INPUJIOKEHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Eurican Herpes 205 npax 1 pa3TBopuTeNn 3a HH)KEKINOHHA eMYJICHS

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
3a 1 ml no3za:

Jlmodpunmsar:

AKTHBHO BeILIECTBO:

Kyuemku xepnecupyc (F205 mam) anturenu 0,3 no 1,75 mcg*
*u3paseHo B mcg Ha gB rimukonpoTenHu

PazrBopuren:
AJUKYBaHT:

Light paraffin oil 224,8 no 244,1 mg

ITomoiHu BemiecTBa:

KadecTBeH ChCTaB Ha MOMOIIHUTE BelleCTBA H APYruTe CbCTaBKU

JIuopuanzar:

Sucrose

Sorbitol

Dextran 40

Casein hydrolysate

Collagen hydrolysate

Salts

Water for injections

Pa3zTBOpuTen:

Polyoxyethylene fatty acids

Ether of fatty alcohols and of polyols

Triethanolamine

Salts

Water for injections

JInodpunuzat: Osia menera.
PastBOpuTEn: XOMOreHHa Os1a eMyJICHSL.

3. KIMHNYHA UHOOPMALUA
3.1. Bupaose :KMBOTHH, 32 KOUTO e npeanaznayen BJIII

Kyuera.



3.2. Tloka3zanmus 3a ynorpe6a 3a BceKH BU/I JKUBOTHH, 32 KOITO e MpeHA3HAYEH MPOAYKTHT
AKTHBHA UMYHU3AIMS HAa OPEMEHHHU KydeTa 3a MPE0TBPATABAHE HA CMBPTHOCT, KIIMHIUYHY MTPU3HAIH
U JIC3UH MIPU KyUeHIIa B PE3yJITAT Ha 3apa3sBaHe ¢ KyUCIIKA XEPIEeCBUPYC B ITbPBUTE HAKOJIKO JTHU

CIIe]l paXk/JIaHe, upe3 MpeIaBaHe Ha MacuBEeH UMYyHUTET.

Hauano na UMYHHUTCTA: TACUBHUAT UMYHHUTCT IIPU KYUCHIA OT BAKCUHUPAHU KCHCKU Ky4de€Ta 3aro4Ba
C IMpueMa Ha J0CTAaTbYHO KOJIMYCCTBO KOJIaCTpa.

[IpoabIKUTETHOCT HA UMYHUTETA: IBPBUTE HAKOJIKO JHHU CJIE]] paXKIaHe.

3.3. IIporuBomoka3zanus

Hsma.

3.4. ChnenuaJHM Npexynpe:KIeHHst

[a ce BakcMHUpAT caMO 37paBH KUBOTHH.

Moxe na ce HaOIOAaBaT a0OPTU M MPEKAEBPEMEHHN PaXKIAaHHS B Pe3yNTaT OT HHPEKIHUS ¢ KyUellKn
XepIIeCBUPYC MPH KEHCKUTE KyueTa. Hima nmpoydBaHus 3a Ta3u BaKCHHA, OKa3BaIlM MIpe/la3BaHe Ha
KEHCKUTE KydeTa oT nHGpeKuusaTa. 3a npeaaBaHe Ha TaCUBEH UMYHHUTET Ha KyUeHLaTa € He00X0AUMO

T€ J1a MpUeMaT I0CTaTh4YHO KOJMYECTBO KOIACTpa.

3.5. CpeuuaJiHu NpeANa3HU MePKM NpH ynorpeda

CrenyaiHy IpeAna3Hu MepkH 3a 6e3omnacHa ynoTpeda npu BUIOBETE KUBOTHH, 38 KOUTO €

npeanasHaueH BJIIT:
He e npunoxxumo.

CrenuaiHy IpeAna3Hu MEpKH 3a JIMIATa, Ipujarally BeTepUuHApHUS JEKapCTBEH MPOAYKT Ha )KUBOTHUTE:
3a notpeburenure:

To3u BeTepuHapeH JIeKapCTBEH MPOIYKT ChAbPKAa MUHEpaTHO Macio. CirydaifHOTO
MH)KEKTUpaHe/CaMOWH)KEKTUpaHEe MOXKe Ja MIPeJU3BUKa CUITHA 00JIKa U MIOJyBaHE, OCOOCHO MPH
MH)KEKTUpaHE B CTaBa WU MPBCT U B PEIKU CIydan € Bb3MOXKHO J1a Ce 3aryOu 3acerHaTusi MpbhCT, ako

HE € OKa3aHa HaBpeMe JIeKapCcKa ITOMOIII.

AKO 10 cIy4aifHOCT cTe MHXKEKTHPAHH C TO3U BETEPHHAPEH JIEKaPCTBEH MPOAYKT, TOTHPCETE CIEIIHO
CBBET OT JIEKap M HOceTe JUCTOBKaTa ¢ Bac, 1opu Aa € MHXEKTHPaHO ChbBCEM MaJIKO KOJHUYECTBO.

AKko 60KaTa MpoAbinKaBa MmoBeue oT 12 gaca cies MeANIIUMHCKHS MIPETIIe], TOThPCETe OTHOBO CHBET

OT JIeKapsl.

3a nekapure:

To3u BeTeprHapeH JeKapCcTBEH MPOAYKT ChAbpKa MUHEPAITHO Maciio. JlopH a ca MH)KEKTHpaHH
MaJKUd KOJUYECTBA, CIy4alHOTO MHKEKTUPAHE C TO3U BETEPUHAPEH JIEKAPCTBEH MPOAYKT MOXKE Aa
MpeAU3BUKA MOsBa Ha CUJIEH OTOK, KOMTO MOKE HalpuMep J1a JOBEAE JO UCXEMUYHA HEKPO3a U JOpU
3ary6a Ha mpbeT. Heooxomuma e HE3ABABHA, komnieTeHTHA XUpypruvecka Hameca. B3MoKHO €
Jla ce HAJIOXKHM MHIU3US M HPUTallus Ha HHKEKTHPAHOTO MSACTO OCOOCHO aKo ca 3aCeTrHaTH ITyJIlaTa Ha
MPBHCTA WU CYXOXKHIUETO.

CuenuaiHy mpeana3Hil MEpKH 3a 3alliuTa Ha OKOJIHATA cpea:
He e npunoxumo.

3.6. HeOnaronpusiTHH peakuun

Kyuera:

Yectu OTOK B MACTOTO Ha MHKEKTHPAHETO. !




(1 mo 10 Ha 100 TpeTHpaHu >KUBOTHH):

Penku Peaxuys Ha CBPBXYyBCTBUTEIHOCT.

(1 mo 10 ma 10 000 TpeTnpaHu )KMBOTHH):

! TIpexonen. OGMKHOBEHO PErPECHpAN] B PAMKHTE HA €1HA CEMHUIIA.
2 TpstOBa 112 Ce MPUIIOKH MOAXOISINO CUMIITOMATUYHO JIEUEHHE.

Cro0miaBaHeTo Ha HEOIATONPUATHHI PEaKIIMU € BaKHO. ToBa MO3BOJISBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30MmacHOCTTa Ha BETEPHHAPHHUS JICKapCTBEH NPoayKT. ChoOImeHusTa TpsiOBa aa ce u3mpamniar, 3a
MpeINoYUTaHe Ype3 BETEPUHAPEH JIeKap, MU Ha MIPUTEXATENs Ha Pa3pelIeHneTo 3a ThPrOBHS WIH Ha
MECTHHSI My TIPEICTABUTEI, TN Ha HAITMOHATHHUSA KOMIIETEHTEH OpraH uype3 HallMOHaJTHATa CUCTEMa 32
choOIIaBaHe. 32 CbOTBETHHUTE JIAaHHU 3a BPbh3Ka BIKTE JTUCTOBKATA.

3.7. ¥Ymnorpeda nmo Bpeme Ha OPeMEHHOCT, JAKTAIUS UJIU sTiilleHOCeHe

bpemennocrt:
Ta3u BakcHHa € TIpeIHa3HAYCHA CIICIIHAITHO 32 MPUIOKECHHE 110 BpeMe Ha OPEMEHHOCT.

3.8. BzammopeiicTBHe ¢ IPYTH BeTepHHAPHH JIEeKAPCTBEHN NMPOAYKTH U Apyru (popmu Ha
B3auMo/eiicTBHe

Hsma nannyna nadopmanms 3a 6e30macHOCTTa M €PUKACHOCTTA OT ChbBMECTHOTO M3IIOJI3BAHE HA Ta3H
BAaKCHHA C IpyTy BETEpUHAPHU JIEKapCTBEHU NpoAyKTH. [lopany Ta3u npuuuHa, MPUIaraHETo Ha Ta3H
BaKCHHA IPEH WIIH cJiell yroTpedara Ha IpyT BETEpHHAPEH JIEKapCTBEH MPOAYKT TPsOBa 1a ce
MIPELEHN CIIOpe]l MHANBUIYATHHS CIydail.

3.9. HauuH Ha NpUJI0KEeHUe U T03MPOBKA
TloIKOXHO NPHUITIOKEHUE.

Cren pa3TBapsiHe Ha MpaxTa ¢ pa3TBOPUTEIIA, ce uHxekTrpa 1 103a (1 ml) ot BakcHHaTa, ChIJIACHO
cJelHaTa cxema:

[IspBa urxekims: [1o Bpeme Ha pazronBane wiu 7 10 10 1HU criep mpeamoiaracMara faTa Ha
3aIUIOKIaHE.

Bropa nmkekiis: 1 10 2 ceaMuIy Ipeayd oyakBaHaTa 1aTa Ha paKaaHe.

PeBakcunanms: 1o Bpeme Ha BCsika OpeMEHHOCT, ChIIIaCHO ChIATa CXeMa.

P a3TBOPCHOTO ChbAbPKAHUC TpSI6Ba Ja 6’]))_'{6 MJICUHA EMYJICHAL.

3.10. CuMnTOMH Ha NpeAo3NpaHe (M KOraTo e NPHJI0KMMO — NPoueIypH Ha AelicTBHe IPH
CIICLIHHU CIy4Yau U AHTHI0TH)

He ca naGmronaBanu Apyru HeOIaronpusiTHA PEaKLUH OCBEH Te3U, OTOENA3aHu B TOUKa 3.6
,,HeOIaronpusTHA peakun”’, ciell HHKEKTHPaHe Ha 2- KpaTHO IO-ToJIsIMa 103a.

3.11. CnenuajiHu OrpaHUYeHHs 32 ynoTpeda U crielMaJIHU yCJIOBHUS 32 yNOoTpe0da, BKJIIOYUTETHO
OrpaHUYEHMS 32 YIOTPedaTa Ha AHTUMMKPOOHHU U NPOTHBONAPA3MTHH BeTePHHAPHHI
JIeKapCcTBeHHU NMPOIYKTH, C IeJ A ce OTPAHMYN PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

He e npunoxxumo.

3.12 KapeHTHH CpOKOBe

He e mpuioxumo.



4. NUMYHOJIOI'NYHA UH®OPMAIIUA

4.1 BerepuHapeH JiekapcTBeH anaTtomo-TepaneBTHueH koa (ATCvet Code): QI07AA06
Ipeuncrena cyOeAMHMYHA BAKCHHA 3a aKTHBHA MMYHH3aIlMsl Ha OpEMEHHHU KydJeTa 3a IpeaBaHe Ha
[IACHBEH UMYHHUTET Ha KyYeHI[aTa CPElly MPUYMHABAHOTO OT XepIiec BUPYC (ataaHo 3aboisBaHe Mpu
HOBOPO/ICHHTE.

5. DAPMAIIEBTUYHHU JAHHU

5.1. OcHOBHH HECHBMECTHMOCTH

He cmecnaiite ¢ APYT BETCPHUHAPCH JICKAPCTBCH IMMPOAYKT C U3KIIFOUCHUEC HA Pa3TBOPUTCIIA,
MpeaAOCTaBCH 3a yrIOTpe6a C BCTCpHUHAPHHUA JICKAPCTBCH MMPOAYKT.

5.2. Cpoxk Ha roaHoCT

Cpok Ha TOJHOCT Ha KpailHUsS BETEpPUHAPEH JIEKApPCTBEH MPOIYKT: 2 TOAWHU.
Cpok Ha FOZHOCT CJIe/ pa3TBapsiHE B CHOTBETCTBUE C MHCTPYKIMHTE: U3IM0JI3BaliTe He3abaBHO.

5.3. Chnenuananm yca0oBHs 32 CbXpaHeHHe
Ja ce cpxpansiBa B xnammHUK (2 °C — 8 °C).
[a ce masu ot 3amMpb3BaHe.

Jla ce ma3u oT CBETJIMHA.

5.4. BI/IZ[ U CbCTAaB HA MbPBHYHATA OIIAKOBKA

Tun I cTekieH ¢aakoH, chIbpKall mpax 3a 1 103a ¥ cTbkIeH QIaKkoH, chabpxaml 1 ml pazrBopurern.
dnakoHUTE ca 3aTBOPEHH C TAM OT OYTHJI €JIacTOMEp, TOKPUTH C ATyMUHHUEBH KaIICYJIH.

Kyrus ot 2 x 1 dnakon, 2 x 10 ¢akona u 2 x 50 ¢akona.
He Bcuuku pa3MepH Ha OITakOBKaTa MOTaT Ja ObJaT MpejularaHy Ha masapa.
5.5. Cneumnajnu MepKH 32 YHHII0KABaHe HA HEM3MOJ3BAHH MPOAYKTH WJIH OCTATHIHU OT TAX

BerepunapHuTe neKkapcTBEHH MPOIYKTH HE TPAOBa 1a ObJAT U3XBBPISHU Upe3 OTIIaJHU BOIU HITU
OWTOBH OTIIAABIIH.

W3non3Baiite nporpamu 3a BPbIIAHE [IPU YHUI0KABAHETO HA HEU3IIOJI3BAHU BETEPUHAPHHU JIEKAPCTBEHU
MPOAYKTH MJIM OCTAaTHIM OT TAX B CBOTBETCTBHE C N3UCKBAaHMATA HA MECTHOTO 3aKOHOATEJICTBO H C
BCHYKH HAIIMOHAIHU CHCTEMHU 3a CHOMpaHe, MPIITIOKUMH 32 ChOTBETHUS BETEPUHAPEH JIEKAPCTBEH
MPOAYKT.

6. HNME HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A ThPI'OBUSA

Boehringer Ingelheim Vetmedica GmbH

7. HOMEP(A) HA PASPELHIEHUETO 3A ThbPI'OBUs

EU/2/01/029/001- 003



8. JIATA HA ITbPBOTO U3JABAHE HA PASPEIIEHUETO 3A ThPTOBUS

JlaTa Ha TBPBOTO M3AaBaHE Ha pa3pelIeHUETO 3a Thproeus: 26/03/2001

9. JIATA HA TOCJIEJTHATA PEJJAKIIUS HA KPATKATA XAPAKTEPUCTUKA HA
MPOJYKTA

{(MM/TTTT}

10. KIACHUPUKALIUS HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTHU
[la ce oTmycka caMo 10 JIEKapcKo MpeIIUCaHHE.

IMoxpoOHa nH(bopMalrs 3a TO3M BETEPUHAPECH JEKAPCTBEH MPOAYKT MOXKE J1a HAMEpUTE B 0a3ara TaHHU
Ha Cpro3a otHOocHO npoxykTute (https://medicines.health.europa.eu/veterinary).



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

NMPUJIOKEHMUE 11

APYI'U YCJIIOBUA U UBNCKBAHUSA KBbM PASPEHIEHUETO 3A ThPI'OBUsL

Hama



IMPUJIOKEHHUE 111

ETUKET U JINCTOBKA



A.ETUKETH



NHOOPMAIUSA, KOATO CE NU3IIMCBA BbPXY BHBHIIHATA OITAKOBKA

Kytus ot 2 x 1 duraxon, 2 x 10 ¢prakona u 2 x 50 pyiakona

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH ITPOAYKT

Eurican Herpes 205 mpax u pa3TBOPHUTEN 32 HHXEKIIMOHHA EMYJICHS

2. KOJMYECTBO HA AKTUBHUTE BEIIECTBA

3a 1 ml goza:
Kyuemkn xepriecsupyc (F205 mam) anTuresn 0,3 no 1,75 meg*
*u3pazeHo B mecg Ha gB riMKonpoTenHu

3. PABMEP HA OITAKOBKATA

1 mo3a: 1 x 1 mo3a mpax + 1 x 1 ml pazrBopuTen
10 mo3u: 10 x 1 mo3a mpax + 10 x 1 ml pa3zrBoputen
50 mo3m: 50 x 1 mo3a mpax + 50 x 1 ml pazrBopuTen

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

Kyuera.

‘ 5. TEPAIIEBTUYHHU ITIOKA3AHUSA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

HOI[KO)KHO MMPUIIOKCHUC.

‘ 7. KAPEHTHHM CPOKOBE

| 8. CPOK HA TOJHOCT

Exp. {mmn/mMm/rrIT}
Cren pa3TBapsHe M3IOJI3Bail He3a0aBHO.

‘ 9. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

Ha ce cbxpaHsiBa B XJIaJUITHUK.
Ja ce ma3u oT 3aMpb3BaHe.
Jla ce ma3u oT CBETJIMHA.
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10. HAJINUCHT ,,JIPEJAU YIIOTPEBA ITPOYETETE JIMCTOBKATA“

[penu ynoTtpeda npoyereTe JIMCTOBKATA.

11. HAJAIIUCHT ,,CAMO 3A BETEPUHAPHOMEJINIIMHCKA YIIOTPEBA*

Cawmo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.

12. HAJIIUCHT ,,JA CE CbXPAHSABA JAJIEY OT NIOIVIEJA U HA HEJOCTBITHU
3A JEIIA MECTA*

I[a CC ChbXpaHsBa Aajicd OT NorjicaAa U Ha HCAOCTBIIHU 3a [IC1a MCCTaA.

13. HWME HA IIPUTEXATEJISI HA PASPEIIEHUME 3A ThbPI'OBUS

Boehringer Ingelheim Vetmedica GmbH

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

EU/2/01/029/001 10 mo3u: mpax (10 ¢makona) + pasreopuren (10 durakoHa)
EU/2/01/029/002 50 mo3u: mpax (50 ¢makona) + pasreopuren (50 durakoHa)
EU/2/01/029/003 1 no3a: mpax (1 ¢makon) + pazrBopuren (1 ¢akon)

15. NMAPTHUJAEH HOMEP

Lot {Homep}

11




MHUHUMYM UHO®OPMAILIUA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY
MAJIKH OITAKOBKMU BJIII, KOUTO CBABPKAT EAJUHUYHA JO3A

DaakoH (CTbKIJIEH) BAKCHHA

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH ITPOAYKT

Eurican Herpes 205

¢

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

1 mo3a

‘ 3. IMAPTUJIEH HOMEP

Lot {nomep}

| 4. CPOK HA TOJIHOCT

Exp. {mn/mMm/rrIT}

12



MHUHUMYM UHO®OPMAILIUA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY
MAJIKH OITAKOBKMU BJIII, KOUTO CBABPKAT EAJUHUYHA JO3A

®aakoH 1 ml pasTBopuTe

1. HAUMEHOBAHUE HA PASTBOPUTEJISA

Eurican Herpes 205 pastBopuTten

¢

‘ 2. CBIBP)KAHUE KATO MACA, OBEM WJIH BPOH 103U

1 ml

‘ 3. ITAPTUJIEH HOMEP

Lot {nomep}

| 4. CPOK HA TOJHOCT

Exp. {mm/mMm/rrIT}

13



B. JUCTOBKA
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JIUCTOBKA
1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

Eurican Herpes 205 npax u pa3TBOpHUTEN 32 HHKEKIIMOHHA EMYJICHL.

2. CncTas
3a 1 ml no3za:

JInopunmsar:

AKTHBHO BelIECTBO:

Kyuemxu xepnecBupyc (F205 mam) anTureHu 0,3 no 1,75 mcg*
*u3paseHo B mcg Ha gB rmukonpoTenHu

PastBOopuTen:
AJUKYBaHT:
Light paraffin oil 224.,8 no 244,1 mg

JInodpunuzat: Osia menera.
Pa3TBOpuTEN: XOMOreHHa Osl/1a eMYyJICHS

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

AKTHBHA UMyHH3alMs Ha OpEeMEHHH KydeTa 3a MPeIoTBpaTIBaHEe Ha CMBPTHOCT, KIIMHUYHU TIPU3HALIN
U JIE3UU IPU KYUYEHIIA, B PE3yATaT Ha 3apa3siBaHe C KyUCIIKH XEPIECBUPYC B IbPBUTE HAKOJIKO JHU
cies paxkaaHe, upe3 npegaBaHe Ha MaCUBCH UMYHHTET.

Hauano na HMYHHUTETA: ITACUBHUAT UMYHHUTET IIPU KYUCHIA OT BaKCUHUPAHH! KC€HCKHU Kyd€Ta 3aro4Ba
C IMpueMa Ha JO0CTAaThbYHO KOJIMYCCTBO KOJIACTpA.

HpO]I’bII)KI/ITeJIHOCT Ha UMYHUTETA: IbPBUTEC HAKOJIKO JHU CJICA paXJaHE.

5. IIporuBonokazanus
Hswma.
6. CneunuaJiHu mpexynpexaeHus

CrenmanHy npeaynpeKIcHNs:

[la ce BakcHMHUpAT caMoO 37]paBH KUBOTHH.

Moxe na ce HabmOAaBaT a0OPTU U MPEXKAEBPEMEHHN PAXKIaHH B pe3yaTaT OT HH()EKUIUS ¢ KyUelKn
XepIecBUPYC NPU XKEHCKUTe KydeTa. Hsima npoyuBaHus 3a Ta3u BakCHHa, JOKa3Ballly IpeANa3BaHe Ha
KEHCKUTE KydeTa oT nHpeKuusATa. 3a npeaaBaHe Ha TaCUBEH MMYHHUTET Ha KyUeHLIaTa € HeOOX0AUMO

T€ /1a MPUEMAT 10CTaTh4YHO KOJIMYECTBO KONACTpA.

CrenyanHy npeana3Hi MepKH, KOUTO TPsOBa Jia B3eMe JIMIETO, MPUJIaraiio BeTePHHAPHUS
JCKapPCTBCH NPOAYKT HA JKMBOTHHUTC:
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3a moTpeduTenuTe :

To3u BeTeprHAPEH JICKAPCTBEH MPOAYKT ChIbpKa MUHEPAITHO Maciio. CirydaltHOTO
WHXKEKTUpaHe/CaMOWHKEKTHPAHE MOXKe Jia TPeU3BUKA CHITHA 0OJIKa M TI0JyBaHe, OCOOCHO MpH
WHXXEKTUpPAHE B CTaBa WU MPHCT U B PEIIKH CITyYau € Bb3MOXKHO JIa Ce 3aryOH 3acerHaTHs IPBCT, aKO
HE € OKa3aHa HaBpeMe JIEKapCcKa TTOMOIII.

AKO 110 CITy4alfHOCT CTe WHXKEKTUPAHH C TO3U BETEPUHAPEH JICKAPCTBEH MPOJYKT, TOThPCETE CIEITHO
CBBET OT JIEKap U HOceTe JMCTOBKaTa ¢ Bac, mopu Ja € HHKEKTUPaHO ChBCEM MAaJIKO KOJIUYECTBO.
Ako 0oJjKaTa MpojbinkaBa MmoBeue oT 12 Jaca cliiei MeANIIMHCKHS MTPETJIe]], IOThPCETe OTHOBO ChBET
OT JIeKapH.

3a nekapure:

To3u BeTepuHapeH JeKapCTBEH MPOAYKT ChIbpKa MUHEPAITHO Maciio. JlopH 1a ca MH)KEKTHpaHH
MAaJIK{ KOJIMYECTBA, CIIy4allHOTO WH)KEKTHPAHE C TO3M BETEPHHAPEH JIEKAPCTBEH MPOIYKT MOXKE Ja
MIpeIN3BHKa M0sIBA HA CWJIEH OTOK, KOWTO MOK€ HallpUMeEDp Ja TOBENE A0 HCXEMUYHA HEKPO3a U TIOpU
3ary0a Ha npbcT. Heooxonuma e HE3ABABHA, xoMIieTeHTHa XUpypriuuecka Hameca. Br3MoxkHO e
Jia ce HaJOXKM MHLU3US M UPUTaLus Ha HHXEKTUPAHOTO MSCTO OCOOCHO aKO ca 3aCeTHATH ITyJinara Ha
MPBCTa WU CYXOKHINETO.

BpemeHHOCT:
Ta3u BakcHHA € CIISIMATHO peIHa3HAYCHA 32 MPUIOKEHUE TI0 BpeMe Ha OPEeMEHHOCT.

BzaumoneiicTBue ¢ Ipyru BeTepUHAPHU JICKAPCTBEHU IPOAYKTH ¥ pyTH (HOPMHU HA B3aMMOJICHCTBUE:
Hsma nannyna nadopMmarms 3a 6e30macHOCTTa ¥ e)UKACHOCTTA OT ChbBMECTHOTO M3IOJI3BAHE HA Ta3H
BaKCHHA C JIPYTH BEeTEPHHAPHHU JIEKapCTBEHU MPpoayKTH. [lopaan Tazu npudrHa, MpuiIaraHeTo Ha Ta3u
BaKCHHA TIPEIU WM CJIe] yIioTpedara Ha IpyT BETEPUHAPEH JICKapPCTBEH MPOAYKT TPSOBaA 11a ce
MIPELeH! CTIOpEe]l MHANBUIYATHHS CIydai.

IIpenosupane:
He ca mabnronaBanu Ipyru HeOIAaronMpusiITHA peakIluy OCBEH Te3u, onucanu B T. ‘HeOmaronpustau

peakmum’, ciaen NHXEKTHPaHe Ha 2-KpaTHO MO-TOJISIMA J103a.

OCHOBHU HECHBMECTUMOCTH:
He cmecBaiite ¢ npyr BeTepruHApEH JIEKapCTBEH MPOAYKT C H3KIIOUECHNE Ha Pa3TBOPUTEI,
MPEIOCTABEH 3a YIOTpeda ¢ BETCPUHAPHUS JICKAPCTBCH MPOYKT.

7. HeOnaronpusiTHu peakuuu
Kyuera:

Yectu (1 10 10 Ha 100 TpeTHpPaHM )KUBOTHH):
OTOK Ha MSACTOTO Ha MH)KEKTHPAHETO. '

Penxu (1 10 10 Ha 10 000 TpeTHpaHM )KUBOTHH):
Peakuys Ha CBPBXYyBCTBUTEIHOCT.

! TIpexomen. OGMKHOBEHO PErPECHpAII] B PAMKHTE HA €1HA CEMHUIIA.
2 TpsiOBa J1a ce MPHIIOKH MOIXOISIIO CUMIITOMATHYHO JIEYEHHE.

Cro0miaBaHeTo Ha HEOIATONPUATHHI PEaKIIUU € BaKHO. ToBa MO3BOJISBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha MPOAYKTa. AKO 3a0eIeKUTe HIKAKBU HEOIArONMPUATHH PEAKIINU, BKIIOYUTEITHO U
TaKWBa, KOUTO HE Ca OMMCAHH B Ta3W JINCTOBKA MIJIM MUCITUTE, Y€ BETEPUHAPHUS JIEKAPCTBEH MPOIYKT
HE JeCTBa, CBBPXKETE Ce MMEPBO ¢ Bammst BeTeprHapeH Jiekap. MokeTe ChINo aa chobmaBare
HeOMaronprUATHU Peakllny Ha IPUTEXKATEN Ha Pa3pelIeHHETO 3a ThPTOBHS WIIH MECTHHS
MPEACTABUTEI HA IPUTEKATENSI HA Pa3pEIICHUETO 3a ThPTrOBUSl, KATO U3MOJ3BATE TAHHUTE 32 KOHTAKT
B Kpas Ha Ta3 JINCTOBKA WK upe3 Bamrara HanmoHamHa cuctema 3a cho0IaBane: {IopoOHOCTH 32
HAI[MOHAIHATA CUCTEMa }.
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8. I[o:mpomca 34 BCCKM BHU/I )KHBOTHO, HAYUHHU U METO/1 HA MPUJIOKCHUE

CJ'IC,Z[ Pa3TBapAHC Ha IpaxTa C Pa3TBOPUTCIIA, CC MHIKCKTHPA 1 J03a (1 ml) IIOJKOXXHO, ChI'TTACHO
cJi€aHara cxema:

IIspBa nmxeknus: [1o Bpeme Ha pasrorBane wim 7 1o 10 qHE cieq mpeamnoiaraeMara gata Ha
3aIIoKIaHe.

Bropa umxkeknusd: 1 10 2 ceaMuIu npeay ouakBaHaTa 1aTa Ha paKJaHe.

Pepakcunanus: [To Bpeme Ha Bcsika OpeMEHHOCT, ChITIACHO ChIaTa CXeMa.

9. CbBeTH 32 IPaBUJHOTO NPUJIATAHE HA MPOAYKTA

Pa3TBOpeTe acenTHYHO ChIBbPKAaHUETO Ha (pIakoHa ¢ TIpaxTa ¢ pa3TBOPUTEIS, PEAOCTABEH 32
ymoTpeda ¢ Ta3u BaKCHUHA.
Pa3TBOPEHOTO ChABPIKAHKE TPAOBA 2 ObJIC MIICYHA CMYJICHSL.

10. KapenTHu cpokoBe

He e npunoxumo.

11. ChenunaJiHHU yCJOBHS 32 CbXpaHEeHHe
[la ce cpxpaHsBa Jajed OT MOTJeAa U Ha HEAOCTHITHM 32 JIella MecTa

Ja ce chxpansiBa B xuamuiHuk (2 °C — 8 °C).

Ja ce ma3u oT 3aMpb3BaHe.

Jla ce ma3u OT CBETJIMHA.

Jla He ce M3M0I3Ba TO3M BETEPUHAPEH JIEKAPCTBEH MPOIYKT CIEe N3THIaHE Ha CPOKa Ha TOAHOCT,
MOCOYEH BHPXY €THKETA ClIe]] CPOKA Ha TOJTHOCT.

Cpok Ha TOJHOCT Clie/l pa3TBapsiHEe, ChIVIACHO yKa3aHUATA: M3MOI3BaliTe He3a0aBHO.

12. ChenuaJIHu NpeANa3HA MePKH NPH YHUINOKABAHE

BerepunapuuTe nexapcTBEHH MPOIYKTH HE TPAOBa 1a ObOAT 3XBBPISTHHU Upe3 OTIIaHU BOIU HITH
OMTOBHU OTMAIBIIN.

W3nonseaiiTe mporpaMu 3a BpBIIAHE IPH YHALIOKABAHETO HA HEU3IOJI3BAHN BETCPUHAPHH JICKAPCTBEHU
MPOAYKTH WIIA OCTATHIIN OT TSAX B CHOTBETCTBHE C M3MCKBAHUATA HA MECTHOTO 3aKOHOJIATEJICTBO U C
BCUYKH IPWIOKUMH HallHOHAIHU CHCTEMH 3a chOupane. Te3u MepKH Iie MOMOTHAT 3a ONa3BaHe Ha
OKOJIHAaTa Cpeja.

[lonwuraiiTe Bamms BeTeprHapeH jekap Kak Jja YHUIIOKUTE HEHY)KHH BETepUHAPHU JIEKAPCTBEHH
MPOAYKTH.
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13. Kuaacuduxanusi Ha BeTepUHAPHUTE Je€KAPCTBEHH MPOIYKTH

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCAINMMUCaHunC.

14. Homepa Ha pa3peleHHeTO 32 THProBUs H Pa3MepH ONAKOBKHU
EU/2/01/029/001- 003

Kytus ot 2 x 1 dnaxon, 2 x 10 ¢nakona u 2 x 50 ¢pnakona.

He Bcuuku pazmepu Ha omakoBKaTa MOTaT Ja ObJaT NpeAsaraHy Ha masapa.
15. JlaTa Ha mocJjiefHATa pefaKIUs HA TEKCTA

{MM/TTIT}

[MonpoOHa nHbopMalus 3a TO3M BEeTEpUHAPEH JIEKaPCTBEH MPOAYKT MOXKE Jia HAaMepUTe B 0a3ara JJaHHU
Ha Crro3a otHocHO npoaykrute (https://medicines.health.europa.cu/veterinary).

16. /lanuu 3a Bpb3Ka

[IpurexkaTen Ha pa3penIcHUETO 32 ThPTrOBUSL:
Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein

I'epmanus

[IpousBoauTen, oTroBapsIl 3a 0CBOO0XKAABAHETO HA MAPTUIN:
Boehringer Ingelheim Animal Health France SCS

Laboratoire Porte des Alpes

Rue de I’ Aviation

69800 Saint-Priest

Opanmus

MectHHI OpEACTAaBUTCIIN M NJAHHHW 34 BPH3Ka 34 01306maBaHe Ha nmpéanojgaracMmn HC6J’IaFOHDI/ISITHI/I
pCaKIUU:

Belgié/Belgique/Belgien Lietuva
Boehringer Ingelheim Boehringer Ingelheim RCV GmbH & Co KG
AnimalHealth Belgium SA Lietuvos filialas
Avenue Arnaud Fraiteurlaan 15-23, Dr. Boehringer Gasse 5-11
1050 Bruxelles/Brussel/Briissel A-1121 Vine, Austrija
Tél/Tel: +32 277334 56 Tel: +370 5 2595942
Peny6imka brarapus Luxembourg/Luxemburg
Boehringer Ingelheim RCV GmbH & Co KG  Boehringer Ingelheim Animal Health Belgium SA
Dr. Boehringer Gasse 5-11 Avenue Arnaud Fraiteurlaan 15-23,
A-1121 Buena, ABctpus 1050 Bruxelles/Brussel/Briissel
Tel: +359 2 958 79 98 Tél/Tel: + 32 2773 34 56
Ceska republika Magyarorszag
Boehringer Ingelheim spol. sr.0. Boehringer Ingelheim RCV GmbH & Co KG
Purkynova 2121/3 Magyarorszagi Fioktelep
CZ - 110 00, Praha 1 Lechner O. Fasor 10.
Tel: +420 234 655 111 H-1095 Budapest
Tel: +36 1 299 8900
Danmark Malta
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Boehringer Ingelheim Animal Health Nordics
A/S

Weidekampsgade 14

DK-2300 Kgbenhavn S

TIf: +45 3915 8888

Deutschland

Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein

Tel: 0800 290 0 270

Eesti

Boehringer Ingelheim RCV GmbH & Co KG
Eesti filiaal

Dr. Boehringer Gasse 5-11

A-1121 Viin, Austria

Tel: +372 612 8000

EALGdo

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, ['eppavia
TnA: +30 2108906300

Espaiia

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

Prat de la Riba, 50

08174 Sant Cugat del Valles (Barcelona)

Tel: +34 93 404 51 00

France

Boehringer Ingelheim Animal Health France,
SCS

29, avenue Tony Garnier

69007 Lyon

Tél :+33 47272 30 00

Hrvatska

Boehringer Ingelheim RCV GmbH & Co KG
Dr. Boehringer Gasse 5-11

A-1121 Bec¢, Austrija

Tel: +385 1 2444 600

Ireland

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, Germany
Tel: +353 1 291 3985

Island

Vistor

Horgatin 2

210 Gardabaer

Simi: + 354 535 7000

Italia

Boehringer Ingelheim Animal Health
Italia S.p.A.

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, il-Germanja
Tel: +353 1 291 3985

Nederland

Boehringer Ingelheim Animal Health
Netherlands bv

Basisweg 10

1043 AP Amsterdam

Tel: +31 20 799 6950

Norge

Boehringer Ingelheim Animal Health Nordics A/S
Weidekampsgade 14

DK-2300 Kebenhavn S

TIf: +47 66 85 05 70

Osterreich

Boehringer Ingelheim RCV GmbH & Co KG
Dr. Boehringer Gasse 5-11

A-1121 Wien

Tel: +43 1 80105-6880

Polska

Boehringer Ingelheim Sp. z 0.0.
ul. Jozefa Piusa Dziekonskiego 3
00-728 Warszawa

Tel.: +48 22 699 0 699

Portugal

Boehringer Ingelheim Animal Health Portugal,
Unipessoal, Lda.

Avenida de Padua, 11

1800-294 Lisboa

Tel: +35121 313 5300

Roménia

Boehringer Ingelheim RCV GmbH & Co KG
Sucursala Bucuresti

Dr. Boehringer Gasse 5-11

A-1121 Viena, Austria

Tel: +40 21 302 28 00

Slovenija

Boehringer Ingelheim RCV GmbH & Co KG
Podruznica Ljubljana

Dr. Boehringer Gasse 5-11

A-1121 Dunaj, Avstrija

Tel: +386 1 586 40 00

Slovenska republika

Boehringer Ingelheim RCV GmbH & Co KG, 0.z.
Dr. Boehringer Gasse 5-11

A-1121 Vieden, Rakuasko

Tel: +421 2 5810 1211

Suomi/Finland

Vetcare Oy
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Via Vezza d'Oglio, 3 PL/PB 99

20139 Milano 24101 Salo
Tel: +39 02 53551 Puh/Tel: +358 201443360

Sverige
Konpog Boehringer Ingelheim Animal Health Nordics A/S
Boehringer Ingelheim Vetmedica GmbH Weidekampsgade 14
D-55216 Ingelheim/Rhein, ['eppavia DK-2300 Kgbenhavn S
TnA: +30 2108906300 Tel: +46 (0)40-23 34 00
Latvija
Boehringer Ingelheim RCV GmbH & Co KG  United Kingdom (Northern Ireland)
Latvijas filiale Boehringer Ingelheim Vetmedica GmbH
Dr. Boehringer Gasse 5-11 D-55216 Ingelheim/Rhein, Germany
A-1121 Viena, Austrija Tel: +353 1 291 3985

Tel: +371 67 240 011

17. JlombanuTeana nHGopManus
[Ipeuncrena cybenHMYHA BAKCUHA 33 aKTHBHA MMYHHU3aIMsI HA OpEeMEHHM Ky4eTa 3a IIpelaBaHe Ha

MACHBEH MMYHHUTET IPU KydeHIaTa CPelly MPUUUHIBAHOTO OT XepIiec BUPYC (paTaiHO HEOHATAIHO
3a00IsIBaHe.
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