KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA
KBbM JIMIEH3 3A YIIOTPEBA Ne 0022-2016

1. HAMMEHOBAHME HA BETEPUHAPHOMEJIULIMHCKUS MPOJIYKT
GALLIMUNE 407 ND+IB+EDS+ART

2. KAYECTBEH M KOJJMYECTBEH ChCTAB

CBCTAB HA 1 JIO3A (0.3 ml):

AKTHBHH CyOCTAHIUM:

WHAKTHBHUPaH BUpYyc Ha 6onectTa Hroksicwi, mam Ulster 2C, Haii-manko 10 HL.Ufr!
WHAKTUBUPAH BUPYC Ha MHPEKIIMO3HKU OpOHXHT, maM Mass 41, naii-manko 10 HI.U
WHAaKTUBHUPAH BUPYC Ha nTuuus puHotpaxeut (Swolen Head Syndrome),

mam VCO 3, Haii-manko 0.76 ODD
HWHaKTHBHUpPaH BUpYycC Ha egg drop syndrome’76 (EDS’76), mam V12, Haii-manko 162 HILU
AJIKYyBaHT:

THOMEpCall, Hali-MHOTO 30 pg
ExcuunueHTu:

CBHCTAB HA MACJIEHUS ITBJIHUTEJ 3A 1 JO3A (0.3 ml):

0su1 TedeH napaduH 170 no 186 mg
€CTepy Ha MacJIeHU KHCEJIMHU U OT MOJINMACIIO 6 1o 15 mg
eCTepH Ha MACJICHU KUCEINHH U OT €TOKCHIMPAHU MOJuMacia 0.6 10 4.2 mg

KonueHTpaunre ca u3pa3eHu Ype3 TUThPa Ha aHTHTENIATa, MOJYYCHH [PU TECTOBETE 33 e(PUKACHOCT.
Enna equanna (U) oTroBapst Ha TUTHp Ha aHTUTENATA 1.

HI: 3anbppxane Ha XeMarayTUHAIUATA;

ODD: OntiyHa pa3irka Ha IIBTHOCTTa
(Y): MUHMMAaNeH TUTHD HA AHTHUTENATa IIPU KUBOTHO, BAKCUHUPaHO ¢ 1/50 oT no3aTa ((ppakLoHUpaHa 103a)

3a IIBJIHUS COUCHK Ha CKCOUITNCHTHUTC, BUX T. 6.1.

3. DOAPMALEBTHYHA ®OPMA

NHXeKIMOHHA EMYJICHS.

4. KJIMHUYHHU JAHHHU

4.1 Bunaose :KMBOTHH, 32 KOUTO e npeqna3zHayen BMII

PonuTenu 3a Opoiisiepn v CTOKOBH HOCAUKH.

4.2 TepaneBTHYHU MOKA3AHUs, ONpeeeHH 32 OT/eJTHUTE BUI0BE ;KHBOTHH

AKTHBHA UMYHHU3allMs Ha POAMUTEIH 32 OpOiJIepy U CTOKOBH HOCAuKu cpeity Oonectta Hiokach,
nHpekro3eH Oponxur, €gg drop syndrome’76, puHOTpaXeuT 10 NTHIUTE U PEBAKCHHALIUS CIIE]T

BaKCHHaN WA C )KMBU TaKBa BAKCHHH.

4.3 IlpoTuBomoKa3aHHus

1/4



Hama.

44 CneuuaJHu NpeIna3HH MEPKH 32 BCEKH BHJ KMBOTHH, 32 KOUTO e npeaHa3HayeHn BMII
Hama.

45 CneuuajHu npeana3Hu MePKH NpPH ynorpeda

CrenpaiHy Ipeana3siy MEPKHU 3a )KUBOTHHUTE IIPU ymoTpeOdaTa Ha IIPOIYKTA
[Ja ce BakcuHHMpaT camo 3/IpaBU KUBOTHH.

CHGHHaﬂHH Opeanasiy MCPKHY 34 JidiaTta, Ipujaaraliiii BETCPUHAPHOMCAUITMHCKUSA IIPOAYKT Ha JKUBOTHHUTC.

3a morpeburenuTe:

To3u BeTEepUHAPHOMETUIIMHCKH MPOAYKT ChIbpKa MHHEpaiHO Macio. CIy4allHOTO HWHXEKTHUpaHe/
CaMOMHXXCKTHUPaHE MOJXKE J1a MPESAU3BUKA CUITHA O0JIKA U TTOTyBaHe, 0COOCHO MPHU MHKEKTUPAHE B CTaBa
WIH TIPBCT U B PEIKH CIIydau € Bb3MOXKHO JIa CE 3aryOu 3acerHaTHs MPbhCT, aKO HE € OKa3aHa HaBpeMe
JIeKapcKa MOMOIIL.

Axo 110 CHy‘IaﬁHOCT CTC MHKCKTHUPAHU C TO3U BETCPUHAPHOMCIUITUHCKHN MMPOAYKT, MOTHPCETEC CIICIIHO
CBBET OT JIeKap M HOceTe JHCToBKaTa ¢ Bac, mopu 1a € MHKEKTHPaHO ChBCEM MaJIKO KOJIUYECTBO.

Axko Oorkara MpojabKaBa MoBeve oT 12 4aca cieq MeAUIUHCKHS TIperie]], TOThbPCEeTe OTHOBO ChBET
OT JIeKaps.

3a nekapure:

To3u BeTepHHApPHOMEAWIMHCKU NPOAYKT ChIbpKa MUHEpasHO Macio. Jlopu Aa ca MHXEKTHPaHH
MaJIKH KOJIM4YCCTBA, CHy‘IaI\/'IHOTO HWHKXCKTHUPAHE C TO3W BCTCPUHAPHOMCAUIIMHCKU MPOAYKT MOKE Oa
MMpeaAn3BUKa MOosABa Ha CUJICH OTOK. HpI/I HHXCKTHPAHC B IPHCTA € Bb3MOXXHO pa3BUTHUC HAa HCXEMHUYHA
HEKpo3a W JopH 3aryba Ha mphcTa. HE0Oxoamma e Heza0aBHa, KOMIIETEHTHA XHPYpPTAYecKa HaMmeca.
BB3MOKHO € J1a ce HaJ0KU WHIM3HS U HPUTAIHS Ha MHXEKTUPAHOTO MSCTO, 0COOEHO, aKO Ca 3aCerHaTH
MyJjIraTta Ha IPbCTa WA CYXO0XKHITHETO.

4.6 He0saronpusiTHu peakuuu (4€cTOTA U BAKHOCT)

He ce naGmonaBaT HEOIaronpusATHH PEAKLUH CIIEA MPWIAraHeTo Ha eHa J03a OT BakcwHarta. [lpu
KJIMHUYHH U3CIIE/IBAHMsI, HATPYIIBAHE Ha MACTHH KallKH CBBP3aHM C MACICHHs aJUKYBaHT, MOTaT J1a ce
Ha0JIIOAaBaT XMCTOJOTUYHO TPU CEAMUIIN Clie MHKEKTUpaHe B 87% OT ciiydawTe, B PEAKU ClIydau
Morar Jia ce HabJr01aBaT acenTUYHU MUKPO a0CIIecH.

4.7 Ynorpeda no BpeMe Ha OpeMEHHOCT, JIAKTALUS WU siileHOCeHe

I[a HE CC U3II0JI3BA IIPU IITULN B IICPUOJA HA ﬂﬁHeHOCGHe.

4.8 B3aumopeiicTBHE ¢ IPYTd BeTEPHHAPHOMEIUIIHHCKY MPOXYKTH U Apyru popmu Ha
B3auMoOJeHcTBHE

Baxcunara He ce mpuiara 2 ce MUY Tpean U 2 CEAMHUIIN CIIe]] IPUIIOKEHUETO Ha JIpYyTra BaKCHHA.
4.9 Jlo3a u HAYMH HA MPUJIOKEHHE

Enna no3a (0.3 ml) na nruma.

Ennoxparna BakcuHaIms 2 10 4 CEAMUIIH MPEIN MPOHACSHE.

IIpunara ce MHTPAMYCKYJIHO B IPBIHUS MYCKYIL

4.10 Ilpemo3upaHe (CHMOTOMHU, CIIEINIHA MEPKHU, AHTHI0TH), AKO € He0OX0TUMO
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OcBeH HEOIAaroNpHUATHUTE peakiiuu, oToes3anu B T. 4.6 “HeOnaronpusTHu peakiuu”, MOTaT Jia ce
HaO0JaBaT TPAH3UTOPHA anaTus W JIEK OTOK B MSICTOTO HAa MHXKEKTHPAHETO, CIiel] pHUjaraHe Ha
BaKCHHATa B JIBOIHA J103a.

4.11 KapeHTeH CpoOK

Hyna nau.

5. HUMYHOJIOI'MYHU OCOBEHOCTHU

dapmakoTeparneBTHYHA IPpyNa; HHAKTUBHPaHa BaKCHHA.
Berepunapuomenuiacku Anatomo-Tepanesruuen Koa: QIOLAALS.

6. DOAPMAIIEBTUYHHU OCOBEHOCTH
6.1 CnuchbK Ha eKCHUNTHEHTUTE

CBbCTAB HA MACJIEHUS ITBJIHUTEJ 3A 1 IO3A (0.3 ml):

0su1 TeueH napaduH 170 no 186 mg
€CTepH Ha MACJICHU KUCEIUHU U OT MOJIUMACIIO 6 1o 15 mg
€CTepH Ha MACJICHU KHUCEINHU U OT €TOKCHWIMPAaHU NOJUMAacia 0.6 10 4.2 mg

6.2 OCHOBHHU HECHBMECTHMOCTH

Bakcunata He ce npuiara 2 CeIMHITI MPEIH U 2 CSIMUIIN CIIe/ TPUIOKEHUETO Ha IPyra BaKCHHA.
6.3 Cpok Ha rogHocT

Cpok Ha TOJIHOCT Ha KpaiH!s BETEPUHAPHOMEAUITUHCKH TIPOIYKT: 2 TOMHU.

Cpok Ha TOJIHOCT CJIC/I pa3TBapsiHe B ChOTBETCTBUE C MHCTPYKIMHTE: M3MOJI3BANTE HE3a0aBHO.
BakcuHara He TpsOBa Ja ce U3IMoJI3Ba CJie/l H3THYaHe Ha CPOKa Ha TOHOCT, TOCOYCH BBPXY €THKETA.
6.4. CnenuajJHM YCJIOBHSA 32 ChbXpaHeHHe HA MPOAYKTA

Ha ce cpxpansiBa B xiaauinHuk (2 °C — 8 °C).

Jla ce masu ot 3aMpb3BaHe.

Jla ce masu OT CBEeTJIMHA.

6.5 Buau cbcTaB HA MHbPBUYHATA OMAKOBKA

CTHKIJICHH, TIOJUITPONIIICHOBH HJIH TIOJTHETHIICHOBHU (DIIAKOHH, 3aTBOPEHHU ChC 3aMyIIaNKa OT HUTPHI
JIepUBaTEH eJ1acTOMED.

®nakonu o 1000 mo3zu (300 ml).

6.6 CrnenuajHu MEPKH 32 YHUIIOKABAHE HA HEU3IOJI3BAH MPOAYKT WIM OCTATBIM OT HET0o

Bcexn Hensnon3Ban BCTCPHUHAPHOMCAUIIMHCKU MMPOAYKT WJIM OCTATbIIU OT HETO TpH6Ba Ja 6”[»,[[3,T
YHUIIOKCHHU B CbOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO 3aKOHOJAATEIICTBO.

7. MPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA
Boehringer Ingelheim Animal Health Italia S.p.A.
Via Vezza d’Oglio 3,

Milan 20139
Italy

3/4



8. HOMEP HA JIMIHEH3A 3A YIIOTPEBA
0022-2016
9. JATA HA T'bPBOTO U3JABAHE/TIOJHOBSIBAHE HA JIMIIEH3A 3A YIIOTPEBA

Jata Ha TEPBOTO M31aBaHEe Ha JUIIEH3 3a ynorpeda: 13.03.2007
[arta Ha mocieqHOTO MOJHOBSBaHE Ha JIMIEeH3 3a ynoTpeba: 15.04.2013

10. JATA HA NOCJIEJHATA PEJAKIIUS HA TEKCTA
12/2022
3ABPAHA 3A ITPOJAXKBA, CHABJISABAHE UW/HNJIA YIIOTPEBA

He e npunoxumo.

J-P UBAH IIMKOB
H3ITBJIHUTEJIEH JJUPEKTOP
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