INPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Purevax RC J'II/IO(i)I/IJ'II/IBaT 1 pa3TBOPUTCIT 3a MHKCKIIMOHHA CYyCIICH3UA

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
3a no3a ot 1 ml mmum 0,5 ml;
AKTHBHH BellleCTBA:

ATeHIOMpaH BUPYC Ha KOTEIIKH XepreceH punorpaxeut (maM FHV F2) .........cccccevee. > 10*° CCIDsy
WnaktuBupana xoremku kamuuusupyc (mamoBe FCV 431 u G1) aHTUreHH ................ >2,0 ELISA U.
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! kerbuHO KysITypanHa nHpexnrosHa 103a 50%

ITomomHu BemecTBa:

KoumnyecTBen cbeTaB, ako Ta3u nHGopManus
€ Ba)KHA ¢ OrJie]] HA MPaBMJIHOTO NpuUJiaraHe
HA BeTEPUHAPHUSI JIeKAPCTBEH MPOAYKT

KauecTBeH cbCTaB HA MOMOILHUTE BellecTBAa U
APYIruTe CbCTaBKHU

Juogunuzam:

Sucrose

Sorbitol

Dextran 40

Casein hydrolysate

Collagen hydrolysate

Dipotassium phosphate

Potassium dihydrogen phosphate

Potassium hydroxide

Sodium chloride

Disodium hydrogen orthophosphate

Monopotassium phosphate anhydrous

Booa 3a unscexyuu

Pazmeopumen:

Booa 3a unoicexyuu 0o 1 mlunu 0,5 ml

JInmodunmsaT: XoMoreHHa OeK0OBa IeJeTa.
PaztBopuTen: 6MCTHp O6€3IBETEH Pa3TBOP.

3. KJIMHUYHA HH®OPMALUA

3.1 BupaoBe :KMBOTHH, 32 KOUTO e npeaHasHayen BJIII

Kotku.

3.2 Tloka3aHus 3a ynorpeda 3a BCeKH BU/I ’KUBOTHH, 32 KOWTO e MpeHA3HAYeH MPOAYKTHT

AxTHBHa HMMYHH3alllsd Ha KOTKHU CJIC HAaBbPIIBAHC Ha 8-CCZIMI/I‘IHa BB3paACT U ITIO-BB3PaCTHU:



- Cpelry KOTEIIKH BUPYCEH PUHOTPAXEUT, 33 pelylpaHe Ha KIMHIYHUTE MTPU3HALIA,
- Cpelry KaJuIMBHpyCHA HH(EKINS, 32 peAyUpaHe Ha KIMHUYHUTE TPU3HAIIH.

Havano Ha umyHuTeTa: 1 ceMuIa cie/l HauaHUsI BaKCHHAITMOHEH KYypC.

[IpoabIKUTETHOCT HAa UMyHHUTETA: 1 TOAMHA ClIe/] HaYalHUS BAKCHHAIIMOHECH KYPC U 3 TOIUHHM CJIC]T
MOCJICAHATA PEBAKCHHALIHS.

3.3 IIporuBonmokazaHus

Hawma.

3.4 ChnenuajaHu npeaynpexaeHust

Jla ce BakCHMHUpAT caMO 3[[paBH KUBOTHHU.

3.5 ChenuajaHu mpeamnasHu MepKH NpH ynoTpeoda

CrenyaiHy npeana3Hi MepKkH 3a 0e30IacHa yIoTpeda Ipu BUIOBETE JKUBOTHH, 3a KOUTO €

npendasHauyexn BJIIT:
Hama.

CrenyaiHy Mpearna3Hi MepKH 3a JIUIaTa, IpUIaraiy BeTepUHAPHUS JeKapCTBEH MPOAYKT Ha
JKUBOTHUTC.

HpI/I cnyqaﬁHo CaMOUWHKCKTHUPAHEC, He3a0aBHO Aa CC MOTbpPCU MCAUIIMHCKHU CBBET, KATO HA JICKApPA CC
npeaoCTaBu JIMCTOBKATA WJIM CTUKETA HAa IPOAYKTaA.

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

3.6 Heb6garonpusiTHU peakuuu

Korku:
Yectn Anarusi, aHOpeKCHUs M XUIIEpTEpMHUs® .
(1 mo 10 ma 100 TpeTrpaHu >KUBOTHH): Peakiuu B MACTOTO Ha MHXKEKTHPaHETO (O0IIKa,
CBpOEK, OTOK)?,
Heuectn Peaxuus Ha CBPbX4yBCTBUTEIHOCT®

(1 mo 10 ma 1 000 TpeTupanu KUBOTHH):

MHoro peaxu [Mospbuiane®

(rmo-mamko ot 1 ma 10 000 TpeTupanu
YKUBOTHH, BKJITFOUUTEITHO H30JIMPaHU
CHOOIICHHS):

¢ nmpoabmKUTETHOCT 0OUMKHOBEHO | WM 2 JTHH.
? cnaba Gasika Ipu Najmnanus, CbpOexk MM OrPaHMYEH OTOK, KOUTO M34e€3BaT HA-MHOTO B PAMKHUTE Ha
1 wnu 2 ceqMuIIn.

3 MOXKe J1a M3UCKBA [1a C€ TIPUIIOKH MOAXO/AIIA CUMIITOMATUYHA TEPATTHS.
* mpeanuMHO B pamMkuTe Ha 24 10 48 Yaca.

Cro0ImaBaHeTo Ha HEONArOMPHUATHY PEAKIIMU € BaKHO. ToBa MMO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha BEeTEPUHAPHUS JIeKapCTBEH MpoAyKT. ChoOIIeHHATa TPSOBa Aa c€ U3MpaIiar, 3a
MIPEIOYUTAHE Upe3 BETSPUHAPECH JIeKap, WU Ha MIPUTEKATENs Ha Pa3pellicHUETO 32 ThProBUs, UK Ha

MCECTHHA MY NIPEACTABUTEL, WM HAa HAIWMOHAJTHHA KOMIIETCHTCH OpraH 4Ype€3 HalluOHA/JIHATa CUCTEMaA 3a

choOiiaBane. Buwkre Touka ,,JlaHHu 3a Bpbh3ka“™ Ha JIMCTOBKATA.



3.7 Ynorpeda no BpeMe Ha GpeMEHHOCT, JIAKTALUsI WU sTiilleHOCEeHe
He ce npuara mo BpeMe Ha 1ejus epUo/] OT OPEMEHHOCTTA U 110 BpEME Ha JTaKTaIlHsl.

3.8 B3aumopaeiicTBHe ¢ APYrH BeTEPHHAPHH JIEKAPCTBEHU MPOAYKTH U APYrH GopMHu Ha
B3aHMOJeHCTBHE

Hannynu ca qanau 3a 6€30nMacHOCT M e()UKACHOCT, KOUTO JIOKa3BaT, Y€ Ta3H BAKCHHA MOXe Jia ObJe
cMecBaHa M npwiarana c Bakcuna Ha Boehringer Ingelheim 6e3 amxyBaHT cpelry KOTelIKa JIeBKEMUS
W/WIK J1a ce TIpuiiara B ChIIMS JIeH, HO 0e3 1a ObJe cMecBaHa ¢ aJKyBaHTHaA BakchHa Ha Boehringer
Ingelheim cpery Osic.

Hannunu ca nanxu 3a 6e30nacHOCT M €(pUKACHOCT, KOUTO OKa3BaT, Y€ Ta3H BAKCHHA MOXe Ja Oble
cMecBaHa M npuiiarana ¢ BakcuHa Ha Boehringer Ingelheim 6e3 amxyBanT cpeuty osc.

Hsma nannyna nadopMarms 3a 6€30macHOCT U €PUKACHOCT OT CHhBMECTHOTO M3IIOJI3BAHE HA Ta3H
BaKCHHA C IpyT'Y BETEpUHAPHHU JIEKApPCTBEHU MPOIYKTH, OCBEH ITOCOYeHHTE Mo-Tope. [lopanu Tasu
NpUYKHA, TPUIATaHETO Ha Ta3u BaKCHUHA MPEH WIH Clie] yroTpebaTa Ha JpyT BeTepUHAPEH
JIEKapCTBEH MPOAYKT TPsAOBa J1a ce MPereH! CIopel MHANBUIYATHHS CIydaii.

3.9 HauyuH Ha IPHJIOKEHHE U T03UPOBKA
[MoaxoXXHO PHUITOKEHHE.

Pa3TBOpeTe BHUMATEIHO BaKCHHATA, 32 [1a CE MOJTyYH XOMOTCHHA CYCIICH3Hs C OTpaHnuYeH Opoit
Mexypdyera.
BusyalieH BBHIIICH BH/I CJIe]] pa3TBapsAHE: OMCTPa CBETIOXKBIITA CYCIICH3HUS.

Cren pastBapsine Ha nuo¢mimzata ¢ 0,5 ml wim 1 ml ot pazTBopuTesns (B 3aBUCUMOCT OT U30paHaTta
Ipe3eHTaNNs ) MHXKEKTUpaiTe | 03a OT BaKCHHATa, ChIVIACHO ClIeTHATa BaKCHHAIHA CXEMa:

Hauanen BakcMHaIMOHEH KypC:
- I'bPBO UHXKEKTUPAHE: Clell §-ceAMUYHa Bb3PacT,
- BTOPO MHXEKTUpaHE: 3 10 4 ceIMULIM O-KBCHO.

Koraro ce odyakBa Hanuune Ha BUCOKM HUBA HA MAWYUHH aHTUTEJA CPEIly pUHOTPAXEUT UITH
KAJINIIUBUPO3a KOMITIOHEHTHTE (T.€. pX KOTeHIa Ha 9 10 12-ceaMuvHa BB3pacT, POJASHU OT MalKH,
KOHMTO Cca BAKCHHUPAHU IPei OPEMEHHOCTTA WIN/U MPEBAPUTEITHO ca OMIM B KOHTAKT UJIH Ce
npearnosiara, ye ca Oniny B KOHTAaKT € Te3M NaTOreH(u1)), HauajdH!us BaKCHHAILIMOHEH Kypc Tpsi0Ba 1a
Obae 3a0aBeH 10 12-ceqMUYHA BB3PACT.

PeBakcunamus:
- IbpBaTa peBaKCHUHAITUS TPsIOBa Jla Ce HapaBH | TOAMHA Clie]] TbPBOHAYAHUS BaKCHHAITMOHEH

Kypc,
- CJICABAIIUTC PCBAKCUHAIIMN: HA UHTCPBAJIU O 3 TOAWHHA.

3.10 Cumnromu Ha mpego3upaHe (M KOraTo e NPUJIOKUMO — NPOLETYPH HA JelicTBHE MPU
CIEIIHH CIy4Yau U AaHTHIOTH)

He ca Ha6J'IIO)_'[aBaHI/I Apyru H€6HaFOHpI/I$ITHI/I pcakuum, OCBCH TC3HU, oTOeNsI3aHM B TOUKa 3.6
,,HC6HaFOHpI/I${THI/I peaKI_II/II/I”, C U3KJIFOYCHHUEC Ha XUTICPTCPMUA, KOATO MOXKE J1a TPOABIIKA 5 JHH.



3.11 CnenuajHu orpaHn4yeHus 3a ynorpeda v crieliMaJHH YCJIOBUS 32 YNOTPeda, BRIIOYNTETHO
OrpaHUYeHHs 32 YNOTpPedaTa HA AHTUMMKPOOHU U MPOTHBONAPA3UTHH BeTePHHAPHU
JIEKAPCTBEHHU MPOIAYKTH, C 1[€J1 J1a Ce OrPAHHYM PUCKBT OT Pa3BHTHE HA PE3UCTEHTHOCT

Hsama.
3.12 KapeHTHHM CpOKOBe

He e mpuioxumo.

4, UMYHOJOI'NYHA UHOOPMALIUS
4.1 BerepuHapeH jJekapcTBeH aHaToMo-TepaneBTu4eH Ko (ATCvet Code): QI06AHOS.

Baxkcuna cpelily BUpyCeH pUHOTpaxeuT U KaJUIUBUPO3a MPH KOTKH.

CtuMmynupa u3rpaxaaHe Ha aKTUBEH UMYHHUTET CPEIIly XepIIeCBUPYCEH PUHOTPAXEHUT U KaIUIUBUPO3a
P KOTKH.

BerepunapHUAT IeKapCcTBEH MPOAYKT € IMOKa3aH 32 HaMaJIsiBaHE Ha EKCKpPEeIUsITa Ha KOTEUIKN
KaJTUIIMBUPYC OT HAYAJIOTO HA UMYHHUTETA U 3a | TOMHA Cie]l BAKCHHAIIHSTA.

5. DAPMAIIEBTUYHU JAHHHU
5.1 OcHOBHH HECHBMECTHMOCTH

He cmecBaiite ¢ npyr BeTepuHapeH JeKapCTBEH IPOAYKT C U3KIIIOUEHUE HA pa3TBOPUTEILS,
NPEeAOCTaBEH 3a yHoTpeda ¢ BeTepuHAPHUS JIEKapCTBEH MPOAYKT M C U3KIIIOYCHUE HA IIOCOYECHHUTE B
Touka 3.8 mo-rope.

5.2  Cpok Ha rogHoCT

Cpok Ha TOJHOCT Ha KpailHus BeTepHHApEeH JIeKapCTBEeH MPOAYKT: 18 Mecera.
CpoK Ha FOZIHOCT CJIe/l pa3TBapsiHe B ChOTBETCTBUE C MHCTPYKIMHTE: M3IOJI3BaliTe He3abaBHO.

5.3 Cneuuaanu ycjaoBusi 32 CbXpaHeHHe

Ja ce cpxpaHsBa 1 TpaHCHIOPTHpPA B 0xJaieHo cheTosiHue (2 °C — 8 °C).
Jla ce mas3u OT CBETJIMHA.
[a He ce 3ampa3siBa.

5.4 Buau cbcTaB HA MBPBHYHATA ONMAKOBKA

Byrunka ot crbiio Tun |, ceabpikaiia 1 1o3a imoguiusat u OyTUIIKa OT CTHKJIO THI I, ChabpiKkaiia
1 ml wim 0,5 ml pa3TBOpHUTE, 3aTBOPEHHU ChHC 3aMMyIIANKa OT OYTHIIOB €IaCTOMEpP U TIOKPHUTH C
ATyMUHHEBA WJIH IJIACTMACOBa Karayka.

ITnactmacoBa KyTusi, chabpxaiia 10 Oytuiku x 1 qo3a muodumuszar u 10 6ytunku x 1 ml
Pa3TBOPHTEIL.

ITnactMacoBa KyTHs, chabpikaia 50 OyTuaku x 1 mo3a auodumusar u 50 oytmiku x 1 ml
Pa3TBOPHTEIL.

ITnactMacoBa kyTHs, chabpkaia 10 Oytuaku x 1 mo3a auodumuzar u 10 6ytaku x 0,5 ml
pa3TBOpHTEIL.

ITnactmacoBa KyTusl, Chabpkaiia 50 Oytuiku x 1 qo3a muodummusat u 50 6ytuiku x 0,5 ml
pa3TBOpHTEIL.

He Bcuuku pa3Mepu Ha OlakoBKaTa Morar Ja ObJaT Npejiarany Ha masapa.
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55 CnenuajHu MEPKH 32 YHHUII0KAaBaAaHE HA HEU3IOJI3BAHU NMPOAYKTH WIHA OCTATBIHA OT THX

BerepunapHuTe nekapcTBEHH MPOIYKTH HE TPSOBA 1a ObJaT U3XBBPISHU Upe3 OTITAJHU BOIU HITU
OUTOBH OTIIAIBIIH.

W3nomspaiite IIporpamMu 3a BpbIIaHC IPHU YHUIIOKABAHCTO HAa HCHU3IOJI3BAHU BETCPUHAPHU JICKAPCTBCHU
IMPOAYKTH HUJIN OCTAThIU OT TAX B CbOTBECTCTBUC C U3MCKBAHUATA HA MCCTHOTO 3aKOHOJATCJICTBO U C
BCHUYKHU NPUITOKUMHU HALTMOHAJTHU CUCTEMH 3a CL6I/IpaHe, MIPUITIOKMUMU 3a CHbOTBETHUA BETCPUHAPECH

MPOAYKT.

6. HUME HA IIPUTEXKATEJISA HA PASPEHIEHUETO 3A ThbPI'OBUSA

Boehringer Ingelheim Vetmedica GmbH

7.  HOMEP(A) HA PABPEIIEHUETO 3A ThbPI'OBUSA

EU/2/04/051/001-004

8. JATA HA I'BbPBOTO U3JJABAHE HA PASPELHIEHUETO 3A ThbPIOBUS

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

9. JATA HA IOCJIEJHATA PEJAKIUA HA KPATKATA XAPAKTEPUCTHUKA HA
INPOAYKTA

MM/ITIT

10. KIIACHUO®UKAIUSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTHU
Ja ce oTIrycka caMo I10 JIEKapCKO IIPEIIUCAHHE.

ITonpoOHa mH(pOpMAaNHS 3a TO3W BETEPHHAPEH JICKAPCTBEH MPOIYyKT MOXKE J]a HAMEpHTe B O6as3ara
nanau Ha Cwro3a OtHocHo [Iponykrute (https://medicines.health.europa.eu/veterinary).




NNPUJIOXKEHMUE 11
JAPYTI'U YCJIOBUA U UBUCKBAHUSA KbM PASPEHIEHUETO 3A THPT'OBUS

Hsawma.



INPUJIOKEHHUE II1

ETUKET U JINCTOBKA



A.ETUKETH



NHOOPMAIMSA, KOATO CE N3IIMCBA BbPXY BHBHIIHATA OITAKOBKA

IInactmacoBa kyTus ¢ 10 6yruiaxu smopuinsart u 10 OyTuiaku pasTeopuren
IInactmacoBa KyTus ¢ 50 6yruiaku Jmopuiansart u 50 OyTHIKH pa3TBOpUTeEN

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH ITIPOAYKT

Purevax RC nuodwmimzat u pa3TBOpUTEN 32 HHKEKITUOHHA CYCIICH3HS

‘ 2. KOJMNYECTBO HA AKTUBHUTE BEILIECTBA

3a go3za ot 1 ml wum 0,5 ml:
FHV (mam F2) > 10*° CCIDsy
FCV (mamose 431 u G1) >2,0 ELISA U.

‘ 3. PASMEP HA OITAKOBKATA

JInodpunuzat (10 X 1 no3a) + pazrBopuresn (10 X 1 ml)
JInodpumuzat (50 X 1 no3a) + pazrBopuren (50 X 1 ml)
JInommmzat (10 X 1 mo3a) + pazreoputen (10 x 0,5 ml)
JInodummuzar (50 X 1 mo3a) + pasrBopuren (50 X 0,5 ml)

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

Kotkmn.

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYUHU HA ITPUJIIOKEHUE

TToik0XKHO PUITOKEHUE.

‘ 7. KAPEHTHHM CPOKOBE

| 8. CPOK HA FOJIHOCT

Exp. {mn/mMm/rrIT}
Cren pa3TBapsHe U3IM0JI3Ball He3a0aBHO.

‘ 9. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

Jla ce cbXxpaHsBa U TPAHCIIOPTHPA B OXJIA/IEHO ChCTOSHHE.
[a ce masu ot cBeT/IMHA.
[la He ce 3ampa3ssBa.
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‘ 10. HAANUCHT ,,IPEIU 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 Norjieaa U Ha HCAOCTHIIHU 3a 1€1[a MECTa.

13. HME HA TIPUTEXXATEJISA HA PASPEIIEHUETO 3A ThbPI'OBUSL

Boehringer Ingelheim Vetmedica GmbH

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

EU/2/04/051/001 muodunmzat (10 x 1 go3a) + pazrBopuren (10 x 1 ml)
EU/2/04/051/002 muodunmzar (50 x 1 go3a) + pazrBopuren (50 x 1 ml)
EU/2/04/051/003 muodummzar (10 x 1 go3a) + pazrBopuren (10 x 0,5 ml)
EU/2/04/051/004 muodumuzat (50 x 1 mo3a) + pazreoputen (50 x 0,5 ml)

15. TAPTHUJAEH HOMEP

Lot {Homep}
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKN
OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA JO3A

Bbyruaka ¢ quodpuanzar

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

7]

Purevax RC

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

1 no3a
1 ml wmm 0,5 ml

‘ 3. NAPTUJIEH HOMEP

Lot {nomep}

| 4. CPOK HA TOJIHOCT

Exp. {mn/mMm/rrIT}
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKN
OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA JO3A

ByTuiika ¢ pa3rBoputen

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

7]

Purevax RC pastBopuren

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

1 ml wmm 0,5 ml

‘ 3. NAPTUJIEH HOMEP

Lot {nomep}

| 4. CPOK HA TOJIHOCT

Exp. {mmn/mMm/rrIT}
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B. JUCTOBKA
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JIUCTOBKA

1. HaumeHoBaHue HA BeTepUHAPHUS JeKAPCTBEH NPOIYKT

Purevax RC nuodwuimzat u pa3TBOpUTEN 32 HHKEKIIUOHHA CYCIICH3HS

2. ConcraB
3a no3a ot 1 ml wium 0,5 ml;

AKTHBHH BellleCTBA:

Jluopuauzar:
ATeHIOMpaH BUPYC Ha KOTEIKH xepreceH punorpaxent (maM FHV F2) ..o > 10*° CCIDso*
MuaktuBrpana koTemkn kamunuBupyc (mamoBe FCV 431 u G1) aHTATEHN ................ >2,0 ELISA U.
Pa3rBopuren:
Boja 3a HHXeKIUH 10 1 ml umum 0,5 ml.

! kerbunO KynTYpanHa uHpekuro3Ha no3a 50%.

JImodunmsaT: XoMoreHHa OeX0OBa IeJeTa.
PastBopuTen: 6ucThp Oe3uBETEH Pa3TBOP.

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

AKTHBHA UMYHHU3alIMs HA KOTKH CJIE]] HABBPIIIBaHE HAa 8-CEIMUYHA BH3PAcCT U IMO-Bb3PACTHH:
- Cpellly KOTEIIKH BUPYCEH PUHOTPAXEUT, 33 PeAyLUpaHe Ha KIMHUYHUTE NpU3HALIH,
- Cpelry KaJuIMBHpPyCHA HH(EKINS, 32 peAyupaHe Ha KIMHUYHUTE TPU3HAIIH.

Hauano na HUMYHHUTCTA: 1 ceamulia Cjaca Ha4YaJIHUA BAKCMHAIITUOHCH KYpPC.
HpOlI’[).H)KI/ITeHHOCT Ha UMYHUTECTA: 1 TroauvHa CJI€a HadaJlHU BaKCMHAITUOHEH KYpC 1 3 TOOWHU CJIC
rnocjeaHara pe€BakKCUHaIus.

5. IIpoTuBOMOKA3aHMS
Hsama.
6. CnenuaJiHu npeaynpexaeHus

Ja ce BakcHMHHpAT caMO 3[IpaBH KUBOTHH.

CrenyaiHy npeana3Hi MepKH, KOUTO TPsOBa Jia B3eMe JIMIETO, MPUJIAralio BeTePUHAPHUS
JICKAPCTBCH NPOAYKT HA XMBOTHHUTC:

HpI/I cnyqaﬁﬂo CaMOUWHKCKTHUPAHEC, He3a0aBHO Aa €€ MOTbpPCU MCAUIIMHCKHU CBBET, KATO HA JICKApPA CC
Ipe€aoCTaBu JIMCTOBKATa UJIM €TUKETA Ha IIPOAYKTa.
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bpeMeHHOCT 1 JIaKTallHs:
He ce mpwtara mo BpeMe Ha ISIHAAT IIEPUOJT OT OPEMEHHOCTTA U TI0 BpeMe Ha JIaKTaIusl.

BsauMoseiicTBue ¢ Apyry BeTepUHAPHH JIEKAPCTBEHU NPOAYKTH U IPYTU (OPMHU Ha B3aUMOJICHCTBHE:
Hanmunu ca maHHUM 3a 6€30MacHOCT M epUKACHOCT, KOUTO JI0Ka3BaT, Y€ Ta3n BAKCHHA MOXKE J1a Obae
CMECBaHa M IpujiaraHa ¢ BakcuHa Ha Boehringer Ingelheim 6e3 akyBaHT Cpellly KOTEIIKa JICBKEMHUS
W/WIK J1a ce TIpuJiara B ChIIMS JIeH, HO 0e3 1a ObJe cMecBaHa ¢ aJKyBaHTHA BakchHa Ha Boehringer
Ingelheim cpery Osic.

Hanmunu ca maHHuM 3a 6€301mMacHOCT M €pUKACHOCT, KOMTO JI0Ka3BaT, 4e Ta3n BAKCHHA MOXKE J1a Obae
cMecBaHa M npwiarana ¢ Bakcuna Ha Boehringer Ingelheim 6e3 amxyBanT cperty Osic.

Hsma nannyna nagopmanms 3a 6e30mMacHOCT U €PUKACHOCT OT CHbBMECTHOTO M3IIOJI3BAHE HA Ta3H
BaKCHHA C JIPYTH BETEPHHAPHU JICKAPCTBEHU MPOJYKTH, OCBEH IMMOcoYeHuTe no-rope. [lopamu tazn
NpUYMHA, IPUIATaHETO Ha Ta3u BaKCHHA MPEIH WIH clie] ynoTpedaTa Ha JpyT BeTepUHApEH
JIeKapCTBEH NPOIYKT TPsIOBa Aa ce MpeLeHH CIOope] MHANBUAYAIHUS CIydaid.

IIpenosupane:
He ca mabnronaBanu Ipyru HEOJIArONMPHUSTHN PEaKIUU, OCBEH TE3H, OTOCIISI3aHHA B TOUKA

,,He0IaronpusTHH peakuy’, ¢ U3KIIIOUYCHNE Ha XUTIEPTEPMELS, KOSITO MOXKE J1a TIPOABIIKHU 5 THH.

OCHOBHU HECHBMECTUMOCTH:

He cmecBaiite ¢ npyr BeTeprUHApEH JIEKAPCTBEH MPOAYKT C H3KIIOUYCHUE Ha PAa3TBOPUTEIIS,
NPEZI0CTaBEH 32 YIoTpeda ¢ BeTepuHAPHHUS JIEKAPCTBEH MPOAYKT M C H3KIIFOYCHUE HA TIOCOYCHUTE B
TOYKa ,,B3auMozeiicTBre C IPyTry BETCPUHAPHH JICKAPCTBEHH MPOIYKTH U APYTH GOPMH Ha
B3aUMOJICUCTBHE  TO-TOPE.

7. HebsiaronpusiTHu peakumun
Korku:

- Yecru (1 1o 10 Ha 100 TpeTpany >KMBOTHH): ANaTHs, aHOPEKCHUS ¥ XUIIEPTEPMHUSL.
Peakiuy B MACTOTO Ha MHXEKTHPAHETO (60JKa, ChpOex, OTOK)?

- Heuectu (1 1o 10 na 1 000 tpeTupanu »kuBoTHHM): Peakiys Ha CBPbXUyBCTBUTEIHOCT

- MHoro peaku (mo-manko ot 1 Ha 10 000 TpeTHpaH# KUBOTHH, BKIIIOYUTEIHO W30JUPAHH
cboOmenus): IToppbiane’

! ¢ mpoabmKUTENHOCT OOMKHOBEHO | MM 2 JTHHU.

2 cnaGa GoJKa py Manaius, ChbpOeK WK OMPaHUYEH OTOK KOMTO M34e3BaT HA-MHOTO B PAMKHUTE Ha
1 u 2 ceqMuIIn.

3 KOSITO MOYKE J1a M3UCKBA JIa CE MPHIIOKH TIOAXOISAIIA CHMITOMATHYHA TEPAITHS.

* mpeanuMHO B pamMkuTe Ha 24 10 48 Yaca.

Cro0miaBaHeTo Ha HEOIATONPUATHHI PEaKIIUU € BaKHO. ToBa MO3BOJISBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha TIPOAYKTA. AKO 3a0€NIeKUTe HIKAKBU HEOIArONMPUSATHU PEAKITUH, BKIIOUUTECITHO 1
TaKWBa, KOUTO HE Ca OMMCAHU B Ta3U JINCTOBKA WIJIM MHUCIUTE, Ye BETCPUHAPHISI ICKAPCTBEH MPOAYKT HE
JIeHCTBa, CBBPIKETE ce TBPBO ¢ Barmust BerepuHapeH nekap. MoxeTe ChIIo J1a cChoOmaBaTe
HeOIaronpUsTHA PEaKIuK Ha MIPUTEKATEIS Ha Pa3pelIeHUETO 32 ThPTOBUS HJIH MECTHUS MPECTABUTEI
Ha MPHUTEXKATEIS] Ha pa3pelIeHNeTo 3a ThPTOBUs, KaTO U3MOJI3BaTe JAHHUTE 32 KOHTAKT B Kpas Ha Ta3u
JUCTOBKA WK Ype3 Bamara HarmoHanHa cucTeMa 3a ChOoOIaBaHe.

8. I[o:mpomca 34 BCCKM BHU/I )KHBOTHO, HAYUHHU U METO/1 HA MPUJIOKCHHUE

TToiKOXXHO NPHUITIOKEHUE.
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Cren pastBapsHe Ha Juoduauzata ¢ 0,5 ml min 1 ml oT paztBopuTes (B 3aBUCUMOCT OT M30paHaTa
MpEe3eHTAINs ), HEDKEKTHpaiTe 1 103a OT BaKCHHATA, CHIITACHO ClICIHATA BAKCUHATIHA CXEMa.:

Havanen BakcuHaIIMOHEH KypC:
- 'BPBO WHXKEKTUPAHE: Ciie]] 8-CeJIMUYHA Bb3PacT,
- BTOPO WHXEKTHpaHe: 3 10 4 CEIMMUIIH MTO-KHCHO.

Koraro ce o4yakBa HajMuue Ha BUCOKY HMBA HA MAWYUHY aHTUTEIIA CPEIly PUHOTPAXEUT HITU
KJTUIIMBUPO3a KOMIIOHEHTHUTE (T.€. IPY KOTEHI[a Ha 9 10 12-ceqMUYHa Bh3PACT, POJICHU OT MaWKH,
KOUTO Ca BAKCUHHPAHU MPeI OPEMEHHOCTTA WIH/H MPEIBAPUTEIHO ca OMIIM B KOHTAKT WJIH CE
MpeJInoara, 4e ca O B KOHTAKT C Te3H MMaToreH(¥)), Ha4alTHUs BAKCHHAIIMOHEH Kypc TpsiOBa aa
O0bae 3a0aBeH o0 12-cenMuIHa BB3pAacT.

PeBakcunanus:

- IbpBaTa peBaKCHHAIUS TPSOBA Jla CE HAIIPABH €IHA TOAMHA CJIC]] ITbPBOHAYATHUS
BAKCHUHAI[MOHEH KYPC,

- CIIeJIBAIIUTE PEBAKCUHAIIMU: Ha UHTEPBAJIM J10 TPU T'OJUHHU.

9. CobBeTH 32 IPABUJIHOTO NPWIATAHE HA MPOAYKTA

Pa3TBOpeTe BHMMAaTEIHO BaKCHHATA, 3 J1a CE MOJTyYH XOMOTEHHA CYCIICH3US C OTPAaHUYCHO
o0Opa3yBaHe Ha MeXypyeTa.

BusyasieH BpHILIEH B cJie]] pa3TBapsiHe: OMCTpa, CBETIOXKBIITA CYCIICH3HSL.

10. KapenTHu cpokoBe

He e npunoxumo.

11. Coenuajnu ycjIoBHS 32 ChbXpaHeHHe

Ja ce cpxpansiBa janed OT MMOTJieAa W Ha HEAOCTHITHH 32 JIeTIa MECTa.

Jla ce chxpaHsiBa U TpaHCIOPTHPaA B oXJiaaeHo cheTosiHue (2 °C — 8 °C).

Jla ce ma3u OT CBETJIMHA.

[a He ce 3ampa3ssBa.

[a He ce U3moJ3Ba TO3U BETEPUHAPEH JIEKAPCTBEH MPOIYKT ClIEe]l U3TUYAHE CPOKa HA TOJHOCT,
MMOCOYEH BHPXY KapTOHEHATa KyTHs U OyTHiIKaTa ciex ,,Exp. .

Cpok Ha TOTHOCT clie/l pa3TBapsHe, ChIVIACHO yKa3aHUATA: M3MOI3BaiiTe He3a0aBHO.

12. Cnenuajnu npeanasHd MEPKH NP YHUILOKABaHe

BeTepI/IHapHI/ITC JICKAPCTBCHU NPOAYKTHU HC TpSI6Ba Ja 6’I>I[aT HU3XBBPJIAHA YPE3 OTIIAAHU BOJAU WA
OuTOBU OTIaabIH.

W3nomn3BaiiTe mporpaMu 3a BpbIIaHe IPY YHAIOKABAHETO HA HEU3ITOJI3BAHN BETEPUHAPHU
JIEKapCTBEHU MPOAYKTH U OCTATHIN OT TSIX B CHOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHOAATEJICTBO M C BCHYKH MPIIOKUMHU HAIIMOHAIHU CHCTEMH 3a ChOupaHne. Te3n Mepku e
MMOMOTHAT 3a ONa3BaHe HA OKOJIHATA CPelia.

13. Kuaacupukanusi Ha BeTepUHAPHUTE JIEKAPCTBEHH MPOAYKTH

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCAINMUCaHnC.
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14. Homepa Ha pa3pelieHHETO 32 THPIOBHUS  Pa3MepH ONAKOBKHU
EU/2/04/051/001-004

[InacTMacoBa KyTHs ChIbpIKaIla:

10 x 1 noza nmuodumzat u 10 x 1 ml pasrBopuren wiu
50 x 1 mo3a muodmmuzar u 50 x 1 ml pasrBopuren wiu
10 x 1 mosza muodumumsat u 10 x 0,5 ml pasteopuren unm
50 x 1 mo3a muodwmmsar u 50 x 0,5 ml pasrBopuTer.

He Bcuukn PpasMEpu Ha OIMTAKOBKATa Morat Ja 6’BI[aT npeajlaranv Ha masapa.

15. [lara Ha mocjegHaTa peJaKkUUs HA TEKCTA
MM/ITIT

ITonpoOHa nHpOpMAaIHS 3a TO3H BETEPUHAPCH JICKAPCTBEH MPOIYKT MOXKE J]a HAMEpHUTE B Oa3ara
nmaaan Ha Cwro3a OtHocHO [Ipoaykrure (https://medicines.health.europa.eu/veterinary).

16. /JaHHH 3a BPB3Ka

[purexxaten Ha pa3pelICHUETO 33 ThPrOBUSI:
Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein

I'epmanus

[pousBoauTen, 0TroBapsiIl 3a 0CBOO0KTABAHETO HA MAPTHJIH:
Boehringer Ingelheim Animal Health France SCS

Laboratoire Porte des Alpes

Rue de I'Aviation

69800 Saint-Priest

Opanmus

MecTHU IIpeACTABUTENH U JJAHHM 34 BPh3Ka 32 ChOOIIaBaHEe Ha IPeANojaracMu HeOJaronpusaTHA
pCaKIUM:

Belgié/Belgique/Belgien Lietuva
Boehringer Ingelheim Animal Health Belgium SA Boehringer Ingelheim RCV GmbH & Co KG
Tél/Tel: +322 773 34 56 Lietuvos filialas
Tel: +370 5 2595942
Peny0imka Boarapus Luxembourg/Luxemburg
Boehringer Ingelheim RCV GmbH & Co KG Boehringer Ingelheim Animal Health Belgium SA
Tel: +359 2 958 79 98 Tél/Tel: +32 2 773 34 56
Ceska republika Magyarorszag
Boehringer Ingelheim spol. s r.o. Boehringer Ingelheim RCV GmbH & CoKG
Tel: +420 234 655 111 Magyarorszagi Fioktelep

Tel: +36 1 299 8900
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Danmark
Boehringer Ingelheim Animal Health Nordics A/S
TIf: + 45 3915 8888

Deutschland
Boehringer Ingelheim Vetmedica GmbH
Tel: 0800 290 0 270

Eesti

Boehringer Ingelheim RCV GmbH & Co KG
Eesti filiaal

Tel: +372 612 8000

EALGoa
Boehringer Ingelheim Vetmedica GmbH
TnA: +30 2108906300

Espaia

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

Tel: +34 93 404 51 00

France
Boehringer Ingelheim Animal Health France, SCS
Tél: +33 472 72 30 00

Hrvatska
Boehringer Ingelheim RCV GmbH & Co KG
Tel: +385 1 2444 600

Ireland
Boehringer Ingelheim Animal Health UK Limited
Tel: +353 1 291 3985

island
Vistor hf.
Simi: + 354 535 7000

Italia
Boehringer Ingelheim Animal Health Italia S.p.A.
Tel: +39 02 53551

Kvnpog
Boehringer Ingelheim Vetmedica GmbH
TnA: +30 2108906300

Latvija

Boehringer Ingelheim RCV GmbH & Co KG
Latvijas filiale

Tel: +371 67 240 011
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Malta
Boehringer Ingelheim Animal Health UK Limited
Tel: +44 1344 746957

Nederland

Boehringer Ingelheim Animal Health Netherlands bv

Tel: +31 20 799 6950

Norge
Boehringer Ingelheim Animal Health Nordics A/S
TIf: +47 66 85 05 70

Osterreich
Boehringer Ingelheim RCV GmbH & Co KG
Tel: +43 1 80105-6880

Polska
Boehringer Ingelheim Sp. z 0.0.
Tel.: + 48 22 699 0 699

Portugal

Boehringer Ingelheim Animal Health Portugal,
Unipessoal, Lda.

Tel: +351 21 313 5300

Romania

Boehringer Ingelheim RCV GmbH & Co KG
Viena - Sucursala Bucuresti

Tel: +40 21 302 28 00

Slovenija

Boehringer Ingelheim RCV GmbH & Co KG
Podruznica Ljubljana

Tel: +386 1 586 40 00

Slovenska republika
Boehringer Ingelheim RCV GmbH & Co KG, o0.z.
Tel: +421 2 5810 1211

Suomi/Finland
Vetcare Oy
Puh/Tel: + 358 201443360

Sverige
Boehringer Ingelheim Animal Health Nordics A/S
TIf: +46 (0)40-23 34 00

United Kingdom (Northern Ireland)
Boehringer Ingelheim Animal Health UK Limited
Tel: + 44 1344 746957



17. JlonmbanuTtesana uHdopmManus

HpOI[yKT’LT € IMOKa3aH 3a HaMaJIIBaHC Ha CKCKPCHUHATA HAa KOTCIIKU KAJIMIIUBUPYC IPU HAJTUIUCTO HaA
HUMYHHUTCT 3a €/IHa rogrHa CJIC BaKCHUHAlUATA.

20



	КРАТКА ХАРАКТЕРИСТИКА НА ПРОДУКТА
	ПРИЛОЖЕНИЕ II
	A. ЕТИКЕТИ
	B. ЛИСТОВКА

