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BIOSUIS APP 2, 9, 11, Emulsion for
Injection

e Actinobacillus pleuropneumoniae, serovar 2, strain WSLB
3012, Inactivated

e Actinobacillus pleuropneumoniae, serovar 9, strain WSLB
3013, Inactivated

e Actinobacillus pleuropneumoniae, serovar 11, Inactivated

e Actinobacillus pleuropneumoniae, APX | toxoid

e Actinobacillus pleuropneumoniae, APX Il toxoid

e Actinobacillus pleuropneumoniae, APX Il toxoid

NpeHTuprnkaunma Ha NnpoaykKTa

NmMme Ha nekapcCcTBOTO:
BIOSUIS APP 2, 9, 11, Emulsion for injection

AKTUBHO BeLLecCTBO:

HannyHo camo B AHIJINNCKN
HannyHo camo B AHIIMNCKN
HannyHo camo B AHIIMNCKN
HannyHo camo B AHIIMNCKN
HannyHo camo B AHIJIMNCKNA
HannyHo camo B AHIJIMNCKNK

BupoBe )XXMBOTHM, 32 KOMTO e npeaHa3sHa4veH npoAyKTa:
CBUHA

HauyuH Ha npunoxeHue:
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NHTpaMyCKyIHO NMpuioXeHne

ILaHHW 3a NpoaOyKTa

AKTUBHO BeLLeCTBO U KOHUEeHTpauua:
Hann4yHo camo B AHI TMNCKN
1.00 relative potency / 1.00 Dose

Hann4yHo camo B AHI TMNCKN
1.00 relative potency / 1.00 Dose

Hann4yHo camMo B AHIIMNACKUN
1.00 relative potency / 1.00 Dose

Hann4yHo camo B AHI TMNCKN
1.00 relative potency / 1.00 Dose

Hann4yHo camo B AHI TMNCKUN
1.00 relative potency / 1.00 Dose

Hann4yHo camMo B AHI IMNCKUN
1.00 relative potency / 1.00 Dose

dapmMmaueBTuiHa popmMma:
NH>XekKunoHHa eMyncmns

KapeHTeH CPOK No HAa4YMH Ha NpUsIo>KeHue:
MHTpaMyCKYJIHO NpUJIOXKEeHHUe:
CBUHA
- Meat and offal. 0 day

BetepuHapHoMeauuuHcKku AHaTtoMo-TepaneBTuiyeH (ATCvet) Kon:
QIO9ABO7

Pe>XuM Ha oTnycKaHe:
HannyHo camo B HelwKkn ECTOHCKU AHIANMNCKN PpeHCKU NTanmnmaHcKn JIaTBUNCKIA
JInToBCKU MNMopTyranckm PyMmbHCKN CnoBeHCKN PuHNaHACcKK LLIBeackmn VIcnaHackm

Norwegian

CtaTyc Ha pa3pelueHUeTO 3a TbProBuA:
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Pa3pewueH B:
Hann4Ho camo B MicnaHCcKu Yewkn HeMcKn ECTOHCKU AHTIMNCKN DPEHCKN
NTannaHckm XonaHacku MopTtyranckm Cnosawku LWeeackn Ncnanackm Norwegian

OnucaHMe Ha onakoBKaTa:
HannyHo camo B AHIINNCKN
HannyHo camo B AHIJIMNCKNK
HannyHo camo B AHIJINNCKNK
Hann4Ho camo B AHIMIMWCKU
HannyHo camo B AHIINNCKN
HannyHo camo B AHIIMNCKN
HannyHo camo B AHIINNCKN
HannyHo camo B AHIJIMNCKN
HannyHo camo B AHIJINNCKN
HannyHo camo B AHIIMNCKN
HannyHo camo B AHIINNCKN

HonbnHUTENHa nHpopmMauuns

Bup npasoMoLiuA:
HannyHo camo B AHINMNCKN PpeHCKU XbpBaTCKN UTannaHcKn JIaTBUNCKMN
duHnaHacku LWWeBegckn Ncnanackm Norwegian

NMpaBHO OCHOBaHUEe Ha pa3pelleHUeTo 3a TbProBua Ha NpoaykKTa:
Hann4yHo camo B AHrnnnckn tanmaHckm

MpuTe>XxaTen Ha pa3peLleHMe 3a TbProBua:
Bioveta a.s.

JlaTa Ha pa3peLueHMe 3a TbProBus:
7/12/2017

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

OTroBopeH opraH:
National Organization For Medicines
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HomMep Ha pa3peLwieHUeTo 3a TbpProBusA:
70290/28-06-2022/K-0227501

[aTa Ha NpoMsHa B CTaTyCa Ha pa3pelleHUeTo 3a TbProBusa:
27/06/2022

Pecd epeHTHa gbp>XaBa YJiIeHKa:
HannyHo camo B icnaHCckM Yewkn HeMcKn ECTOHCKUN AHTIMUCKU PPEHCKN
NTannaHckn JlatBunckn XonaHacku Moptyranckm Cnoealwku LBeackm NcnaHacku

Norwegian

NMpouenypeH HoOMep:
CZ/Vv/0121/001

3acerHata gbp>XaBa 4YJIeHKa:

Hann4Ho camo B MicnaHcku Yewkn HeMcKn ECTOHCKU AHTIMNCKN DPEHCKN
XbpBaTCcKM NTannaHckn XonaHacku Moptyranackm CnoBawku WBeackn NcnaHOcku
Norwegian

Hann4yHo camo B IcnaHCKn HeMCKn ECTOHCKN AHFAMNCKU PpeHCKn TanmaHcKn
XonaHacku Moptyranckn Cnoawkn PuHnaHackm LWeeackn NcnaHackm Norwegian
Hann4Ho camo B icnaHCcKu Yewkn HeMckn ECTOHCKU AHMIMNCKN DPEHCKN
NTannanckm XonaHacku MNMoptyranckm Cnoesawku LLUBeackmn NUcnanackm Norwegian
Hann4yHo camo B icnaHCcKn Yewkn HeMckn ECTOHCKM AHITMNCKN DPEHCKN
NTannaHckm XonaHacku Moptyranckm Cnoeawku LWeeackn UcnaHacku Norwegian
Hann4yHo camo B icnaHckn Yewkn HeMckn ECTOHCKU AHTTMNCKN DPEHCKN
NTannaHckm XonaHacku Moptyranckm Cnoeawku LWeeackn UcnaHackm Norwegian
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3a cnpaBkKa OTHOCHO HeEBAronpUATHU peakunn OT BETEPUHAPHWN JIeEKapCTBEHM
nPoayKTW, Monsa nocetete www.adrreports.eu/vet

HOKYyMeHTN

KpaTKa XxapakTepuCcTuUKa Ha NpoayKTa

TO3M LOKYMEHT He CbLUeCcTBYBa Ha To3uM e3uk (bbarapcku). MoxxeTe ga ro HamepuTe
Ha Apyr e3uK no-gony.

JInCTOBKa

TO31 OOKYMEHT He CbLieCcTBYBa Ha TO3M e3uK (bbnrapcku). MoxeTe ga ro HamepuTte
Ha Opyr e3uvk rno-gony.
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