NPUJIOXEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHMWE HA BETEPUHAPHOME/JMIITMHCKUSA ITPOAYKT

Nobivac LeuFel umkekimonna cycreHnsus 3a KOTKA

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
3a gosa or 1 ml:

AKTHBHa cy0OcTaHIMA:

MUHHMMaJIHO KOJIMYECTBO NpeuncTeH npoterH P45 FeLV — anturen ot oOBuBKaTta 102 pg
AIKyBaHTH:

3% alyMUHHEB XUIPOKCU] IO (hopMara Ha rei, uspaszen B mg Al 1mg
Ipeuncren ekcrpakt ot Quillaja saponaria 10 ug
ExcuunuenrTu:

Crabunmusupar H30TOHWYCH pa3TBOP 10 1ml

3a IBbIHUS CIUCHK HA EKCIIUIIUEHTHUTE BUXK T. 6.1

3. DPAPMAIIEBTUYHA ®OPMA

HHxex1roHHa CyCcreH3usl.
Omnanecruparia TeIHOCT.

4, KJIMHUYHU JAHHHU

4.1 Bunose :xuBOTHH, 32 KOUTO e NpegHasHavyeHn BMII

Kotku.

4.2 TepaneBTHYHH MOKa3aHUs, ONIPeeJeHH 32 OTAeJTHHTE BUI0BE KUBOTHH

3a aKTHBHA HMYHH3aUs Ha KOTKH OT OCEM CCAMHUYIHA BB3PACT CPCITY KOTCIIKA JICBKEMHUS C IICJI
IpeaAOTBpaTABAHC HAa NCP3UCTHUPAIld BUPDEMUSA U KIMHUYIHUTC IMTPU3HAIW BCJICACTBUC HA 3a00JIIBaHETO.

Haugano na HMYHUTCTA:
I[OKaBaHO €, UC HA4YaJIOTO HAa UMYHHUTCTA € OT 3-ta ceamuIia Cjie MIbpBOHAYAIHAA BAKCUHAIIMOHCH

Kypc.

HpO,I[’LJ'DKI/ITeJ'IHOCT Ha UMYHUTCTA!
CJ’IGI[ IIbPBOHAYAIHUA BAKCUHAIIMOHEH KYPC MPOAB/DKUTC/IHOCTTA HA UMYHHUTETA € €/1Ha I'0JNHA.

I[OKaBaHO €, UC CJICq IIbpBaTa 6YCTepHa BaKCHHAIMA, HAIIpaBCHA €1Ha I'0JHa CJICA MbPBOHAYAIHU
BAKCHMHAIIMOHCH KYPC, NPOABIDKUTCIIHOCTTA HA UMYHUTCTA € 3 T'OOAWHH.

4.3 IIporuBonoka3zanus
Hsawma.
4.4 CrnenuaJHu NpeAna3Hu MePKH 3a BCeKH BH/ KUBOTHH, 32 KOUTO € nmpeanazHayen BMII

I[a CC BAKCHHUPAT CaMO 3IpaBu )KUBOTHH.



4.5 CrnenuajHu Mpeana3Hyu MepKH Mpu ynorpeoda

CrielmaiHy IpeIna3Hi MEPKH 3a )KMBOTHHUTE MPU YIIOTpeOara Ha MPOIyKTa

IIpemopruBa ce obOe3mapasuTsaBade Haii-Maako 10 qHU Mpear BaKCUHAIINATA.

Camo KOTKH, KOUTO HE ca HOCUTEIIM Ha BUPYca, IPUYUHUTEN Ha KoTentkara jJeskemus (FeLV), TpsoBa
na Obaat BakcuHUpaHU. ETo 3a1mo ce npenopbyBa nscienBane ¢ Obp3 TeCT 3a Hanuuue Ha FelLV
MIpeIy BaKCHHAIHUATA.

CrieluaTHy Ipena3Hi MEPKH 3a JIMIATa, TPHUIaraniy BeTePUHAPHOMEIUIIMHCKUS TPOJIYKT

Ha XKUBOTHUTE

[Ipu cnyuaitHO caMOMH)XEeKTHpaHe, He3a0aBHO /1a C€ TIOThPCH METUIIMHCKH CHBET, KaTO Ha JIEKaps ce
MPEIOCTaBU JINCTOBKATA WM €TUKETA Ha MPOAYKTA.

4.6 HebnaronpusiTHi peakuyu (4€CTOTA M BasKHOCT)

CpenHa 1Mo CTereH, BpeMeHHa JIoKallHa peakius (< 2 CM) MoJKe YecTo Jia ce Habro1aBa clie/l MbpBaTa
BakcHHAIMs. Ta3un JoKaJIHa peakiust MOXE Ja CE MPOSIBHU C €M, MOyBaHe WM 00pa3yBaHe Ha MaJIKO
BB3CIUE M OTIIYMSBA CIIOHTAaHHO Hal-MHOTO 3a 3 1mo 4 ceamuiu. Crem BTOpaTta W CIEIBAIIATE
BaKCHHAIIMU Ta3u PEAKIUs CE MPOSBIABA B 3HAYUTEIIHO MO-MaJIKa CTETICH.

[IpexomHn cuMOTOMHU KaTo: Xumneprepmus (MpoabpkaBama 1 mo 4 aHH), anaThs, XpaHOCMUIATCITHH
pascTpoiicTBa Morar Aa ce HabJomaBaT 4ecTo ciied BaKCHHAIMATa. bojika mpu manmmupaHe, KUXaHe
WM KOHIOHKTUBUT MOTAT Jia C€ MPOSIBAT B PEIKU ciiydau. Te u3ue3BaT 0e3 Ja ce mpuiiara JieueHue.

3a aHaQWITAKTHYHHU PEAKIUH € JOKIIAIBaHO B MHOT'O PEIKHU Ciiydau. B ciydaii Ha aHa(MIIaKTHYCH IOK
Ce TIPETIoPhUBA MOAXOASIIO0 CUMITOMATUIHO JICUCHHE.

YecroTaTta Ha HEOIATONMPUATHUTE PEAKIMU CE ONPENEIIs Upe3 cleaHaTa KIacupuKaus:

MHOro yectu (nosede oT 1 Ha 10 TpeTupaHu KUBOTHH, IPOSBSABAIIN HEOIArONPUSTHN PEaKIIH)
yectn (oBeye oT 1, Ho mo-manko ot 10 »xuBotHH Ha 100 TpeTHpaHu )KUBOTHH)

He yecTH (moBeue oT 1, Ho mo-Manko ot 10 xuBoTHH Ha 1,000 TpeTHpaHU >KUBOTHH)

penku (moBeue oT 1, HO mo-manko ot 10 xuBoTHH Ha 10,000 TpeTupanu KUBOTHH)

MHOTO penku (rmo-manko ot 1 xuBotHO Ha 10,000 TpeTHpaHu )KUBOTHU, BKIIOYUTEITHO U30JIUPAHU
CHOOIIICHHU).

4.7 Ynorpe6a mo BpeMe Ha OpeMeHHOCT, JJAKTAIUs WIM sliilleHOCeHe

bpemennocr:

He ce npunara no Bpeme Ha OpeMEHHOCT.

Jlakranus:

He ce npenoppuBa npuiaraHeTo Mo BpeMe Ha JIaKTauusl.

4.8 BzaumojeiicTBHE ¢ IPYrd BeTePUHAPHOMEIMIMHCKH MPOAYKTH U APYru ¢opmMu Ha
B3auMoOJelcTBHE

Wwma nanHu o oTHOIIEHHE Ha e(hUKACHOCTTa U O€30I1aCHOCTTA, KOUTO J0KA3BaT, 4e Ta3h BaKCHHA
Moke 1a 0b1e cmecBana U npuiiarana ¢ FELIGEN CRP wnu FELIGEN RCP.

Hsama nannuna nHdOpMarms 3a 6€30MacHOCTTa ¥ e(hUKACHOCTTA OT ChBMECTHOTO M3MOJI3BAHE HA Ta3H
BaKCHHA C IPYTH BETCPUHAPHOMEIUIIMHCKH TPOIYKTH, OCBEH NocodeHuTe mo-rope. [lopaau Tasu
MpUYMHA, TPUIATaHeTO Ha Ta3W BaKCHHA NIPEIH WM CJIe] yIoTpedaTa Ha Ipyr
BETEPUHAPHOMETUIIMHCKH MPOJYKT TPsIOBa Ja ce MPEICHH CIIOPE WHANBUIAYATHHS CITydai.

4.9 Jlo3a M HAYMH HA NPUJIOKEHUE

[ToaK0XXHO MPUIIOKEHUE.



PaskiaTere BHUMATEIHO (pIIaKoHa M IPHIIOKETE MOAKOXKHO exHa no3a (1 ml) or npomykra, ciemBaiiku
CJIeJIHATa CXeMa Ha BaKCUHAITHSL.

I pBoHAaYanEeH BaKCHHAIIMOHEH KYPC:
- MbpPBa BaKCHHAIM - HAa KOTEHIIA OT OCEM CEIMUYIHA BBH3PacT
- BTOpa BaKCHUHAIUS - 3 WK 4 CEIMHUIIM [TO-KbCHO.

MaiturnHuTe aHTUTEeIa MOTaT J1a OKaXkaT OTpULATCIIHO BIIMAHNUEC BHPXY UMYHHUSA OTI'OBOP, BCIICACTBUC
Ha BakcuHanusTa. B Te3u ClIydau, KOraTo C€ mmpearojiara Haimumue Ha MalduHU aHTUTCJa, CC
npenopbuBa TPpETa BaKCUHAIIUA OT 15-CC,E[MI/I‘{Ha BB3pPacT.

PeBakcunamnum:

CrenBamunTe BaKCHHALIMK ClIe]] TbpBaTa OycTepHa BaKCHHALIWS, IPUIIOKEHA eHa TOANHA CIe]
[I'bPBOHAYATIHHUS BAKCHHALMOHEH KypC, MOTaT Jja ObJaT HalpaBeH! Ha MHTEPBAIM OT TP FOJUHU.
4.10 Ipeno3upane (CHMITOMH, CIIENIHA MEPKH, AaHTHI0TH), AKO € HEOOXOTUMO

He ca nabmronaBanu npyry HeEOIArONMPUATHU PEAKITUH P IIPEeI03upaHe Ha MpoayKTa (2 m1o3u),
Pa3IMYHU OT ONMCAHUTE B TOUKa 4.6, OCBEH JOKAJHUTE TaKKWBa, KOUTO MOTAT J1a CE MPOSIBAT 3a I10-
IUBJITO BpeMe (Hail-MHOTO 5 - 6 CeIMUIIN).

4.11 KapeHTeH cpok

He e npunoxunmo.

5. NMYHOJIOI'MYHU OCOBEHOCTH

®dapmakoTepaneBTUYHA IPyIa: UMYHOJOTHYHU IPOAYKTH 3a ceMeiicTBO KoTku, HHaAKTUBHUpaHU
BUPYCHH BaKCHHH.
Berepunapnomenunnacku Anaromo-Tepanesruuern Koa: QIO6AAQL.

Bakcuna cpenly KoTellka JeBKEMUS.

Bakcunara cpappika npeurcteH npotenH P45 FeLV - anturen ot oOBHBKaTa, MOTy4eH upe3
reHeTHYHA peKOMOUHaIMs Ha 1mam E. coli. AjpkyBaHTHTE B aHTUTEHHATA CYCIICH3US Ca ATyMHHHIEB
XHIAPOKCHU]L TT0/1 opMarta Ha rei1 u mpeurcTeH ekcrpakT ot Quillaja saponaria.

3amuTa OT nmep3ucTHpalia Bupemus ¢ Ha0aroaapana npu 73% OT KOTKUTE 3 CeMMUIIM CIIC]T ITbpBaTa
BaKCHHAITHSI.

6. DAPMAIEBTUYHU OCOBEHOCTH
6.1 CHoucbk Ha eKCHUNUEHTHUTE

Sodium chloride

Disodium phosphate anhydrous
Potassium dihydrogen phosphate
Aluminium hydroxide gel
Quillaja saponaria

Water for injections

6.2 OCHOBHM HECHLBMECTHMOCTH



He cMmecpaiite ¢ npyr BeTeprHHAPHOMEAUIIMHCKH POAYKT ¢ u3karoueHrue Ha FELIGEN RCP wiu
FELIGEN CRP.

6.3 Cpok Ha rogHocT

Cpok Ha TOJHOCT Ha KpaltHHSI BETEPHHAPHOMEIUIIMHCKHS MTPOAYKT: 2 TOTUHU
CpoK Ha TOJTHOCT CJIe/ ITbPBO OTBapsHE Ha IbPBUYHATA OIIAKOBKA: U3IIOJI3BAliTe HE3a0aBHO.

6.4. CneuunajHHu ycJI0BHS 32 CbXpaHeHHe HA POAYKTA

Ja ce cbxpaHsiBa U TpaHCIIOPTHPA B 0XJiaieHO cherosHue (2 °C — 8 °C)
Jla ce ma3u oT 3aMpb3BaHe.

[a ce masu oT cBeTIMHA.

6.5 Bl/l}.’[ H CbCTAaB HA MbPBHYHATA OIIaKOBKaA

Croiiien daakon Turm |, chapprkamny 1 qo3a (1 ml) BakcuHa, 3aTBOpEH ¢ Tara OT OYTHIIOB €71acTOMEp C
quaMeTsp 13 mm, o6BuTa B arlyMUHHEBA Karcya.

[ImactmacoBa nnu kapronena Kytus ¢ 10 ¢nakona.
[ImacTmacoBa nnu kapronena Kytus ¢ 50 ¢nakona.

He Bcuukn pa3MEpu Ha OIMMaKOBKATa MOrarT aa 6’B,Z[aT npeajiaranv Ha masapa.
6.6 Cl'lelII/IaJ'IHH MEPKH 32 YHUIIOKAaBAaHEC HA HEU3IIOJI3BAH MPOAYKT WIHN OCTATHIM OT HETo
Bcekn Hen3non3BaH BCTCPUHAPHOMCIUIIMHCKU MMPOAYKT WJIM OCTAThbIU OT HETO, TpSI6Ba Ja 6’B,Z[aT

YHUIIIOKCHU, B CbOTBCTCTBUC C UBMCKBAHUATA HA MECTHOTO 3aKOHOAATCIICTBO.

7. INPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

VIRBAC

lere avenue 2065 m L.1.D.

06516 Carros

France

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

EU/2/17/217/001-002

9. JATA HA TBPBOTO U3JIABAHE/ITIOJHOBABAHE HA JIMIIEH3A 3A YIIOTPEBA

JlaTa Ha TBPBO M3/1aBaHe HA JIMIICH3 3a ynotpeba: 06/11/2017.

10. JATA HA NOCJEAHATA PEJAKIIUSA HA TEKCTA

[MonpoOHa nH(OPMAIIHS 32 TO3W MPOAYKT MOKE JIa HAMEPUTE Ha MHTEPHET CTPAHHI[ATa Ha
EBponeiickata Arenius no Jlekapcrsara http://www.ema.europa.eu/.

3ABPAHA 3A ITIPOJAXBA, CHABJSIBAHE U/NJIA YIIOTPEBA


http://www.ema.europa.eu/
http://www.ema.europa.eu/
http://www.ema.europa.eu/
http://www.ema.europa.eu/
http://www.ema.europa.eu/
http://www.ema.europa.eu/

He e npunoxumo.



IMPUJIOKEHUE I1
MNPONU3BOJUTEJ HA BUOJIOTMYHO AKTUBHATA CYBCTAHLIUA U
MNPON3BOJUTEJ OTTOBOPEH 3A OCBOBOKJABAHE HA
ITAPTUJATA

YCJIOBUSA NN OTPAHUYEHUSA B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIINA CE 10 MPEJJATAHETO NJIA YIIOTPEBATA MY

CTATYC HA MJICOK

APYI'U YCJIOBUSA U U3BNCKBAHUSA KbM JIMHEH3A 3A YIIOTPEBA



A.  NPOU3BOIUTEJ HA BUOJIOI'NMYHO AKTUBHATA CYBCTAHIIUA U
MNPOU3BOJUTEJI OTTOBOPEH 3A OCBOBOXJIABAHE HA ITAPTUJATA

Hme n aapeC Ha MPOU3BOAMTCIIA HA OMOJIOTUYHO aKTHBHATA CV6CTaHHI/I$I

PP MANUFACTURING CORPORATION
175 crossing Boulevard,

Suite 200, Framingham,

Massachusetts 01702,

USA

Hwme 1 agpec Ha MpOM3BOANTENS, OTTOBOPEH 32 0CB060)KJIaBaHeTO Ha DapTUIMATE 3a MPojgakoa

VIRBAC

1% avenue 2065 m LID
06516 Carros

France

b. YCJI0OBUMA NWJIN OI'PAHUYEHUA B IMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIMA CE 10 NPENJATAHETO NJIX YIIOTPEBATA MY

I[a CC OTITYCKa CaMO IIO JICKapCKO MPCATIUCAaHUC.

B. CTATYC HA MJICOK

He e mpunoxumo.

r. JPYI'M YCJOBUA U U3NCKBAHUSA KbM JIMIIEH3A 3A YIIOTPEBA

ITJIb 3a Nobivac LeuFel tpssoBa 1a ce CHHXpOHHU3UPAT U MOJABaT ChC ChIATa YECTOTA, KAKTO 32
LEUCOGEN.



MNPUJIOXKEHHUE |11

ETUKET U JINCTOBKA



A. ETUKET
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HNHO®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIIHATA OITAKOBKA

KYTHUSA C 10 1JIA 50 ®JTAKOHA

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITMHCKUA ITPOAYKT

Nobivac LeuFel nrxekmonHa cycneH3us 3a KOTKU

2. CbABbPKAHUE HA AKTUBHATA CYBCTAHIIUA

Besika 103a ot 1 ml ceamspika:

AKTHBHA Cy0CTAHIMA:
MuHHMMaTHO KOJIMYECTBO NPEYUCTEH NpoTerH P45 FeLV — anturen ot oOBUBKaTa

102 ug

3. DPAPMAINIEBTUYHA ®OPMA

I/IH)KeKI_II/IOHHa CYCIICH3UA.

4, PASMEP HA OITAKOBKATA

10x 1 ml
50 x 1 ml

5. BUJOBE )KUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

KoTtkmn.

‘ 6. TEPAIIEBTUYHHU ITIOKA3AHUSA

‘ 7. METOJA 1 HAYUH HA TPUJIOKEHUE

[Ipenu ynoTtpeba npoyeTn TMCTOBKATA.
TToik0KHO PUITOXKEHUE.

| 8. KAPEHTEH CPOK

‘ 9. CIIEIIMAJIHU ITPEAYIIPEXKJAEHU S, AKO E HEOBXO/IUMO

| 10. CPOK HA FOIHOCT

T'omen no {mecery/roamna}
Crier oTBapsiHe U3MOJI3BaliTe HE3a0aBHO.
11




11. CHEINHUAJIHU YCJIOBUs 3A CbXPAHEHUE

[a ce cbxpaHsaBa U TPAHCIIOPTHPA B OXJIAJICHO ChCTOSHUE.
Ha ce ma3u ot 3aMpb3BaHe.
Jla ce ma3u oT CBETJIHHA.

12. CHEIWAJIHU MEPKU 3A YHUIIIO’KABAHE HA HEM3IIOJI3BAH TPOAYKT
NJIM OCTATHIMU OT HEI'O, AKO UMA TAKHUBA

yHI/IH_IO)KaBaHe: MMpoYCTH JIUCTOBKATA.

13. HAIAINUCBHT “CAMO 3A BETEPUHAPHOMEJINIIMHCKA YIIOTPEBA” 1
YCJOBUA NI OTPAHUYEHUSA OTHOCHO PA3BIIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BeTeprHapHOMEMIIMHCKA yrioTpeda. [la ce oTiycka caMo 1o JIEKapcKo MpercaHue.

14. HAJINUCHT “JA CE CbXPAHSIBA JIAJIEY OT MOTJIEJA 1 HA HEJOCTBITHA
3A JIEIJA MECTA”

I[a CC€ ChbXpaHsBa JaJji€d OT IIorji€aa U Ha HCAOCTBITHU 3a J€1a MECTA.

15. HUME U IMIOCTOSHEH AJPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

VIRBAC

1% avenue 2065 m LID
06516 Carros

France

16. HOMEPA HA JIMIEH3A 3A YIIOTPEGA HA BMII

EU/2/17/217/001
EU/2/17/217/002

17. TAPTHUJAEH HOMEP

Lot
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MUHUMYM UH®OPMAIUA, KOATO TPABBA JA BB/JIE U3IIMCAHA BbBPXY
MAJIKH OITAKOBKH BMII, KOUTO CbABPKAT EAUHUYHA JO3A

CTBKJIEH ®JIAKOH

1. HAUMEHOBAHUNE HA BETEPUHAPHOMEJIULHMWHCKUA ITIPOAYKT

Nobivac LeuFel nmxkekinonsa cycnensus 3a KOTKH

2. KOJMYECTBO HA AKTUBHATA CYBCTAHIMA

FeLV 102 ug

3. CBABPKAHUE CIIPSIMO MACA, OBEM WJIH BPO HA EIUHUYHUTE 103U

1ml

4, HAYMYH HA ITPUJIOKEHUE

SC

| 5.  KAPEHTEH CPOK

‘ 6. ITAPTUJIEH HOMEP

Lot

7. CPOK HA I'OJJHOCT

T'omen no {meceryroauna}

‘ 8. HAJIIUCHT “CAMO 3A BETEPUHAPHOMEJIMIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA yHOTpe6a.

13



B. IUCTOBKA
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JIMCTOBKA:
Nobivac LeuFel unskeknmoHHa cycneH3ust 3a KOTKH

1. HUME U IIOCTOSAHEH AJPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA
N HA ITPOU3BOJUTEJIA, AKO TE CA PA3JIMYHU

IIpurekaTen Ha TUIIEH3a 32 YITOTpeOa M IPOU3BOIUTE OTTOBOPEH 32 OCBOOOXKAAaBaHE HA MApTHIATa

VIRBAC

1% avenue 2065 m LID
06516 Carros

France

2. HAMMEHOBAHMWE HA BETEPUHAPHOME/JMIITUHCKUA ITPOAYKT

Nobivac LeuFel umkekimonna cycrensus 3a KOTKH

3. CBABP)KAHUE HA AKTUBHATA CYBCTAHIIMA U EKCIIUIIMEHTUTE
3a mo3a ot 1ml:

AKTHBHA cy0CTaHIMA:

MuUHAMAITHO KOJIMYECTBO MPpeYNCTeH nmpotenH P45 FeLV - anturen ot oOBUBKaTa 102 ng
AKyBaHTH:

3 % amyMuHMEB XMAPOKCH/ 1oj (hopmara Ha ren, uzpasen B mg A" 1 mg
[peuncren excrpakt ot Quillaja saponaria 10 ug
Excuunuenru:

Crabunusupali H30TOHHYEH pa3TBop a0 1 ml

Omanecrupaiia TeIHOCT.

4, TEPAIIEBTUYHU ITOKA3AHUSA

3a aKTHBHA HMYHHM3alUs Ha KOTKH OT OCEM CCAMHUYHA BB3PACT CPCITYy KOTCIIKA JICBKEMUS C 1ICJI
IpeaAOTBpAaTABAHC HAa ICP3UCTHUPALld BUPEMUSA U KIMHUYIHUTC IMIPU3HALIN BCJICACTBUC HA 3a00JIIBaHETO.

Hauano Ha umyHurera:
JlokazaHo e, ye HayaJI0TO Ha UIMYHHUTETA € OT 3-Ta CeIMUIIA CIIe]] TbPBOHAYATHIS BAKCHHAIIMOHCH

Kypc.

HpO,Z[”bJ'DKI/ITeJ'IHOCT Ha UMYHUTCTA!:
CJ'IG,Z[ IIbPBOHAYAIHUSA BAKCUHAIIMOHCH KYPC MMPOABILDKUTC/IHOCTTA HA UMYHUTETA € €1HA I'0OJNHA.

HoxkazaHo e, ye cief mbpBaTa OycTepHa BaKCHHALMS, HAIPaBeHa eIHa FOAMHA cJie]l ITbPBOHAYATHUS
BaKCHHALMOHEH KypC, MPOIBJDKUTETHOCTTAa HA UMYHUTETA € 3 TOJUHM.
5. MMPOTUBOITIOKA3AHUA

Hsama.
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6. HEBJIATONIPUATHU PEAKIIMH

CpenHa 110 CTEIEeH, BpeMeHHa JIOKaIHa peakius (< 2 CM) yecTo ce HaOIroaaBa ciiel] IbpBaTa
BakcuHanus. Ta3u ToKajaHa peakius MOXKe Jia ce TPOSIBY € e/IeM, MOIyBaHe, 00pa3yBaHe Ha MaJKo
BB3€YC U OTIIYMSBA CIIOHTAHHO Hali-MHOTO 3a 3 10 4 ceqmunu. Cien BropaTa U CIICBAIINATE
BaKCHHAIIMU Ta3W PEAKIHs Ce MPOSBSIBA B 3HAYUTEIIHO MIO-MAaJIKa CTEICH.

[Ipexomun cuMITOME KaTo XUrepTepMus (mpoabibkasaria 1 1o 4 mHu), anmatus, XpaHOCMHUIATSITHA
Ppa3CcTpoOKCTBa YECTO MOTar Jia ce HaOIroAaBat cie/] BakCHHAIMsITa. boiika mpy nmanmanus, KuxaHe Win
KOHIOHKTHBHUT MOTaT Jia Ce MPOSBAT B PEAKU ciiydau. Te u3ue3Bar Oe3 mpuiaraHe Ha JICUCHHE.

3a aHapUIAKTUYIHY PEaKIUy € IOKJIAJBAHO B MHOTO PEJIKU cliydad. B ciydail Ha aHa(HIaKTUIEH 110K
Ce TPenopbyUBa MOIXOASII0 CUMITOMATHYHO JICUCHUE.

YecroraTa Ha HEOJIArOMPUATHUTE PEAKLMU CE ONPENeIIs Upe3 cleHaTa KIacupuKanus:

- MHOTrO YectH (rmoBeue oT 1 Ha 10 TpeTHpaHu )KUBOTHU, IPOSIBSIBALIM HEOIATONIPHATHH PEAKIIUH T10
BpeMe Ha Kypca Ha €JTHO JIeYeHHE)

- yectu (moBedye oT 1, HO mo-manko oT 10 xuBoTHM Ha 100 TpeTHpaHH KUBOTHN)

He gecTH (roBeue ot 1, Ho mo-mainko ot 10 >xuBoTHH Ha 1,000 TpeTHpaHu KUBOTHH)

penku (moBeue oT 1, HO mo-manko ot 10 xuBoTHH Ha 10,000 TpeTupaHHu KUBOTHH)

- MHOTO penku (mo-Manko oT 1 skuBoTHO Ha 10,000 TpeTupaHu KUBOTHH, BKIIOYUTEIHO N30JIUPAHH
CHOOIIEHU).

AKo 3a0elnexuTe HIKaKBH HEOJIAronmpyusITHU PeaKli, BKIFOUATEITHO W TAKWBa, KOUTO HE Ca OMUCAHU B
Ta3u JJUCTOBKA UJIW MUCJIIUTE, Y€ BETCPUHAPHOMECIUITUHCKHUA IPOJAYKT HE paGOTI/I, MOJIA Aa YBEAOMUTE
Bamusg BeTepuHapeH jekap.

1. BUJIOBE )KUBOTHMU, 3A KOUTO E IIPEJJHA3ZHAYEH BMII

Kotku.

8. JO3UPOBKA 3A BCEKU B/l ZKUBOTHO, METOJA U HAYUH HA ITPUJIAT'AHE
IToakoXHO NpUITIOKEHUE.

IMpunoxere moakoxHo eana no3a (1 ml) ot mpoaykra, cria3Baiku clieHATA CXEMa Ha BAKCHHAIHSL.
IIspBOHAYANIEH BaKCUHAIIMOHEH KYPC:

- MbpPBa BaKCUHAIIMS - HA KOTEHIIA OT OCEM CEIMUYHA BB3pacT
- BTOpa BaKCHUHAIUS - 3 WK 4 CEIMHUIIM [TO-KbCHO.

Mali4rHUTE aHTUTENa MOTaT Ja OKa)XaT OTPUIIATEITHO BIUSHUE BbPXY UMYHHUS OTTOBOD, BCIICJCTBHUE
Ha BaKCHHAIMATA. B Te3u cirydau, KOrato ce mpejroiara Haiaue Ha MaliuiHU aHTHTeNa, ce
MpenophUBa TpeTa BakcuHanws oT 15-ceqmuana BB3pacr.

PeBakcuHanuu:
CrenBanuTe BaKCHHAIIWA CIIET TbpBaTa OyCTepHA BaKCHHAITHS, PUJIOKEHA HA TOTMHA CIIe]
I'bPBOHAYATHUS BAKCUHAIIMOHEH KypC, MOTaT J]a CE HAMPABAT HA UHTEPBAIM OT TPU TOJUHHU.

9. CBBET 3A IIPABUJIHO INTPUJIO’KEHUE

Pasknarere BHUMAaTENHO (pIiakOHA MPEIH yIOTpeoda.
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10. KAPEHTEH CPOK

He e npunoxxumo.

11. CHEIMAJIHHU YCJIOBHUSA 3A CbXPAHEHHUE HA ITIPOAYKTA

Jla ce chxpaHsiBa fajed OT IOIJIela M Ha HEAOCTBIIHM 3a Jiela MecTa.

Jla ce cpxpaHsBa U TpaHCIOpTUpa B oxJaneHo cherosinue (2 °C — 8 °C).

Jla ce ma3u oT 3aMpb3BaHE.

[a ce masu ot cBeT/IMHA.

Jla He ce M3MO0I3Ba TO3M BETCPUHAPHOMETUIIMHCKY MPOAYKT cJie]l M3THYaHe CPOKa Ha TOJIHOCT,
MmocoueH BBpXy etukeTa cien EXP.

Cpox Ha TOAHOCT Clie/l IBPBOTO OTBAPSIHE HA ONIAKOBKATa: U3MOJI3BaTE HE3a0aBHO.

12. CHEIMAJIHU NPEAYHNPEXJIEHUA

Crenpaany IpeaynpekIeHns 3a BCEKHM BHJI )KUBOTHH, 3a KOUTO € npeaHasHaueH BMIT:
[Ja ce BakcMHHMpAT camo 3/IpaBU KUBOTHH.

CriernuaaHy Ipena3Hi MEpKH 3a SKHBOTHUTE MPU YHOTpeOaTa Ha MPOYKTa:

[IpenopruBa ce obe3mapasuTsaBane Ha-Manko 10 THU Tpear BAaKCHHAITUATA.

CaMo KOTKH, KOMTO HE Ca HOCUTEIIN Ha BUpYca, IPUYMHUTEI Ha KoTemmkaTa neskemus (FeLV), TpsoOpa
na Opaat BakcuHUpaHu. ETo 3aimo ce npenopbyuBa nscienBane ¢ Obp3 TeCT 3a Hanuuue Ha FelLV
Nped BAKCUHAITUATA.

CrieluaTHy Ipena3Hy MEPKH 3a JIMIATa, TPHUIaraniy BeTePUHAPHOMEUIIMHCKUS TPOJIYKT

Ha XUBOTHUTE:

[Ipu coygaitHo caMOMH)KEKTHpaHe, He3a0aBHO /1a Ce MTOThPCH METUITTHCKH CHBET, KaTo Ha JeKaps ce
MPEIOCTaBU JINCTOBKATA WJIM €TUKETA Ha MPOAYKTA.

BbpeMeHHOCT M TaKTalus:
He ce npuinara mo Bpeme Ha OpeMeHHOCT. He ce nmpenopbyBa npuiiaraHeTo IO BPEME Ha JTaKTaIlUs.

BzanmoeiicTBre ¢ TH BETCPUHAPHOMEIUIIMHCKH IIPOJIYKTH 1 1 (hOpMHU Ha B3aMMOJICHCTBHE:
WMa naHHM 10 OTHOIIIEHUE HA e()UKACHOCTTA M OE30MMacHOCTTa, KOUTO JOKa3BaT, Y€ Ta3U BaKCHUHA
Moxke 1a 0b1e cmecBana u npuiiarana ¢ FELIGEN CRP umu FELIGEN RCP.

Hsma HamnuHa nHbopMalys 3a 6€30MacHOCTTa U €(PUKACHOCTTa OT ChbBMECTHOTO M3I0/I3BaHEe Ha Ta3u
BaKCHHA C IPYTH BETEPUHAPHOMEIUITMHCKH MTPOIYKTH, OCBEH ITOCOUEHUTE To-Trope. [lopaau Ta3zu
MIpUYWHA, IPUJIATAHETO Ha Ta3W BaKCHHA MPEIU WK Clie]] ynorpebaTta Ha ApyT
BETCPUHAPHOMEIUITMHCKH ITPOTYKT TPsiOBaA J1a Ce MPELCHU CIIOpe] MHANBUAYATHHUS CIIyIai.

[Ipeno3upane (CUMITOMH, CIICIITHU MEPKH, AaHTUIOTH):

He ca HaOmroaBanu Ipyru HeOMArONpUSATHU PEAKIUU MPH MPEAO3UPAHE HA MPOTYKTA, PA3IUIHHA OT
ormmcanuTe B T. “HebmaronpuarHu peakuyn’”, OCBEH JOKAIHUTE TAKWBA, KOUTO MOTAT Ja Ce MPOSBSIT
3a MO-JBJITO BpeMe (Hai-MHOTO 5 - 6 ceIMHUIIN).

OCHOBHH HECHBMECTHMOCTH:
He cMecBaiite Ta3u BakcHHA C IPYT BETCPHHAPHOMETUITMHCKH MTPOIyKT ¢ m3kmodenrne Ha FELIGEN
RCP unu FELIGEN CRP.
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13. CHEIOUAJIHU MEPKH 3A YHUIIIOKABAHE HA HEMU3IIOJI3BAH INPOAYKT
NJIM OCTATHIM OT HEI'O, AKO UMA TAKHUBA

BMII =e Tpsi6Ba A2 6bAAT U3XBBPISIHU Ype3 OUTOBH OTHAABLM WK oTHanHu Boau. [lonuTaiite
Bamus BeTepuHapeH Jiekap KakBo Ja npaBute ¢ HeHykuute BMII. Te3u Mepku 111e moMOorHar 3a
Olla3BaHe Ha OKOJIHATA Cpea.

14. JATATA HA IIOCJIEJHATA PEJAKIHWS HA TEKCTA

[MoapoOua nHpopManus 3a TO3H MPOAYKT MOKE J]a HAMEPUTE Ha HHTEPHET CTPaHUIIATa Ha
Espomneiickata Arenrus mo Jlekapcrsata http://www.ema.europa.eu/.

15. JAOHIN'BbJIHUTEJIHA HHO®OPMAILIUA

CrokaeH ¢nakon tun I, ceappikai enHa go3a (1 ml) BakcuHa, 3aTBOPEH ¢ Kamayka OT OyTHIIOB
enacToMep ¢ muaMeThp 13 mm, oOBHTA B alyMUHHEBA KarcyJa.

[InactmacoBa nnu kapToHeHa Kytus ¢ 10 ¢nakona.
[InactmacoBa nnu kaproHeHa Kytus ¢ 50 ¢nakoHa.
He Bcuuku pasmepu Ha OIlakoBKaTa MoraT Jja ObJat IpeaiaraHy Ha rasapa.

3amura cpelly nep3ucTupania Bupemus € HabaronaBaHa npu 73% OT KOTKHUTE 3 CEMHLIM CIie]l
IbpBaTa BaKCHHAIIHSL.

3a Bcska I/IH(l)OpMaLII/IFI OTHOCHO TO3U BETCPUHAPHOMCIUIIMHCKHA MTPOAYKT, MOJISA CBBPIKETE CC C
TCPUTOPUATIHUA MPCACTABUTCII HA MPUTCIKATCIIA HA JIMLICH3a 3a ynorpe6a.

Belgié/Belgique/Belgien Magyarorszag
VIRBAC Belgium NV VIRBAC HUNGARY KFT
Esperantolaan 4 Szent Istvan krt.11.11/21.
3001 Leuven HU-1055 Budapest

Tel: +32-(0)16 387 260 Ten: +36703387177
Ceska republika Malta

VIRBAC VIRBAC

1ére avenue 2065 m LID lére avenue 2065 m LID
06516 Carros 06516 Carros

Francie Franza

Tel: +33-(0)4 92 08 73 00 Tel: + 33-(0)4 92 08 73 00
Danmark Nederland

VIRBAC Danmark A/S VIRBAC Nederland BV
Profilvej 1 Hermesweg 15

6000 Kolding NL-3771 ND-Barneveld
Danmark Tel : +31-(0)342 427 127
Tel: +45 75521244

Deutschland Norge

VIRBAC Tierarzneimittel GmbH VIRBAC Danmark A/S
Rdgen 20 Profilvej 1

DE-23843 Bad Oldesloe DK-6000 Kolding

Tel: +49-(4531) 805 111 Danmark

Tel: + 45 75521244
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Eesti

VIRBAC

lére avenue 2065 m LID
06516 Carros
Prantsusmaa

Tel: +33-(0)4 92 08 73 00

E\rada

VIRBAC HELLAS A.E.

13° yAp E.O. ABnvav - Aapiog
EL-14452, Metapopowon
TnA: +30 2106219520

Espafa

VIRBAC Espafia SA

Angel Guimera 179-181

ES-08950 Esplugues de Llobregat (Barcelona)
Tel. : + 34-(0)93 470 79 40

France

VIRBAC France

13e rue LID

FR-06517 Carros

Tél : +33-(0)805 05 55 55

Hrvatska

VIRBAC

lére avenue 2065 m LID
FR-06516 Carros
Francuska

Tel: + 33-(0)4 92 08 73 00

Ireland

VIRBAC

lére avenue 2065 m LID
FR-06516 Carros

France

Tel: + 33-(0)4 92 08 73 00

Island

VIRBAC

lére avenue 2065 m LID
FR-06516 Carros
Frakkland

Tel: + 33-(0)4 92 08 73 00

Italia

VIRBAC SRL

Via Ettore Bugatti, 15
IT-20142 Milano

Tel: +39024092471
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Osterreich

VIRBAC Osterreich GmbH
Hildebrandgasse 27

1180 Wien

Osterreich

Tel: +43-(0)1 21 834 260

Peny0smka buarapus
VIRBAC

1ére avenue 2065 m LID
06516 Carros

Opanmus

Ten: +33-(0)4 92 08 73 00
Polska

VIRBAC Sp. z o.0.

ul. Putawska 314

PL 02 - 819 Warszawa
Tel.: + 48 22 855 40 46

Portugal

VIRBAC de Portugal Laboratdrios LDA
R.do Centro Empresarial

Ed13-Piso 1- Esc.3

Quinta da Beloura

PT-2710-693 Sintra

Tel: + 351 219 245 020

Romania

VIRBAC

1ére avenue 2065 m LID
FR-06516 Carros

Franta

Tel: + 33-(0)4 92 08 73 00

Slovenija

VIRBAC

1ére avenue 2065 m LID
FR-06516 Carros
FRANCIJA

Tel: + 33-(0)4 92 08 73 00

Slovenska republika
VIRBAC

1ére avenue 2065 m LID
FR-06516 Carros
Francuzsko

Tel: + 33-(0)4 92 08 73 00

Suomi/Finland

VIRBAC

1ére avenue 2065 m LID
FR-06516 Carros

Puh/Tel: + 33-(0)4 92 08 73 00



Kvbmpog

VIRBAC HELLAS A.E.

13° yAp E.O. ABnvav - Aapiog
EL-14452, Metapopowon
TnA.: +30 2106219520

Luxembourg/Luxemburg
VIRBAC Belgium NV
Esperantolaan 4

3001 Leuven

Belgique / Belgien

Tel: +32-(0)16 387 260

Latvija

VIRBAC

lére avenue 2065 m LID
FR-06516 Carros
Francija

Tel: +33-(0)4 92 08 73 00
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Sverige

VIRBAC Danmark A/S Filial Sverige
c/o Incognito AB

Box 1027

SE-171 21 Solna

Tel: +45 75521244

Lietuva

VIRBAC

lere avenue 2065 m LID
06516 Carros

Pranciizija

Tel: +33-(0)4 92 08 73 00

United Kingdom (Northern Ireland)
VIRBAC

1ére avenue 2065m LID

FR-06516 Carros

France

Tel: + 33-(0)4 92 08 73 00
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