INPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Purevax RCP nuodunuzar u pa3TBOpUTEN 32 HHKEKLIIMOHHA CYCIICH3US

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB
3a no3a or 1 ml wium 0,5 ml:

AKTHBHH BelllecTBA:

ATeHynpaH xeprecBupyc Ha Koremku puHotpaxeut (FHV F2 mam) .......ccccceeveveviveenane, > 10*° CCIDs!
Wuaktuupan xoreniku kanmumsupyc (FCV 431 u FCV G1 mamoBe) aHTHICHM .......... >2,0 ELISA U.
ATtenyupas Bupyc Ha kotemka nariaeBKOIeHHs (PLIIV) ... > 10%° CCIDso!

! kneTpuno Kynrypanna nosa 50%

IloMouiHu BemecTBa:

KauyecTBeH cheTaB Ha moMouIHUTE BellecTBa | KosmuecTBeH cheTaB, ako Ta3u HHGoOpManus
U JIPYTUTE CbCTABKH € Ba)KHA € orJie]] HA MPABUJIHOTO NMpUJarafHe
HA BeTEPUHAPHUS JI€KAPCTBEH MPOAYKT

JInodpuimzar:

Sucrose

Sorbitol

Dextran 40

Casein hydrolysate

Collagen hydrolysate

Dipotassium phosphate

Potassium dihydrogen phosphate

Potassium hydroxide

Boz[a 3a HHXKCKIINHN

Pa3rBopuTen:

Water for injections g.s. 1 ml unm 0,5 ml

Jlnodunusar: poHIUBa MENeTa, XOMOTEHHA OT OeXO0Ba 110 Osi1a.

Pa3stBopuTen: OUCThp OC3LBETEH Pa3TBOP.

3. KIMHNYHA UHOOPMALUA

3.1 Bunaose :KUBOTHH, 32 KOUTO € nmpeanazHavyeH BJIII

Kotku.

3.2 TIloka3anus 3a ynorpeda 3a BCeKU BU/I dKUBOTHH, 32 KOITO € NpeJHA3HAYeH MPOAYKTHT
AKTHBHA UMYHH3AIMS HA KOTKU Ha 8-CEIMUYIHA BH3PACT U MO-TOJICMH:

- Cpellly KOTEIKH BUPYCEH PUHOTPAXEUT, 33 PeAyLUPAHE HAa KIMHUYHUTE NPU3HALIH,

- cpeily KaJIuuuBUPpyCHA I/IH(I)GKLII/IH, 34 peaAyluupaHe Ha KIMHUYHUTC MIPpU3HAIH,
- Cpeuly KOTCIIKa MaHJICBKOIICHHW, 3a IPEAINIa3BaHE OT CMBbPTHOCT U KIIMHWUYHU NIPHU3HAIIA.
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Hauano na umyHureTa: 1 ceiMuIia ciieji HaYaTHUST BAKCHHAIIMOHEH KYypC.

[IpoabKUTETHOCT HA UMYHHTETA: | TOMHA ClIe/] HAYaTHUSI BAKCUHAIIMOHECH KYPC U 3 TOJUHHM CIIE]T
MOCIICIHATA PEBAKCHHAITHS.

3.3 IIporuBomokazaHus

Hsama.

3.4 CneuuajHu npeaynpe:xkaeHust

Jla ce BAKCHHUpAT caMO 37IpaBH KUBOTHH.

3.5 CrhenuajaHu mpeana3sHu MepKH NpH ynorpeda

Crierna Hy Tpena3Hi MEepKH 3a 6e3omacHa yrnoTpeda Ipu BHIOBETE dKUBOTHH, 32 KOUTO €

npennasHauen BJIIT:
He e npunoxumo.

CrienuaiHy IpeIna3Hi MEPKH 3a JIWIATA, MPUIaraliii BeTePHHAPHYS JICKApCTBEH MPOIYKT Ha
JKUBOTHUTE:

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

CrielmatHy Ipena3Hu MEPKH 3a 3allliTa Ha OKOJIHATA cpefia:
He e npunoxumo.

3.6 Heb6JaronpusiTHU peakuuu

Korku:
Yectu Anatys, aHOPEKCHS, XHIepTepMHus’.
(1 mo 10 na 100 TpeTHpaHu >KUBOTHH): Peakiiun B MSICTOTO Ha MHXEKTHpaHeTO (OoJika,
chpOeEK, OTOK ).
Heuectn Peakiust Ha CBPbX4yCTBUTEIHOCT .,

(1 mo 10 ma 1 000 TpeTHpaHN KUBOTHH):

MHoro peaku IMospsiane®,

(mo-manko ot 1 ma 10 000 TpeTupanu
YKUBOTHH, BKJIFOUHTEITHO U30JUPAHH
CHOOIICHHS ):

1 0OUKHOBEHO IpoabKaBatr 1 unu 2 qHu.

2 cnaba GoIKa MpH MaInanus, ChpOeK WK OrpaHUYEH OTOK, KOMTO U34€3BaT B PaMKMTE Ha 1 um 2
CEIMMITN Hal-MHOTO.

% MOYe J]a M3UCKBA MOIXO/ANIa CHMITOMATHYHA TEPAIIHS.

4 npeauMHoO B pamkuTe Ha 24 110 48 yaca.

Cpo0maBaHeTo Ha HEOJATONPUATHHU PEaKIUU € BaKHO. ToBa MO3BOJISIBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30MmacHOCTTa Ha BETEPHHAPHHUS JICKapCTBEH NpoayKT. ChoOmeHusTa TpsiOBa aa ce u3mpamiar, 3a
MIpeNoYUTaHe Ype3 BETEPUHAPEH JIeKap, WU Ha MIPUTEXATENs Ha Pa3pelIeHneTo 3a ThPTOBHS WA Ha
MECTHHSI My TIPE/ICTAaBUTEI, FJTH HAa HAITMOHAHHUSI KOMIIETEHTEH OpraH upe3 HallMOHaJTHATa CUCTeMa 32
chOoOIIaBaHe. 3a ChOTBETHHUTE TaHHU 32 BPBh3Ka BIDKTE JIUCTOBKATA.



3.7 Ynorpeda no BpeMe Ha GpeMEHHOCT, JIAKTALUsI WU sTiilleHOCEeHe
He ce npuara mo BpeMe Ha 1ejus epro;] OT OPEMEHHOCTTA U 10 BpEeMe Ha JTaKTaIlHsl.

3.8 BzammopneiicTBHE ¢ IPYTH BeTePHHAPHU JIeKAPCTBEHU MPOLYKTH U Apyru ¢popmu Ha
B3auMo/elicTBHe

Hanununurte naHHu 3a 6€30MacHOCT U €(pUKACHOCT COYaT, Y€ Ta3h BAaKCHHA MOXeE J1a Ob/ie CMecBaHa U
npuiarana ¢ BakcuHa Ha Boehringer Ingelheim 6e3 amkyBaHT cpeliry KOTEIIKa JIEBKEMUS W/HIIH 14 Ce
npuiiara B ChIIUs JIeH, HO 0e3 1a ObJie cMecBaHa ¢ aJUKyBaHTHA BakcuHa Ha Boehringer Ingelheim
cpetry Osic.

Hanuunute qaHHM 3a 6€30MaCHOCT U epUKACHOCT COYaT, Y€ Ta3h BAaKCHHA MOXeE J1a Ob/ie CMeCBaHa
npuiarana ¢ Bakcuda Ha Boehringer Ingelheim 6e3 apkyBanT cpery 6sic.

Hsma nannyna nadopmarms 3a 6€30mMacHOCTTa ¥ €UKACHOCTTA OT CHbBMECTHOTO M3IIOJI3BAHE HA Ta3H
BaKCHHA C IPYTH BETEPUHAPHU JIEKAPCTBEHN IIPOAYKTH, OCBEH NocoueHUTe no-rope. Ilopaau tazu
NpUYKHA IPUJIAraHeTo Ha Ta3W BaKCHHA MPEIU WIIH CIIe]] yIoTpedaTa Ha IpyT BETepHHAPEH
JIEKapCTBEH MPOJYKT TPsIOBA Ja ce MPeLeHH CIIope]] HHANBUIYAITHUS CITy4ai.

3.9 HauywuH Ha MpUJIOKEHHE U T03HPaBKa
[MoaxoXXHO TPHITIOKEHHE.

PasTBOpeTe BHMMATEIIHO BAKCUHATA, 32 /1a TIONYYUTE XOMOT€HHA CyCIIEH3Us C OTpaHH4YeH Opoi
MexypueTa.
Busyanen Bup ciies; pa3tBapsiHe: OucTpa O1eI0KbIITa CYCIISH3USI.

Crnen pastBapsire Ha tuoduamnsara ¢ 0,5 ml wim 1 ml ot pasrBopurens (B 3aBUCUMOCT OT n30paHaTa
Npe3eHTaIys ), MIKEeKTHpalTe | 103a OT BakCHHATa, ChIIIACHO CIIeTHAaTa BAKCHHAITHA CXeMa!

Hauasnen BakcuHallMOHEH KypcC:
- IEPBO UHXKEKTHPAHE: OT 8-CeIMUYHA BH3PACT,
- BTOPO MHXEKTUpaHe: 3 10 4 ceAMHIIN O-KBCHO.

Koraro ce mpenmnonara HaiM4re Ha BUCOKH HUBA HAa MaWYMHU aHTHTENA CPEILy PUHOTPAXCHT,
KaJIMIIUBUPO3a WM TAaHJICBKOTICHHUSI KOMITIOHCHTHUTE (T.€. TIPY KOTeHIa Ha 9 10 12-ceiMUYHa BB3pacT,
POJICHU OT MalKH, KOUTO Ca BAKCUHHUPAHH MPeIu OPEMEHHOCTTA WIIH/U IPEIBAPUTEIIHO ca OWIIN B
KOHTaKT HIIM C€ MpeJIroiara, 4e ca OMiy B KOHTAKT C Te3H MaToreH(H)), HaYalHUs BAKCHHAIIMOHEH
Kypc Tps0Ba 1a Ob11e 3a0aBeH 10 12-cemMuyHa BB3pacT.

PeBakcunanus.

- I’bpBaTa PeBaKCHHAIUS TPsAOBa J1a O'bJIc HAIIPABCHA €/IHA TOAMHA CJIC]] HAYaJTHUS
BaKCHHAIIMOHEH KYypC,

- CJIeJIBAIUTE PEBAKCUHAIIMH: HA HHTEPBAIU OT JI0 3 TOAMHHU.

3.10 CumnToMu Ha mpeao3upaHe (M KOraTo € NPUJI0:KUMO — NMPOLETYPH HA JielicTBHE MPH
CIELIHH CJIyYau ¥ AHTHOTH)

He ca naGmromaBanu Apyry HEOIArOMPUATHN PEAKITUN, OCBEH TE3H, IOCOYEHU B TOUKa 3.6
,,HeOJIaronpusITHN peakiyy’”’, ¢ U3KITIOUCHHE Ha XUTIEPTEPMHUSI, KOSITO MOKE JIa MPOABIDKA 5 JTHH.

3.11 CneuuanaHu orpaHnvyeHus 3a ynorpeda u crienaJHH YCJIOBUS 32 yNOTPeda, BRIIOYNTETHO
OrpaHNYeHMs 32 ynoTpedaTa HA AHTUMHMKPOOHH M MPOTHBONAPA3ZUTHU BeTePUHAPHHI

JIEKAPCTBCHHU NMPOAYKTH, C 1I€JI A C€ OrPAHUYH PUCKDBT OT PAa3BUTHE HA PE3UCTCHTHOCT

He e mpuioxumo.



3.12 KapeHTHH cpoKoBe

He e npunoxumo.

4, UMYHOJIOI'NMYHA UHOOPMALIUSA
4.1 BerepuHapeH jJekapcTBeH aHaToMo-TepaneBTu4eH ko (ATCvet Code): QI06AH09

Bakcuna Cpelly BUPYCCH PUHOTPAXCUT, KAJIMIMUBUPO3a U MIAHJIICBKOIICHHUA TP KOTKH.
CTI/IMyJII/Ipa U3rpaX1aHe Ha aKTUBECH UMYHHUTET CPCITY XEPIIECBUPYCECH PUHOTPAXCUT, KAJIMIITUBUPO34a,
U MAaHJICBKOIICHUS TP KOTKU.

BerepuHapHUAT JIeKapCTBEH MPOAYKT € MOKa3aH 3a HaMaJIsIBaHE €KCKPENUATA Ha KOTEIIKA
KaJIUIIUBUPYC, OT HAYaJIOTO HAa IMYHHUTETA U 32 | TOMHA CIe] BAKCUHAIUATA.

5. DAPMAIIEBTUYHU JAHHHU
5.1 OcHOBHH HECHBMECTHMOCTH

He cMecBaiite ¢ apyr BeTepuHapeH JEKapCTBEH MPOIYKT C U3KITIOYCHUE HA PA3TBOPHUTEIS,
NPEIOCTABEH 3a YIOTpeda ¢ BEeTepUHAPHHUS JICKAPCTBEH MPOAYKT M C U3KIIOYCHUE HA TE3U OMUCAHU B
T. 3.8 mmo-rope.

5.2 Cpok Ha rogHocT

Cpok Ha TOJHOCT Ha KpailHUs BeTepUHApeH JIeKapCcTBEH NpoayKT: 18 mecena.
Cpok Ha FOZHOCT CJIefl pa3TBapsiHE B ChOTBETCTBUE C MHCTPYKLMUTE: U3I0JI3BaliTe He3a0aBHO.

5.3 Cneuuajnu ycjaoBusl 32 CbXpaHeHHe

Ila ce chxpaHsBa ¥ TPAHCIIOPTHPA B oxjaaeHo cherosaue (2 °C — 8 °C).
Jla ce ma3u OT CBETJIMHA.
[a He ce 3ampassiBa.

5.4 Bwuau cbCcTaB HAa MLPBHYHATA ONMAKOBKA

CropriteH duakon Tur |, ceaspikai 1 go3a auodunusar u crekieH uakon Tvi |, ceappikart 1 ml win
0,5 ml pastBoputen. Bceku ¢uiakoH € 3aTBOPEH ¢ Tana OT OyTHIIOB €7acTOMED, MIOKPUTA C
aJlyMUHHEBA WM IJJACTMAcOBa KarcyJia.

[TnactmacoBa kyTusi, ceabpxkaiia 10 guakona ¢ 1 noza muoduimsat u 10 puakona ¢ 1 mi
Pa3TBOPHUTEIL.

ITnactMacoBa KyTHs, chabpikaia 50 ¢urakona ¢ 1 mo3a mumoduimsar u 50 ¢uakona ¢ 1 ml
pa3TBOPUTEIL.

[TnactmacoBa kyTus, ceabpxkaiia 10 guakona ¢ 1 nqoza muodumsat u 10 puakona ¢ 0,5 ml
Pa3TBOPHUTEIL.

[TnactmacoBa kyTusi, ceabpxkamia 50 ¢guakona ¢ 1 noza muodunmzat u 50 puakona ¢ 0,5 ml
pa3TBOpPUTEL.

He Bcwuku pasmepu Ha OommakoBKaTa MOTat aa ObAaT MpeayiaraHu Ha ma3apa.

55 Cneuna.mm MEPKH 324 YHUIIO0KABAHEC HA HEU3IIOJI3BAH NMPOAYKT WIHM OCTATBIM OT HEro



BerepuHapHuTe JeKapCTBEHHU MPOIYKTH HE TPsIOBa 1a ObIaT N3XBBP/ISHU YPe3 OTIIaHH BOIH MU
OUTOBHU OTHAIBIIN.

W3non3eaiiTe mporpaMu 3a BphIIaHE IPY YHUIIOKABAHETO HA HEU3ITOJI3BAHN BETCPUHAPHU
JICKapPCTBEHU MPOIYKTH U OCTATHIU OT TSIX B CBOTBETCTBUE C M3UCKBAHUSATA HA MECTHOTO
3aKOHOAATEJICTBO M C BCHYKH HAIIMOHAIHM CUCTEMH 33 ChOMpaHe, IPUIOKUMHU 32 ChOTBETHHUS
BETEPHHAPEH JICKAPCTBEH IPOIYKT.

6. HUME HA IIPUTEXKATEJISA HA PASPEHLIEHUETO 3A ThPI'OBUSA

Boehringer Ingelheim Vetmedica GmbH

7. HOMEPA HA PAPEHIEHUETO 3A ThbPT'OBUSA

EU/2/04/052/001-004

8. JATA HA TbPBOTO U3JABAHE HA PASPEHIEHUETO 3A ThbPI'OBUSA

JlaTa Ha TBPBOTO W3/1aBaHEe Ha pa3pemeHneTo 3a Thpropus: 23/02/2005

9.  JIATA HA MOCJIEJHATA PEJAKIMS HA KPATKATA XAPAKTEPUCTHKA HA
MPOJIYKTA

MM/ITIT

10. KJIIACU®UKAIIUS HA BETEPUHAPHUTE JIEKAPCTBEHU NTPOJAYKTHU
Ja ce oTmycka caMo MO JISKapCKO MPEeIICaHue.

[TonpoOHa uH(pOpMAaITUs 3a TO3U BETSPUHAPEH JICKAPCTBEH MPOYKT MOXKE Ja HaMepuTe B 0azara JaHHU
na Cpro3a otHocHo npoaykrute. (https://medicines.health.europa.eu/veterinary).



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

NMPUJIOKEHMUE 11

APYI'U YCJIOBUA U UBNCKBAHUSA KbM PASPEIIEHUETO 3A ThPI'OBUSA

Hsama.



INPUJIOKEHHUE 111

ETUKET U JINCTOBKA



A.ETUKETH



NHOOPMAIUSA, KOATO CE N3IIMCBA BbPXY BHbHIIIHATA OITAKOBKA

ILnacTmacoBa kyTus ¢ 10 ¢puiakona auopuiausat u 10 giakona pazTBopuret
IInactmacoBa kyTus ¢ 50 ¢urakona auopuiauszat u 50 ¢paakona pasTeopurten

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Purevax RCP nuodunmzar u pa3TBOpUTEN 32 HHKEKLUOHHA CYCIICH3HSL.

‘ 2. KOJMYECTBO HA AKTUBHUTE BEIIECTBA

3a no3a ot 0,5 ml wim Iml:

FHV (F2 LHAM) 1o eeeeeeeesee e eeseeseeseeseeesees e s e essesseeseesseesseeeeessseseeseeeseee e > 10*° CCIDso
FCV (431 1 GL ILAMOBE) «..oveevvveeoeeeeeeeesesseeseeesseesssssessessessseeseessssseeeessesessesssessesseee >2,0 ELISA U.
FPV (PLITV) oo sees e s ssees e sses e s s sees s > 10>5 CCIDso

‘ 3. PABMEP HA OITAKOBKATA

JInodmmmzar (10 X 1 no3a) + pazrBoputen ( 10 X 1 ml)
JImodumuzar (50 X 1 go3a) + pasreoputen ( 50 X 1 ml)
JInodumusar (10 X 1 mo3a) + pasreopuren ( 10 X 0,5 ml)
JInoumusat (50 X 1 mo3a) + pazreoputen ( 50 X 0,5 ml)

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

KoTtkmn.

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. METOJA 1 HAYUH HA TPUJIOKEHUE

TToIKO’KHO HUHXKEKTHUPaHE.

‘ 7. KAPEHTHUE CPOKOBE

| 8. CPOK HA FTOJHOCT

Exp. (ma/mm/rrrT)
Cren pa3TBapsHe: M3IM0JI3Ba He3a0aBHO.

‘ 9. CIHIEHUAJIHU YCJIIOBUA 3A CbXPAHEHUE

Ja ce cpxpaHsBa 1 TPaHCIIOPTHPA B OXJIAIEHO ChCTOSHUE.
Jla ce ma3u oT CBETJIMHA.
Ha ue ce 3ampassna.
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‘ 10. HAANUCDHT ,,JIPEU YIIOTPEBA NIPOYETETE JIJUCTOBKATA*

[penu ynoTpeda nmpoyereTe IMCTOBKATA.

‘ 11. HAANUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Cawmo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.

12. HAINHUCDHT “JA CE CbXPAHSABA JAJIEY OT NIOI'VIEAA U HA HEJOCTBITHU
3A JEIIA MECTA”

I[a CC ChbXpaHsBa AaJjicd OT Norjicaa U Ha HCAOCTHIIHU 3a 1€1a MECTaA.

13. HUME HA IIPUTEXATEJISI HA PASPELHIEHHUE 3A ThbPI'OBUSA

Boehringer Ingelheim Vetmedica GmbH

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

EU/2/04/052/001 JInopuausar (10 x 1 mo3a) + pasreoputen (10 x 1 ml)
EU/2/04/052/002 JInodpuauzar (50 x 1 mo3a) + pasreopuren (50 x 1 ml)
EU/2/04/052/003 JTnodumusar (10 x 1 go3a) + pasrBopuresn (10 x 0,5 ml)
EU/2/04/052/004 JTunodmmusar (50 x 1 mo3a) + pasreopuren (50 x 0,5 ml)

15. TAPTHJAEH HOMEP

Lot {Homep}
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MHUHUMYM UHO®OPMAILIUA, KOATO TPABBA A BBJAE U3IIMCAHA BBPXY
MAJIKH OITAKOBKH BMII, KOUTO CbABPKAT EAUHUYHA JO3A

DjakoH ¢ anoPpuiauzar

‘ 1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Purevax RCP

(4

‘ 2. KOJMYECTBO HA AKTUBHUTE BEILIECTBA

1 mo3a
0,5 ml ymm 1 ml

‘ 3. ITAPTUJIEH HOMEP

Lot{nomep}

| 4. CPOK HA TOJIHOCT

Exp. {mn/mm/rrrT}
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MHUHUMYM UHO®OPMAILIUA, KOATO TPABBA A BBJAE U3IIMCAHA BBPXY
MAJIKH OITAKOBKH BMII, KOUTO CbABPKAT EAUHUYHA JO3A

DJIaKOH ¢ pa3TBOPHUTEI

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH ITPOAYKT

Purevax RCP pa3ztBopuren

7]

‘ 2. KOJMYECTBO HA AKTUBHUTE BEILIECTBA

0,5 ml w1 ml

‘ 3. INAPTUJIEH HOMEP

Lot{romep}

| 4. CPOK HA TOJHOCT

Exp. {a/mm/rrrr}
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B. JUCTOBKA
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JIMCTOBKA:
1. HaumeHoBaHue HA BeTepUHAPHUS JeKAPCTBEH NPOIYKT

Purevax RCP nuo¢unusar u pa3TBOPUTEIN 32 HHKEKIIHOHHA CYCIICH3HSL.

2. ConcraB
3a go3a ot 1 ml umu 0,5 ml:

AKTHBHM BelllecTBA.

Jluopuauzar:

ATtenyupas xeprecBupyc Ha KoTelnku puHoTpaxeut (FHV F2 mam) ..o > 10*° CCIDso!
Wuaktuupan koreniku kanmumusupyc (FCV 431 u FCV G1 mamoBe) aHTHICHM .......... >2,0 ELISA U.
ATtenyupan Bupyc Ha kotenka narieBKOeHHs (PLI V) ... > 10%° CCIDso!

! knerbunO KynTypanHa uedpeKMo3Ha 103a 50 %

Pa3rBopuren:
BOJI8 38 HHIKEKLIMM ... vveevveeiveeeeseeesstesssttessatesssbasssseessbesssseessstesssseessstesssbesssstsssstessssens 10 1 ml wm 0,5 ml

JlmodunmsaT: poHIHBa TeNeTa, XOMOTCHHA OT 0eXoBa 110 Osia.
PastBopuTen: OucThp, O€31BETEH Pa3TBOP.

3. Bujose :KUBOTHH, 32 KOUTO e npeanasnadyen BJIII
Kotku.
4, Iloka3anus 3a ynorpeda

AKTHBHa UMYHH3aIIMs HA KOTKH Ha 8-CEIIMUYHA BH3PACT U TO-TOJICMHU:

- Cpellly KOTEIIKU BUPYCEH PUHOTPAXEUT, 3a peAylupaHe Ha KIMHUYHUTE IpU3HAaIH,

- Cpelly KaluIMBUPYCHA UH(EKIINs, 32 pelyllupaHe Ha KIMHIYHUTE TPU3HAILIY,

- CpeIy KOTeIIKa MaHIeBKOMEHHs, 3a MPe/la3BaHe OT CMbPTHOCT U KIMHIUYHU MPU3HAIIH.

Hauamno na HMYHHUTCTA: 1 ceamuiia Cjaea Ha4YaJIHUA BAKCMHAIITUOHCH KYPC.

HpO,Z[’LJ'DKI/ITCJ'IHOCT Ha UMYHUTCTA!: 1 TroauHa CJie] HadaJlHUA BAKCUHAITUOHCH KYpC U 3 TOAWHU CJICH
rnocjeaHara peBakCUHaIus.

5. IIporuBonokazanus
Hsama.
6. CrnenuaaHu npeaynpexieHus

I[a CC BAKCHHHPAT CaMO 3paBu KUBOTHH.

CHCLII/IaJ'IHI/I npéanasoi MCpKHU, KOUTO TD$16Ba Ja B3EMEC JIMIICTO, IMpujaaraimo BETCPUHAPHUSA JICKAPpCTBCH
IOPOAYKT HA )KUBOTHUTEC:

HpI/I cnyqaﬁHo CaMOUWHXKCKTHUPAHC He3a0aBHO Ja C€ NOTbpPpCU MCAULIMHCKU CBBET, KATO HaA JICKApPs CC
npeaoCTaBu JIMCTOBKATA NJIM CTUKETA HAa IPOAYKTaA.
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BpeMeHHOCT 1 nakTarms:
He ce mpuara no Bpeme Ha HENHUAT IEpUO OT OPEMEHHOCTTA U TIO BpeMe Ha JIaKTaIusl.

BzaunMoseiicTBre ¢ Ipyrd BETePHHAPHU JEKAPCTBCHU OPOAYKTH U APYTH GOpMHU HA B3aMOIEHCTBHE:
HannunuTe qanHu 3a 6€30MaCHOCT U e(pHUKACHOCT COYAT, ue Ta3u BaKCHHA MOXeE J1a Ob/ie CMECBaHa
npuiarana ¢ Bakcuaa Ha Boehringer Ingelheim 6e3 amkyBanT cpely KOTeIKa JIEBKEMUS H/HMIH Ja Ce
npuiiara B ChIIUs JIeH, HO 0e3 J1a ObJie cMecBaHa C a/UKyBaHTHaTa BakcuHa Ha Boehringer Ingelheim
cpetry Osc.

Hannunute qanHu 3a 6€30MaCHOCT U e(pHKACHOCT COYaT, Ye Ta3h BAaKCHMHA MOXe J1a Ob/ie CMeCBaHa
npuiarana ¢ Bakcuaa Ha Boehringer Ingelheim 6e3 amkyBanT cperry 6sc.

Hsima Hannvna nadopManus 3a 6€30MacHOCTTa ¥ epUKACHOCTTa OT ChBMECTHOTO M3MOJI3BAHE HA Ta3u
BAKCHHA C JIPyT'M BETEPUHAPHH JIEKAPCTBEHH MPOAYKTH, OCBEH MTOCOYeHUTE mo-rope. [lopamu tasu
IPUYKHA, TPUIATAHETO Ha Ta3W BAKCHUHA MPEIN WK CIIe] yIoTpebaTa Ha IpyT BeTepHHAPEH
JIEKApCTBEH MPOAYKT TPsiOBa Ja Ce MPELEHH CIIOPE/ HHANBUAYATHUS CITyYaii.

IIpenosupane:
He ca maOnronaBanu Apyru HEOIArOMPHUSITHU PEaKIUU, OCBEH TE3H, OTOCNISI3aHH B T.

,,He6HaFOHpI/I$ITHI/I peaKI_[I/II/I“, C U3KJIFIOYCHHUEC Ha XUTICPTCPMUA, KOATO MOXKE [1a TPOABbJIKA 5 JHH.

OCHOBHH HECHBMECTHMOCTH:

He cmecnaiite ¢ npyr BeTeprUHApEH JIEKApPCTBEH MPOAYKT C U3KIIOUEHHUE HA Pa3TBOPUTETIS,
MIPEIOCTaBEH 3a YIoTpeda ¢ BeTepHHAPHUS JIEKAPCTBEH MPOAYKT U C U3KITIOUYEHUE Ha TE3W OMMCAHU
Mo-Tope.

1. HeOnaronpusiTHu peakuuu
Kotku:

Yectu (1 10 10 Ha 100 TpeTHpPaHM )KUBOTHH):
Anarus, aHOpPEKCHsl, XUMIEPTEPMHUSL.
Peakiuy B MSCTOTO Ha MHKEKTHPAHETO (60JKa, ChpOeK, OTOK )2.

Heuectn (1 10 10 Ha 1 000 TpeTHpPaHU )KUBOTHH):
Peakiust Ha CBPbX4yCTBUTEIHOCT .,

MHoro penku (mo-majako ot 1 Ha 10 000 TpeTHpaHu )KUBOTHHU, BKJIIOYHTETHO U30JIUPAHT
CHOOIIEeHHUs):
IMoBpbiane®,

1 0OUKHOBEHO IpoabKaBatr 1 unu 2 qHu.

2 cnaba GoIKa MpH Maananus, ChpOeK WK OrpaHUYEH OTOK, KOMTO U34e3BaT B PaMKMTE Ha 1 um 2
CEeIMULIM HAali-MHOTO.

% MOYe J]a M3UCKBA MOIXOAIIa CHMITOMATHYHA TEPAIIHS.

4 npeauMHoO B pamkuTe Ha 24 110 48 yaca.

CpoOmiaBaneTo Ha HEOIATONPUATHHI PEaKINU € BaKHO. ToBa MO3BOJIsIBA HETIPEKHCHAT MOHUTOPUHT Ha
Oe3omacHOCTTa HA MPOAYKTa. AKO 3a0eNeKnuTe HAKAKBU HEOJIArONpHUsITHU PEakiiy, BKIIOUYUTEIHO U
TaKWBa, KOUTO HE Ca OMMCAHH B Ta3W JINCTOBKA MJIM MUCITUTE, Y€ BETEPUHAPHUS JIEKAPCTBEH MPOIYKT
HE JCICTBa, CBBPXKETE Ce MMEPBO ¢ Bammst BeTeprHapeH Jiekap. MokeTe ChINo 1a chobmaBare
HeOJIaronpusTHH PeakL Ha IPUTEXKATEIs Ha Pa3pellieCHUETO 32 ThProBUsl, MECTHHUS MPEICTaBUTEIN
Ha MPUTEXKATENs1 Ha pa3peleHneTo 3a ThPrOBHs, KaTo U3M0JI3BaTe JaHHUTE 32 KOHTAKT B Kpas Ha Ta3u
JUCTOBKA WK Ype3 Bamara HarmoHanHa cucTeMa 3a ChoOIIaBaHe!

{moapoOHOCTH 32 HAIMOHAIHATA CUCTEMA | .

8. I[o:mpomca 3a BCCKHU BU/I )KUBOTHO, HAYUHU U ME€TO/1 HA MPUJI0KCHUE
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TToiKOXXHO NPUIIOKEHUE:

Cunien pasztBapsire Ha moduamnsara ¢ 0,5 ml wim 1 ml ot paszrBopurens (B 3aBUCUMOCT OT H30paHaTa
Hpe3eHTAlNs), HHKEKTHpaiiTe | 103a OT BaKCHHATA, CHIIACHO CIIEHATA BAKCHHAIHA CXeMa:

Hauanen BakcHHalMOHEH KypC:
- ITEPBO HHKEKTHPAHE: OT 8-CEIMUYHA Bh3pacT,
- BTOPO WHXEKTHUpPaHE: 3 10 4 CEIMHUIIH TTO-KHCHO.

Koraro ce mpeamnosnara Haau4dyue Ha BUCOKM HMBA HA MAaYMHU aHTUTENA CPEILy PHUHOTPAXEUT,
KaJIMIMBUPO3a W MTAHIEBKOIIEHHUS KOMIIOHEHTHTE (T.€. IpH KoTeHna Ha 9 o 12-ceqmudHa BB3pacT,
PO/IeHH OT MaiiKH, KOUTO ca BAKCHHUPAHH IPpey OPeMEHHOCTTA WIIH/U NIPEBAPUTEIHO ca OMIIH B
KOHTAaKT WJIM c€ Tperoara, 4e ca O B KOHTAKT C TE3U MaToreH(1)), HaualHus! BAKCHHAIIMOHEH
Kypc Tps0Ba aa Obae 3a0aBeH 10 12-ceaMuyHa BB3PACT.

PeBakcunanus:
- IbpBaTa peBaKCHHAITUS TpsiOBa /1a Ce HAIpaBW €/IHA TOJMHA CJIe]] HAaYaJTHUS BaKCUHAITNOHCH

Kypc,
- CJIeABAIIUTEC pCBAKCUHAIIMN: HAa UHTCPBAJIU OT 1O 3 TOAWHHA.

9. CbBeTH 32 IPABUJIHOTO NPWIATAHE HA MPOAYKTA

PasTBopeTe BHHUMATCIIHO BaKCUHATA , 3a Jia C€ IOJYYHUTC XOMOI'€HHA CYCIICH3UA C OT'PaHNYCHO
06pa3yBaHe Ha MCXyp4cTa.
BI/I3yaJ'IeH BBHIICH BUJ CJICA Pa3TBApPAHC: 6I/ICTpa CBCTJIOKBJITA CYyCIICH3H.

10. KapenTHu cpokoBe

He e npunoxumo.

11. Coenuajanu ycjioBHs 3a CbXpaHeHHe

Ja ce cpxpansBa faned OT NOrJieAa U Ha HEOCTHITHH 32 JIela MECTa.

Jla ce cbxpaHsiBa U TpaHCIIOPTUPA B oxJaneHo cherosinue (2 °C — 8 °C).

Jla ce ma3u oT CBETJIHHA.

[a He ce 3ampassiBa.

[la He ce U3M0I3Ba TO3HU BETEPHHAPEH JIEKAPCTBEH MPOLYKT CIE]] U3TUYaHE CPOKA Ha TOIHOCT,
MOCOYEH BHPXY KapTOHA M €THKETA cJie]l CPOKA Ha TOHOCT.

CpoKk Ha rOJIHOCT CJIe/l pa3TBapsiHe, ChITIACHO yKa3aHUsATA: U3ION3BaliTe He3abaBHO.

12, ChnenuaJnu npeanasHd MEPKH NMPH YHUILOKABaHe

BeTepI/IHapHI/ITC JICKAPCTBCHU NPOAYKTHU HC TpH6Ba Ja 6’LZ[3T HU3XBBPJIAHU YPE3 OTIIAAHU BOJAU WA
OuTOBU OTIaabIIH.

W3nomspaiite IIporpamMu 3a BpbIIaHC IIPU YHUIIIOKABAHCTO HAa HCU3MOJI3BAHU BETCPUHAPHU
JICKAPCTBCHU IMPOAYKTH WX OCTATHIHN OT TAX B CbOTBETCTBUE C UBMCKBAHUATA HA MECTHOTO
3aKOHOATCJICTBO U C BCUYKHU IPUIIOKUMHU HAITUOHAIHU CUCTEMU 3a C’LGI/IpaHe. Tes3un MCPKH 1IC
IIOMOT'HAT 3a OIla3BaHC Ha OKOJIHaTa cpcaa.

13. Kaacupukanusi Ha BeTepUHAPHUTE JIEKAPCTBEHH MPOAYKTH
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Jla ce oTimycka camo 10 JIEKapCKO Mpe/IcaHue.

14, Homepa Ha pa3pellieHHETO 32 THPTOBHUS U Pa3MepH ONAKOBKHU
EU/2/04/052/001-004

[InactmacoBa KyTHs, ChABpIKAILA:

10 x 1 moza muodummusat u 10 x 1 ml pasteopuren nmm
50 x 1 mo3a muodmimsar u 50 x 1 ml pazrBopuren win
10 x 1 no3a muodpunmzat u 10 x 0,5 ml pasrBopuren win
50 x 1 mo3a muodwmmsar u 50 x 0,5 ml pasrBopuTer.

He Bcuukn PasMEpu Ha OIMTAKOBKATa MOrat Ja 6’B,I[aT npeajlaranv Ha masapa.

15, [lara Ha mocjegHaTa peJaKUUs HA TEKCTA
MM/ITIT

ITonpoOHa uHOpMaLIKs 3a TO3M BETCPUHAPEH JICKAPCTBEH MPOIYKT MOXKE J1a HAMEPHTE B 0a3ara JaHHU
na Cpro3a oraocHo npoxykrute. (https://medicines.health.europa.eu/veterinary).

16. [danuu 3a Bpb3Ka

IIpurexaTen Ha pa3pelICHUETO 3a ThPTrOBUS.
Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein

I'epmanus

HDOI/IBBOI[I/ITGJ‘I, OTTOBapsIIL 3a 0CB060>K)_'[aBaHeTO Ha NapTUuau.
Boehringer Ingelheim Animal Health France SCS

Laboratoire Porte des Alpes

Rue de I"aviation

69800 Saint-Priest

®paHuus

MectHHI OpeACTaBUTCII M JAHHHW 34 BPH3Ka 34 C’BO6H_IaBaHe Ha npeanojaracMu He6J'IaF01T[)I/IHTHI/I
pCaKnuu:

Belgié/Belgique/Belgien
Boehringer Ingelheim Animal
Health Belgium SA

Avenue Arnaud Fraiteurlaan 15-23,
1050 Bruxelles/Brussel/Briissel
Tél/Tel: + 322 773 34 56

Peny0auka bnarapust

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

A-1121 Buena, ABcTpus

Tel: +359 2 958 79 98

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: +322 773 34 56
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Ceska republika

Boehringer Ingelheim spol. s r.o.
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)\ada

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

Espaiia

Boehringer Ingelheim Animal Health Espaiia,
S.AU.

Prat de la Riba, 50

08174 Sant Cugat del Valles (Barcelona)

Tel: +34 93 404 51 00

France

Boehringer Ingelheim Animal Health France,
SCS

29, avenue Tony Garnier

69007 Lyon

Tel : +33 472 72 30 00

Hrvatska

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

A-1121 Bec, Austrija

Tel: +385 1 2444 600

Magyarorszag

Boehringer Ingelheim RCV GmbH & Co KG
Magyarorszagi Fidktelep

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 1 291 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

Romania

Boehringer Ingelheim RCV GmbH & Co KG
Sucursala Bucuresti

Dr. Boehringer Gasse 5-11

A-1121 Viena, Austria

Tel: +40 21 302 28 00
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Ireland

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, Germany
Tel: +353 1 291 3985

Island

Vistor

Horgatan 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

Kvbmpog

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, ['eppovia
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. Jlonmbanutesana uHdopmanus

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, 0.z.
Dr. Boehringer Gasse 5-11

A-1121 Vieden, Rakusko

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

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

United Kingdom (Northern Ireland)
Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, Germany
Tel: +353 1 291 3985

BerepunapHUAT N1eKapCcTBEH MPOAYKT € MOKa3aH 32 HAaMaJIsiBaH €KCKPEIHATa Ha KOTEIIKH
KaJTUIMBUPYC OT HAYAJIOTO HA UMYHHUTETA U 3a | TOMHA cie]l BAKCHHAIHSTA.
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