KPATKA XAPAKTEPUCTHUKA HA ITPOJAYKTA
KBbM PA3PEHIEHHUE 3A TBhPT'OBUS Ne 0022-3118

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

GALLIVAC IB88 NEO edepBecuenTHa TabeTKa 3a 0UHO-Ha3a]HA CYCIICH3HS

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bceska no3a chabpika:
AKTHBHO BelllECTBO:

ATeHyrpaH KOpOHaBUpYC Ha uH(peKIo3eH Oponxut, mam CR88121 > 4,0 logio EIDsg*

* EIDso: 50% emOproHanHa HH(EKINO3HA 1032

ITomomHu BemecTnBa:

KauecTBeH chcTaB Ha MOMOUIHUTE B€IIECTBA U PYIUTE CHCTAaBKHU

KazennoB xuaponusar

D-mauuTon

Hartpues xuapokcua

Bopa 3a nmxkeximun

Harpues xuaporenkapOoHar

JlumoHeHa kucenuHa (6e3B0]1HA)

Marne3ueB creapaT

bexoBa kpbria TabneTka c neTHa.

3. KJIMHUYHA UHOOPMALIUA

3.1 Bwunose :KHBOTHH, 32 KOUTO ¢ npeanazHauyed BJIII

[Tunera Gpoiinepwu.

3.2 Tloka3anus 3a ynorpeda 3a BCeKH BU/I JKUBOTHH, 32 KOWTO e MpeHA3HAYEeH MPOAYKTHT
[Tpu nunera Opoiinepu, oT 1-AHEBHA BB3pacT:

aKTUBHA UMYHH3AIIMs CPEIy Pa3HOBHIHOCT Ha KopoHaBupyca — mam CR88 — ¢ nien HamansBane Ha

TpaxeajiHaTa NUJINO0CTa3a, CBbp3aHa C pa3BUTUCTO Ha KIIMHUYHHU MTPU3HALIA.

Hagano na umynurera: 3 ceMHUIIH.
IIpoABIKUTENIHOCT HA UMYHUTETA: 6 CEIMULIN.

3.3 IIporuBomokazaHus
Hsama.
3.4 ChneuuajHu mpegynpesxaeHus

I[a CC BAKCHMHHPAT CaMO 3ApaBy NITULU.



BakcuHnanusTa ¢ Ta3u BaKCHHA HE 3aMeCTBa JPYTHTE BAKCHHAIIUH, KOUTO OOMKHOBEHO CE M3IIOJI3BAT CPEILy
WH(DEKITH03eH OPOHXHT.

3.5 CnenuajHu npegnazHu MepKH NpH ynorpeda

CrienmaiHy Ipena3Hi MepKH 3a Oe30macHa ynotpeda Mpyu BUJIOBETE dKUBOTHH, 32 KOUTO € IpeAHa3HAuCH
BJIITL:

BakcuHamHUSAT BEpyC MOJXE J1a Ce IpeHece MPH HeBaKCHHUPAHU NTHIN, 0€3 /1a € BUPYJICHTEH 3a TO3H BUJI
KOKOIIIKH ¥ 0€3 J1a € MaTOTeHEH 33 JPYTY BU0BE MITHIIH.

[Moxxonsmm BeTepUHAPHA U CEIICKOCTONAaHCKH MEPKH TPsIOBa J1a ObJaT B3€TU 3a U30SrBaHE MPEHACTHETO

Ha BaKCHHAJTHUA 111aM KbM HEBaKCHHHUPAHU MMUJIETA U KbM IMOMYJIAIUN OT JUBH MITHUIIH.

CrienyajiHy Ipeana3Hy MEPKH 3a JIMIATa, TPUIaraliiy BeTCPUHAPHHS JCKAPCTBEH MPOJIYKT HA KUBOTHUTE:
TpsiOBa ma ce BHIMAaBa MPH Pa3TBAPSAHETO U MpUJIaraHeTO Ha BaKCHHATA.

WNuauButyanHo mpeanasHo 000pyaBaHe, ChbCTOSINO CE OT NMPE/Na3Hu CPEICTBA 3a IUXATCITHUTE TBTUIIA U
OYHUTE, OTTOBAPSAIIY Ha JICHCTBAIIMTE CBPOIICHCKHU CTaHIapTH, TPSIOBa J1a C€ HOCH, KOTaTo ce padoTu C
BETEPHHAPHHUS JICKAPCTBEH MPOIYKT.

Crnier BaKCHHAIIUATA PBIIETE TPSOBA 1a Ce M3MUST ChC CAIyH U J1a ce Je3nH(eKInpar.

CrenmanaHy Ipeana3sHy MEPKHM 34 3allATa Ha OKOJIHATA CPEa:

He e npunoxxumo.

3.6 He0uaronpusiTHu peakuun

Yectn BakcunauusTa Moxe 1a mpeIn3BUKa JIEKU
pecnupaTopHU NMpU3HALK, KOUTO MOTaT 1a

lmol 1 :
(1 mo 10 Ha 100 TpeTHpaHu >KUBOTHH) npoBIKaT 10 21 MM,

3.7 Ynorpeda no Bpeme Ha OpeMEHHOCT, JIAKTALUS WU sTiilleHOCeHe
Ja He ce M3M03Ba IPY NTUIH B TIEpUOA HA SHIICHOCEHE.

3.8 B3aumopeiicTBHE ¢ IPYrd BeTEPHHAPHU JeKAPCTBEHH MPOAYKTH U APYTrH (popMH Ha
B3auMojelicTBHe

Hsma nannuna nHdopmanus 3a 0e30mMacHOCTTa M €(hUKACHOCTTa OT ChbBMECTHOTO M3IIOJI3BaHE Ha Ta3d
BaKCHHA C JPyTH BETEPUHAPHM JIEKApCTBEHH NpOAYyKTH. [lopaaum Ta3u mpuynHa, NpHUIaraHeTo Ha Tasu
BaKCHHA MPeAN WM Clie]l ynoTpebara Ha Jpyr BeTEpHHAPEH JIEKapCTBEH MPOAYKT TPsOBa Jla ce MpeIeHu
CIIOpE MHAVBULyaTHUS CITy4ail.

3.9 Hauun Ha NMPUJTO0KCHUE U TO3UPOBKA

Enna 1o3a ot BakcHHATa ce mpujiara upe3 HeOynu3anus oT 1-THeBHa Bb3PacT.

3a mpUroTBsHE W NpWIAraHe Ha BaKCHHATa HM3MOJI3BalTe YMCTO oOOpyaBaHe, 0e3 aHTUCENTULM H/MIIH
Je3uHPEKTaHTH.

PastBopere Tabnerkure B moAxonsil o0eM HEXJIOpHpaHa BOAA 3a MUEHE cropen Opos Ha >KMBOTHUTE,
KOHMTO IIe ObJaT BaKCHHMpPAHU (aaanTupaite obema Ha HeoOXoAMMaTa BOJAa KbM BUAA HA H3IOJI3BAHUS
HeOynu3atop, Hampumep wu3mnoi3Baite 10 yuTpa Boma 3a BakcuHHpaHe Ha okoyio 20 000 KUBOTHH).
W3zuakaiite 10 MbJIHO pa3TBapsiHE HA TAOJIETKUTE, MPEU Jla U3MIOJI3BaTe pa3TBOpa Ha BAKCHUHATA.

He uznon3paiite mynBepusaTop oT THIA ,,FeHEPATOp HAa MbIIa®.

Bentunanuonnarta cucrema Ha nrunedepmara He TpsOBa na pabOTH MO BpeMe Ha MPHJIAraHeTo 4pes3
npbCKaHe, KaTo TPs0Ba J1a ce HOCH MOIXO0/IAIIA Npe/Ina3Ha MackKa.

Bakcunara TpsiOBa 1a ce pa3npbcHE Haj KUBOTHHUTE, KaTO CE U3II0JI3Ba 000PYyABaHE 3a Pa3NPbCKBaHE,
KOETO MOJKE J]a MPOMU3BEX/Ia MHUKPOKANKH (che cpenieH auamersp ot 80 go 150 pum).




3.10 CumnroMu Ha mpeao3upaHe (M KOraTo e NPUJI0:KUMO — MPOLETYPH HA JieiicTBHeE NMPH CHIEIIHH
CJYYaU M AaHTUIOTH)

Cren mpuiiarage Ha JeceT T03H OT BaKCHHATA He ca HaOIr0qaBaHy HEeOJIaroMpyUsATHH PEAKITHH, Pa3IMIHU OT
ITOCOYEHUTE B TOUKATa ,,HeOmaronpusaTHu peaknum .

3.11 CneuuajHu orpaHnvyeHus 3a ynorpeda v crieliMaJHH YCJIOBUS 32 YNOTPeda, BRIIYHTETHO
OrpaHUYEHMS 32 YIOTPedaTa HA AHTUMMKPOOHHU U NPOTHBONAPA3MTHH BeTePHHAPHU
JIEKAPCTBEHHU MPOAYKTH, € 1[eJ 1A ce OrPAHUYM PUCKBT OT Pa3BUTHE HA PE3UCTEHTHOCT

He e npunoxumo.

3.12 KapeHTHHM CpOKOBe

Hyna nxu.

4. UMYHOJIOI'MYHA UHOOPMALIUA

4.1 BerepuHapeH JieKapcTBeH aHaToMo-TepaneBTuden koa (ATCvet Code):

QIO1ADO7. XXviBu BUPYCHH BaKCHHH, BUPYC Ha MH(EKIIMO3EH OPOHXUT MPHU NTUITUTE.

Bakcunara chappika skuB ateHyupan maM CR88121 Ha Bupyca Ha MH(EKIIMO3eH OPOHXUT, MPUHAIISHKAII]
kbM rpynata CR88 Ha pasHoBumHOCTHTE Ha KopoHaBupycuTe. Ciel mpuiaraHe BaKCHHATa CTHMYJIHAPA
aKTHBEH UMYHUTET CPEIly Pa3HOBHHOCTUTE Ha KOpoHaBHpycute ot rpyna CRE8.

5. DAPMALEBTUYHU JAHHU

5.1 OcHOBHHM HeCbBMeCTHMOCTH

He ca u3BecTHu.

5.2  Cpok Ha TogHOCT

Cpok Ha FOZJHOCT Ha KpaiHuS BETepUHApPEH JICKApCTBEH MPOIYKT: 2 TOANHHU.
Cpok Ha TOJHOCT cJie/l PeKOHCTUTYUPaHE B CbOTBETCTBHUE C HHCTPYKLIMUTE: 2 Yaca.

5.3 CneuuaaHu ycjao0BHUsI 32 CbXpPAHEHHE

Jla ce chXxpaHsBa M TPaHCIIOPTHPA B oxjaaeHo cherosane(2 °C — 8 °C).
Hewusnon3Banute TabneTku, N3BaJIeHN OT OJIMCTepa, TPsIOBa 1a ce N3XBBPIIAT.

Ja ce cpxpaHsiBa OnuicTepa BbB BHHIIIHATA OIAKOBKA.

5.4 Buau cbCTaB HAa MbPBUYHATA ONMAKOBKA

[ommamug — anymunuii — PV C/anymunues oaucrep

Pa3mepu Ha omakoBKarta:

Kapronena kytust, ceapprkama 1 6mucrep ¢ 10 Tabnerku ot 1 000 nnm 2 000 no3u.
Kapronena xyrus, cpabpixkania 10 6iucrepa ¢ 10 tadbnerku ot 1 000 wmu 2 000 no3m.

He Bcuukn pa3MEpu Ha OIMAKOBKATa MOTraT aa 6’B,Z[aT npeayiaranv Ha masapa.

55 ChnenuajHu MEPKHU 32 YHUIIOKABAHEC HA HEU3IOJI3BAH MPOAYKT WIHM OCTATHIM OT HEro



Crnen ynotpeba CTepriin3upanTe 3aMbpCEHOTO 000PYABAHE C TOIUTHMHA WIIM Ype3 TOTAISHE B
Je3nH(EKTaHT.

H3nomn3paiite nmporpamMu 3a BpbLIIAHC IMPU YHHUIIOKABAHETO Ha HCU3IOJ3BAHU BECTCPHUHAPHU JICKAPCTBCHHU

MNPOAYKTH HJIM OCTAaTbIM OT TAX B CHOTBCTCTBUC C M3UCKBAHUATA HAa MCCTHOTO 3aKOHOAATCJIICTBO MU C
BCHYKHW HaAIMOHAJIHHU CHCTCMH 3a C’B6I/IpaHe, INPUIOKHUMU 3a CBOTBETHHUA BCTCPHHAPCH JICKAPCTBEH

IPOAYKT.
6. HUME HA IIPUTEXXATEJISA HA PASPEIIEHUETO 3A ThPI'OBUSI
Boehringer Ingelheim Vetmedica GmbH,

Binger Str. 173, D- 55216 Ingelheim am Rein

T'epmanus

7. HOMEP HA PASPELHIEHUETO 3A TBPI'OBUS

0022-3118

8. JATA HA ITBPBOTO U3JIABAHE HA PABPEIIEHUETO 3A ThPT'OBUS

[JaTa Ha TEPBOTO M31aBaHE Ha pa3pemeHneTo 3a Thpropust: 18/04/2022.

9. JATA HA NOCJEJHATA PEJAKL S HA KPATKATA XAPAKTEPUCTUKA HA
MPOAYKTA

08/2022

10. KJIACH®UKAIIMSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTHU

Ja ce oTmycka caMo 1O JIEKapCcKO MpeIrcaHue.

[MonpoOHa uHpopMaIus 32 TO3H BETCPUHAPEH JIEKAPCTBEH MPOJAYKT MOXKE Jla HaMepuTe B 0azaTta JaHHU Ha
Cpl032 OTHOCHO MPOIYKTHTE.

A-P XPUCTO BHBJIYAHOB
H3ITBJIHUTEJIEH JUPEKTOP



