MNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Proteq West Nile nmkekunoHHa cycrieH3us 3a KOHe

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Besika 103a ot 1 ml cpamspika:

AKTHBHO BelIeCTBO:

Canarypox pexombOunanter supyc (VCP2017) na tpecka ot 3anmaaes Hu .....6,0 1o 7,8 logio CCID*s5

*KnerbuHo KyaTypannu uHpekirosnu go3u 50 %

AJGKYBaHT:
) 3301010 o TP TSP OP P TT PP 4 mg

ITomomHu BemecTBa:

KauecTBeH ¢hCTaB Ha MOMOIIHHUTE BeIleCTBA U APYIruTe CbCTaBKHU

Hampues xnopuo

Jlunampues pocgpam ouxuopam

Kanues ouxudpoeenghocgham

Booa 3a unocexyuu

XoMoOreHHa onajaecIeHTHA CYCIICH3HUA.

3. KJIMHUYHA UHOOPMALIUA

3.1 BupaoBe :KMBOTHH, 32 KOUTO e npeaHasHauyen BJIII

Kone

3.2 Tloka3aHus 3a ynorpeda 3a BCeKH BU/I ’KUBOTHH, 32 KOMTO € NpeIHA3HAYeH MPOAYKTHT
AKTHBHa UMYHHU3AlMs Ha KOHE CJIel 5 MeceyHa Bb3pacT Cpelly 3a00JIIBaHEeTO TPecKa OT 3amnaieH
Hwui, HamansBane Ha Opost Ha KOHETe ¢ BUpeMus. AKO ce HaOIr01aBaT KIMHUYHY PU3HALY TSIXHATA
MPOJIBIDKUTEIHOCT ¥ TEKECT Ca HAaMAaJICHH.

Hayano Ha umyHHnTETa: 4 CEMUIIM CJIe]l TbpPBATa /1032 OT HaYaIlHUs BaKCHHAIMOHEeH Kypc. C 1en na
ce MOCTUTHE IThJIHA 3aIUTa TPSIOBA Ja ce HApaBH IIbJICH BAKCHHAIIMOHEH KYPC OT JIBE J03H.
[IpoxbmKUTETHOCT HA UMYHHUTETA: | TOJMHA Clie/l TBJIHUS HayalleH BAKCHHAIIMOHEH KYpC OT JIBe
WHKEKITHH.

3.3 IIporuBonoka3aHusi

Hsma.

3.4 Cneuuaanu npenynpe:xaeHus

[la ce BakcMHUpAT caMO 37paBH KUBOTHH.



3.5 ChenuajaHu npeanasHu MepKH NPH ynoTpeoda

CrenuyaaHny Opeana3iu MEPKH 3a Oe3omacHa ynoTpe0a py BUIOBETE JKUBOTHH, 34 KOUTO €
npeanasHaueH BJIIT:

be3onacHocTTa HA BaKCHHATA € ACMOHCTPUPAHA TIPH KpedueTa ciaea S-MecedHa Bb3pacT. BeIipeku
TOBA, BAKCHHATA CHITO € TT0Ka3aja, ue € 6e30MmacHa Mpu TePEHHN U3CIIeABAHNS BKIIFOUUTEITHO Ha
>KMBOTHH Ha 2-Mece4yHa Bb3pacT.

BaxcuHanusaTra Mosxe J1a IIOBJINSE HA CEPO-eNMU300TOIOINIHUTE U3CIeIBaHus. Bprpeku ToBa, Thil
kato IgM oTroBop ciiea BakCHHALUATA HE € YECTO CpellaH, HOJIOKUTETHIUT pe3yaTart ot IgM-ELISA
TECT € MOKa3aTesl 3a ECTECTBEHO 3apa3siBaHe ¢ BUpYyca Ha 3a00sBaHeTO Tpecka oT 3amageH Hum. Ako
ce MOo03Mpa, 4e MHEKIUATa € B pe3yiITaT Ha nonoxureseH IgM otroBop, TpsOBa 1a ce HapaBsT
JOIBJIHUTENHU IgM u3ciienBanusl, 3a 1a ce Onpeiesid OKOHYATEIHO Jalli )KUBOTHOTO € OMIIO 3apa3eHo
WM BAaKCUHUPAHO.

CrenuaiHy Ipearna3Hil MepKH 3a JINIATa, IPUIaraiy BeTepUHAPHIS ISKAPCTBEH MPOIYKT Ha
JKUBOTHUTE:

[Ipu cnyuaitHO caMOMH)KEKTHpaHe, He3a0aBHO /1a C€ TIOThPCH METUIIHCKH CHBET, KaTO Ha JIeKaps ce
MIPEIOCTAaBU JINCTOBKATA WJIM €TUKETAa Ha MPOAYKTA.

CrielmatHy Ipeina3Hu MEPKU 3a 3allliTa Ha OKOJIHATA cpefia:
He e npunoxumo.

3.6 HebsaronpusitHu CLOUTHS

Komne:

Yectu OTOK B MACTOTO Ha MH)KEKTHPAHE. !

(1 no 10 Ha 100 TpeTHpaHU KUBOTHH):

Penxu Boska, moBuIieHa KO)KHa TeMrepaTrypa B
(1 mo 10 ma 10 000 TpeTupaHu KMBOTHH): MSICTOTO Ha HH)KEKTHPAHE.

[MoBuiIeHa TeMnepaTypa.?
Anartus®, HamaneH anetur.”*

Peakuys Ha CBPbXYYBCTBUTEIHOCT.”

MHoro peaku
no-manko ot 1 Ha 10 000 TpeTtupanu xuBOTHH, | AOcCIEeC B MSICTOTO HA HHXKEKTUPAHE.
BKJTFOUHTEITHO M30JIUPaHU ChOOIICHHUS):

! ¢ Makc. muamMeTsp 5 CM, KOWTO OOMKHOBEHO M34€3Ba B PAMKUTE Ha 4 JHHU.

2 ¢ makc. 1,5 °C, 3a 1 meH, 10 U3KIIIOUCHHUE - 2 JHU.

% OOMKHOBEHO M34Y€3Balld B PAMKUTE Ha J[BA JTHH.

4 Ha cneqBaIuUs JEH clie]] BAKCHHALIUATA.

S [IpM KOATO MOKeE [ Ce HAJIOKH NPHIAraHeTO Ha MOAXOAII0 CHMITOMATHYHO JIECUCHHE.

Cro0maBaHeTo Ha HEOIATONPUSATHHU PEaKIIUU € BaKHO. ToBa MO3BOJISIBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha BeTEPUHAPHUS JIeKapcTBEH MpoAyKT. ChoOIIeHuATa TPsOBa Aa ce U3Mpariar, 3a
NpeoYnTaHe Ype3 BETEPUHAPEH JIeKap, WM Ha TIPUTEKATENsI HA pa3pelIeHueTo 3a ThPTrOBHS, MU Ha
MECTHUS My ITPEJICTABUTEN, MIIM Ha HAIIHOHAJHHS KOMIIETEHTEH OpTaH upe3 HallHOHAJHATa CUCTEMa 32
chOoOIIaBaHe. 3a ChOTBETHUTE JIAHHU 32 BPbh3Ka BHXKTE JTUCTOBKATA.

3.7 Ynorpeda no Bpeme Ha OpeMEHHOCT, JIAKTALUS WU SiilleHOCEeHe

Moxke Ja CC pujiara 1mo BpeMe Ha 6pCM€HHOCT W JJaKTanus.



3.8 BzammopeiicTBHE ¢ IPYTH BeTePUHAPHU JIeKAPCTBEHU MPOAYKTH U Apyru ¢popmu Ha
B3anMojieiicTBHe

Hsama nannyna nadopMarus 3a 6€30MaCHOCTTa U €PUKACHOCTTAa OT ChBMECTHOTO U3ITOJI3BAHE HA Ta3H
BaKCHHA C JIPYTH BETEpPUHAPHHU JeKapCTBEHU NMpoaykTH. [lopaan Tazu npudrHa, mpuiIaraHeTo Ha Ta3u
BaKCHHA IPEH WIH cJiell yoTpedara Ha IpyT BETEPHHAPEH JIEKapCTBEH MPOAYKT TPSOBa /1a pEIeHH
CIIOpe]l UHAUBUAYATHUS CITyqaid.

3.9 Hauun Ha NMPUJIO0KEHHUE U TO3UPOBKA

3a HHTPaMyCKYJIHO MIPHUIIOKEHHE.
PasknaTere BHUMATETHO BAKCHHATA MPEAH yroTpeda.

IMpunarane Ha exHa g03a ot 1 Ml, upe3 HHTPaMYCKYITHO HHXKEKTHPAHe, 3a IPEANOYUTaHe B 00J1acTTa

Ha BpaTa, CIIope]1 CIeaHaTa CXema.

Hauasnen BakcHHAIIMOHEH KypC: TEPBO MHXKEKTHPAHE CIIEN S-MEeCceuHa Bh3pacT, BTOPO HHXKEKTHpaHe 4
10 6 cenMuUIH HO-KBCHO.

PeBakcunanus: g0cTaThyHa CTEICH HA 3allUTa TPsOBa J1a ObJe JOCTUTHATA CJIC] TOUIIHA OyCcTep
WHXEKIWSI ¢ SIUHUYHA /1032 HE3aBUCHMO, Y€ Ta3M CXeMa HE € HAITbJIHO YTBHPJICHA.

3.10 CumnroMu Ha npeao3upaHe (M KOraTo e NPUJI0KUMO — NPOLEYPH Ha JlelicTBHe NPH
CIIELIHHU CYy4Yau ¥ AaHTHI0TH)

He ca nabnronaBanu HeOIArONPUATHN PEAKIMK, OCBEH TE3H, TOCOUYCHH B T. 3.6, CIie] IpUJIaraHe Ha
moseue oT 10 go3u.

3.11 Cneuuannu orpaHnvyeHus 3a ynorpeda v crieajHH YCJI0BUS 32 yNOTPeda, BKIIOYHUTETHO
OrpaHNYeHMs 32 ynoTpedaTa HA AaHTUMHMKPOOHHM M MPOTHBONAPA3ZNTHU BeTePUHAPHH
JIEKAPCTBEHHU MPOAYKTH, € 1ieJ1 1A ce OrPAHMYM PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

Bcesko nurie, koeTo Bh3HAMEPSIBA Ja IPOU3BEK A, BHACS, TPUTEKABA, PA3NpPOCTPaHsIBa, POJIaBa,
cHa0/1sBa U yroTpeOsiBa TO3M BETEPUHAPEH JISKAPCTBEH MPOAYKT, TPSAOBA I'bPBO JIa CE KOHCYJITUPA C
KOMIICTCHTHUTE BJIACTH HA ChOTBETHATA JIbPKaBa YICHKA OTHOCHO JCHCTBALUTE BAKCHHAIIMOHHU
MOJIUTUKH, KaTO TE€3M JICHHOCTH MOTaT jJa Ob/aT 3a0paHeH! B IbPKaBa WICHKA Ha I[s/1aTa WK 4acT OT
HeHATa TEPUTOPHS, B ChOTBETCTBHE C HAIIMOHATHOTO 3aKOHOIATEIICTBO.

3.12 KapeHTHH CpOKOBe

Hyna nuu.

4. HUMYHOJJIOI'NYHA UH®OPMALIUA
4.1 Berepunapen jJexkapcTBeH anaTomMo-TepaneBTu4eH ko (ATCvet Code):
QIO5AX

3a cTuMyUpaHe Ha aKTUBEH UIMYHUTET CPEIIy 3apa3siBaHe C BUpPyca Ha 3a00JIIBaHETO TPECKa OT
3ananen Hur.

Bakcunamuust mam vCP2017 e pekoMOMHAHTEH canarypoX BUpYC, u3passsail preM/E reau Ha
BHUpyca Ha Tpecka oT 3anaged Hun. Crnex uHoKynamus BUPYCHT HE C€ MyITHILIALIMPA B KOHETE, HO
eKcIpecrpa NpOTEKTUBHU ITPOTeUHU. KaTo pe3yaTaT Te3u NpoTeMHU UHAYLUPAT [IPU KOHETE
MPOTEKTUBEH HMYHHUTET Cpelly 3a00JsBaHETO Tpecka oT 3anageH Hu.



5. DOAPMAIEBTUYHU JAHHU

5.1 OcHOBHH HECHBMECTHMOCTH

He cmecBaiite ¢ aApyr BeTepuHapeH JEKapCTBEH MPOIYKT.
5.2 Cpoxk Ha rogHocT

CpoK Ha TOTHOCT HA KpalHUS BETEPUHAPEH JIEKapCTBEH MPOAYKT: 27 Mecera.
Cpok Ha TOJHOCT CIie/T TbPBO OTBAPSIHE HA ITBPBUYHATA OMAKOBKA: U3ITOJI3BaiTe HE3a0aBHO.

5.3 ChenuajHu ycjI0BHSA 32 ChbXpaHeHHe

ITa ce chXpaHsBa ¥ TPAHCIIOPTHPA B 0XjageHo cherostaue (2 °C - 8 °C).
Jla He ce 3ampa3siBa.

Jla ce masu OT CBETJIMHA.

54 Buau cbcTaB HA THPBHYHATA ONMAKOBKA

CropiiteH ¢naxoH Tut |, ¢ Tama ot OyTHIOB enacToMep, TOKPHUTA C ATyMHHUEBA Kaladka.

Kytusi ¢ 1, 2, 5 wiu 10 daakon(a) ¢ 1 go3a.
He Bcuuku pa3mepu Ha OIakoBKaTa Morar Jia ObJat NpejJiaraHy Ha rnasapa.

5.5 CnenuajHu MepKH 32 YHUI0KABAHE HA HEU3MOJI3BAHU NMPOAYKTH WU OCTATHIM OT THAX
BerepunapHuTe JeKapCcTBEHH MPOIYKTH HE TPsAOBa J1a ObJaT U3XBBPIISHYU Ype3 OTIIaJHU BOJIU MU
OUTOBH OTIIAIBIIH.

W3znon3gaiiTe nporpaMu 3a BpbIaHe MPU YHUI0)KABAHETO HA HEU3IIOJI3BaHU BEeTCpUHAPHU
JICKaPCTBEHU TPOJYKTH WM OCTATHIU OT TSIX B CbOTBETCTBUE C M3UCKBAHUSATA HA MECTHOTO
3aKOHOJIATEJICTBO U C BCUYKH HAIMOHATHYU CUCTEMH 33 ChOUpaHe, IPUIOKUMHU 32 ChOTBETHUS
BETCPUHAPCH JICKAPCTBEH MPOIYKT.

6. HUME HA ITPUTEKATEJISA HA PASPEIIEHUETO 3A ThbPI'OBUS

Boehringer Ingelheim Vetmedica GmbH

7. HOMEP(A) HA PASPEHIEHUETO 3A ThPI'OBUS

EU/2/11/129/001-004

8. JATA HA IT'BPBOTO U3JIABAHE HA PASPEHIEHUETO 3A ThbPI'OBUS

Jarta Ha mppBOTO M3AaBaHe Ha pa3pelieHneTo 3a Tbprous: 05/08/2011

9. JATA HA NIOCJIEAHATA PEJAKIIUA HA KPATKATA XAPAKTEPUCTHUKA HA
MHNPOAYKTA

{(MM/TTTT}



10. KIIACU®UKAIUS HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOJAYKTHU

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCANMCaHunC.

[TonpoOHa uHOpMaLKs 3a TO3H MPOAYKT MOXKE Ja HaMepuTe B 0azara naHHU Ha Chi03a OTHOCHO
npoxykTute (https://medicines.health.europa.eu/veterinary).



https://medicines.health.europa.eu/veterinary

HNPUJIOKEHUE 11
APYI'U YCJIOBUA U U3BUCKBAHUSA KbM PASPELIIEHUETO 3A ThbPI'OBUS

Hsama



IPUJIOKEHMUE 111

ETUKET U JINCTOBKA



A.ETUKETH



BLHIIHA 0OITaKOBKa

NHOOPMAILIUSA, KOATO CE U3IIMCBA BbPXY BHbHIIIHATA OITAKOBKA

‘ 1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Proteq West Nile nrxeknmoHHa CycrieH3ust

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

Bcesika no3a ot 1 ml ceabppxa:

West Nile pexomOunanTen canarypox BUPYC (VCP2017) ..oocvvvviiiiiicicienne
2101010 o TR USRI

6,0 pi (o) 7,8 |Oglo CCIDsg

............................... 4 mg

3. PASMEP HA OITAKOBKATA

1x1 no3a
2x 1 no3m
5x 1 no3mu
10 x 1 mo3u

4, BUJOBE )KUBOTHU, 3A KOUTO E IPEJHA3ZHAYEH BJIII

Komne

‘ 5. TEPAIIEBTUYHHU ITIOKA3AHUA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

WHTpamycKyTHO IPUIIOKEHHE.

7. KAPEHTHHM CPOKOBE

KapenTten cpok: Hyna nH1

| 8. CPOK HA FOJIHOCT

Exp. {mo/mMm/rrrr}
Crient oTBapsiHe M3M0NI3Bail He3a0aBHO.

‘ 9. CHELUAJIHA YCJIIOBUSA 3A CbXPAHEHUE

Ja ce cpxpaHsBa U TPaHCIOPTHPA B OXJIAZAEHO CHCTOSHUE.
[a He ce 3ampa3sBa.
Ja ce ma3u oT cBeTIUHA.

10




‘ 10. HAIANUCHT ,,IPEJN YIIOTPEBA TIPOYETETE JINCTOBKATA*

[Ipenu ynoTpeba npoyerere INCTOBKATA.

‘ 11. HAJIUCHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHApHOMEIULIMHCKA yIIOTpeoa.

12. HAJINUCHT “JA CE CbXPAHSIBA IAJIEY OT MOTJIEJA 1 HA HEJOCTBITHA
3A JJEIJA MECTA”

I[a CC CbhbXpaHsBa Aajied OT 1orjicaa 1 Ha HCAOCTBIIHU 3a 1C1a MCCTaA.

‘ 13. HME HA TIPUTEXXATEJISI HA PASPEHIEHUETO 3A ThPI'OBUSL

Boehringer Ingelheim Vetmedica GmbH

14, HOMEPA HA PASPEHIEHUETO 3A ThPI'OBHUA HA BJIII

EU/2/11/129/001 1 x 1 mo3a
EU/2/11/129/002 2 x 1 no3u
EU/2/11/129/003 5 x 1 no3u
EU/2/11/129/004 10 x 1 no3u

‘ 15. HAPTHUJIEH HOMEP

Lot {nomep}

11



MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA A BBJAE U3IIMCAHA BBPXY MAJIKA
OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA JO3A

ETuxer Ha pyiakona

‘ 1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Proteq West Nile

ol

‘ 2. KOJNMYECTBO HA AKTUBHUTE BEILIECTBA

1 mo3a

‘ 3. HNAPTUJIEH HOMEP

Lot {Homep}

| 4. CPOK HA TOJIHOCT

Exp. {mn/mMmm/rrrr}
Crient oTBapsiHe M3MOI3Bail He3a0aBHO.

12



B. IHUCTOBKA

13



JIUCTOBKA
1. HaumeHoBaHHe HA BETEPHHAPHHSI JIEKAPCTBEH MPOIYKT
Proteq West Nile mmkekioHHa CyCIIeH3Hs 3a KOHE
2. CncraB
Besika go3a ot 1 ml cpaspika:
AKTHBHO BellIECTBO:
Canarypox pexombunantes Bupyc (vCP2017) na tpecka ot 3amazex Huu .....6,0 1o 7,8 10g:o CCID*so

* KneTbuHO KyATYypaltHu HHPEKIHO03HU 1031 50%

AJUKYBaHT:
31010100 o TP P U PR OU PP 4 mg

XoMOTreHHa OITaJICCIICHTHA CYCIICH3HUA.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHaved BJIII
Kome.
4, IToxa3zanus 3a ynorpeoda

AKTHBHA UMYHHU3AIMs HA KOHE CJIe]] 5 MeceuHa Bb3pacT Cpelly 3a00IsIBAHETO Tpecka OT 3anaieH
Hwut, HamansiBane Ha Opost Ha KOHETe ¢ BUpeMus. AKO ce HaOIr01aBaT KITMHUYHY PU3HAIN TSIXHATA
MPOIBIKUTEITHOCT U TEXKECT Ca HaMaJeHHU.

Haugasno Ha umyHHUTETa: 4 CEIMUIM CIie ] ITbpBaTa A03a OT HadaaHUs BaKCHHAHOHEH Kypc. C men ga
ce TIOCTHUTHE IThJTHA 3aIlliTa TPIOBa /1a Ce HAPaBH IThJICH BAKCHHAIIMOHEH KypC OT JIBE JTO3H.
IIpoabmKUTENHOCT HA UMYHUTETA: |1 TOMHA Clel IBJIHKS HAaYaJleH BAKCUHAIIMOHEH KypC OT JIBE
WHKEKIUH.

5. IIporuBonokazanus
Hswma.
6. CrnenuajaHu npeaynpexieHuns

Ja ce BakcHHHpAT caMO 3[paBH KUBOTHH.

CrenuaaHy Opeana3iu MEPKH 3a Oe3omacHa ynoTpe0a Mpy BUIOBETE JKUBOTHH, 34 KOUTO €
npegHaszHaucH BJIIT:

be3onacHocTTa HA BaKCHHATA € JCMOHCTPUPAHA TIPH KpedUueTa ciaen S-MecedHa Bb3pacT. BeIipekn
TOBa, BAKCHHATA CHIIO € M0Ka3alia, uye ¢ Oe30MacHa pu TePESHHH U3CIISIBAHNS BKIIOYUTEITHO Ha
>KMBOTHH Ha 2-Mece4yHa Bb3pacT.

BaxcuHanusaTra Moxe J1a IIOBJINSAE HA CEPO-eNNU300TOIOI NIHUTE U3CiIeIBaHus. Boripeku ToBa, Thil
kato IgM oTroBop cien BakCHHALUATA HE € YECTO CPeLIaH, MOJIOKUTETHUAT pe3yarat oT [gM-ELISA
TECT € MTOKAa3aTell 3a ECTECTBEHO 3apa3sgBaHe C BUpyca Ha 3a00isIBaHETO Tpecka oT 3anaaeH Hu. Axo
ce 1moIo3upa, 4e MHQPEKIHATa € B pe3yNTar Ha nojoxuteneH IgM oTroop, TpsiOBa j1a ce HampaBsIT

14



JMOTBJIHATETHHN [gM m3ciaenBanus, 3a 1a ce OIpeIei i OKOHIATEITHO TajTi JKUBOTHOTO € OMIIO 3apa3eHo
WJIN BAKCHHHUPAHO.

CrieluaiHy pena3Hi MEPKH, KOUTO TPsiOBa Ja B3eMe JUIIETO, MPUIIATAINIO BEeTCPUHAPHHUS
JIeKapCTBEH NPOAYKT Ha )KUBOTHHUTE!

[Ipu cnyuaitHO caMOMH)KEKTHpaHe, He3a0aBHO /1a C€ TIOThPCH METUITMHCKH CHBET, KaTO Ha JIeKaps ce
MPEIOCTaBU JINCTOBKATA WM €TUKETA Ha MPOIYKTA.

bpeMeHHOCT 1 JIaKTaIHA .
Ta3u BakcHHA MOXE J]a ce Tpuiara o BpeMe Ha OpPEeMEHHOCT U JIaKTaIusl.

BsaumoneiicTBue ¢ Apyry BeTEPUHAPHU JICKAPCTBEHU TPOAYKTH U APYyTH HOPMHU Ha B3aMMOJIECHCTBUE!
Hsama nannyna nadopMarus 3a 6€30MaCHOCTTa U €PUKACHOCTTAa OT ChBMECTHOTO U3ITOJI3BAHE HA Ta3H
BaKCHHA C JIPYTH BEeTEPHHAPHHU JICKapCTBEHU npoaykTH. [lopaau Ta3u npuynHa, IpuiIaraHeTo Ha Ta3u
BaKCHHA IPEIH WIH cJiell yroTpedara Ha IpyT BETEpHHAPEH JIEKapCTBEH MPOAYKT TPSAOBa /1a TpEleHH
CIIOpE/ MHANBHUTYaTHUS CITydail.

IIpenosupasne:
He ca naGmromaBanyu HeOIArOMPUATHN PEaKIINK, OCBEH TE31, IOCOYCHH B TOUKa ,,HeOmaronpusatau

peakuuun®, cnen nmpuiaarade Ha moseue ot 10 mo3u.

CrenuaaHy orpaHMYeHNs 3a YIIOTpeOa M CIIelMaaHy YCIOBUS 3a yooTpeOa:

Besiko nuiie, KoeTo Bb3HaAMEPsBa Ja MPOU3BEXKIa, BHACS, IPUTEKaBa, pa3lpoCTpaHsBa, MPo/1aBa,
cHa0/1sBa U yroTpeOsiBa TO3M BETCPUHAPEH JICKAPCTBEH MPOAYKT, TPSOBA ITHPBO JIa CE KOHCYJITUPA C
KOMIICTCHTHUTE BJIACTH HA ChOTBETHATA JIbPKaBa YWICHKA OTHOCHO JICHCTBAIUTE BAKCHHAIIMOHHU
MOJIUTUKY, KaTO TE€3U JICHHOCTH MOTAaT Ja ObJaT 3a0paHeHH B IbPKaBa WICHKA Ha Is/1aTa WIK 9acT OT
HEHHaTa TePUTOPHS, B ChOTBETCTBHE C HAI[HOHAIIHOTO 3aKOHOIATEJICTRO.

OCHOBHH HECHBMECTHMOCTH:
He cmecBaiite ¢ npyr BeTepruHApEH J€KapCTBEH MPOAYKT.

7. HebsiaronpusiTHu peaknmun

Koune:

Yecru (1 10 10 Ha 100 TpeTrpaHu KUBOTHH):

OTOK B MACTOTO Ha MHKEKTHPAHE. !

Peaxu (1 1o 10 Ha 10 000 TpeTupaHu KUBOTHH):

BoIka, HOBUIIIEHA KOKHA TEMIEPATypa B MACTOTO HA HHKEKTUPAHE.
[MoBuiieHa TeMneparypa.?
Amnarus®, HamaneH anerura.?

P CaKIusg Ha CBp’l:.X‘-IYBCTBI/ITC.]'IHOCT.5

Mmuoro peaxu (mo-manko ot 1 Ha 10 000 TpeTpaHu )KUBOTHH, BKITFOUUTETHO U30JIUPAHU
CHOOIIECHUS):

A6CI_ICC B MACTOTO Ha MHKCKTHUPAHC.

! ¢ Makc. tuameTsp 5 cm, KOWTO OOMKHOBEHO M34€3Ba B PAMKHUTE Ha 4 JHM.

2 (c maxc. 1,5 °C) 3a 1 z1eH, 10 M3KIIIOYEHHUE - 2 THU.

% OOMKHOBEHO M34Y€3Ballla B PAMKUTE Ha J[BA JTHH.

4 Ha cneqBaIuUs J€H clie]] BAKCHHAIUATA

5 [IpM KOATO MOKeE [a Ce HAJIOKH NPHIAraHeTO Ha MOAXOAII0 CHMITOMATHYHO JIE€UCHHE.
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CpoOmraBaHeTo Ha HEOIArONPHUATHH PEAKIMN € BaKHO. ToBa M03BOJISIBA HETIPEKBCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha IPOAYKTA. AKO 3a0eIeKHUTe HAKAKBH HEOIArompusITHU PEaKIi1, BKIFOUUTEITHO U
TaKWBa, KOUTO HE Ca OIMCAHU B TA3W JIMCTOBKA WJIM MUCIIUTE, Y€ BETEPUHAPHUSIT JIEKaPCTBEH MPOAYKT
He JeiicTBa, CBBbpIKETE ce MbpBO ¢ Barmms BeTepuHapeH jekap. MoskeTe chIo a cho0IIaBaTe
HEOJIaronpusATHY PEaKLNK Ha IPUTEKATENI Ha Pa3pEIIeHHETO 3a ThPTrOBHUS WIIM HA MECTHHS
IPEICTaBUTEN Ha NPUTEKATENSI Ha Pa3pelIeHHeTO 3a ThProBuUs, KaTO N3M0I3BATE JAHHUTE 32 KOHTAKT
B Kpas Ha Ta3M JIMCTOBKA WM Ype3 Bamrata HanmoHamHa cucreMa 3a choOmaBane: {1oapoOHOCTH 3a
HaI[MOHATHATA CHCTEMA }.

8. Jo3upoBKa 3a BceKHM BH/I KHBOTHO, HAYMHH M METO/J HA IPUJIOKEHHE
3a UHTPaMyCKYJIHO MPUIIOKEHHE.

HpI/maraHe Ha €1Ha n103a OT 1 l'Ill, Upe3 UHTPAMYCKYJIHO MHXXCKTUPAHC, 3a IIPECANIOUYUTAHC B oOnacrra
Ha Bparta, CIiopen Cji€aHara cxemMa:

° Hauanen BakcHHalIMOHEH KypC: TbPBO UHXKEKTUPAHE CIENl S-MeceuHa Bb3pacT, BTOPO
UHKEKTHpaHe 4 110 6 CeIMUIM MT0-KbCHO,
. PeBakcunanmsi: 1ocTaTbuHa CTETICH HA 3aIIUTa TPSAOBA /1a Ob/Ie JOCTUTHATA CJIE]] TOIHIITHA

6YCTep HWHXXCKIUA C CAMHUYHA 103a HE3aBUCHUMO, Y€ Ta3U CXEMa HC € HAIITbJIHO YTBbPACHA.

9. CobBeTH 32 IPABUJIHOTO NPWIATAHE HA MPOAYKTA

Paskrarere BHIMAaTEIHO BaKCHHATA MIPEIN yIIoTpeba.

10. KapeHnTHu cpoxoBe

Hyna gan.

11. Cpneuma/jiHM ycJIOBHS 32 CbXpaHeHHe

Ja ce cpxpaHnsBa Jajed OT IOTJIea U Ha HEeJOCTBITHY 32 JIella MecTa.

Ha ce cpxpanssa B xnaaunauk (2 °C - 8 °C).

a He ce 3ampa3siBa.

[a ce masu ot cBeT/IHHA.

[a He ce U3M0I3Ba TO3HM BETEPHHAPEH JIEKAPCTBEH MPOLYKT CIE]] U3TUYaHE CPOKA Ha TOIHOCT,
MOCOYEH BBPXY eTukeTa cies Exp..

Cpok Ha TOZHOCT CJIe/l IbPBO OTBAPSHE HAa IbPBUYHATA ONAKOBKA: W3I0J3BaliTe HE3a0aBHO.

12. CnenuajHM NpeANa3HN MePKHU NMPH YHUIOKABAHE

BerepuHapHuTe JeKapCTBEHU MPOIYKTH HE TPsOBa 1a ObAaT N3XBBP/ISHU YPe3 OTIIaIHU BOIU MU
OUTOBHU OTIIAIBIIH.

Wznon3eaiiTe mporpaMu 3a BphIaHe IPH YHUIIIOKABAHETO Ha HEU3ITOJI3BAHU BETEPUHAPHHU JICKAPCTBESHU
MPOAYKTH WJIA OCTATHIIH OT TSAX B ChOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO 3aKOHOJIATEIICTBO U C
BCHUYKH MPHUIIOKUMH HAI[MOHAJIHUA CUCTEMH 3a ChOupaHe. Te3n MepKH Iiie IOMOTHAT 3a Ola3BaHe Ha
OKOJIHATA Cpeja.

[Tonwuratite Bamms BeTepuHapeH jiekap Kak Jia YHUIOKUTE HEHY>KHU BETEpUHAPHU JIEKAPCTBEHH
MPOIYKTH.

13. Kaacupukanusi Ha BeTepUHAPHUTE JIEKAPCTBEHH MPOAYKTH

Jla ce oTimycka camo 10 JIEKapCKO MpeJIrcaHue.
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14. Homepa Ha pa3peleHHeTO 32 THPrOBUS H Pa3MepH ONAKOBKHU
EU/2/11/129/001-004

Kytus ¢ 1, 2, 5 uwmm 10 ¢uakon(a) ¢ 1 mo3a.

He Bcuuku pa3mepy Ha OMakoBKaTa Morar J1a ObJat npe/Jlarany Ha 1masapa.
15. JlaTa Ha mocjieiHATA peJaKIMs HA TeKCTa

{MM/TTIT}

ITompo6Ha H(pOpMaIKs 3a TO3M BETEpUHAPEH JEKAPCTBEH MPOAYKT MOJKE Ja HaMepuTe B Oazara
nanau Ha Chro3a otHocHO mpoaykrute (https://medicines.health.europa.eu/veterinary)

16. [lanHwu 3a BpBb3Ka

[IpurexaTen Ha pa3peneHNeTo 3a ThPTrOBUS:
Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein

T'epmanus

[IpousBouTen, OTroBapsi 3a 0cBOOOKIABAHETO HA MAPTHIH:
Boehringer Ingelheim Animal Health France SCS

Laboratoire Porte des Alpes

Rue de I’ Aviation

69800 Saint-Priest

®paHuus

MectHHN OpeACTAaBUTCIIN W JAHHH 34 BPB3Ka 3a C’BO6H_IaBaHe Ha nipeanojaracMu H€6J'I8.I‘OHDI/I$[THI/I
pCaKnuu:

Belgié/Belgique/Belgien

Boehringer Ingelheim Animal Health Belgium SA
Avenue Arnaud Fraiteurlaan 15-23,

1050 Bruxelles/Brussel/Briissel

Tél/Tel: + 322773 34 56

Penyb6smka boearapus

Boehringer Ingelheim RCV GmbH & Co KG
Dr. Boehringer Gasse 5-11

A-1121 Buena, ABctpust

Tel: +359 2 958 79 98
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Lietuva

Boehringer Ingelheim RCV GmbH & Co KG
Lietuvos filialas

Dr. Boehringer Gasse 5-11

A-1121 Vine, Austrija

Tel: +370 5 2595942

Luxembourg/Luxemburg

Boehringer Ingelheim Animal Health Belgium SA
Avenue Arnaud Fraiteurlaan 15-23,

1050 Bruxelles/Brussel/Briissel

Tél/Tel: +32 2 773 34 56


https://medicines.health.europa.eu/veterinary

Ceska republika

Boehringer Ingelheim spol. s r.0.
Purkynova 2121/3

CZ-110 00, Praha 1

Tel: +420 234 655 111

Danmark

Boehringer Ingelheim Animal Health Nordics A/S
Weidekampsgade 14

DK-2300 Kebenhavn S

TIf: +45 3915 8888

Deutschland

Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein

Tel: 0800 290 0 270

Eesti

Boehringer Ingelheim RCV GmbH & Co KG
Eesti filiaal

Dr. Boehringer Gasse 5-11

A-1121 Viin, Austria

Tel: +372 612 8000

E\LGoa

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, I'eppavia
TnA: +30 2108906300

Espaiia

Boehringer Ingelheim Animal Health Espafia, S.A.U.

Prat de la Riba, 50
08174 Sant Cugat del Vallés (Barcelona)
Tel: +34 93 404 51 00

France

Boehringer Ingelheim Animal Health France, SCS
29, avenue Tony Garnier

69007 Lyon

Tél : +33 47272 3000
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Magyarorszag

Boehringer Ingelheim RCV GmbH & Co KG
Magyarorszagi Fioktelep

Lechner O. Fasor 10.

H-1095 Budapest

Tel: +36 1 299 8900

Malta

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, il-Germanja
Tel: +353 1291 3985

Nederland

Boehringer Ingelheim Animal Health Netherlands bv
Basisweg 10

1043 AP Amsterdam

Tel: +31 20 799 6950

Norge

Boehringer Ingelheim Animal Health Nordics A/S
Weidekampsgade 14

DK-2300 Kebenhavn S

TIf: +47 66 85 05 70

Osterreich

Boehringer Ingelheim RCV GmbH & Co KG
Dr. Boehringer Gasse 5-11

A-1121 Wien

Tel: +43 1 80105-6880

Polska

Boehringer Ingelheim Sp. z 0.0.
ul. Jozefa Piusa Dziekonskiego 3
00-728 Warszawa

Tel.: +48 22 699 0 699

Portugal

Boehringer Ingelheim Animal Health Portugal,
Unipessoal, Lda.

Avenida de Padua, 11

1800-294 Lisboa

Tel: +351 21 313 5300


https://www.google.pt/search?q=boehringer+ingelheim+animal+health+portugal+unipessoal+lda&sxsrf=ALeKk01F6l1gD1nNvYVLjzxkx9rSVWJ4-w%3A1627398363457&source=hp&ei=2yAAYdjuGICg1fAPj8iFuA0&iflsig=AINFCbYAAAAAYQAu6xTBs-ONMsvdGa9AS7MgD7S5Oz7o&gs_ssp=eJwVx00OgyAQQOG41UuwcC8_NSBH6C2GzhRIECxiyvFrNy_fG6fFL6K9P2v_Kj7YmXcUm5JyWw06o7WzvINApxRJQ9pIfD2e1hUKNWZPlf2bAsWdQY47JBYIUgvsKLVd_v4rx4POs9xMCD97tiUT&oq=boehringer+ingelheim+a&gs_lcp=Cgdnd3Mtd2l6EAEYATICCAAyCAguEMcBEK8BMgIIADICCAAyAggAMgIIADICCAAyAggAMgIIADICCAA6BwguECcQkwI6BAgjECc6BAgAEEM6BwguELEDEEM6CAgAELEDEIMBOgoIABCxAxCDARBDOgQILhBDOggILhCxAxCTAjoCCC46CgguEMcBEK8BEAo6BAgAEAo6BwguEEMQkwI6BwgAELEDEEM6BQguELEDOgoILhDHARCvARBDOgsILhDHARCvARCTAjoNCC4QxwEQrwEQQxCTAlChBlj6KmDWOmgBcAB4AoABtQOIAcgnkgEKMC4xNi43LjAuMpgBAKABAaoBB2d3cy13aXo&sclient=gws-wiz

Hrvatska

Boehringer Ingelheim RCV GmbH & Co KG
Dr. Boehringer Gasse 5-11

A-1121 Bec, Austrija

Tel: +385 1 2444 600

Ireland

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, Germany
Tel: +353 1291 3985

Island

Vistor

Horgatn 2

210 Gardabeer

Simi: + 354 535 7000

Italia

Boehringer Ingelheim Animal Health Italia S.p.A.

Via Vezza d'Oglio, 3
20139 Milano
Tel: +39 02 53551

Kvmpog

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, I'eppavia
TnA: +30 2108906300

Latvija

Boehringer Ingelheim RCV GmbH & Co KG
Latvijas filiale

Dr. Boehringer Gasse 5-11

A-1121 Viena, Austrija

Tel: +371 67 240 011

17. [onbanurteana nndopmauus

Romaénia

Boehringer Ingelheim RCV GmbH & Co KG
Sucursala Bucuresti

Dr. Boehringer Gasse 5-11

A-1121 Viena, Austria

Tel: +40 21 302 28 00

Slovenija

Boehringer Ingelheim RCV GmbH & Co KG
Podruznica Ljubljana

Dr. Boehringer Gasse 5-11

A-1121 Dunaj, Avstrija

Tel: +386 1 586 40 00

Slovenska republika

Boehringer Ingelheim RCV GmbH & Co KG, o.z.
Dr. Boehringer Gasse 5-11

A-1121 Vieden, Raktsko

Tel: +421 2 5810 1211

Suomi/Finland

Vetcare Oy

PL/PB 99

24101 Salo

Puh/Tel: + 358 201443360

Sverige

Boehringer Ingelheim Animal Health Nordics A/S
Weidekampsgade 14

DK-2300 Kebenhavn S

TIf: +46 (0)40-23 34 00

United Kingdom (Northern Ireland)
Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, Germany
Tel: +353 1291 3985

3a ctuMynupaHe Ha aKTHBEH UMYHHUTET CpeIly BUpyca Ha 3a00IIBaHeTo Tpecka oT 3amaieH Hwit.

Bakcunannusr mam vCP2017 e pekomOMHaHTeH canarypox BUpyc, u3passsail preM/E renu Ha
BUpyca Ha Tpecka oT 3anajgeH Hun. Cnen uHOKyanus BUPYChT HE ¢€ MYJITUILUIMLMPA B KOHETE, HO
eKcIipecupa MPOTEKTUBHU NMpoTenHu. KaTo pe3ynrar Te3u npoTenH! HHAYIHNPAT P KOHETe
NPOTEKTUBEH UMYHHUTET Cpelly 3a00NsaBaHeTO Tpecka oT 3anaaeH Hut.
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