MNPUIOXKEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Nobivac LeuFel umkekimonna cycrneHnsus 3a KOTKA

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

AKTHBHO BeIlleCTBO:

MUHHMAaJIHO KOJIMYECTBO NpeuncTeH npoterH P45 FeLV — anturen ot oOBuBKaTa 102 pg
AKyBaHTH:

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

TTomolHHU BelecTBA:

KauecTBeH cbCTaB HA MOMOILHUTE
BelIeCTBA U JIPYIruTe CbCTABKH

Hatpues xnopug

Hunatpues gocdar

Kanuer auxunporendocoar

Boz[a 3a HHXKCKIINHN

Onanecunpama TCYHOCT.

3. KIMHNYHA THOOPMALIUA

3.1 BujoBe ;kMBOTHH, 32 KOUTO e npeanasnavyen BJITI
Kotku.
3.2 Iloxka3anus 3a ynorpeda 3a BcekM BH/I ’KUBOTHH, 32 KOWTO e MpeIHa3HA4YeH NPOAYKTbT

3a aKTHBHA HMYHH3alUs Ha KOTKH OT OCEM CEAMHUYHA BB3PACT CPCIlYy KOTCIIKA JICBKEMHUS C 1ICJI
IIpEAOTBpaTABAHE HAa IEP3UCTUPALla BUPEMUA U KIMHUYHUTE ITPU3HAIX BCJICACTBUC HaA 3a00JIIBaHETO.

Hauano Ha umynurera:
3 ceaMuIM ciiell IbPBOHAYAIHNS BAKCUHAIMOHEH KYPC.

HpO,I[”bJ'DKI/ITCJ'IHOCT Ha UMYHUTCTA:
CJ'IC,I[ IIbPBOHAYAIHUA BAKCUHAIITMOHCH KYPC MPOABJKUTCIIHOCTTA HA UMYHUTCTA € €IHA I'OJNHA.

I[OKaSaHO €, UC CJIcq IbpBaTa 6yCTepHa BaKCHUHAIWA, HAIIpaBCHA €/1HA IronHa CJIC MbPBOHAYAIHUA
BAKCHMHAIIUOHCH KYPC, MPOABJLDKUTCIIHOCTTA HA UMYHUTCTA € 3 TOOWHH.

3.3 I[IporuBonokazanus

Hama.



34 CrnenuajHu npexynpexIeHust
Jla ce BakcHHUPAT caMO 37JpaBU KUBOTHHU.
3.5 CrnenuajHu mpeana3sHyu MepKH NMpu ynorpeda

CrenmaiaHy Ipeana3sHi MEPKHU 3a 0e30I1acHa yrnoTpebda IIpyu BUAOBETE JKUBOTHH, 32 KOUTO €
npendaszgauexn BJIIT:

[IpenopbuBa ce obOe3napasutsaBaHe Hail-manko 10 JHM Ipean BaKCHHALMSTA.

CaMo KOTKH, KOUTO HE ca HOCUTEJIM Ha BUpYyca, IPUYUHMTEN Ha KoTekara jeskemus (FeLV), tpsosa
na Obaat BakcuHUpaHU. ETo 3a1o ce npernopbuBa n3cjeaBaHe ¢ TECT 3a Haauune Ha FeLV npeau
BaKCHHALUATA.

CHGHI/IaHHI/I OpeanasHy MCPKH 3a JIMIIaTa, Impujaaraimy BETCPUHAPHUA JICKAPCTBCH NPOAYKT Ha
JKUBOTHHUTEC:

[Ipu cnywaitHO caMOMH)KEeKTHpaHe, He3a0aBHO /1a C€ TTOThPCH METUIIMHCKH CHBET, KaTO Ha JIeKaps ce
MIPEIOCTAaBU JINCTOBKATA WJIM €TUKETA Ha MPOAYKTA.

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a 3allliTa Ha OKOJIHATa Cpcaa:

He e npunoxxumo.

3.6 HebsaronpusiTHa peakuun
Kotku:
Yectn Peakius Ha MACTOTO Ha MHKekTupane’, [loxyBane Ha
(1 10 10 ma 100 TpeTupanm MACTOTO Ha MHKekTupaHe!, OTOK Ha MACTOTO Ha
uHxekTupane’, Bp3en Ha MACTOTO Ha MHKEKTHpaHe!
JKUBOTHH):
Xuneprepmus®>, Anarus®
Pa3cTpoiicTBO Ha XPaHOCMUIATEIHUS TPAKT
Penxn Boka Ha MACTOTO Ha MHKEKTUpaHe™®
(1 mo 10 ma 10 000 TpeTupanu
JKUBOTHH): Kuxane®
KOHIOHKTUBUT®

MHoro peaku

(rmo-manko ot 1 Ha 10 000 TpeTrpanu Anadunaxcus’®
KUBOTHH, BKITIOUATETHO M30JIHPAHU
CHOOITICHMS):

! Crnen mbpBOTO MHKEKTHpPaHe ce HAbII0[aBa yMEpEHa 1 TIPEXO0/IHA JIOKaIHa peakius (< 2 cm), KOSTo
OTIIyMsIBa CHIOHTaHHO B PaMKUTE Ha Hal-MHOTO 3 10 4 ceqmuuu. Ciesl BTOPOTO HHXEKTHPAHE U
CJIe/IBAIINTE PUIIOKEHHSI Ta3W PEeaKIHs 3HAYNTEITHO HaMaJIsiBa.

2 TpoawikuTenHoct ot 1 10 4 aHu.

$TIpexoHu IpU3HAIIN.

TIpu manmanus.

®ToBa oTIyMsBa 6€3 HUKAKBO JIEYECHHE.

®B ciryuaii Ha aHaUIAKTHYEH 0K TPsAOBa Ja CE MPUIOKH TIOAXO/AII0 CHMITOMATHYHO JIEYEHHE.




Cro0mmaBaHeTo Ha HEONMAroMPHUATHY PEAKIMU € BaKHO. ToBa MO3BOJSBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa HAa BETEPUHAPHUS JIeKapcTBEH MpoAyKT. ChoOIIeHHATa TpsOBa Aa ce U3MpaIiar, 3a
MPEIIOYUTAHE Ype3 BETCPUHAPECH JIeKap, WU Ha MIPUTEKATEIS Ha Pa3pelICHUETO 32 ThPrOBUS WIH Ha
MECTHHSI My TIPEJICTABUTEI, HJIM Ha HAITMOHATHHS KOMIICTCHTEH OpPraH uype3 HallMOHATHATAa CUCTEMA 32
choOIIaBaHe. 3a ChOTBETHUTE JJAHHH 33 BPh3Ka BUKTE JIMCTOBKATA.

3.7 Ynorpeda no BpeMme Ha OpeMEHHOCT, JIAKTALUS WU siilleHOCeHe

He ce npuara npu OpeMeHHH KOTKH.
He ce npenopbuBa npungaraneTo mo BpeMe Ha JIaKTallusl.

3.8 BszaumopneiicTBHE ¢ IPYTrd BeTEPHHAPHHU JIEKAPCTBEHN MPOAYKTH U APYTH (hJOPMH HA
B3auUMoOJeHcTBHE

Hannunawnre nanau 3a 6e30macHOCT U €(hUKACHOCT COYaT, Y€ Ta3W BaKCHHA MOXKe Ja Obe cMecBaHa U
npunarana ¢ FELIGEN CRP unu FELIGEN RCP.

Hsama nannyna nadopMarms 3a 6€30MacCHOCTTa U ePUKACHOCTTAa OT ChBMECTHOTO M3IOJI3BaHE HA Ta3H
BaKCHHA C IPYT'M BETEPUHAPHHM JICKApPCTBEHHU MPOIYKTH, OCBEH ITOCOYCHUTE 1o-rope. [lopaau Ta3u
MPUYUHA, TPUJIAraHeTO Ha Ta3W BaKCHHA NIPEIU WJIH CJIe] yIoTpeOaTa Ha APYT BETePUHAPEH
JIEKapCTBEH MPOAYKT TPsIOBa J1a Ce MPEIeH! CIopel MHIANBUIYATHHS CITyJai.

3.9 Hauun Ha NMPUJIO0KCHUE U T03UPOBKaA
HO,Z[KO)KHO OPUITIOKCHHC.

Paskiatere BHUMaTETHO (hIIaKOHA U MPHIOKETE MOAKOKHO eana 1o3a (1 ml) ot BeTrepunapHus
JIEKapCTBEH NPOIYKT, CIeIBalKH cIeJHaTa cXeMa Ha BaKCHHALIUS.

Il pBOHAYAICH BaKCHHAIIMOHEH KYPC:
- I'bpBAa BaAKCUHAILIMUA - HA KOTCHIIA OT OCEM CCAMHUYHA Bb3PacCT
- BTOpa BaKCHUHAN U4 - 3 umu 4 CCIAMUIM ITIO-KBCHO.

MaitarHuTe aHTUTENa MOTaT Ja OKa)XaT OTPHUIIATETHO BIUIHNE BbPXY UMYHHHUS OTTOBOD, BCIEICTBHE
Ha BaKCHHAIUATA. B Te3u ciyyam, Korato ce mpejnoiara Haim4ue Ha MaiiduHY aHTUTeNa, Ce
MpeTnopbYBa TpeTa BaKCHHAIUS OT 15-ceqMIYHa Bh3pacT.

PeBakcunanuu:
CrnenBaiuTe BaKCUHAIIAY CIIE/ IThpBaTa OyCTepHAa BAKCHUHAIINS, TIPUIIOKEHA €HA TOMHA CIIE]T
I'bPBOHAYAIHHS BAKCHHAIIMOHEH KypC, MOTaT Ja ObJIaT HallpaBEeHH HAa UHTEPBAJIA OT TPU T'OJAMHU.

3.10 CumnroMu Ha mpeao3upaHe (M KOraTo e NPUJI0KUMO — MPOLETYPH HA JlelicTBHE NPH
CIENIHHU CIy4Yau ¥ AaHTHI0TH)

He ca HabmoaBanu Ipyru HEOIArONMPHUATHU PeaKlvy TP Tpefo3upaHe Ha BETepUHAPHUS
JICKaPCTBEH NPOAYKT (2 103H), pa3IMyHHU OT OMUCAHUTE B TOYKA 3.6, OCBEH JIOKAJTHUTE TAKUBA, KOUTO
MOTaT J]a Ce MPOSBSAT 32 MO-IBIATO BpeMe (Hai-MHOTO 5 - 6 ceMuIm).

3.11. CneuuajHu orpaHuveHus 3a ynorpeda v crieliMaJIHH YCJIOBHS 32 yoTpeda,
BKJIIOYMTETHO OTPAHUYEHHS 32 YNIOTPe6aTa HA AHTUMHKPOOHHU U MPOTHUBONAPA3ZUTHH
BeTEPUHAPHH JIEKAPCTBEHH MPOAYKTH, € 1eJI 1a ce OTPAHUYM PUCKBT OT pa3BUTHE HA
PE3UCTEHTHOCT

He e npuiioxumo.

3.12 KapeHTHHU cpoKoBe

He e npunoxxumo.



4. UMYHOJJIOI'HYHA UH®OPMALIUA

4.1 BerepuHapeH JiekapcTBeH aHaToMo-TepaneBTH4eH Ko (ATCvet Code): QI06AAQL.
BaxkcuHa cpelry KOTelka JICBKEMUSL.

Bakcunara cpappika npeuncteH npotenH P45 FeLV - anturen ot oOBHBKaTa, MOJTy4eH upes3
TeHeTHYHa peKoMOMHaIMs Ha maMm E. coli. AjpkyBaHTHTE B aHTHI€HHATa CYCIIEH3Us ca alyMUHHEB
xuapokeu nox Gopmara Ha ren u npeuncred ekcrpakrt ot Quillaja saponaria.

3ammTa OT Iep3ucTUpaIia BupeMus ¢ HaOmoaaBaHa pu 73% OT KOTKUTE 3 CEJIMHIM CIIe] TbpBaTa
BaKCHHAIIUSL.

5. DPAPMANEBTUYHU JAHHU

5.1 OcHOBHH HECHBMECTHMOCTH

He cmecBaiite ¢ npyr BeTepuHapeH JieKapcTBeH NpoaykT ¢ m3kiroueHue Ha FELIGEN RCP nnu
FELIGEN CRP.

5.2  Cpok Ha TogHOCT

CpoK Ha TOAHOCT Ha KpalHUs BETEPUHAPEH JEKAPCTBEH NPOAYKT: 2 TOJUHHU.
Cpox Ha rOAHOCT Clie/l IbPBO OTBApsHE HAa IbPBUYHATA ONIAKOBKA: U3I0JI3BaiiTe HE3a0aBHO.

5.3 Chenuannm ycioBus 3a CbXpaHeHHe

Jla ce chXpaHsiBa U TPAHCIIOPTHPA B oXxJaeHo cherosaue (2 °C — 8 °C)
[la He ce 3ampassiBa.

Jla ce ma3u OT CBETJIMHA.

5.4 Buau cbCTaB Ha MBPBUYHATA ONMAKOBKA

Croiiien daakon Turm |, chappikan eana mo3a (1 ml) BakcuHa, 3aTBOpEH ¢ Karmavka OT OyTHIOB
enactTomep ¢ AuaMeTsp 13 mm, oOBUTa B aTfyMUHHEBA Karcya.

[InactmacoBa winn kapToHeHa Kytus ¢ 10 ¢akoHa.
[TnactmacoBa wiu kapToHeHa Kytus ¢ 50 duakoHa.

He Bcuuku pazmepn Ha omakoBKaTa MOTaT Aa ObJaT MpeajiaraHy Ha masapa.
5.5 CoenmuajHu MepKH 32 YHUIIIOKABAHE HA HEM3MOJ3BAHN MPOAYKTH UJIH OCTATBIN OT TAX

BerepunapauTe 1exapcTBEHN MPOIYKTH HE TPsOBa 1a ObAaT 3XBBHPISHHU Upe3 OTIIaIHU BOIU HITH
OMTOBH OTHATBIIN.

W3znomn3Baiite mporpamu 3a BpbIIaHe IPY YHUIIIOKABAHETO Ha HEU3ITOJI3BAHN BETEPUHAPHU
JIEKapCTBEHU MPOIYKTHU WA OCTAThLHM OT TSIX B ChOTBETCTBHE C U3UCKBAHUATA HA MECTHOTO
3aKOHO/IATEJICTBO ¥ C BCUYKH HAI[MOHATHU CUCTEMH 33 ChOMpaHe, MPUIOKUMH 32 ChOTBETHUS
BETEpPHHAPEH JIEKApPCTBEH MPOIYKT.

6. HUME HA ITPUTEKATEJISA HA PASPEIIEHUETO 3A ThPI'OBUSA
5



VIRBAC

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

EU/2/17/217/001-002

8. JIATA HA TbPBOTO U3IABAHE HA PASPEIIEHUETO 3A ThPTOBUS

JlaTa Ha ITHPBOTO M3aBaHE Ha pa3perieHneTo 3a Thprosus: 06/11/2017.

9. JATA HA ITIOCJTIEJHATA PEJAKINWS HA KPATKATA XAPAKTEPUCTHUKA HA
MPOJIYKTA

{(MM/TTTT}

10. KJIACHOPUKALUA HA BETEPUHAPHUTE JJEKAPCTBEHU ITPOAYKTHU
[la ce oTmycka caMo 10 JIEKapcKo MpeIIUCaHHue.

[MonpoOHa nHbopManys 3a TO3M BeTepUHAPEH JEKapCTBEH MPOAYKT MOXKe J1a HaMepuTe B 0a3ara
nmannan Ha Chro3a otaHocHo mpoaykTute (https://medicines.health.europa.eu/veterinary).




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

Hsama.



MNPUJIOKEHHUE |11

ETUKET U JINCTOBKA



A. ETUKETH



Kytus ¢ 10 nau 50 ¢purakona

NH®OPMAILIUA, KOATO CE U3IIUCBA BbPXY BBHIIHATA OIIAKOBKA

1. HAUMEHOBAHUWE HA BETEPUHAPHUSA JTEKAPCTBEH ITIPOAYKT

Nobivac LeuFel nmxkekimonsa cycrnensus

2. KOJMYECTBO HA AKTUBHUTE BEIIECTBA

3a no3a ot 1 ml:
MuHHMMATHO KOJIMYECTBO NPEYUCTEH NpoTeuH P45 FeLV — anturen ot oOBuBKaTa

102 g

3. PASMEP HA OITAKOBKATA

10x 1 ml
50 x 1 ml

4. BUJIOBE )KUBOTHMU, 3A KOUTO E INIPEJHA3ZHAYEH BJIII

Kotkmn.

‘ 5. TEPAIIEBTUYHHU ITIOKA3AHUSA

‘ 6. HAYUHU HA ITPUJIIOKEHUE

TTok0XHO NPHUIIOKEHUE.

‘ 7. KAPEHTHHM CPOKOBE

8. CPOK HA FOJIHOCT

Exp. {mm/rrrT}

Cren oTBapsiHE M3MOJI3BaiTe He3a0aBHO.

‘ 9. CIIEHUAJIHHA YCJIIOBUA 3A CbXPAHEHUE

Jla ce cbXxpaHsBa U TPAHCIIOPTHPA B OXJIAIEHO CHCTOSHHE.
[la He ce 3ampa3ssBa.
[a ce masu ot cBeT/IMHA.

‘ 10. HAANUCDHT ,,IPEJAU YIIOTPEBA MNPOYETETE JUCTOBKATA*

10




[penu ynotpeda nmpoyeTeTe JIUCTOBKATA.

‘ 11. HAJIUCHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA yHOTpe6a.

12. HAJINOUCHT ,,JA CE CbXPAHSIBA JAJIEY OT MOTJIEJA U HA HEAOCTBITHUA
3A JIEIJA MECTA*

I[a CC ChbXpaHsBa OaJji€d OT IIorji€aa U Ha HCAOCTHITHU 3a A€1a MECTA.

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

VIRBAC

14, HOMEPA HA PASPEHIEHUETO 3A ThPI'OBUA HA BJIIT

EU/2/17/217/001 10 ¢maxona
EU/2/17/217/002 50 ¢akona

‘ 15. TAPTHUJAEH HOMEP

Lot {Homep}

11



MUHUMYM HHO®OPMAIUA, KOATO TPABBA JA Bb/JIE U3IIMCAHA BbPXY MAJIKHA
OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA J10O3A

CrbKiIeH (u1akoH

1. HAUMEHOBAHUE HA BETEPUHAPHUA JTEKAPCTBEH ITIPOAYKT

Nobivac LeuFel

2. KOJNMYECTBO HA AKTUBHUTE BEIIECTBA

FeLV 102 ug
1ml

‘ 3. NAPTUJIEH HOMEP

Lot {Homep}

| 4. CPOK HA TOJIHOCT

Exp. {mm/rrrIT}

12



B. IUCTOBKA
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JIMCTOBKA

1. HaumeHoBaHue HA BeTepUHAPHUS JeKAPCTBEH NPOIYKT

Nobivac LeuFel umkekimonna cycreHnsus 3a KOTKH

2. ConcraB
3a no3a ot 1ml:

AKTHBHO BellIeCTBO:

MuHHMMaTHO KOJIMYECTBO NpeuncTeH npoterH P45 FelV - anturen ot oOBUBKara: 102 pg
AKYBaHTH:

3 % amyMUHMEB XUIPOKCH/ 1o popmaTa Ha reft, uspasen B mg AlP*: 1mg
Ipeuncren excrpakt ot Quillaja saponaria: 10 g

Or[anecunpama TCYHOCT.

3. BunoBe :xMBOTHH, 32 KONTO e npegHazHaveHn BJIII

KoTtkmn.

4, Iloka3anus 3a ynorpeéa

3a aKTHBHA HUMYHHM3aIUs Ha KOTKH OT OCEM CCAMHUYHA BB3PACT CPCITYy KOTCIIKA JICBKEMUS C 1ICJI
IpeaAOTBpaTABAHC HAa ICP3UCTHUPAIla BUPEMUSA U KIMHUYHUTC IMIPU3HAIN BCJICACTBUC HA 3a00JIIBaHETO.

Hauano Ha umyHurera:
3 ceaMuIM ciiell TbPBOHAYAIHUS BAKCUHAITMOHEH KYPC.

[IpoaBIKUTETHOCT HA UMYHHTETA!
Crnen mbpBOHAYAIHUS BAKCUHAIIMOHEH KYPC IPOABIDKUTEIIHOCTTA HA UMYHUTETA € €/IHa TOJJMHA.

JloxazaHo e, 4e cien mbpBaTa OycTepHa BaKCHHAITNS, HAIIPaBeHA €IHA TOJWHA CJIC]] ITbPBOHAYATHHS
BaKCHMHALMOHEH KYPC, NPOABILKUTEIIHOCTTA HA UMYHUTETA € 3 TOAUHMU.

5. IIpoTuBOMOKA3aHMS

Hsama.

6. CnenuajHu npeaynpexIeHus

CrenyanHy NpeaynpeskJIcHNS:
I[a CC BAKCHHHPAT CaMO 3ApaBu KUBOTHU.

CrenuanaHy Opeana3sHu MEpPKH 3a 0e30macHa ynoTpe0a py BUJIOBETE JKMBOTHH, 34 KOUTO €
npeaHaszHauceH BJIIT:

[IpenopbuBa ce obe3mapasuTsBane mone 10 g mpeau BakcuHanusaTa. TpsOBa 1a ce BAKCHHUPAT
caMo KOTKH, KOUTO Cca OTPHIIATSIIHU 3a BUpyca Ha koTemrkara ieskemus (FeLV). [Topamu ToBa ce
npenopbyBa TeCT 32 Hanurue Ha FeL'V npeau BakcuHanusTa.
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CrenyaiHy Mpearna3Hi MepKH, KOUTO TpsOBa Jia B3eMe JIMIETO, MPUJIAralio BeTCPUHAPHUS
JCKapPCTBCH NPOAYKT HA JKMBOTHUTC:

HpI/I cnyqafmo CaMOUHIKXCKTHUPAHC, He3a0aBHO Aa €€ MOThbpCHU MEAUITMHCKU CBHBET, KATO HaA JICKApA CC
mpeaoCTaBu JIMCTOBKATA NJIM CTUKETA HAa IPOAYKTA.

bpeMeHHOCT 1 JIaKTalHs:
He ce nmpuara npu OpeMeHHU KOTKH.
He ce mpenoppuBa mpuaraHeTo My 1o BpeMe Ha JIaKTaIlusl.

BBaHMOﬂCﬁCTBHe C APy BETCPUHAPHH JCKAPCTBCHU MPOAYKTHU U APYT'HA d)ODMI/I Ha B3aHMOI[eI71CTBHeI

HanuunauTe nanHu 3a 6€30MacHOCT U e(hUKACHOCT COYAT, Ye Ta3H BAKCHHA MOXKE J1a ObJIe CMeCBaHa U
npunarana ¢ FELIGEN CRP u FELIGEN RCP. Hsama nanuuna uadopmMarus 3a 6€301MacHOCTTa |
e(UKaCHOCTTa OT ChBMECTHOTO M3IMOJI3BAHE HA Ta3¥ BAKCHHA C IPYTH BETCPUHAPEHH JTICKAPCTBEHU
MPOIYKTH, OCBEH MOCOUCHHTE Mo-rope. [lopaau Ta3u mpuYKHA, MPUIATaHETO HAa Ta3W BAKCHHA MPEIU
WITH CJIe/l yroTpedaTa Ha APYT BETEPUHAPEH JICKAPCTBEH MPOYKT TPSAOBa J1a ce MPEICHHU CIIOPE/T
UHIUBUIYaTHUS CIy4ail.

IIpeno3upane:
He ca naGmromaBanyu HeXXETIaHU PEAKITUH CIIE]] IpeI03upaHe Ha BETCpUHAPHUS JICKAPCTBEH MPOIYKT,

Pa3IUYHU OT TIOCOYCHUTE B pa3zel ,,HeOnaronpusaTHu peakiuu'‘, ¢ M3KIFYCHUE Ha JTOKATHU
peakuuu, KOUTO MOTaT Jia MPOABIDKAT MO-IIBJITO (HA-MHOTO OT 5 110 6 CeMUIIH).

OCHOBHH HECHBMECTHMOCTH:
He cmecBaiite ¢ npyr BeTepuHapH JekapcTBeH MpoAyKT, n3kiatodenne Ha FELIGEN RCP unu
FELIGEN CRP.

7. HebsaronpusiTHu peaknmun

Kotku:

Yectu
(1 mo 10 ma 100 TpeTrpaHu >KUBOTHH):

Peakius Ha MACTOTO Ha MHKekTupaHe', ITogyBaHe Ha MACTOTO Ha MHKeKTUpaHe', OTOK Ha MACTOTO
Ha MHKEKTHpaHe', Bb3en Ha MACTOTO Ha MHKEKTHpaHe!

Xuneprepmus?®, Anatus®

Pa3CTp0f/’ICTBO Ha XPaHOCMWJIATCIIHU S TpEIKT3

Penku
(1 mo 10 Ha 10 000 TpeTupaHH XKUBOTHH):

BoJka Ha MACTOTO HA HHXKEKTUpaHe™ >

Kuxane®

KOHIOHKTHBUT®

MHoro peaku
(mo-manko ot 1 Ha 10 000 TpeTupanu >KUBOTHH, BKIFOUHTEITHO H30JUPAHU ChOOLICHHS):
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Anadunakcus (TeKXKa aJeprudHa peakiys)°®

1'YMmepena n npexonna nokanHa peakuys (< 2 cm) ce HaOII0AaBa ciie]] MbPBOTO MHKEKTUPAHE U
OTIIYMsIBa CHIOHTAHHO B PaAMKUTE Ha Hal-MHOTO 3 710 4 ceqmunu. Ciiell BTOPOTO HHXEKTHPAHE U
MOCTICIBAIUTE TPUIIOKEHUS Ta3H PEAKIINS 3HAUUTEITHO HaMalIsaBa.

2 TIpoawikasa ot 1 10 4 qHu.

% [IpexoHy IPU3HAL.

* TIpu manmanwys.

% ToBa oTiIyMsiBa G€3 HUKAKBO JICUCHHUE.

® B ciyuaii Ha anaMIAKTHYEH MIOK TPAOBA 14 Ce MPWIOKHU MOAXOSII0 CHMITOMATHYHO JICYEHHE.

Cro0miaBaHeTo Ha HEOIATONPUATHHI PEaKIUU € BaKHO. ToBa NO3BOJISBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha TIPOAYKTa. AKO 3a0€NIeKUTe HIKAKBU HEOIArONMPUSATHU PEAKITUH, BKIIOYUTCITHO 1
TaKWBa, KOUTO HE Ca ONMCAHU B TA3W JIMCTOBKA VI MUCIUTE, Y€ BETEPUHAPHUS JICKAPCTBCH MPOTYKT
HE JICHiCTBa, CBPIKETE ce MbPBO ¢ Bamus BeTepuHapeH nekap. MoxeTe ChIIo J1a ChoOIaBaTe
HEONArONpPUATHYU PEaKIUU Ha TIPUTEKATEIS Ha Pa3pelIeHHETO 32 ThPTOBHS WIH MECTHHS
MMPEACTABUTEIl HA IPUTEKATEIA Ha pa3pCICHUCTO 3a ThProBus, KaTO U3IM0JI3BAaTC JAHHUTEC 3a KOHTAKT
B Kpas Ha Ta3H JINCTOBKA WU Ype3 Bamrara HanuoHaimHa cucTema 3a cho0IIaBaHe: {ImoapoOHOCTH 32
HAI[MOHAIHATA CHCTEMA }

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

IToKOXXHO MPUITIOKEHUE.

[Mpunoxere moakoxHO enHa go3a (1 ml) ot BeTepuHapHUS JIEKapCTBEH MPOIYKT, CHIa3BaliKU CIIeAHATA
cXeMa Ha BaKCHHAIUSL.

Il pBOHAaYaEH BaKCHHAIIMOHEH KYPC:
- I'bpBa BaKCHHAIIKSA - HA KOTEHIIA OT OCEM CEIMUYHA Bh3pacT
- BTOpa BaKCHHAINSA - 3 WM 4 CEIMUITH TIO-KBCHO.

MaitunHuTe aHTUTEeIa MOTaT J1a OKaXkaT OTpULATCIIHO BIIMAHNEC BHPXY UMYHHUSA OTI'OBOP, BCIICACTBUC
Ha BakcHHaIusTa. B T€31 ClIydau, KOraTo C€ mnmpearojiara Haimimne Ha MalduHA aHTUuTCJa, CC
npenopbuBa TPpETAa BaKCUHAUA OT 15-CC,Z[MI/I‘IH3 BB3pPacT.

PeBakcuHamnmm:
CrenBanuTe BaKCHHAIIUA CIIEN TbpBaTa OyCTepHA BaKCHHAITHS, PUJIOKEHA eHa TOTMHA CIIe]

I'bPBOHAYAIHNS BAKCHHAIIOHEH KypC, MOTAT Ja Ce HApaBsT Ha UHTEPBAIN OT TPHU TOANHHU.
9. CobBeTH 32 IPABUJIHOTO NPWIATAHE HA MPOAYKTA

Pazknatere BHUMaTETHO (h1aKkoHA Ipean yrmoTpeoa.

10. KapenTHH cpokoBe

He e npunoxxumo.

11. CpoeuuajHu ycJoOBHs 32 CbXpaHeHHe
Jla ce cpxpaHsBa fajied OT IMOTJIeAa U Ha HEJOCTBIIHY 32 JIela MecTa.
Jla ce cpxpaHsBa U TpaHCIIOpPTUpA B oxJianeHo cherosiHue (2 °C — 8 °C).

16



[a He ce 3ampa3siBa.
Jla ce ma3u OT CBETJIMHA.

Jla HE ce M3moa3Ba TO3M BETEPUHAPCH JICKAPCTBEH MPOMYKT CIIe]] U3THYaHe CPOKA Ha TOTHOCT,
MMOCOYEH BHPXY €THKET M KapTOH ciex ,,Cpok Ha rogHocT". CpOKBT Ha TOJTHOCT OTrOBaps Ha

IMOCIEIHHUS AEH OT TO3H MECELI.

Cpok Ha TOAHOCT CJel MbPBOTO OTBApsTHE HAa MPBUYHATA OMAKOBKA: M3IOJI3BaiiTe HE3a0aBHO.

12. CpoeuuajHu NpeaNna3Hu MePKH NPU YHUIIOKABAHE

BCTepI/IHapHI/ITe JICKApCTBCHU MMPOAYKTHU HC Tp$16Ba Ja 6’B,I[aT U3XBBPJIAHU UPE3 OTIIAAHU BOAU WA
OuTOBU OTHaabIH.

W3znomn3Baiite nporpaMu 3a BpblIaHe IPU YHUIII0)KABAHETO HA HEU3IIOA3BaHU BETEPUHAPHU
JIEKapCTBEHU MPOAYKTH WU OCTaThLU OT TSIX B CBOTBETCTBHUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOJATENICTBO U C BCUUKU IPUIOKUMH HallUOHAJIHU CUCTEMH 3a chOupaHe. Te3u MepkH 1ie
IIOMOTHAT 32 OIla3BaHe Ha OKOJIHATa cpeja.

[onuTaiite Bammst BeTepuHapeH jekap win ¢papMaleBT Kak /1a YHHILOXKHUTE HEHYKHH BETCpUHAPHU
JIEKapCTBEHU TPOAYKTH.

13. Kuacuukanusi Ha BeTepUHAPHUTE JIEKAPCTBEHH MPOAYKTH

I[a CC OTITYCKa CaMO II0 JICKApCKO MPECATIMCAaHunC.

14. Homepa Ha pa3penieHHETO 32 THPrOBUS U Pa3MepPH ONAKOBKHU
EU/2/17/217/001-002

[InactmacoBa nnu kapToHeHa Kytus ¢ 10 ¢nakona.
IImactmacoBa wim kaproHeHa Kytus ¢ 50 ¢iakoHa.

He Bcuukn PasMEpu Ha OIMaKOBKATa MOrat Ja 6’L,Z[aT npeajiaranv Ha masapa.

15. JlaTa Ha mocjieIHATA peAaKUMs HA TEKCTa
{MM/ITIT}

Honpo6Ha I/IH(l)OpMaI_II/Iﬂ 34 TO3U BECTCPUHAPCH JICKAPCTBCH NPOAYKT MOXKE 1a HAMCPUTC B Oasara
nmannan Ha Chro3a otHocHO mpoaykTute (https://medicines.health.europa.eu/veterinary).

16. JlaHHHu 3a Bpb3Ka

HDI/ITC)KaTCJ'I Ha paspCICHUCTO 34 ThPIrOBHUA W IPOMU3BOAMTCII, OTTOBAPAIIL 34 OCB060)KZ[aBaH€T0 Ha
OapTUan:

VIRBAC

1% avenue 2065 m LID
06516 Carros Cedex
France

17


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

MecTHU IpeACTABUTENH U JJAHHHM 34 BPh3Ka 32 ChOOIIABaHE Ha IPEANoJaracMyu HeOJaronpusaTHA

pCaAKIIUM:

3a BcsikakBa WHGOpMAIFsi OTHOCHO TO3H BETEPHHAPCH JICKAPCTBEH MPOJIYKT, MOJIS, CBBPIKETE CE C
MECTHHSI [IpeICTaBUTEI Ha IIPUTEXKATEIS Ha pa3perIeHHeTo 3a ThPrOBHsl.

Belgié/Belgique/Belgien
VIRBAC Belgium NV
Esperantolaan 4

BE-3001 Leuven

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

Peny6smmka bearapus
VIRBAC

1% avenue 2065 m LID
06516 Carros

®paHuus

Tem: +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

E)ArGoa

VIRBAC EAAAX MONOIIPOZQITH A.E.

13%yAu E.O. ABnvav - Aapiag
EL-14452, Metapdpowon
TnA: +30 2106219520
info@virbac.gr
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Lietuva

VIRBAC

1 avenue 2065 m LID
06516 Carros

Prancuzija

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

Osterreich

VIRBAC Osterreich GmbH
Hildebrandgasse 27
A-1180 Wien

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


mailto:virbac@virbac.dk
mailto:virbac@virbac.dk

Espafia

Merck Sharp & Dohme Animal Health, S.L.
POLIGONO EL MONTALVO I

Calle Primera, 36

37188 Carbajosa de la Sagrada (Salamanca)
ESPANA

Tel: + 34 923 19 03 45

France

Intervet

Rue Olivier de Serres
Angers Technopole
49071 Beaucouzé Cedex
France

Tél: + 33 (0)2 41 22 83 83

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 92 08 73 00

Italia

VIRBAC SRL

Via Ettore Bugatti, 15
IT-20142 Milano

Tel: +3902409247 1

Kvnpog

VIRBAC EAAAX MONOIIPOXZQITH A.E.
13%yAu E.O. ABnvav - Aapiog

EL-14452, Metapdpowon

TnA.: +30 2106219520

info@virbac.gr
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Polska

VIRBAC Sp. z 0.0.

ul. Pulawska 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
FRANCIA

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

Slovenska republika
VIRBAC Czech Republic s.r.o.
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

Sverige

VIRBAC Danmark A/S Filial Sverige

Box 1027

SE-171 21 Solna
Tel: +45 75521244
virbac@virbac.dk



Latvija

VIRBAC

1% avenue 2065 m LID
FR-06516 Carros
Francija

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

17. JombanuTtenna uHpopManus

United Kingdom (Northern Ireland)
VIRBAC IRELAND

Mclnerney & Saunders

38, Main Street

Swords, Co Dublin

K67E0A2

Republic Of Ireland

Tel: +44 (0)-1359 243243

3amura cpelly nepcucTupalia BUpeMus ce HabmroaaBa npu /3% OT KOTKUTE 3 CEIMUIIHU CIIEH

IIbPBOTO MHXXCKTUPAHEC HAa BaKCHUHATA.
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