MNPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

LeUCOgen WHKCKIIMOHHA CYCIICH3U 34 KOTKHU

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
3a gosza or 1 ml;

AKTHBHO BellleCTBO:

MuHHMMATHO KOJIMYECTBO NPEUUCTEH NpoTeuH P45 FeLV — anturen ot oOBUBKaTa 102 pg
AIKyBaHTH:

3% alyMUHHEB XUIAPOKCHU IO (hopMara Ha rei, uspaszen 8 mg Al* 1 mg
Ipeuncren ekcrpakt ot Quillaja saponaria 10 ug

TTomolHHU BelecTBA:

KauecTBeH ¢hCTaB HA MOMOILIHHUTE
BelIeCTBA U JIPYIUTE€ CbCTABKH

Hatpues xnopuj

Junatpuer docdar

Kanues quxunporendocdar

Boz[a 3a HHXKCKIINHU

Onanecunpalua TCYHOCT.

3. KIMHNYHA THOOPMALIUA

3.1 BupgoBe ;KHBOTHH, 32 KOUTO ¢ npeaHa3zHavyeH BJIIT

Kotku.

3.2 Tloka3zanmus 3a ynorpeda 3a BCeKH BU/I *KUBOTHH, 32 KOITO € MpeIHaA3HAYEH NPOAYKTHT

3a aKTUBHA HMYHH3alUsg Ha KOTKH OT OCEM CEAMHUYHA BB3PACT CPEUlYy KOTCUIKA JICBKEMHS C LEJI
IMpEAOTBpaTABAHE Ha ICPCUCTHUPpalla BUPEMUA U KIIMHUYHUTE IIPU3HAIN BCJIICACTBUEC Ha 3200JIIBaHETO.

Hayano na umynurera:
3 ceaMHUIM Clie]l TbPBOHAYAIHUS BAKCHHAIMOHEH KYPC.

HpO,Z[’BJ'DKI/ITGJ'IHOCT Ha UMYHUTCTA.
CJ]ejl IIbpBOHAYAIHUA BAKCMHAIMOHCH KYPC MPOABJDKUTCIIHOCTTa HA UMYHUTETA € €/IHA I'OAWHA.

HoxkazaHo e, 4e cies mbpBaTa OycTepHa BaKCHMHALM, HAIpaBeHa eqHa FOANHA cJe]] ITbPBOHAYATHHS
BaKCHHAIIMOHEH KypC, MPOIBJDKUTETHOCTTa HA UMYHUTETA € 3 TOANHU.

3.3 IlporuBomoka3aHusi
Hsawma.

3.4 CpneuuajHu npeaynpe:xaeHust



Jla ce BAKCHHUPAT caMO 37]paBH KUBOTHH.
3.5 Cnenuaanu mpeanasHu MepPKHU NMPH ynoTpeda

Crenuaniy npeana3sHy MEpKH 3a 0e3omacHa ynorpeda Ipy BUIOBETE )KUBOTHH, 34 KOUTO €
npennasnauen BJIII:

[IpenopruBa ce obe3mapa3uTsaBane Hai-Manko 10 THH Tpear BAKCHHAIUATA.

CaMo KOTKH, KOUTO HE Ca HOCUTEITH Ha BUPYCa, MPUYMHUTEN Ha KoTelkara jekemus (FeLV),
Tpsi0Ba Ja ObaaT BakcuHUpaHu. ETo 3am1o ce mpenopbyuBa U3CIEBaHE C TECT 32 Hannuue Ha FeLV
nper BaKCUHAIUATA.

CHCLII/IaJ'IHI/I Opeanas’Hi MEPKH 34 Juiara, mpujaraiiiyi BETCPUHAPHHUA JCKAPCTBCH NPOAYKT HA
JKHUBOTHHUTE:

HpI/I cnyqaﬁHo CaMOUHXXCKTHUPAHC, He3a0aBHO Ja €€ NOThbPCU MCAULIMHCKU CBBET, KATO HaA JICKApPs CC
Ipe€aoCTaBu JIMCTOBKATa UJIM €TUKETA Ha IIPOAYKTaA.

CHCI_II/IaJ'IHI/I Opeanas’Hiy MCPKH 34 3allMTa Ha OKOJIHATa cpaa:

He e npunoxumo.

3.6 HeOnaronpusaTHU peaKkuuu

Kotkmn:
Yectu Peakius Ha MsICTOTO Ha I/IH)KCKTI/IpaHel, ITonyBane Ha
(1 z10 10 na 100 TpeTupanu MACTOTO Ha UHKekTupaHe!, OTOk Ha MACTOTO Ha
unxekTupane!, Bb3ea Ha MACTOTO Ha UHKeKTUpaHe!
’KHBOTHH):
Xuneprepmus®, Anatus®
TPOICTBO HAa XPAaHOCMUIATEIHUSI TPAKT
PazcTpoiicTBO Ha XpaHOCMUIIATE. aKT®
Penxu BoJka Ha MACTOTO Ha MHKEKTUpaHe™
(1 mo 10 Ha 10 000 TpeTupanu
JKUBOTHH): Kuxane®
KOHIOHKTUBUT®

MHoro peaku

(mo-manko ot 1 Ha 10 000 Tpetupanu | Anadunaxcus®
JKUBOTHH, BKJIFOUUTEITHO U30JIUPAHU
CHOOIIICHHUS):

! Cnen mppBOTO MHKEKTHPaHE ce HAOMIOABA yMEPEHA U IPEX0/IHA JOKaIHa peakuus (< 2 cm), KOsTO
OTIITyMsBa CIIOHTAHHO B PaMKHUTE Ha Hail-MHOTO 3 110 4 ceqmuru. Ciex BTOPOTO HHKEKTUPAHE U
CJIeNIBAIIINTE MPUIIOKECHHUSI Ta3W PEaKIIMs 3HAYUTEITHO HaMalIsiBa.

2 TIpOBIDKUTETHOCT OT 1 10 4 qHU.

$TIpexoaHK IPU3HALN.

*Tlpu manmanysi.

5 ToBa oTiIyMsBa 6€3 HUKAKBO JICUCHHUE.

®B ciy4aii Ha anaMIAKTHYEH MIOK TPAOBA 1a Ce MPWIOKHU HOAXOSINO CHMITOMATHYHO JICYEHHE.



Cro0mmaBaHeTo Ha HEONAroMPHUATHY PEAKIIMU € BaKHO. ToBa MO3BOJSBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha BETEPUHAPHUS JIeKapcTBEH MpoAyKT. ChoOIIeHHATa TpsOBa Aa ce U3Mpariar, 3a
MIPEIOYUTAHE Upe3 BETCPUHAPECH JIeKap, WU Ha MIPUTEKATEI Ha Pa3pelICHUETO 32 ThPrOBUS WIH Ha
MECTHHSI My TIPEICTABUTEI, HJIM Ha HAITMOHATHHS KOMIICTCHTEH OpPraH upe3 HallMOHATHATA CUCTEMA 32
choOIIaBaHe. 3a ChOTBETHUTE JJAHHH 33 BPb3Ka BUKTE JIMCTOBKATA.

3.7 Ynorpeda no Bpeme Ha OpeMEHHOCT, JIAKTALUS WU siilleHOCeHe

He ce nmpunara mpu 6peMeHHN KOTKH
He ce nmpenopbuBa npuiaraneTo My Mo BpeMe Ha JaKTalusl.

3.8 B3ammopneiicTBHE ¢ IPYTd BeTEPHUHAPHU JeKAPCTBEHH MPOAYKTH U APYrd (JOpMH Ha
B3aHMOJEeHCTBHE

HanmunnTe nanHu 3a 6€30MacHOCT M epeKTUBHOCT COUaT, ue Ta3h BaKCHHA MOXe Ja ObJie CMecBaHa U
npunarana ¢ FELIGEN CRP wmu FELIGEN RCP.

Hsma nannuna nadopmanys 3a 6€30macHOCTTa U €pUKACHOCTTA OT ChBMECTHOTO M3IIOJI3BAHE HA Ta3H
BaKCHHA C JIPYTH BETEPUHAPHU JICKAPCTBEHU MPOJYKTH, OCBEH IocodeHuTe no-rope. [lopamu tazn
NpUYHHA, TPUIATAHETO Ha Ta3u BaKCHUHA MPEH WIH Clie] yrnoTpedaTa Ha JpyT BeTepUHAPEH
JIEKapCTBEH MPOAYKT TPsOBA J1a ce MPELCHU CIOPE] UHMBUIYATHUS CITydaii.

3.9 Hauun na NMPUJI0KCHUE U TO3UPOBKaA
HOI[KO)KHO MMPUIIOKCHHUC.

Paskiatere BHUMAaTEIHO (hIakOHA M MPHIOKETE MOAKOKHO eaHa go3a (1 ml) ot BeTrepunapHus
JIeKapCTBEH NPOIYKT, CIeIBaliKH cIeJHaTa cXeMa Ha BaKCHHALIU.

IIspBOHAYaseH BaKCHHAIIMOHEH KYpC:

- I’TbPBa BaKCUHAIUS TP KOTCHIIA OT 0CEM CEMUYHA
BB3pacT

- BTOpa BaKCHHANWS - 3 WU 4 CeIMUITN TT0-KbCHO.

MaluuHNTE aHTUTENA MOTaT Ja OKa)XaT OTPULATETHO BIMSIHNE BbPXY UMYHHUS OTTOBOp, BCIEICTBHUE
Ha BaKCHHAIWATA. B Te3H ciaydan, KOraTo ce nperonara HaIi4ue Ha MalidMHA aHTHUTENa, Ce
MpenopbhYBa TPeTa BaKCUHAIMS OT 15-ceaMUyHa BB3pacT.

PeBakcuHanmu:
CrenBanuTe BaKCUHAIIUA CIIET ITbpBaTa OyCTepHA BaKCHHAITHS, PUJIOKEHA €Ha TOMHA CIIe]

MIbpBOHAYAIHUA BAKCUHAIIMOHCH KYPC, MOTraT 1a 6’L,I[aT HaIllpaBCHU HAa UHTCPBAJIA OT TPpHU IT'OAUHU.

3.10 CumnToMu Ha npeno3upaHe (M KOTaTO € NPUJI0KUMO — MPOLEAYPH HA JieiicTBUE NPH
CHEUIHU CJIy4Yan ¥ aHTHI0TH)

He ca HaGmronaBany Apyru HEOIAronpusTHA PEaKIMK MPH MPeIo3upaHe Ha BETCPUHAPHHUS
JICKAPCTBEH NPOAYKT (2 103H1), pa3jIMyHU OT OMKUCAHHUTE B TOYKa 3.6, OCBEH JIOKATHUTE TAKUBA,
KOUTO MOTAT JIa C€ MPOSIBAT 3a IMO-IIBJITO BpeMe (Hali-MHOTO 5 - 6 ceMUIIn).

3.11 CneuuajHu orpaHUYEeHHs 32 YNOTpeda U CIeNMAIHH YCJIOBHS 3a ynoTpeoda,
BKJIIOYHTETHO OTPAHUYEHNS 32 YIOTpedaTa Ha aHTUMHKPOOHY U MPOTHBOMAPA3UTHH
BeTEPUHAPHH JIEKAPCTBEHH MPOIYKTH, € 1[eJI Ia ce OTPAHUYH PUCKBT OT Pa3BUTHE HA
Pe3UCTEHTHOCT

He e npunoxunmo.

3.12 KapeHTHHM cpokoBe



He e npunoxumo.

4. HUMYHOJOI'NYHA UH®OPMALIUSA

4.1 BerepuHapeH JekapcTBeH aHaToMo-TepaneBTu4eH koa (ATCvet Code): QIO6AAOQL.
BakcuHa cpenty KoTenika JeBKeMHusl.

Bakcunarta cpapprka npeuncte npotenH P45 FeLV - anturen ot oOBruBKaTa, MOIydYeH ype3
TeHeTHUYHa peKoMOUHaIMs Ha 1iaM E. coli. AjpkyBaHTHTE B aHTUTEHHATA CYCIICH3US Ca ATyMHUHKEB
XHIPOKCHU TI0 (hopMmarta Ha rel 1 npedncTen ekcrpakt ot Quillaja saponaria.

3amuTa cpenry nepcucTupainia BUpeMus ce Ha0ro1aBa npu 73% OT KOTKHUTE 3 CEAMMUIIN CIIe]
IBPBOTO WH)KEKTUPAHE HA BAKCHHATA.

5. DOAPMAIIEBTUYHHU JTAHHA

5.1 OcHOBHHM HECHBBMECTHMOCTH

He cMmecBaiite ¢ npyr BeTeprHApEH JieKapcTBeH NpoayKT ¢ m3kiaroueHne Ha FELIGEN RCP miu
FELIGEN CRP.

5.2  Cpok Ha rogHOCT

Cpok Ha rOZHOCT Ha KpalHUs BETEpUHAPEH JIEKaPCTBEH MPOAYKT: 2 TOIUHH.
Cpoxk Ha rOZHOCT Clie/l IbPBO OTBApsSHE HAa IbPBUYHATA ONIAKOBKA: M3I0JI3BaiiTe HE3a0aBHO.

5.3 ChneuuajHu ycJ0OBMS 32 CbXpaHEeHHe

Jla ce chXpaHsBa ¥ TPAHCIIOPTHPa B oxjajeHo cherosaue (2 °C — 8 °C).
[a He ce 3ampassiBa.

Jla ce ma3u OT CBETJIMHA.

5.4 Buja v chbcTaB HA DIbPBUYHATA OIIAKOBKA

CrokieH duakon tur |, chabprkain eqra go3a (1 ml) Bakcuua, 3aTBOpEH ¢ Kamadyka ot OyTHIOB
enacToMmep ¢ quamMeTsp 13 mm, o6BuTa B alyMUHHEBA KaICylia.

[InactmacoBa winn kapToHeHa Kytus ¢ 10 ¢makoHa.
ITnacTmacoBa miu kapToHeHa KyTus ¢ 50 ¢aakoHa.

He Bcuuku pasmepu Ha onakoBKaTa MOraT Ja ObJar npeajaraHy Ha rasapa.
5.5 CpoeunajaHu MEPKH 32 YHHIIOKABAaHE HA HEM3MOJI3BAHM NMPOAYKTH WM OCTATHIH OT THAX

BerepunapHuTE JIeKapCTBEHN IPOLYKTH HE TPsAOBa a ObJaT U3XBBPISTHYA Ype3 OTIAaTHU BOIU WU
OWTOBU OTHAIBIIH.

W3znon3Baiite nporpaMu 3a BpblIaHe NPH YHUII0KABAHETO HA HEU3IIOI3BaHU BETCpUHAPHU
JIEKapCTBEHHU MPOAYKTH MM OCTaThLM OT TSIX B CbOTBETCTBHE C U3UCKBAHUATA HA MECTHOTO
3aKOHOJATEJICTBO M C BCUUKM HALIMOHAHHU CUCTEMH 32 ChOMpaHe, MPUIOKUMH 38 ChbOTBETHUS
BETEPUHAPEH JIEKAPCTBEH MPOAYKT.



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

VIRBAC

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

EU/2/09/096/001-002

8. JATA HA ITbPBOTO U3JABAHE HA PASPEIHIEHUETO 3A ThbPI'OBUSA

JlaTa Ha TBPBOTO M3aBaHE Ha pa3pelieHueTo 3a Thprous: 17/06/20009.

9. JATA HA IIOCJIEJHATA PEJAKI WS HA KPATKATA XAPAKTEPUCTUKA
HA TIPOAYKTA

{(MM/TTIT}

10. KJACHUOPUKALUSA HA BETEPUHAPHUTE JEKAPCTBEHU MPOAYKTH
Jla ce oTIrycka caMo 10 JIEKapcKO NMpeaIuCcCaHue.

IToapo6Ha uH(popMaIs 3a TO3M BETEPUHAPEH JIEKAPCTBEH MPOAYKT MOJKE J1a HaMepuTe B 6azara
nanau Ha Chro3a otHocHO npoaykrute (https://medicines.health.europa.eu/veterinary).



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

INPUJIOKEHHUE 11
APYI'U YCJIIOBUA U U3BUCKBAHUSA KbM PASPELHIEHUETO 3A ThPI'OBUS

Hsama.



HNPUJIOKEHHUE |11

ETUKET U JINCTOBKA



A. ETUKETH



NH®OPMAILIUA, KOATO CE U3IIUCBA BbPXY BBHIIHATA OIIAKOBKA

Kytus ¢ 10 nau 50 ¢purakona

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH ITIPOAYKT

Leucogen wH>XeKIIMOHHA CYCIIEH3Us

2. KOJIMYECTBO HA AKTUBHUTE BEIHIECTBA

3a o3a ot 1 ml:
MuHAMATHO KOJTMYIECTBO MPEIHCTEH npoTenH P45 FeLV — anturen ot oOBUBKaTa: 102 ug

3. PABMEP HA OITAKOBKATA

10x 1 ml
50 x 1 ml

4. BUJIOBE )KUBOTHMU, 3A KOUTO E INIPEJHA3HAYEH BJIII

Kotku.

‘ 5. TEPAIIEBTUYHHU ITIOKA3AHUSA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

TToiKOXHO NPHUITIOKEHUE.

‘ 7. KAPEHTHHM CPOKOBE

| 8. CPOK HA TOJHOCT

Exp. {mm/rrrr}

CJ'IC)_'[ OTBapsHC M3I0JI3Bail HE3a0aBHO.

‘ 9. CHHELHUAJIHU YCJIOBUSA 3A CbXPAHEHUE

[la ce cbxpaHsiBa U TPAHCIIOPTHPA B OXJIAICHO ChCTOSHUE.
[a He ce 3ampa3siBa.
Ja ce ma3u oT cBeTIUHA.

‘ 10. HAANMUCHT ,,JIPEIU YIIOTPEBA NIPOYETETE JIUCTOBKATA*

[Ipenu ymorpeba mpoverere JIMCTOBKATA.

10



‘ 11. HAIANUCDHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITHHCKA yIIoTpeoa.

12. HAJINUCHT “JA CE CbXPAHSIBA JIAJIEY OT MOTJIEJA U HA HEJOCTBITHUA
3A JIEIJA MECTA”

Jla ce cpxpaHsaBa gajied OT IOorJjieIa U Ha HEAOCTHITHY 3a JIeTa MecTa.

‘ 13. HUME HA ITIPUTEXATEJISA HA PASPEIIEHUME 3A ThbPI'OBUSA

VIRBAC

14. HOMEPA HA PASPEHIEHUETO 3A ThPI'OBHUS HA BJIII

EU/2/09/096/001 10 dmakona
EU/2/09/096/002 50 ¢akona

‘ 15. TAPTHUJAEH HOMEP

Lot {Homep}

11



MUHUMYM HHO®OPMAIUSA, KOATO TPABBA JA BbJE U3IINCAHA BBPXY
MAJIKH OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA J10O3A

CrbKieH QuiakoH

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH ITPOAYKT

Leucogen

2. KOJMYECTBO HA AKTUBHUTE BEIIECTBA

102 ug FeLV
1ml

‘ 3. ITAPTUJIEH HOMEP

Lot {Homep}

| 4. CPOK HA TOJIHOCT

Exp. {mm/rrrr}

12



B. IUCTOBKA

13



JIMCTOBKA

1. HaumeHoBaHue Ha BeTepUHAPHUS JTeKAPCTBEH NPOIYKT

Leucogen wH>XeKIIMOHHA CYCIIEH3Ms 32 KOTKU

2. ConcraB
3a no3a ot 1 ml:

AKTHBHO BeIllIeCTBO:

MuHMMaTHO KOJIMYECTBO NpeuncTeH npotenH P45 FelV - anturen ot oOBUBKara: 102 pg
AKYBaHTH:

3% alyMUHHEB XUAPOKCHU] 1011 (popMara Ha rej, uspasen B mg Al%*: 1mg
Ipeuncren excrpakt ot Quillaja saponaria: 10 ug

Onanecunpama TCYHOCT.

3.  Bwugose :xkMBOTHH, 32 KOMTO e npegHasHauen BJIIT

Kotku.

4.  Tloxka3zanus 3a ynorpeda

3a aKTHBHA HUMYHH3aIUs Ha KOTKH OT OCEM CEAMHUYHA BB3PACT CPCITYy KOTCIIKA JICBKEMUS C 1ICJI
MpeaAOTBpATABAHC HAa ICP3UCTHUPALld BUPEMUSA U KIMHUYHUTC IMIPU3HALIN BCJICACTBUC HA 3a00JIIBaHETO.

Hauano Ha umyHurera:
3 ceaMuIH Ciie]l TbPBOHAYAITHUS BAKCUHAIIMOHEH KYPC.

[IpoapmKUTETHOCT HA UMYHHUTETA:
Crnen mbpBOHAYAIIHUS BAKCUHAIMOHEH KYPC MPOABIKUTEIIHOCTTa HA UMYHUTETA € €/THA TOJUHA.

Jloka3zaHo e, 4e cie/] mbpBara OyCTepHa BaKCHUHAIMS, HAIPaBEHA e/IHa TO/IMHA CJIe]] TbPBOHAYATHHS
BaKCHHAIIMOHEH KYPC, MPOJABKUTSTHOCTTA HA UMYHHUTETA € 3 TOTUHH.
5. I[IporuBonokazaHus

Hsama.

6. CroenuajaHu npeaynpexIeHust

CHCI_II/IaJ'IHI/I OpeAYIPCIKACHUSA
I[a CC BAKCHHHUPAT CaMO 3IpaBU )KUBOTHH.

CroenmanaHy npeana3sHyu MEPKH 3a 0e30I1acHa ynoTpeOa py BUJOBETE )KUBOTHH, 32 KOUTO €
npeanaszHagen BJIIT:

[IpemopruBa ce oOe3napasutsBane moue 10 qHU npeau BakcuHanmsaTa. TpsOBa /la ce BAKCHHUPAT
caMo KOTKH, KOMTO ca OTPHUIIATEIIHA 3a BUpyca Ha Koremkara jJekemus (FeLV). Ilopaau ToBa ce
mpernopbyBa TecT 3a Hanuuue Ha FeLV npenu BakcunarusTa.

14



CroenyanHy npeana3Hi MepKH, KOUTO TPSOBa Jia B3eMe JIMIETO, MPUJIaraiio BeTepHHAPHUS
JICKApCTBCH NPOAYKT HA )KUBOTHUTC.

HpI/I cnyqaﬁHo CaMOUHXXCKTHUPAHC, He3a0aBHO Ja C€ NOTbPCUMCIAUIIMHCKU CHBCT, KATO Ha JICKAps CC
npe€aoCTaBu JIMCTOBKATAa WM €TUKETA HAa IIPOJYKTa.

BpeMeHHOCT 1 nakTanms:
He ce nmpunara mpu 6peMeHHHI KOTKH.
He ce npenoppuBa npuiaraneTo My 1mo BpeMe Ha JIaKTaIfusl.

BsanMoeiicTBue ¢ Apyryu BeTEepUHAPHU JIEKAPCTBEHH NPOJIYKTH U APYTH GOpMHU Ha B3aUMOACHCTBHE:
Hannunute nanHu 3a 6e30macHOCT U €(pUKAaCHOCT COYAT, Ye Ta3u BaKCHHA MOXKE J1a Ob/ie CMECBaHa U
npuiarana ¢ FELIGEN CRP u FELIGEN RCP. Hama nannuna nagopmanus 3a 6e3onacHocTTa U
e(UKacHOCTTa OT CbBMECTHOTO HM3II0JI3BaHE HA Ta3W BAKCHHA C JPYTH BETEPUHAPEHHU JIEKAPCTBEHH
IIPOAYKTH, OCBEH IT0coueHHTe no-rope. Ilopanu tazu npuyuHa, NpujaraHeTo Ha Ta3u BaKCUHA IIpeIu
W cJIe]] yroTpedaTta Ha APYT BETEPUHAPEH JICKAPCTBEH NPOIYKT TPAOBA Ja ce MPELEHHU CIIope]
WHAWBUAYATHUS CITydail.

IIpenosupane:
He ca HaOmrotaBaHu HeXeENNaHU PEeaKIUK CIIeH MPEeI03upaHe Ha BETCPUHAPHUS JICKAPCTBEH MPOAYKT,

Pa3IUYHU OT TIOCOYEHUTE B pazjen "'HebmaronpustHu peakiuu', ¢ M3KIIOYCHUE HA JIOKATHU PEaKIUH,
KOWTO MOTAT JIa MPOIBIDKAT MO-TBJITO (HAH-MHOTO OT 5 10 6 CeIMUIIN).

OCHOBHU HECHBMECTUMOCTH:
He cmecBaiite ¢ apyr BeTepruHapH JiekapcTBeH npoaykT ¢ m3kimodeHne Ha FELIGEN RCP win
FELIGEN CRP.

7. HebaaronpusiTHU peakIuu

Kotku:

Yectu

(1 mo 10 Ha 100 TpeTHpaHu >KUBOTHH):

Peakuus Ha MACTOTO Ha MIKeKTHpane’, [ToyBane Ha MACTOTO Ha MIKeKTHpaHe!, OTOK Ha MACTOTO
Ha uHKekTupane®, Bb3en Ha MACTOTO HA MHXeKTHpaHe!

Xuneprepmus®®, Anatus®

Pa3CTp0f/’ICTBO Ha XpaHOCMUJIATCIIHUA TpEIKT3

Penkn
(1 mo 10 ma 10 000 TpeTHpaHu )KMBOTHH):

BoJka Ha MACTOTO HA HHXKEKTUpaHe™ >

Kuxane®

KOHIOHKTHBUT®

MHoro peaxu

(mo-manko ot 1 Ha 10 000 TpeTUpaHH KUBOTHHU, BKIIFOUUTEIHO N30JIUPAHHI CHOOLICHUS):
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Anadunakcus (TexKa aeprudna peauus)®

1'Ymepena n npexonna okanHa peakuys (< 2 cm) ce HaOII0AaBa ciie]] MbPBOTO MHKEKTUPAHE U
OTIITyMSBa CIIOHTAHHO B PAMKHUTE Ha Hail-MHOTO 3 110 4 ceqmunu. Ciex BTOPOTO HHKEKTUPAHE U
NOCJIEeBAIIUTE TPUIOKEHHS Ta3u PEaKLys 3HAYUTEITHO HaMaJIsiBa.

2 [lpoawmkasa ot 1 10 4 Hu.

% [IpexoHy IPU3HAL.

* TIpu manmanwysi.

5 ToBa oTIIyMsIBa G€3 HUKAKBO JICYEHHE.

® B ciyuaii Ha anaMIAKTHYEH MIOK TPAOBA 14 Ce MPWIOKHU MOAXOISIN0 CHMITOMATHYHO JICYEHHE.

Cro0miaBaHeTo Ha HEOIATONPUATHHI PEaKIIUU € BaKHO. ToBa NO3BOJISIBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha IPOAYKTa. AKO 3a0€NIeKUTe HIKAKBH HEOIAroMpusATHN PEaKIT|H, BKITFOYUTEITHO
TaKWBa, KOUTO HE Ca ONMCAHU B TA3W JIMCTOBKA VI MUCIUTE, Y€ BETCPUHAPHUS JICKAPCTBEH MPOTYKT
HE JICHCTBa, CBBPIKETE ce MMbPBO ¢ Bamus BeTepuHapeH sekap. MoxeTe ChIIo J1a ChoOIaBaTe
HEONArONpPUATHU PEaKIUU Ha TIPUTEKATEIS Ha Pa3pelIeHHETO 32 ThPTOBHS WM MECTHHS
MMPEACTABUTEIl HAa IPUTEKATEIA HAa pa3pCICHUCTO 3a ThProBus, KaTO U3IM0JI3BAaTC JAHHUTEC 3a KOHTAKT
B Kpasi Ha Ta3H JINCTOBKA WJIU upe3 Bamrara HannoHamHa cuctema 3a choOIaBaHe: {ImoapoOHOCTH 3a
HAI[MOHAIHATA CHCTEMA }

8. I[ompomca 34 BCEKM BH/I ’)KUBOTHO, HAYUHHU U METOJ HA NMPUJIOKCHUE

IToKOXXHO MPUITIOKEHUE.

[Mpunoxere moakoxHO exHa go3a (1ml) oT BeTepuHapHuUs JeKapCcTBEH MPOAYKT, ClIa3BalKK CJeqHATA
cXeMa Ha BaKCHHAIUSL.

[IbpBOHAYATICH BAKCHHAIIMOHEH KYPC:

- IbpBa BaKCHHAIMSI HA KOTEHIIA OT OCEM CeIMHYHA
BB3pacT

- BTOpa BaKCHUHAIUA - 3 WK 4 CEIMHIIN TO-KbCHO.

MaiiunHuTe aHTUTEIa MOTaT Ja OKaXXaT OTpULATECIHO BIIMAHUE BbPXY UMYHHUS OTIOBOP, BCICACTBUC
Ha BaKCHMHaIMsATAaA. B Te3n Cllydau, KOraTo ce rnpearojara Haaim4ue Ha MalyuHA aHTHUTCI1a, CC
IpernoppYBa TPETAa BAKCUHAIIUA OT 15-CC,Z[MI/I‘lHa BB3pPacT.

PeBakcuHanmm:
CrnenBamuTe BaKCHHAIIMY CIIE/ TbpBaTa OyCTepHA BAKCUHAIINS, IPUIOKECHA €[HA TOJMHA CIIE]T

IIbpBOHAYAJIHUA BAKCMHAIMOHCH KYpPC, MOraT Jia C€ HallpaBAT Ha UHTEPBAJIM OT TPU r'OAWHHA.

9. CbBern 32 NPAaBWIHOTO NPHUJIAraHe HA MPOAYKTA

Pasknarere BHIMATENHO (piIakOHA MPEAH yIoTpeoda.

10. KapenTHH cpokoBe

He e npunoxumo.

11. Crhenmnajnu yc/10BHS 32 ChbXpaHeHHe

I[a CC CbXpaHsaBa JaJi€d OT IIorjicaa U Ha HCAOCTHITHU 3a A€1a MECTA.
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Jla ce chXpaHsBa M TPAaHCIIOPTHpa B oxianeHo cherosaue (2 °C — 8 °C).

Jla He ce 3aMpa3zsiBa.

Jla ce masu ot cBeTNIMHA.

Jla He ce M3MO0JI3Ba TO3HM BETEPUHAPEH JIEKAPCTBEH MPOIYKT CJIE]] U3TUYaHE CPOKa Ha TOJIHOCT,
MMOCOYEH BHPXY €THKET M KapTOH ciex ,,Cpok Ha rogHocT". CpOKBT Ha TOJHOCT OTrOBaps Ha
NOCJIETHHSA ACH OT TO3H MECell.

CpoK Ha rOJIHOCT CJIe/l TbPBOTO OTBapsiHE HA ITBPBUYHATA OMIAKOBKA: W3IOJ3BaliTe He3a0aBHO.

12. CoenuajHu npeAna3HU MePKHU MPH YHUI0KABAHE

BerepunapHuTe gekapcTBEHH MPOIYKTH HE TPSAOBa J1a ObAAT U3XBBPIISHH YPEe3 OTIIATHU BOJIU WU
OUTOBHU OTIIAIBIIN.

M3non3BaiiTe mporpaMu 3a BpblllaHe MPU YHUIOKABAHETO HA HEU3IOI3BAHU BETEPUHAPHU
JIEKapCTBEHU MPOAYKTH U OCTATHIH OT TSIX B CbOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHOJIATEJICTBO U C BCUYKHU MPUJIOKUMH HAIIMOHATHN CHCTEMH 32 ChOHMpaHe. Te3u MEepKH Iie
MMOMOTHAT 3a OMa3BaHE Ha OKOJIHATA Cpelia.

[MommTaiite Bammst BetepuHapeH jekap win ¢papMaIeBT Kak Jia YHUIOKUTE HEHYKHH BETCpUHAPHH
JIEKAPCTBEHU MPOIYKTH.

13. Kuaacudukanusi Ha BeTepUHAPHUTE JIEKAPCTBEHH MPOAYKTH

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCANMCaHunC.

14. Homepa Ha pa3pellleHHETO 32 THPrOBUS H Pa3MepH ONAKOBKHU
EU/2/09/096/001-002

IInmactmacoBa wim kaproHeHa Kytus ¢ 10 ¢iakona.
[InactmacoBa nnu kaproHeHa Kytus ¢ 50 ¢nakoHa.

He Bcuukm paszMepn Ha OmmakoBKaTa Morar Ja Ob/aT NpeAsiaraHy Ha masapa.

15. I[aTa Ha 1nocjaeaHaTa peJaKkiuusa Ha TEKCTa
{(MM/ITTT}

IToapo6Ha uHpopMaIs 3a TO3M BETEPUHAPEH JIEKAPCTBEH MTPOAYKT MOJKE J1a HaMepuTe B 6azara
nanau Ha Chro3a otHocHO mpoayktute (https://medicines.health.europa.eu/veterinary).

16. Jlanum 3a Bpb3Ka

[IpuTexaTell Ha pa3pelIeHHETO 3a ThPrOBHS U IPOU3BOAUTEN, OTTOBAPSIIL 32 OCBOOOXKIaBAHE HA
napTuau.

VIRBAC

1€ avenue 2065 m LID
06516 Carros Cedex
France
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MecTHU IPEACTABUTENIH U JJAHHHM 34 BPh3Ka 32 ChOOIIaBaHE HA MPeIojaracMu HeOJaronpusITHA

pCaKIUU:

3a BcakakBa HH(GOpMAIHI OTHOCHO TO3H BETEPUHAPEH JIEKAPCTBEH MPOIYKT, MOJIS, CBBPIKETE CE C
MECTHHSI [IPEeICTAaBUTEN Ha MIPUTEXKATEIS Ha Pa3pelIeHHETO 38 ThPTOBHsL.

Belgié/Belgique/Belgien
VIRBAC Belgium NV
Esperantolaan 4

BE-3001 Leuven

Tel/Tel: +32-(0)16 387 260
phv@virbac.be

Peny6auka buarapus
VIRBAC

1% avenue 2065 m LID
06516 Carros

Opanuus

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

Ceska republika

VIRBAC Czech Republic s.r.o.
Zitavského 496

156 00 Praha 5

Ceska republika

Tel.: +420 608 836 529

Danmark

VIRBAC Danmark A/S
Profilvej 1

DK-6000 Kolding

TIf: +45 75521244
virbac@virbac.dk

Deutschland

VIRBAC Tierarzneimittel GmbH
Rdgen 20

DE-23843 Bad Oldesloe

Tel: +49-(4531) 805 111

Eesti

VIRBAC

1% avenue 2065 m LID
06516 Carros
Prantsusmaa

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

Lietuva

VIRBAC

1% avenue 2065 m LID
06516 Carros

Prancizija

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

Luxembourg/Luxemburg
VIRBAC Belgium NV
Esperantolaan 4

BE-3001 Leuven

Belgique / Belgien

Tél/Tel: +32-(0)16 387 260
info@virbac.be

Magyarorszag

VIRBAC HUNGARY KFT
Vaci utca 81. 4 emelet.
HU-1056 Budapest

Tel.: +36703387177
akos.csoman@virbac.hu

Malta

VIRBAC

1% avenue 2065 m LID
06516 Carros

Franza

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

Nederland

VIRBAC Nederland BV
Hermesweg 15

3771 ND-Barneveld

Tel : +31-(0)342 427 127
phv@virbac.nl

Norge

VIRBAC Danmark A/S
Profilvej 1

DK-6000 Kolding
Danmark

TIf: + 45 75521244
virbac@virbac.dk
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E\rada

VIRBAC EAAAX MONOITPOZQITH A.E.
13° vl E.O. AOnvav - Aapiag

EL-14452, Metaudpomon
TnA: +30 2106219520
info@virbac.gr

Espafia
VIRBAC Esparia 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 : 0805 055555

Hrvatska

VIRBAC

1% avenue 2065 m LID
FR-06516 Carros
Francuska

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

Ireland

VIRBAC IRELAND
Mclnerney & Saunders
38, Main Street

Swords, Co Dublin
K67E0A2

Republic Of Ireland

Tel: +44 (0)-1359 243243

Island

VIRBAC

1% avenue 2065 m LID
FR-06516 Carros
Frakkland

Tel: + 33-(0)4 9208 73 00

Italia

VIRBAC SRL

Via Ettore Bugatti, 15
IT-20142 Milano

Tel: +3902409247 1

Osterreich

VIRBAC Osterreich GmbH
Hildebrandgasse 27
A-1180 Wien

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
Rua.do Centro Empresarial

Edif.13-Piso 1- Escrit.3

Quinta da Beloura

PT-2710-693 Sintra

Tel: + 351 219 245 020

Roméania

VIRBAC

1% avenue 2065 m LID
FR-06516 Carros

Franta

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

Slovenija

VIRBAC

1% avenue 2065 m LID
FR-06516 Carros
FRANCIJA

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

Slovenska republika
VIRBAC Czech Republic s.r.0.
Zitavského 496

156 00 Praha 5

Ceska republika

Tel.: +420 608 836 529

Suomi/Finland

VIRBAC

1% avenue 2065 m LID
FR-06516 Carros

Ranska

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



Kvmpog
VET2VETSUPPLIES LTD
TaAtlaov 60

3011 Aepecog

Kbmpog

TnA: + 357 96116730
info@vet2vetsupplies.com

Latvija

VIRBAC

1€ avenue 2065 m LID
FR-06516 Carros
Francija

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

17. [onbanuteana nHpopmauus

Sverige

VIRBAC Danmark A/S Filial Sverige
Box 1027

SE-171 21 Solna

Tel: +45 75521244

virbac@virbac.dk

United Kingdom (Northern Ireland)
VIRBAC IRELAND

Mclnerney & Saunders

38, Main Street

Swords, Co Dublin

K67E0A2

Republic Of Ireland

Tel: +44 (0)-1359 243243

3amura cpely nepcucTupalna BUpemMus ce Habmronasa npu /3% OT KOTKUTE 3 CeIMHLIU Cle]

MIBbPBOTO MHXKXCKTUPAHC HA BAKCHUHATA.
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