INPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHUE HA BETEPUHAPHOMEUMIIUMHCKUSA ITIPOAYKT

LEUCOGEN unxeKIuoHHa CyCIeH3Hs 32 KOTKU

2. KAYECTBEH U KOJIUMYECTBEH CBCTAB
3a gosza or 1 ml;

AKTHBHA Cy0CTaHIMA:

MUHAMAITHO KOJIMYECTBO MpeYrcTeH nmpoTenH P45 FeLV — anturen ot oOBUBKaTa 102 ug
AKyBaHTH:

3% amyMHHHEB XHUAPOKCHUI 0 (popmaTa Ha ref1, uspasen B mg Al* 1 mg
[Mpeuncren excrpakt ot Quillaja saponaria 10 ug
Excuunuenru:

Crabunmu3upar H30TOHUYICH pa3TBOP 0 1ml.

3a IBJIHMUS CIIUCHK HA EKCIUINEHTHATE, BIXK T. 6.1

3. OPAPMAIEBTUYHA ®OPMA

MHXeKIMOoHHA CyCIIeH3HUS.
Onanecnupaiia TE4YHOCT.

4, KJIMHUYHU JAHHU

4.1 Bwupaose ;KHBOTHH, 32 KOUTO e npeaHa3Hayed BMII

Kotku

4.2 TepaneBTHYHU MOKA3aAHUs, ONPeIeIeHH 32 OT/IeJIHUTE BUI0BE ;KHBOTHH

3a akTHBHAa UMYHHU3allUs HAa KOTKH OT OCEM CEAMHYHA BB3pPAaCT CpEIly KOTEIIKa JIEBKEMUS C LIET
MpeIOTBpaTABaHE HA MEPCHUCTHPAIIa BUPEMHUS U KIMHUYHUTE MPU3HALIM BCIEICTBUE HA 3a00JIIBaHETO.

Hauano na HUMYHHUTCTA:
I[OKaBaHO €, UC HA4YaJIOTO HAa UMYHUTCTA € OT 3-Ta ceaMuIia CJIC MbPBOHAYAIHUA BAKCUHAITUOHCH KYPC.

[IpoaBIKUTETHOCT HA UMYHUTETA!

Cren mbpBOHaYaJIHUSI BAKCHHALIMOHEH KYPC MPOIBIDKUTETHOCTTa HA UMYHHUTETA € e1Ha TOJ1HA.
JokazaHo e, 4e ciefi MbpBaTa OycTepHa BaKCHUHAIUS, HAPaBEeHA e/THAa FOJMHA CJie]l ITbPBOHAYATHHSI
BaKCMHAIMOHCH KYPC, NPOABJDKUTCIIHOCTTA HA UMYHUTETA € 3 TOJUHH.

4.3 IlporuBOmOKA3aHUSA

Hsma.

4.4 ChnenuaJiHu mpeana3Hu MEPKH 32 BCEKH BHJI (KUBOTHH, 32 KOUTO e npeaHa3Hadyed BMII
Jla ce BakCHHHUpAT caMO 3APaBH KUBOTHH.

4.5 CoenuajJHU Npeana3Hu MepKH Npu ynorpeda

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha IIPOAYKTA.
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- [IpenopbuBa ce obe3napazuTsaBaHe Hai-Manko 10 IHU Mpeau BaKCHHALMSATA.

- CaMO KOTKH, KOMTO HE ca HOCHTENIH Ha BUpYyca, IPUUMHHTEI Ha KoTeukara jgeBkemus (FeLV), tpsaoBa
na ObJaT BakKCHHUPAHU. ETo 3ammo ce mpenophyuBa u3cienBane ¢ 0bp3 TecT 3a Hamumane Ha FelV mpenn
BaKCHHAIIMATA.

CHCQI/IaHHI/I npeaAnasHiy MCPKH 3a JiMlaTra, npujaaraiiyi BETCPUHAPHOMEAUITUHCKYA IIPOJAYKT Ha )KUBOTHUTEC

HpI/I cnyqaﬁﬂo CaMOUHIKXCKTHUPAHC, He3a0aBHO Ja CC MOThbpPCU MECANIMNHCKHU CBBET, KAaTO Ha JICKAPA CC
npe€aoCTaBu JIMCTOBKATAa WM €TUKETA HAa IIPOJYKTa.

4.6 He0aaronpusiTHU peakuuy (4€CTOTA U BAKHOCT)

CpezHa 1o cTereH, BpeMeHHa JIoKaiHa peakius (< 2 CM) Mo)Ke 4eCTo Jia ce HabJro1aBa cie/l mbpBara
BakcHHaIs. Ta3u JIOKaJTHA PeaKIus MOXKE Jla CE MPOSIBU C €eM, MOlyBaHe WIN 00pa3yBaHE Ha MaJIKO
BBb3€IYC U OTIIyMSIBA CIIOHTAHHO HaW-MHOTO 3a 3 10 4 ceamunu. Cren BTOpata W CIEABAIUTE
BaKCUHAIIMY Ta3W PEAKIIHs Ce MPOSBSIBA B 3HAYUTEIIHO MO-MaJIKa CTEICH.

IIpexomun peakmum Kato XumneprepMus (mpoabipkaBama 1 g0 4 maHM), amaTtus, XpaHOCMIJIATEITHH
pascTpoicTBa MOTaT Na ce HaOJroJaBaT 4ecTo CJie]] BAKCHHAINUATA, OOJKA MpU MalnupaHe, KUXaHe
WJIM KOHIOHKTUBHT MOTAT Jia Ce MPOSBAT B PEKH ciiydau. Te nzue3Bar 0e3 Ja ce npuiara JieueHue.

3a aHaQUITAKTUYHU PEaKIfy € JIOKIAJBaHO B MHOTO PEIKU cliydau. B cinydaii Ha aHauIakTH4eH 10K ce
MPEnopbYBa MOAXOIANI0 CUMIITOMATHYHO JICUCHHE.

YecToTaTa Ha HEOIArONIPUATHUTE PEAKIIUH CE ONPEAEIS Upe3 ClIeAHATa KIIACH(HKALH:

- MHOTO 4yecTr (moBeue oT 1 Ha 10 TpeTupaHu )KUBOTHH, IPOSIBSBAIIN HEOIArONPHUATHA PEAKIINH)

- yectH (moBedye ot 1, HO mo-mainko ot 10 >xuBoTHU Ha 100 TpeTHpaHu KUBOTHH)

- He yectH (moBeyue ot 1, Ho mo-Manko oT 10 xuBoTHU Ha 1,000 TpeTHpaHu KUBOTHN)

- peaku (moseue ot 1, HO mo-maunko ot 10 >xuBoTHHU Ha 10,000 TpeTupaHu >KMBOTHH)

- MHOTO peakH (mo-maiko ot 1 kuBoTHO Ha 10,000 TpeTupaHu >KUBOTHH, BKIIOUUTEITHO H30IMPaHU
CBHOOIICHUS).

4.7 Ynorpe0a no BpeMe Ha OPeMEHHOCT, JIAKTALMS WIH sfilleHOCeHe

BbpemenHocr:
He ce npuiara no Bpeme Ha GpeMeHHOCT

JlakTanms.
He ce mpenoppuBa nmpugaraneTo My Mo BpeMe Ha JaKTaIlusl.

4.8 BzaumojeiicTBHE ¢ IPYrd BeTePHHAPHOMEIMIMHCKH NMPOAYKTH U APyru ¢gopmu Ha
B3auMoOJelicTBHE

Wma naHHU 10 OTHOIIEHHE Ha e(h)UKACHOCTTA M 0€30MaCHOCTTA, KOUTO JOKA3BaT, Ye Ta3h BAKCHHA MOXKE
na obae cMecBana u npwiarana ¢ FELIGEN CRP wnmu FELIGEN RCP. Hsma Hanuuna uHOpManus 3a
Oe3omacHoCTTa M e()MKACHOCTTA OT ChBMECTHOTO M3MOJI3BaHE HA Ta3W BaKCUHA C APYTH
BETCPUHAPHOMETUIIMHCKH TMPOAYKTH, OCBEH MOCOUCHUTE Mo-rope. [lopaau Ta3u npuyrHa, MPUiaraHeTo
Ha Ta3W BaKCHHA MPEJIN WK CJIe]] YIOTpedaTa Ha IpyT BETCPHHAPHOMETUIIMHCKH MPOAYKT TpsIOBa Jia ce
MPELICHU CIIOPE] UHAUBUYaTHHSI CIydai.

4.9 /lo3a 1 HAYMH HA NPHUJIOKEHUE
IToIKOKHO NPUIIOKEHUE.

Paskiarere BHUMaTETHO (Di1akoHA M TIPHIOKETE MOAKOKHO eaHa 1o3a (1 ml) ot npoaykra, cienBaiiku
ClIeTHaTa CXeMa Ha BAaKCHHAIVSL.

IIbpBOHAYANICH BaKCHMHALIMOHCH KYPC:




- IIbpBa BaKCUHAILIMA ITPU KOTCHIA OT OCEM CEAMHNYHA Bb3pacT
- BTOpa BakCUHALUA - 3 unu 4 ceIMULM IO-KBCHO.

MaiunHuTE aHTUTEIa MOTaT JIa OKakaT OTpULATCIHO BIIMAHUEC BHPXY UMYHHUSA OTI'OBOP, BCICACTBUC HA
BaKCHHaIusATa. B Te3n CJIydau, KOraTo C¢€ mnpearnojara HaJm4ue Ha MalyuHA AHTUTCJIAa, CC IPCTIOPBHUBA

TpETa BaKCHHAIUA OT 15-C€Z[MI/I‘IH8. BB3pPacT.

PeBakcuHanmmu: cieaBaIiuTe BAKCHHAIINN CJIEN IbpBaTa OyCcTepHa BaKCHHAITUS, TIPUJIOKCHA €Ha TOIHMHA
cJie]l TbPBOHAYATHUS BAKCHHAIIMOHEH KyPC, MOTAT J1a ObJIaT HAIIPABEHU HA MHTEPBAJU OT TPU FOJIUHMU.

4.10 IIpeno3upane (CHMITOMU, CIIEIITHA MEPKH, AHTHAOTH), AaKO € HEOOX0IMMO

He ca naGnronaBanu Apyru HEOJIArOMPHUSITHY PEaKIUY IPU TPEJ03UpaHe Ha IPOayKTa (2 103K),
Pa3INYHU OT ONMCAHUTE B TOUKa 4.6, OCBEH JIOKAJTHUTE TAKUBA, KOUTO MOTAT Ja Ce MPOSBAT 3a I10-
IBIT0 BpeMe (Hali-MHOTO 5 - 6 ceIMUIIN).

4.11 KapeHTeH cpok

He e npunoxxumo.

5. UMYHOJIOI'MYHU OCOBEHOCTH

dapmakoTeparneBTHYHA IPyra: UMyHOJIOTUYHU TIPOIYKTH 32 ceMeicTBO KOTKH, HHAKTUBUPAHH BUPYCHU
BaKCHHH 33 KOTKH.

Berepunapnomenunmackn Anatomo-Tepanesrnuen Kox: QIO6AAOL.

BakcuHa cpenry koTenika JeBKEMHUS.

Baxcunara cpbpika npeuncte npotenH P45 FeLV - anturen oT oOBHBKaTa, MOIYYEH Upe3 TeHETUIHA
pekomOuHarms Ha 1mam E. coli. AjpkyBaHTHTE B aHTHT€HHATA CYCIICH3US Ca ATyMUHHEB XUIPOKCH]I MO/
dbopmaTta Ha ren u npedrcTeH ekcTpakt ot Quillaja saponaria.

6. DAPMALEBTUYHU OCOBEHOCTH

6.1 CHouchbK Ha eKCIUNMHEHTHTE

Sodium chloride

Disodium phosphate anhydrous

Potassium dihydrogen phosphate

Aluminium hydroxide

Quillaja saponaria

6.2 OCHOBHU HECHBMECTHMOCTH

He cmecBaiite ¢ npyr BeTeprHApHOMEANIIMHCKH TTPOAYKT ¢ m3kmouenrne Ha FELIGEN RCP wmm
FELIGEN CRP.

6.3 Cpok Ha rogHocT

Cpok Ha TOJJHOCT Ha KpaiHHs BeTepUHAPHOMEAULIUHCKUS IPOAYKT: 2 TOAUHU
Cpok Ha TOJHOCT CJIe IbPBO OTBAPSIHE HAa IbPBUYHATA ONIAKOBKA: U3I0JI3BaiiTe HE3a0aBHO.

6.4. CoenuaJiHU yCJOBHS 32 CbXpaHEHHE HA MPOAYKTA

Jla ce cbXpaHsBa U TpaHCIIOPTUPA B oxJaneHo cherosinue (2 °C — 8 °C).
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Ja ce ma3u oT 3aMpb3BaHe.
Ha ce ma3u ot cBeTNUHA.

6.5 Bua u cheTaB HA DIbPBUYHATA OIIAKOBKaA

CrornieH ¢uakon Tvm |, ceabpikain exna qo3a (1 ml) BakcrHa, 3aTBOPEH ¢ Kamadka OT OyTHIIOB
enacToMep ¢ muaMeTsp 13 mm |, 06BUTa B alryMHUHHEBA KarcyJa.

[InactmacoBa nnu kaproneHa Kytus ¢ 10 ¢akoHa.
IImactmacoBa wim kaproHeHa Kytus ¢ 50 ¢iakona.

He BCHUUYKU pasMepI/I Ha OIIaKOBKATa MOorart aa 6T>,Z[aT npez[naraHI/I Ha na3apa.

66 Cl'lelll/la.]'ll-ll/l MepKl/I 3a ylmmomaBaHe Ha HEU3I0JI3BaH l'lpO)IyKT HJIN OCTATHBIMU OT HEro
BCGKI/I HCHU3IIOJI3BAH BeTepI/IHapHOMCI[I/I]_[I/IHCKI/I HpO)IyKT NN OCTAaThUU OT HETO Tp)I6Ba aa 6T>,Z[aT
YHI/IHIO)KGHI/I B CbOTBETCTBUEC C U3NCKBAHUSTA HA MECCTHOTO 3aKOHOOATCJICTBO.

7. IMPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

Virbac

lére avenue — 2065 m - L.1.D.

06516 Carros Cedex

FRANCE

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

EU/2/09/096/001 - 002

9. JATA HA TbPBOTO U3JJABAHE/ITIOJHOBSIBAHE HA JIMLIEH3A 3A YIIOTPEBA
JlaTa Ha TBPBOTO M3/aBaHe Ha JIUICH3 3a yrorpeba: 17/06/2009.

JaTa Ha mociIeTHOTO MOHOBSABAaHE Ha JHUIIEH3 3a ynorpeda: 12/06/2014.

10. AATA HA IOCJIEJIHATA PEJAKIINS HA TEKCTA

[MonpoOHa uHpopManus 32 TO3H MPOAYKT MOKE Jla HAMEpUTE Ha MHTEPHET cTpaHuIlaTta Ha EBpomneiickara
Arennus mo Jlekapcrsata (http://www.ema.europa.eu/).

3ABPAHA 3A ITPOJAXKBA, CHABSIBAHE U/NJIN YIIOTPEBA

He e npunoxxumo.


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

MNPUJIOKEHHUE 11

IMPOU3BOAUTEJI HA BUOJOTNYHO AKTUBHATA CYBCTAHLIUA "
IMPOU3BOJAUTEJIL, OTTOBOPEH 3A OCBOBOXKIABAHE HA ITAPTUIATA

YCJIOBUSA NI OTPAHUYEHNS B JIMIEH3A 3A YIIOTPEGA HA BMII,
OTHACHAIIHA CE J0 ITIPEJJIATAHETO NJIA YIIOTPEBATA MY

CTATYC HA MACOK



A. HIPOU3BOAMUTE HA BHOJOI'NMYHO AKTHUBHATA CYBCTAHLUA
MNNPOU3BOJUTEJL, OTTOBOPEH 3A OCBOBOKJIABAHE HA ITAPTUIATA

Hme n aapecC Ha MPOU3SBOJUTEIIA HA OMOJIOTUYHO aKTHBHATA CY6CTaHgI/I}I

PP MANUFACTURING CORPORATION
175 crossing Boulevard,

Suite 200, Framingham,

Massachusetts 01702,

USA

Hme n aapeC HAa MPOU3BOAMTECIIA, OTTOBOPEH 34 OCBO60)K,Z[aBaHeT0 Ha NapTHUAUTEC 3a r[pona>K6a

Virbac

lére avenue — 2065 m - L.1.D.,
06516 Carros Cedex

FRANCE

b. YCJIOBUsA NN OI'PAHUYEHUA B JIMIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIMU CE JO IPEJJIATAHETO WM YIIOTPEBATA MY

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCAINMCaHunC.

B. CTATYC HA MACOK

He e npunoxumo.
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HNPUJIOKEHHE 111

ETHKET U JINCTOBKA



A. ETUKET



HNH®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIIHATA OITAKOBKA

KyTus ¢ 10 niau 50 ¢gurakona

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIIUHCKUA ITPOAYKT

LEUCOGEN uHXeKIIMOHHA CYCIICH3HUs 38 KOTKH

2. CbABbPKAHUE HA AKTUBHATAMTE) CYBCTAHIUSA(H)

3a goza or 1 ml;
AKTHBHA Cy0CTAHIUA:

MuHHMMATHO KOJIMYECTBO NPEUnCTeH npoTenH P45 FeLV — anturen ot oOBuBKara: 102 pg.

3. OAPMAINIEBTUYHA ®OPMA

I/IH)KGKI_II/IOHHa CYCIICH3UA.

4.  PA3MEP HA OITAKOBKATA

10x 1 ml
50 x 1 ml

S. BUJIOBE ’)KUBOTHMU, 3A KOUTO E IIPEJTHA3ZHAYEH BMII

KoTtkmn.

| 6. TEPAIIEBTUYHU ITIOKA3AHUSA

| 7. METOJ 1 HAYH HA TPUJIOKEHUE

[Ipenu ymorpeba mpoveTy JINCTOBKATA.

HOI[KO)KHO MMPUIIOKCHUC.

| 8.  KAPEHTEH CPOK /KAPEHTHU CPOKOBE

| 9. CHHEHUAJIHU MPEAYHPEXIEHUS, AKO E HEOBXOANUMO

| 10. CPOK HA FOJIHOCT

EXP {mecer/ronuna}
Cren oTBapsiHe U3MOI3Bail He3a0aBHO.
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| 11. CHENUAJIHM YCJIOBUA 3A CbXPAHEHUE

[a ce cbxpaHsaBa U TPaHCIIOPTHUPA B OXJIAJACHO CHCTOSHUE.
Ja ce ma3u oT 3aMpb3BaHe.
Jla ce ma3u oT CBETJIMHA.

12. CIHEINUWAJIHA MEPKHU 3A YHUIIOKABAHE HA HEM3IIOJI3BAH NPOAYKT UJIN
OCTATHII OT HEI'O, AKO UMA TAKHUBA

yHI/IH_IO)KaBaHe: MMpoYCTH JIUCTOBKATA.

13. HAAINUCBHT “CAMO 3A BETEPUHAPHOMEJULIUHCKA YIIOTPEBA” U YCJIOBUS
NJIA OT'PAHUYEHUSA OTHOCHO PA3ITPOCTPAHEHHUETO U YIIOTPEBATA, AKO
E IPUJIOKUMO

Camo 3a BeTeprHApHOMEMIIMHCKA yrioTpeda. [la ce oTiycka caMo 1o JIEKapcKo Mpe/rcaHue.

14. HAJIIUCHT “JA CE CBXPAHSIBA JIAJIEY OT MOTJIEJA U HA HEJOCTBITHH 3A
NEIIA MECTA”

I[a CC CbXpaHsBa JaJji€d OT IIorjicaa U Ha HCAOCTBITHU 3a A€1a MECTA.

| 15. HMME U MOCTOSAHEH AJIPEC HA ITIPUTEXATEJIS HA JIMIIEH3A 3A YIIOTPEBA

Virbac

lére avenue — 2065 m - L.1.D.,
06516 Carros Cedex

FRANCE

16. HOMEPA HA JIMLIEH3A 3A YIIOTPEBA HA BMII

EU/2/09/096/001
EU/2/09/096/002

| 17. TAPTHUAEH HOMEP

Lot{nomep}
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MHUHUMYM NUHO®OPMAILUA, KOATO TPABBA JA BbJAE U3IIMCAHA BbPXY
MAJIKM OITAKOBKH BMII, KOUTO CBbABPXKXAT EAMHUYHA JIO3A

CTBKieH (JIaKoH

1. HAMMEHOBAHUE HA BETEPUHAPHOME/MIIUHCKUSA ITPOAYKT

LEUCOGEN uHXeKIIMOHHA CYCIICH3HUs 38 KOTKH

2.  KOJJMYECTBO HA AKTUBHATAMTE) CYBCTAHIUSI(N)

102 ug FeLV

3. CBABPKAHHUE CIIPSIMO MACA, OBEM WX BPOW HA EJMHUYHUTE 103U

1ml

4. HAYMHM) HA ITPUJIOKEHUE

SC

| S. KAPEHTEH CPOK /KAPEHTHHU CPOKOBE

| 6. IHHAPTUJIEH HOMEP

Lot {Homep}

| 7. CPOK HA TOJHOCT

EXP {mecer/roauna}

| 8. HAJIIIMCBHT “CAMO 3A BETEPUHAPHOMEJIMIIMHCKA YIIOTPEBA”

Cawmo 3a BeTeprHApHOMEIUITMHCKA yIIoTpeoa.
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B. JINCTOBKA
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JINCTOBKA:
LEUCOGEN unxekuuoHHa CyCleH3MsI 32 KOTKH

il HUME U IIOCTOSSHEH AAPEC HA ITPUTEXXATEJISI HA JIMIIEH3A 3A YIIOTPEBA U
HA IMTPOU3BOJAUTEJISA, AKO TE CA PA3JIMYHU

IIpurekaTen Ha TUIIEH3a 32 YITOTpeOa M IPOU3BOIUTEN, OTTOBOPEH 32 OCBOOOXKIaBaHE HA MMAPTH/IATA

Virbac,

1% avenue — 2065 m — L.1.D.,
06516 Carros Cedex

France

2. HAMMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA ITIPOAYKT

LEUCOGEN uHXeKIIMOHHA CYCIICH3HUs 38 KOTKH

3. CBbIABP)KAHUE HA AKTUBHATA(MTE) CYBCTAHIISI(MN) U EKCITUIIUEHTA (UTE)
3a nmo3a ot 1 ml:

AKTHBHA Cy0CTaHIMA:

MUHAMAITHO KOJIMYECTBO MpeducTeH nmpoTeud P45 FeLV - anturen ot oOBUBKaTa: 102 ug
AKYBaHTH:

3% amyMHHHEB XMAPOKCHJ 101 GopMaTa Ha rei, uspasen B mg AlP*: 1mg
[peuncren excrpakt ot Quillaja saponaria: 10 ug
Excuunuenru:

Crabunu3upaiil U30TOHUYEH Pa3TBOP 110 1ml

Omanecrupainia TeIHOCT.

4. TEPAIIEBTUYHHU ITIOKA3AHUSA

3a aKTHBHA HMYHH3alMg Ha KOTKH OT OCEM CCAMUYHA Bb3PACT CPCILY KOTCIIKA JICBKEMHA C LI
MNpeaAOTBpATABAHC HA NICP3UCTUPAId BUPEMUA U KIIMHUYHUTC MMPU3HALIA BCJICACTBUC HA 3a00JIIBAHETO.

Haugano na HMYHUTCTA:
I[OKaSaHO €, UC HA4YaJIOTO HAa UMYHUTECTA € OT 3-ta ceaMuIia CJIC MbpBOHAYAIHUA BAKCUHAITUOHCH KYPC.

HpOJI’bI[)KI/ITeHHOCT Ha UMYHUTECTA:
CJ'IC,Z[ IIpPBOHAYAIHUSA BAKCUHAIIMOHCH KYPC MPOABIKUTC/IIHOCTTA HA UMYHUTETA € €/1HA I'0OJUHA.

,HOKaSaHO €, UC CJIC IIbpBaTa 6YCTepHa BaKCHUHalMA, HallpaBCHa €1Ha roJnHa CJICI IIbPBOHAYATHUA
BAKCHMHAIIMOHCH KYPC, MPOABJLDKUTCIIHOCTTA HA UMYHUTCTA € 3 T'OOWHH.

5. INPOTUBOIIOKA3AHUSA

Hsama.

6. HEBJIATOIIPUATHU PEAKIIMHN

14



CpenHa 1O CTENEH, BpEeMEHHA JioKalHa peakimst (< 2 CM) dyecTo ce HaOimonaBa ciell IIbpBara
BakcHHaIWs. Ta3u JoKamHa peakiys MOXE Ja Ce TIPOSIBH C €IeM, MOAyBaHe, o0pa3yBaHEe Ha MaJKO
BB3CIUE M OTIIyMsiBa CIOHTAHHO Haii-MHOTO 3a 3 70 4 cemmumm. Ciieq BTOpaTa W CIICIBAITATE
BaKCHHAIIMU Ta3u PEaKIUs Ce MPOSBABA B 3HAUUTEIIHO MO-MaJIKa CTETICH.

[IpexomHn peakiuu kKato xumeprepmus (TpoabpkaBama 1 g0 4 IHU), amatvs, XpaHOCMUIATCITHH
pa3CTpPOMCTBa YECTO MOTAT J1a ce HAOJIF0MaBaT CJie]l BAKCHHAITUATA, OOJIKA TIPU ITAJITIAITNS, KMXaHe WIIN
KOHIOHKTHBHT MOTAT J[a CE MPOSIBAT B PEIKH ciiydan. Te m3de3Bar Oe3 mpuiiarane Ha JIedeHHe.

3a aHaQWITAKTHYHY PEaKIUH € JOKIAIBAaHO B MHOTO PEIKH ciydau.B ciryuait Ha aHaUIIaKTUYCH IIOK ce
MIPENOPHIBA TOIXOISIIO CHMITTOMATHIHO JICUCHHE.

YecToTara Ha HEOIArONPUATHATE PEAKIMU CE OTIPEeNis upe3 cileqHaTa Kiacu(pukamus:

- MHOro 4yecT (moBeue oT 1 Ha 10 TpeTHpaHu >KUBOTHH, IPOSBABAIIM HEOIArONPUATHN PEAKLIUH)
- yecTH (moBeue oT 1, Ho mo-manko oT 10 xuBoTHH Ha 100 TpeTHpaHu )KUBOTHH)

- He yecTH (moBeue oT 1, Ho mo-manko ot 10 xuBoTau Ha 1,000 TpeTHpaHH )KUBOTHH)

- peaku (moseye oT 1, Ho mo-manko ot 10 xuBoTHM Ha 10,000 TpeTupaHu KUBOTHH)

- MHOTO pefku (1mo-Manko oT 1 xuBoTHO Ha 10,000 TpeTnpaHu KUBOTHH, BKIIOUHUTEIIHO U30JIHPAHU
CHOOIIICHHU).

Axo 3a0enexnuTe HIKaKBU HEONAaroNpusITHU PEaKIiH, BKIIOUYUTEIHO U TAKMBA, KOUTO HE Ca ONMCAHH B
Ta3u JUCTOBKA WIIM MUCIIUTE, Y€ BETEPUHAPHOMEIUIIMHCKNA MTPOAYKT HE pabOTH, MOJIS 1a YBEIOMUTE
Bamms BeTepuHapeH Jiekap.

7. BUJIOBE )KUBOTHMU, 3A KOUTO E IIPEJHA3ZHAYEH BMII

KoTtkn

8. JO3UPOBKA 3A BCEKU BUJI )KUBOTHO, METO/I U HAYNH(N) HA ITPUJIATAHE
TToAKOKHO TPUITIOKEHHE.

Ipunoxere moakokHO exana mo3a (1ml) or mpoaykra, criazBaiiku ciie[HaTa CXeMa Ha BAaKCHHAITHSL.
[TbpBOHAYAICH BAKCHHAIIMOHEH KYPC:

- IbpBa BaKCHHAIIMS HA KOTEHI[A OT OCEM CEIMUYHA Bh3PacT
- BTOpa BaKCHHANWS - 3 WU 4 CeIMUITN TT0-KbCHO.

MaiunHuTe aHTUTEIa MOTaT Ja OKaXaT OTPULATCIHO BJIMAHUC BbPXY UMYHHHA OTTOBOP, BCIICACTBUC HA
BaKCHHaIusATa. B Te3m CJIydau, KOoraTo C€ rnpearojara HaJm4ue Ha MalYuHA AHTUTCIIAa, CE IPETIOPHUBA
TpETa BaKCHHAIUA OT 15-ceqmuuna BB3pPacT.

PeBakcunanmm.

CJ'ICI[BaH_II/ITe BaKCHUHAIWU CJICA ITbpBaTa 6YCTCpHa BaKCHUHaWA, MIPUJIIOKCHA €AHA IT'OJAUHA CIIC
IbpBOHAYAIHUA BAKCHUHAITMOHCH KYPC, MOraT Jia C€ HallpaBAT HAa UHTCPBAJIU OT TPU I'OAUHU.

9. CBBET 3A ITIPABUJIHO INPUJIOKEHHUE

PasknaTtere BHUMaTETHO (IIaKoHA MPeIu yHoTpeoa.

10. KAPEHTEH CPOK /KAPEHTHH CPOKOBE

He e npunoxumo.
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11. CHEIHWAJIHA YCJIOBUS 3A CbXPAHEHUE HA TTPOAYKTA

Jla ce cpxpaHsBa Jajied OT IOrJIieAa U Ha HEJJOCTBITHY 32 JIella MecTa.

Ila ce cpXxpaHsBa M TPAHCIIOPTHPA B oXjaaeHo cherosaue (2 °C — 8 °C).

Ja ce masu oT 3aMpb3BaHe.

Jla ce masu OT CBETJIHHA.

Jla He ce u3MoJI3Ba TO3U BETCPHHAPHOMETUIIMHCKH TPOIYKT ClIe/l H3THYaHe CPOKA Ha TOJHOCT, OCOYEH
BBpPXY eTukera cieq EXP.

Cpok Ha rOIHOCT CJIe/l TBPBOTO OTBApsSHE Ha ONAKOBKATA: M3II0JI3BaiiTe He3a0aBHO.

12. CHELOUAJIHM NPEAYTNPEXIEHUSA

Crenuanaiy OpeaynpexIeHns 3a BCEKH BIJI JKUBOTHHM, 32 KOUTO € mpeanasuayed BMIT:
Ja ce BakcHHUpAT camo 3/IpaBU >KUBOTHH.

CroenumanHy npeana3Hi MepKH 3a )KUBOTHUTE IPH yroTpedaTa Ha NPOIyKTa:

[IpenoppuBa ce oOe3napasutsaBaHe Hail-manko 10 JHK Ipean BaKCHHALMSTA.

CaMo KOTKH, KOUTO HE ca HOCUTEJIM Ha BUpyca, MPUYUHMTEN Ha KoTemkara Jeskemus (FeLV), tpsosa
na ObIaT BakCHHUpPaHU. ETO 3a11o ce mpenophuBa u3ciaeaBane ¢ Obp3 TecT 3a Hammune Ha FelV mpenn
BaKCHHAIIHATA.

CnegnanHH npeanasiy MCpPKU 3a Jinfara, npujaaraiii BETCPpUHAPHOMEAUITMHCKYA IIPOJAYKT Ha

KHUBOTHUTC!
HpI/I cnyqaﬁHo CaMOUHIKXCKTHUPAHC, He3a0aBHO Ja €€ MOThbpPCU MECANIMHCKU CBBET, KATO HA JICKAPA CC
npeaoCTaBu JIMCTOBKATA WM CTUKCTA HA IPOAYKTA.

bpeMeHnHOCT 1 nakTamuys:
He ce npunara no Bpeme Ha OpeMeHHOCT.
He ce mpenopbuBa npuiaraHeTo My 1O BpeMe Ha JIaKTaIlusl.

BsauMoieiicTBrE ¢ APYTH BETCPUHAPHOMETUIIMHCKH NPOAYKTH U APYTH (HOPMH Ha B3aUMOJICHCTBHE:
VimMa naHHHM 110 OTHOIICHHE Ha €(hUKACHOCTTA 1 OE30MaCHOCTTa, KOMTO JI0KAa3BaT, 4e Ta3u BAKCHHA MOXKE
na 0bae cmecBana u npuiarada ¢ FELIGEN CRP wiu FELIGEN RCP.

Hsama nannyna uadopMarms 3a 6€30MacHOCTTa H eUKACHOCTTA OT ChBMECTHOTO M3MOJI3BAHE HA Ta3H
BaKCHHA, OCBEH MOCOYCHUTE To-rope. [lopaau Ta3u npuyrHa, MPUIAraHeTo Ha Ta3W BAKCHHA TPESIU HITH
cient ynotpebara Ha Ipyr BETepUHAPHOMETUIIMHCKH TIPOAYKT TPsAOBa J1a ce MPELCHHU CIOpe]T
WHAUBUAYATHUS CITy4ai.

HpegosnpaHe (CHMMIITOMH, COETITHA MEPKU, aHTUJIOTH).

He ca HaOmronaBaHu Apyru HeOIAronpUATHU PEAKLUY IPU IPEeI03UpaHe Ha IPOAYKTA, Pa3IUYHU OT
onucanute B T. “HeOmaronpusTHu peakuu’, OCBEH JIOKAITHUTE TAKMBA, KOUTO MOTAT /1a CE TPOSBAT
3a MIO-IIBJITO BpeMe (Hai-MHOTO 5 - 6 ceaMuIn).

OCHOBHU HECHBMECTUMOCTH:
He cmecBaiite ¢ 1pyr BeTepruHApHOMEIUIIMHCKH MPOAYKT ¢ u3kimoueHrne Ha FELIGEN RCP wm
FELIGEN CRP.

13. CIEIUWAJIHU MEPKH 3A YHUIIOKABAHE HA HEU3ITIOJI3BAH INTPOAYKT NJIN
OCTATHIM OT HEI'O, AKO UMA TAKHUBA
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BMII He Tpsi6Ba na 6b1aT H3XBBPISHU Ype3 OUTOBH OTIAIBITN WM OTHaaHu Boau. [lomuTaiite Bamms
BETEpPHHAPCH JICKap KaKBo Ja rnpaBute ¢ HeHyxaute BMII. Te3n Mepku Iie moMOrHAT 3a Oma3BaHe Ha
OKOJTHATa cpefa.

14. JATATA HA NOCJIEAHATA PEJAKIIUS HA TEKCTA

ITompobHa H(MOpMaIKs 3a TO3H IMIPOAYKT MOKE J1a HAMEPUTE Ha MHTEPHET CTpaHuIara Ha EBpomnetickara
Arennus o Jlekapctsara http://www.ema.europa.eu/.

15. JOII'BJHUTEJIHA THOOPMALIMA

ITbpBUYHA OMaKOBKa:
CroriieH duakoHn Tar |, ceabpikain enna qo3a (1 ml), 3aTBopeH ¢ kamauka OT OYTHIIOB €1acTOMED C
muaMeTsp 13 mm, oOBUTA B alyMUHHEBA Karcyia.

IInmactmacoBa wim kaproHeHa Kytus ¢ 10 ¢iakona.
[InactmacoBa nnu kaproneHa Kytus ¢ 50 ¢nakoHa.
He Bcuukm pasMepn Ha OrmakoBKaTa Morar fja Ob/IaT NpeAsiaraHy Ha mas3apa.

3a Bcska I/IH(i)OpMaLII/IH OTHOCHO TO3U BETCPUHAPHOMCAUIIMHCKU MMPOAYKT, MOJISI CBBPIKETC CE C
TCPUTOPUATTHUSA ITPEACTABUTCII HA IMMPUTCIKATCIIA HA JIMLICH3a 3a yHOTpe6a.

Belgié/Belgique/Belgien
VIRBAC Belgium NV
Esperantolaan 4

3001 Leuven

Tel: +32-(0)16 387 260

Peny0smka buarapus
VIRBAC

1ére avenue 2065 m LID
06516 Carros

Opanuus

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

Ceska republika
VIRBAC

lére avenue 2065 m LID
06516 Carros

Francie

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

Danmark

VIRBAC Danmark A/S
Profilvej 1

6000 Kolding

Danmark

Tel: +45 75521244

Lietuva

VIRBAC

lére avenue 2065 m LID
06516 Carros

Prancuzija

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

Luxembourg/Luxemburg
VIRBAC Belgium NV
Esperantolaan 4

3001 Leuven

Belgique / Belgien

Tel: +32-(0)16 387 260

Magyarorszag

VIRBAC HUNGARY KFT
Szent Istvan krt.11.11/21.
HU-1055 Budapest

Ten: +36703387177

Malta

VIRBAC

lére avenue 2065 m LID
06516 Carros

Franza

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

VIRBAC Tierarzneimittel GmbH
Rdgen 20

DE-23843 Bad Oldesloe

Tel: +49-(4531) 805 111

Eesti

VIRBAC

lére avenue 2065 m LID
06516 Carros
Prantsusmaa

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

EArada

VIRBAC HELLAS AE.

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

Espafia
VIRBAC Espafia SA
Angel Guimera 179-181

ES-08950 Esplugues de Llobregat (Barcelona)

Tel. : + 34-(0)93 470 79 40

France

VIRBAC France

13erue 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

Nederland

VIRBAC Nederland BV

Hermesweg 15

NL-3771 ND-Barneveld

Tel : +31-(0)342 427 127

Norge

VIRBAC Danmark A/S
Profilvej 1

DK-6000 Kolding
Danmark

Tel: + 45 75521244

Osterreich

VIRBAC Osterreich GmbH
Hildebrandgasse 27

1180 Wien

Osterreich

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

Polska

VIRBAC Sp. z 0.0.

ul. Putawska 314

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

Portugal

VIRBAC de Portugal Laboratérios LDA

R.do Centro Empresarial
Ed13-Piso 1- Esc.3
Quinta da Beloura
PT-2710-693 Sintra
Tel: + 351 219 245 020

Roméania

VIRBAC

lére avenue 2065 m LID
FR-06516 Carros

Franta

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

Slovenija

VIRBAC

lére avenue 2065 m LID
FR-06516 Carros
FRANCIJA

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

Slovenska republika
VIRBAC

lére avenue 2065 m LID
FR-06516 Carros
Francuzsko

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

18



Italia

VIRBAC SRL

Via Ettore Bugatti, 15
IT-20142 Milano
Tel: +3902409247 1

Kvmpog

VIRBAC HELLAS AE.

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

Latvija

VIRBAC

lére avenue 2065 m LID
FR-06516 Carros
Francija

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

Suomi/Finland

VIRBAC

lére avenue 2065 m LID
FR-06516 Carros

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

Sverige

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

Box 1027

SE-171 21 Solna

Tel: +45 75521244

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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