equine/Brno/08,
Inactivated

e Equine herpesvirus 1, Inactivated

e Influenza A virus, subtype H3NS8, strain
A/equine/Limerick/2010, Inactivated

NpeHTurnkauma Ha npoaykTa

NmMme Ha nekapcTBOTO:
BioEquin FH, Emulsion for injection

AKTUBHO BeLUecCTBO:

HannyHo camo B AHIJIMNCKN
HannyHo camo B AHIINNCKN
HannyHo camo B AHIJIMNCKN

BupoBe )XXMBOTHM, 3a KOMTO e npeaHa3sHa4veH npoAyKTa:
KOH

HauyuH Ha npunoxeHue:
NHTpaMyCKyJIHO NpuioXeHune

IHaHHW 3a NpoaOyKTa

AKTUBHO BeLLEeCTBO U KOHLUEHTpauua:
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Hann4Ho camo B AHIMJIMWCKU
6.00 log2 haemagglutination inhibiting unit(s) / 1.00 Dose

Hann4yHo camMo B AHI IMNCKU
2.10 log10 virus neutralising unit(s) / 1.00 Dose

Hann4yHo camo B AHIIMNCKN
6.00 log2 haemagglutination inhibiting unit(s) / 1.00 Dose

dapmMmaueBTUiHa popmMa:
NH>XeKunoHHa emyncusa

KapeHTeH CPpOK Mo HAa4YMH Ha NpUJIoXKeHHUe:
MHTpaMyCKYTHO NpuJioXKeHue:
KOH
- Meat. 0 day

- Milk. O hour

BeTtepuHapHoMeauuMHCKM AHaToMo-TepaneBTuyeH (ATCvet) Kon:
QIO5AA04

Pe>XuM Ha oTnyckKaHe:
HannyHo camo B HelwKkn ECTOHCKN AHIANMNCKN PpeHCKU NTanmnmaHckn JIaTBUNCKN
JInToBCKU MNopTyranckm PyMmbHCKN CnoBeHCKN PuHNaHACcKU LLIBeackmn VIcnaHackum

Norwegian

CtaTyc Ha pa3pelueHUeTO 3a TbProBuA:
Valid

Pa3peLwueH B:
HannyHo camo B icnaHckM Yewkn HeMckn ECTOHCKU AHTIMNCKU PPEHCKN
NTannaHckm XonaHacku MNoptyranckm Cnoesawku LLUBeackmn NcnaHackm Norwegian

OnucaHMe Ha onakoBKaTa:
HannyHo camo B AHIJIMNCKN
HannyHo camo B AHIJIMNCKN
Hann4Ho camo B AHIMIMWCKU
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:
Hann4yHo camo B AHrnnnckn tanmaHckun

MpuTe>xaTen Ha pa3pelleHMe 3a TbpProBua:
Bioveta a.s.

JlaTa Ha pa3peLueHMe 3a TbProBus:
27/10/2026

MpousBoauTenm OTrOBOPHMU 3a 0CBODOXXpaBaHe Ha nNnapTuaarTa:
Bioveta a.s.

OTroBopeH opraH:
Danish Medicines Agency

HomMep Ha pa3pelLueHMeTo 3a TbproBus:
75937

[aTa Ha NpoMsHa B CTaTyCa Ha pa3pelleHUeTo 3a TbProBmusa:
27/10/2026

PedepeHTHa Abp>KaBa YJIeHKa:
HannyHo camo B NcnaHckn Yelwkn HeMcKn ECTOHCKN AHMIMNCKU PpeHCKN
NTannaHckm JlatBUNCKM XonaHacku MopTtyranckm Cnosawku LLBeackmn UcnaHacku

Norwegian

MpouenypeH HoOMep:
CZ/Vv/0127/001

3acerHarta 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
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Hann4yHo camo B icnaHCKKU HeMCKn ECTOHCKN AHFANMNCKU PpeHCKN TanmnaHcKn
XonaHacku Moptyrancku CnoBalwkn ®uHnaHackm WWeeanckn NcnaHackm Norwegian
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