KPATKA XAPAKTEPUCTHUKA HA TPOAYKTA
KBM PA3ZPEHIEHHUE 3A THPI'OBUS Ne 0022-3098

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIWHCKUA ITIPOAYKT

PUMVYBAK
WHxkeKknroHHa CycrieH3Hsl 3a TOBe/a.

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcesika mo3a ot 4 ml BakcuHa ChABpKA!

AKTHBHH CyOCTAHIIMH:

WnaktuBupan Bupyc Ha MH(DeKo3eH puHOTpaxeuT 1o roBeAaTa UToNnaTHYeH maM YepBeHa Boja ¢
tutBp >10%' TCIDso* mpeny HHAKTHBHUpAHE.

WnaktuBupan Bupyc Ha Myko3Ha OONecT - BHpyCHa AMapvs IO TOBeAaTa HUTONATHYCH INaM
Ka6nemkoso ¢ tutbp >10%' TCIDso* mpeau HHAKTHBHpaHE.

*TCIDsp — ThKaHHO KyATYypajiHa HH(peKkuno3Ha no3a 50 %

AJIKYBaHTH:

AnymununeB xugpokeusn 40 mg

[Tuenen Bocvk 40 mg
Canonun 4 mg
ExcuunuenrTu:

KonceppanT:

Etanon 0.6 ml

3a IBJIHUS CIIUCHK Ha SKCIIUITUEHTHUTE, BIK T. 6.1.
3. OAPMAIEBTUYHA ®OPMA

I/IH)KCKLII/IOHHEI CyCIICH3UH.
BbHIen BHU/: TCUHA pO30Ba CYCIICH3UA C XapaKTCPHaA Osa YTaﬁKa, XOMOIr'cHHa CJICA pa3KJiallaHe.

4. KIMHUYHU JAHHHA
4.1 Bunose :xuBOTHH, 32 KOUTO e NpegHasHaYeH BMII

T'oBena.
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4.2 TepaneBTUYHM OKA3aHMSA, ONIPe/AeJICHH 32 OTACTHUTE BUAOBE 'KUBOTHH
3a aKTMBHa MMYyHH3allusl Ha TrOBea KaTo MOMOIIHO CPEACTBO 3a penylHpaHe WM Mpearna3BaHe OT
pecriupatopHa OonecT mpH ropenata, npuurHena ot ['oBexxau xepriec Bupyc | (IBRV) m Bupycha

Iapusl 1o roBefaTa, MpuYnHEeHa OT BHUPYC Ha Myko3Ha Oonect- BupycHa nuapus tun 1 (BVDV).

Hauamo na HUMYHUTCTA: OT 2 a0 3 CeaAMHIIU CJICA KypCa Ha MbpBHUYHA BaKCUHAIIUA.
HpOZ[’LIDKI/ITeIIHOCT Ha UMYHUTCTA: 1 roavHa CJICA KypCa Ha IbpBUYHA BAKCHUHAIIHA.

4.3 [MporuBonoKkazanus

Hsama.

4.4 ChnenuajaHM Mpeala3HH MePKH 32 BCEKH BUJ )KMBOTHH, 32 KOUTO e MpeaHa3HaveH BMII
Jla ce BakcHHUPAT caMo 3[paBH KUBOTHHU.

4.5 Crnenmna/iHu NpeANasHH MePKH NIPH ynoTpeda

CrennaiHy npenna3Hu MEPKHY 3a )KHBOTHUTE IPHU YIOTpebaTa Ha NPOIAYKTa
He e npunoxumo.

CHCLII/IaJ'IHI/I Opeanasdy MCPKHU 3a JulaTra, mpujaaraimy BETCPUHAPHOMCAUTTMHCKNUSA MPOAYKT HA Y)KHBOTHUTC

N30srBaiiTe KOHTAKT C OUUTE, PHLETE U JPEXUTE.
[Ipu cryuaiiHo caMOMHKEKTHpaHe, He3ab0aBHO Jla Ce MOThPCH MEIUIIMHCKU ChBET, KaTO Ha JieKaps ce
MPENOoCTaBU JUCTOBKATA WM €TUKETa HA MPOIYKTA.

HDVFI/I Opeanasiyi MCPKH:

Paborere ¢ ®UBOTHUTE CHITIACHO CTAHJAPTHUTE MTPAKTHKHY.

W36srBaiiTe n3naraHero Ha BaKCMHATa Ha MPSKa CTbHYEBA CBETJIMHA U BICOKU TEMITEPATypH MO BpeMe
Ha WHOKYJIAIusl.

WznomsBaiiTe crepmiiHo 000OpyABaHE 3a WHXKCKTUPAHE HAa BAaKCHHAIHHS Pa3TBOP, 03 aHTHUCENTUK
W/unu Ie3uH(PEKTaHT.

JlesuHdekmpaiite MsICTOTO Ha HHXEKTHPaHe U U30ATBaiiTe TpaBMa 10 HEBHUMAHHUE,

4.6 HeOnaronpusiTHu peaknuy (4ecTOTa U Ba)KHOCT)
Psniko Moxe 1a ce mosIBM MpexoiHa JIOKaIHA PEaKIUsi B MSICTOTO Ha MHKEKTUPAHE, KOSITO OTIIYMSBA B
paMKuTe Ha 2 ceqMHIM. B MHOro peaku ciydyan Morar Ja ce MpOsABAT aJeprMuHU peakluu, Iopaan
KOETO BaKCHHHMPAHWUTE >KUBOTHH TpsAOBa 1a ca mox HaOmofeHue 3a okomo 30 MUHYTH crlefn
uMyHHU3alus. B Tesnm ciaywan TpsOBa ga ce MpWIOKAT MPOTUBOATEPTUYHM cpenctBa. He ce
Ha0I01aBaT HEOIArONPHUATHHI PeaKLUH MIPH MPEA03UpaHe.

4.7 VYnorpeba no Bpeme Ha OPeMEHHOCT, JAKTALUS UJIH sTiilleHOCeHe

Moxe Ja C¢ Ipujara 1mo BpeMe Ha 6peMeHHOCT H JaKTalus.
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4.8 BzamMmopeiicTBHe C APYIrH BeTePHHAPHOMEIMIMHCKH NPOAYKTH W Jpyrn ¢opmMH Ha
B3aMMO/IelicTBHE

TpsabBa na ce u30sarBa ynorpedaTa Ha AudepeHHpaHa BaKCHHA cpelly ['oBexaa BUpYCHA AuWapus U
WHdexkuno3eH puHOTpaxeuT 3a IeproA OT 7 THHU Mpenu U ClIeA BaKCUHALMTA, 3aII0TO TOBa MOXKE Ja
MOJTHCHE U3TPAKIAHETO HA UMYHUTET.

Hsma nanmuna napopManus 3a 6€30macHOCTTa U ePUKACHOCTTa OT ChbBMECTHOTO M3IOI3BAaHE Ha Ta3u
BAaKCHHA C APYrM BETEPUHAPHOMEAMIIMHCKH MPOAYKTH. B3nMaHeTo Ha pelieHue 3a M3MOI3BaHETO Ha
Ta3W BaKCHHA MPEAW WM cliel ynoTpedarta Ha Jpyr BeTEpHHAPHOMEIUIIMHCKU MPOAYKT TPpsAOBa aa ce
MIPELIEHN CIOpe MHANBHUIYaTHHS CIydail.

4.9 Jl0o3a 1 HAYMH HA IPWJIOKEHHE

CrasBaiiTe oOLMTE acenTHYHU Mpouenypy. M3nomnssaiite cTepriiHa HHXEKIHOHHA Uriia pasmep 16G.
TemmepupaliTe BakcuHaTa [0 cTaiiHa Temmeparypa. Paskimarere BHuUMarenHo —(aakoHa
HEMoCpenCcTBeHo npean ynorpebda. M30sreaiite oOpasyBaHero Ha Mexypuera, Thbid KaTo TOBa MOXeE Ja
MIpean3BHKa Ipa3HEHE B MACTOTO HAa MH)KEKTHPAHE.

[Mpunoxere enna no3a or 4 ml mMoOAKOXXHO B o0jacTTa Ha BpaTa CBIJIACHO CIIEAHATa cXeMa Ha
BAaKCHHALIWA:

CxeMa HA BAKCHMHAINA:

[I'spBuYHA BaKCHHANMS: JIBC MHXKEKIIUH, BCska oT 1 mo3a (4 ml) npe3 uHTEpBan or 4 ceAMHIM HA
BCHYKH >KUBOTHU HaJ 3 - 5-MeceuHa Bb3pacT.

PeBakcuHanus:
Enna no3a (4 ml) 12 mecena ciieq mbpBUYHATA BAKCHHAIIUS.

Miaau >)KUBOTHH:

Axo ce BaKCHUHUPAT TCJIICTA HAa BB3PACT IMOJ 3 Mcecela MMa OMaCHOCT U3TPAXKIAHCTO Ha UMYHUTCT Jia CC
IIOTHCHE OT MalYMHUTE aHTuTeNa. Tenerara TpSI6Ba Ja CC BAKCMHHPAT Ha Bb3PACT HA 3 Mecena.

[IpenoppunTenHO € fa ce BAKCMHUPAT BCUYKHU TOBEJA B CTAJIOTO.

4.10 IIpemo3mpane (CHMIITOMM, CHIEIIHA MEPKH, AHTU/IOTH), AKO € He0OXOAUMO

He ca nabmrogaBanu 1pyru HeOIAronpusATHA PEaKIHK, OCBEH IIOCOYCHUTE B T. 4.6.

4.11 KapeHnTen cpok

Hyna gan.

5. UMYHOJIOTUYHHU OCOBEHOCTH

dapmakorepaneBTuyHa rpymna: VIMyHONOrMYHM NpPOAYKTH 32 TrOBENa; WHAKTUBUPAHU BHUPYCHU
BAaKCHHHU.

Berepunapnomenunmackn Anatomo-TepanestuueH Komx: QI02AA01 (BVD)
QI02AA03 (IBR)
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Bakcunata PUMYBAK cbhabpika MHaKTHBUpaHU BUpPYcH Ha ['oBexans WHQEKIMO3EH PUHOTPAXEUT
(IBR) u MykosHa Gonect-BupycHa auapus (BVD) ¢ amymMuHHEB ajXyBaHT, BOCBK U CamoHHMH. Ts
WHAYLHpa aKTHUBEH U clienn(pUYeH IMyHHUTET CPEILy Te3U BUPYCH MPH BaKCHHUPAHOTO KUBOTHO.

Crnen BakcHMHAIMS HMHTEH3UTETHT M MPONBIDKUTETHOCTTA HA CHMITOMHMTE, KaKTO M TUTPUTE H
MPOABIDKUTEIHOCTTA HA BUPYCOU3IBUUTEICTBOTO 3HAYUTENHO HamansBar. KakTo U mpu ocTaHaiInuTe
BAaKCHHH, BaKCHHAIUATA HE NIpeNa3Ba HAIIbJIHO, HO 3HAYUTEIHO HaMaJIsiBa pUcKa OT 3apa3siBaHe. [Ipu
BAKCUHHpAHUTE TOBEIa, NPOIYKTHT CTUMYyJHMpa IosgBaTa Ha AaHTUTENA, KOUTO CE€ OTKpPHBAT
MOCPEACTBOM TECTOBETE 3a cepyM-HeyTpanu3auus u ooukHoBenute ELISA TecTose.

NMyHHTETBT 3amouBa fa ce pa3BUBa OKOJO 2-3 CEAMMIM CleA II'bpBaTa BaKCUHAIMS U JKUBOTHHUTE
TpsiOBa Jja ca HAIBJIHO 3alIMTEHH 2 CEAMHIHM CJel BTOpaTa BaKCHHALMs (BaKCHMHATa MOXKE M Ja He
MPEAOCTABU HETIPEMEHHO a0CONMIOTEH MIMYHHUTET HAa BCHUYKH KUBOTHH). MabK MPOLIEHT OT XHUBOTHHUTE
UMaT eCTECTBEH HMMYHHUTET cpelly BupycuTe Ha l'oBexnus uHpekumozeH puHorpaxeuT (IBR) m
Myxko3Ha Oonect-BupycHa auapus (BVD) u He oOpa3yBat aHTHTeENa ciiel BAKCHHALIUSATA.

6. DAPMAIEBTUYHHU OCOBEHOCTH

6.1 Chnucbk Ha eKCHUINEHTHTE

AJTyMUHUEB XHIIPOKCU]T

ITuenen BoCBHK

Canonux

Etanon

MuHuMaHa eceHIMaIHa Cpeia

6.2 OCHOBHHM HECHLBMECTHMOCTH

He cMecBaiite ¢ mpyr BeTepHHAPHOMEIUIIMHCKH TTPOAYKT.

6.3 Cpok Ha romHoct

CpOK Ha rogHoCT Ha KpaﬁHHH BCTCPUHAPHOMCIAUIIMHCKA IPOAYKT: 2 TOOWHH.
CpOK Ha rOAHOCT CJICA IIbPBO OTBAPAHC HA ITbPBUYHATA OITAKOBKA: 8 gaca.

6.4. CrnenuanaHu ycJI0BHA 32 CbXpPaHeHHe HA MPOAYKTA

Ha ce cpxpaHsBa U TpaHCIIOPTHpa B oxiagaeHo cberognue (2 °C — 8 °C).
Ja ce masu OT cBeTJIUHA.
Ja He ce 3ampa3siBa.

6.5 Bwuau cbcTaB HAa NBPBHYHATA ONTAKOBKA

[Monmunponunenosu win crekieHd ¢iaaxonu ot 50 ml, 100 ml wim 250 ml ¢ GpomoOyTHIOBa TYyMEHA
eTacTOMEpHa Tala U aJJlyMUHHEBa Karayka.
e Kyrus ¢ 1 ¢pmakon ot 50 ml, ceappxany 10 go3u (40 ml).
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e Kyrus c | ¢pmaxon ot 100 ml, ceabpskam 25 nozu (100 ml).
e Kyrus c | ¢pmaxon ot 250 ml, ceabpskam 50 no3u (200 ml).

He Bcnukn pa3sMCpu Ha OIMAKOBKATa Morart Ja 6’I>I[aT npeajiaranv Ha 1ma3apa.
6.6 CnenuajaHn MEPKH 3a YHUIIOKABAHE HA HEU3IOJA3BAH IPOAYKT UJIH OCTATHIU OT HET'0

Bceku nHensmon3Ban BCTCPUHAPHOMCIUTTMHCKNA TPOAYKT WM OCTaThbUOMU OT HEIro TpSI6Ba Ja 6’I>I[aT
YHUIIOXKCHU B CHbOTBCTCTBUC C U3UCKBAHUATA HA MECTHOTO 3aKOHOJATCICTBO.

7. HPUTEXATEJI HA PASBPEHIEHUETO 3A ThbPI'OBUSA

»XtoBepapma“ EOOJ]

Vn. ,,Huxonan XaiitoB“ 3A
Codus 1113, bearapus

Ten.: +359 2 862 5330

daxc: +359 2 862 5334
Emaiin: info@huvepharma.com

8. HOMEP HA PABPEHIEHUETO 3A TBPTOBUSA
0022-3098
9. JATA HA ITBPBOTO U3JABAHE HA PABPEIIEHUETO 3A THPT'OBUA

JlaTa Ha TBPBOTO M3/1aBaHE Ha JIUIICH3 3a ynorpeda: 14/12/2021
Jlata Ha M3AaBaHe Ha pa3pelieHnero 3a Teproeus: 09/01/2023

10. JATA HA IIOCJIEJHATA PEJAKIIUSA HA TEKCTA
11/2021
3ABPAHA 3A ITPOJAXKBA, CHABJIABAHE U/NJIN YIIOTPEBA

He e npunoxumo.

A-P NBAH HINUKOB
HU3ITBJIHATEJIEH JIHPEKTOP
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