NPUJIOXKEHHUE |

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Nobilis Multriva Gm+REOm umKeKIMoHHa eMyJICHS 3a MHIeTa

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB
Beska mo3a ot 0,3 ml ceabpika:

AKTHBHH BellleCTBA:

Bupyca nHa 3a6onsBaneTo nHdpexuoseH 0yp3ut, mam GB02, nnaktiuBupan >100,9 Ut
Bupyca na 3a6ossBaHeTo uHpeKIHo3eH 0yp3ur, mam 89/03, nHakTHBUpaH > 88,6 Ut
IItium peoBupyc, mam ARV-1, nnaktuBrpan >11,5 Ut
IItium peoBupyc, mam ARV-4, nnaktuBrpan >11,4 Ut

1 KaxTo € onpe/eneHo upe3 TecT 3a e()eKTHBHOCT Ha AHTHIeHHa Maca in Vitro ELISA

AJKYBaHTH:
Light liquid paraffin 128,6 mg

ITomolxHu BemiecTnBAa:

KayecTBeH ChCTaB HAa MOMOIIHUTE BelleCcTBA H
APYIruTe CbCTaBKH

Polysorbate 80

Sorbitan oleate
PBS solution

XomoreHHa, (T104TH) 05712 eMYJICHSL.

3. KIMHNYHA UTHOOPMALIUA

3.1 Bwunaose :KUBOTHH, 32 KOUTO € npeanazHavyen BJIII

[Munera.

3.2 TIloka3anus 3a ynorpeda 3a BCeKH BU/I ’KUBOTHH, 32 KOWTO € NMpeIHA3HAYEeH MPOAYKTHT
3a akTHBHA UMYHHM3allMs Ha MMUAJIeTa 3a MaCHBHA UMYHH3AIHA HAa TIOTOMCTBOTO Ha BAKCHHUPAHHUTE
MUJIeTa 32 HaMaJIsiBaHE Ha CMBPTHOCTTA U KIMHUYHUTE MTPU3HALN Ha 3a00sIBaHe, TPUIHHEHO

ot MHoro BupyseHTHHTE (CS89) 1 xinacuueckute (STC) mamose Ha BUpyca Ha 3a00IBaHETO
uHdekmoseH Oyp3ut (IBDV), u 3a HamansBaHe Ha BUpEMUSITA ¥ KIMHHYHHUTE TIPH3HAIN HA

3a0oJsiBaHe, MPUYUHEHO OoT TH4H peoupyc (ARV) renorunu 1 u 4.

Haugajo na HUMYHHUTCTA:

= 4 cenMUIM ClIe/] BAKCHHAIIUSATA.
= B motomMcTBOTO: 1 THEBHA BBH3pacT.

IIpoabDKUTETHOCT HA UMYHHUTETA:

= 80 ceIMHUIM CJIe]] BAKCUHALMATA.
= B moToMCTBOTO: 3 CEIMUYHA BH3PACT.

VYcraHoBeHa e KpbcTocana 3aumTa 3a IBDV anturennu Bapuantau mamose (Bapuant E u GLS).



YcraHnoBeHa € kphcTocaHa 3amuTa 32 ARV rerorunm 2, 3 u 5.
3.3 IIporuBomoka3zaHus

Hawma.

3.4 CneuuajHu npexynpe:kaeHus

Jla ce BakCHMHUpAT caMoO 3/JpaBH KUBOTHHU.

3.5 CnenuajHu npegnazHu MepKH NpH ynorpeda

CrenmaiHy Ipeana3sHy MEPKH 3a Oe30IacHa ynorpebda IIpy BUAOBETE JKUBOTHH, 38 KOUTO €
npennasHauexn BJIIT:

He e npunoxxumo.

CHCHI/I&HHI/I npeanasiyu MCpKHU, KOUTO TDﬂGBa Ja B3€MEC JIMIICTO, Mpujaaramo BETCPUHAPHUA
JICKAPCTBCH NPOAYKT Ha XMBOTHHUTC!

3a moTpeduTenuTe:

To3u BeTepuHapeH J1eKapCTBEH MPOIYKT ChAbPKAa MUHEPATHO Macio. CiryuaifHOTO
MHKEKTHPaHe/CaMOMHKEKTHPaHe MOXKeE J1a IPEM3BHKA CHITHA OOJIKA M TIOTyBaHe, 0COOEHO TpH
MHKEKTHPAHEe B CTaBa WM IPBCT U B PEIKH CITydan € Bb3MOYKHO Jla ce 3ary0u 3acerHaTHs IPBCT, aKo He
€ OKa3aHa HaBpeMe JIeKapcKa MOMOIL. AKO IO CIIy4aifHOCT CT€ HHKEKTUPAHH C TO3U BETEpUHAPEH
JIEKapCTBEH MPOAYKT, MOThPCETE CHELIHO CHhBET OT JIEKap U HOCeTe JIMCTOBKaTa ¢ Bac, nopu na e
MHXEKTUPAHO ChBCEM MAJIKO KOJIMYECTBO. AKO OOJIKaTa MpoabIbKaBa rmopeve ot 12 gaca cien
MEIUIUHCKUS TIPErJie]], MOThPCETEe OTHOBO CHBET OT JICKapsI.

3a nekapure:

To3u BeTeprHAPEH JIEKAPCTBEH NPOAYKT ChIbPKa MUHEPAIHO Macio. Jlopu 1a ca MHKEKTHPaH!
MaJIKU KOJIMYECTBA, CIYyYailHOTO MH)KEKTHPaHEe C TO3M BETEPUHAPEH JIEKapCTBEH MPOTYyKT MOXKE Ja
NpeaU3BHKa M0sIBa HA CHJIEH OTOK, KOWTO MOXKe HalpuMep Aa AOBEJAE 10 HCXEMUYHA HEKPO3a U JOPH
1o 3ary6a Ha npbct. HeoOxonnma e HE3ABABHA, xoMnieTeHTHa Xupypruyecka Hameca. Be3MokHO
€ J1a ce HaJIOXKK WHIM3HS U UPUTAIWs Ha HHKEKTHPAHOTO MSCTO, OCOOCHO aKO ca 3aCeTHATH ITyJnaTa
Ha MPBCTA WIH CyXOKUIHETO.

CHGLII/IB.J'IHI/I Opeanasiy MCPKH 3a 3allliTd Ha OKOJIHATa Cpca:

He e npunoxxumo.
3.6 Heb6uaronpusiTHU peakuu

ITunera:

Heuectu (1 1o 10 va 1 000 tpetupanu | Byuka B MACTOTO Ha MHXKEKTHpaHe!
JKHBOTHH )

1 OGuKHOBEHO M3YEe3Ba B PAMKHUTE HA 3 CEIMUIIH.

CroOmiaBaHeTo Ha HEOIATONPUATHHI PEaKIUU € BaKHO. ToBa MO3BOJIsIBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30MmacHOCTTa Ha BETEPHHAPHHUS JICKapCTBEH NPoayKT. ChoOmeHusITa TpsiOBa 1a ce M3Mpalar, 3a
MIpEIMOYNTaHE Upe3 BETEPUHAPEH JIeKap, MU Ha MIPUTEXATENs Ha Pa3pelIeHHeTo 3a ThPTroBHsl, W Ha
HAIIMOHAJHUS KOMIIETCHTEH OpTaH upe3 HAllMOHAJHATa CUCTEeMa 3a ChoOIaBaHe. 3a ChOTBETHUTE
JTAHHY 32 BpBh3Ka BIKTE JMCTOBKATA.

3.7 Ynorpeda no BpeMe Ha GpeMEHHOCT, JIAKTALUsI WU sSTiilleHOCeHe



Il HOCaYKH:

Jla He ce u3Moa3Ba IPU NTHIX B TIEPUOJIa HA SMIIEHOCEHE U B PAMKUTE Ha 3 CEAMMIIU PEIU HAYAI0TO
Ha AUIEHOCHUS MEPUO/IL.

3.8 BzammopaeiicTBHE ¢ IPYTH BeTePUHAPHU JIeKAPCTBEHH NPOAYKTH U Apyru ¢gopmMu Ha
B3auMO/JAeliCcTBHE

Hsima manmmana nHGOpManus 3a 6€301MacHOCTTa B ¢(UKACHOCTTAa OT CHbBMECTHOTO M3MOJI3BaHE HA Ta3H
BaKCHHA C IPYT'M BETEPUHAPHHU JICKAPCTBEHU MPOAYKTH. B3eMaHeTo Ha pelieHue 3a MpuIaraHeTo Ha
Ta3M BaKCHHA NPEU WK CJIel yoTpedara Ha IpyT BETEPUHAPEH JICKapPCTBEH MPOAYKT TPsAOBa Ja ce
MPEIEHH CIIOPE]] MHAUBUAYATHUS CITyqai.

3.9 HauwH Ha NpUIOKEHHE U T03HPOBKA

3a UHTPAMYyCKYJTHO MPHIIOKEHUE.

Ta3u BakcHHa ¢ MpeTHa3HAYCHA 32 M3MOJI3BaHE KaTo OycTep BAKCHHAIHUS Cle]] MTbPBUYHO
BaKCHHMPAHE C XKHUBH WM HMHAKTUBHUPAHU BAKCUHM B CXeMara 3a BakCHHUpaHe. [IbpBUYHUTE
BaKCHUHaIlUH TpSI6Ba Ja C€ U3BbPUIBAT C )KUBU WIM MHAKTUBUPAHU BAKCUHU CPEIYy BUpPYyCa Ha
3a0ossBaHeTO HH(pEKIno3eH 0yp3uT (Hamp. Nobilis Gumboro D78, Innovax-ND-IBD) u ntuuu
peoBupyc (Hamp. Nobilis Reo 1133, Nobilis Multriva REOm). Bakcunara Tps0Ba ia ce mpuiioxu Haii-

Manko 4 CCIAMUIIU CJICA MMPUJIaraHe€TO Ha MbpBUYHATA BaKCUHAI M.

[Tpunosxere equanyaHa 103a ot 0,3 ml B ob6macTTa Ha repaUTe WK Oenpara OT §-ceMIYHA Bh3PacT
HATaThK, HO HE TI0-KBCHO OT 3 CeMUIM IPETY HA4aJIOTO Ha SIMIEHOCEHETO.

[Mpeau ynorpeba BakcuHaTa TpsOBA Ja JOCTHTHE CTalfHAa TeMIIepaTypa.
Ja ce paskiama nobpe npenn ymnotpebda.
CHpHUHIIOBKHUTE U MIJIMTE TPSOBA J1a ca CTEPHIIHH MPEau yroTpeoa.

CrnenBaiiTe CTaHJAPTHU aCENITUYHU TPOIIETYPH.

3.10 CumnroMu Ha nmpeao3upaHe (M KOraTo e NPUJI0KUMO — IPOLEYPHU Ha eiicTBHe NPH
CTIEHIHH CIYy4Yau ¥ AaHTHI0TH)

Hsama nabmogaBanu qpyru HeOIaronpusTHH PEAKIIUN, OCBEH IMOCOYCHUTE B T. 3.6, Clie]l IPUIIOKEHHE
Ha JBOIiHA J03a BaKCHHA.

3.11 CneuuajHu orpaHuvyeHus 3a ynorpeda v crieaJHH YCJIOBHS 32 yNOTpeda, BKJIIOYUTETHO
OrpaHNYeHMs 32 ynoTpedaTa HA AHTUMHUKPOOHH M MPOTHBONAPA3ZUTHH BeTePUHAPHH
JIEKAPCTBEHU NMPOAYKTH, € LeJI 1A Ce OTPAHMYHU PUCKBT OT Pa3BUTHE HA PE3UCTEHTHOCT

He e nmpuioxumo.

3.12 KapeHTHM CpOKOBe

Hyna quu.

4. UMYHOJOI'NYHA UHOOPMALIUSA
4.1 BerepuHapeH JiekapcTBeH aHaToMo-TepaneBTuueH ko1 (ATCvet Code): QI01AA22.

BakcuHara e npegHa3Ha4yeHa J1a CTUMYJIMpa aKTUBEH UMYHHTET, 3a 1a CE OCUI'YPU IIACUBEH UMYHUTET
Ha OTOMCTBOTO Cpelly 3a0osaBaHeTo HHpeKro3eH Oyp3ut (Gumboro) u ntudu peoBupyc.



5. DAPMALIEBTUYHU JAHHU

5.1 OcHOBHH HECHLBMECTHMOCTH

He cmecBaiiTe ¢ apyr BeTEpUHAPEH JIEKAPCTBEH NPOAYKT.
5.2 Cpoxk Ha rogHoCT

Cpok Ha rOZJHOCT Ha KpaiHus BET€pUHApPEH JIEKapCTBEH NPOIYKT: 2 TOANHMU.
Cpok Ha TOJHOCT ciie/l IbPBO OTBApsIHE HA MbpBUYHATA onakoBka: 10 Jaca.

5.3 CnenuanHu ycjaoBusi 3a CbXpaHeHHe

Ha ce cpxpansiBa B xiaquwinuk (2 °C — 8 °C).

a He ce 3ampasspa.

[a ce masu ot npsika crpHYEBa CBETIHMHA.

5.4 Buau cbcTaB HA TBPBHYHATA ONMAKOBKA

Byrunxka ot nonuerwieH tepedranar (PET) 3aTBopena ¢ ryMmeHa Tana 1 alyMHHHEBa Kallavka.

Pa3sMepu Ha OITaKOBKHUTE:

Kapronena kytus ¢ 1 oytmika ot 300 ml (1 000 go3u) wiu 600 ml (2 000 mo3m).
He Bcuuku pa3mMepu Ha OMTakoOBKaTa Morar Jia Ob/IaT MpejjiaraHi Ha rasapa.
5,5 ChnenuajHu MepKH 32 YHUIIOKABAHE HA HEHU3MOJI3BAHU MPOAYKTH WIH OCTATHIM OT TAX

BerepunapHuTe JIeKapCTBEHH MPOYKTH HE TPsIOBa 1a ObJaT U3XBBPJISHHU UPe3 OTIIaIHU BOJIU MU
OHUTOBU OTIIAABIIN.

N3non3paiiTe nporpamMu 3a BpbILIAHE IPU YHUILIOKABAHETO HA HEU3IOJI3BAHU BETEPUHAPHU
JIEKAPCTBEHHU MPOAYKTHU WUIIU OCTATBhLUU OT TSIX B CbOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO

3aKOHOJATEJICTBO M C BCHUKM HALIMOHAIHU CUCTEMU 32 ChOMpaHe, MPUIOKUMH 38 ChbOTBETHUS
BETEPUHAPEH JIEKAPCTBEH MIPOAYKT.

6. HNME HA IIPUTE/XKXKATEJISA HA PASPEHIEHUETO 3A ThPI'OBUSA

Intervet International B.V.

7. HOMEP(A) HA PASPEHIEHUETO 3A ThbPI'OBUSA

EU/2/25/344/001-002

8. JATA HA ITbPBOTO U3JABAHE HA PASPEIIEHUETO 3A ThPT'OBUA

JlaTa Ha IBPBOTO U3ABaHE Ha pa3pelieHueTo 3a Thpropus: 02/06/2025.

9. JATA HA ITIOCJIEAHATA PEJAKIIUSA HA KPATKATA XAPAKTEPUCTUKA HA
INPOAYKTA



10. KIIACU®UKALUS HA BETEPUHAPHUTE JIEKAPCTBEHU INTPOJAYKTHU
Ja ce oTIrycka caMo I10 JIEKapCKO IIPEIIUCAHUE.

Hoapo6Ha I/IH(I)OpMaHI/IH 3a TO3U BETCPUHAPCH JICKAPCTBCH NPOAYKT MOXKE 1a HAMCPUTEC B Oasara JaHHHU
Ha Cpro3a otHocHO npoaykrute (https://medicines.health.europa.eu/veterinary).



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

HPUJIOKEHUE I1

APYI'U YCJIIOBUS U UBNCKBAHUSA KbM PASPEHIEHUETO 3A ThPI'OBUSL

Hsama.



HPUJIOKEHHUE I11

ETUKET U JINCTOBKA



A. ETUKETH



NHOOPMAILIUSA, KOATO CE U3IIMCBA BBPXY BBbHIIIHATA OITAKOBKA

KAPTOHEHA KYTHUs

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Nobilis Multriva Gm+REOm uHXeKIMOHHA eMyJICUs

2. KOJIMYECTBO HA AKTUBHUTE BEHIECTBA

I/IHaKTI/IBI/IpaHI/I [1aMOBC Ha BUpYyCa Ha 3a00J11BaHETO I/IH(I)GKHI/IO3CH 6yp31/IT " NITUYUA pEOBUPYC.

‘ 3. PASMEP HA OITAKOBKATA

300 ml (1 000 mo3m)
600 ml (2 000 mo3m)

‘ 4. BUJIOBE JKNBOTHMU, 3A KOUTO E ITPEJHA3ZHAYEH BJIII

IInnera

‘ 5. TEPAIIEBTUYHU ITOKA3AHUA

‘ 6. HAYUHU HA TPUJIOKEHUE

3a HHTPaMyCKYJTHO TIPIIIOKECHHE.

7. KAPEHTHHU CPOKOBE

Kapenren cpok: Hyna qHU

| 8. CPOK HA TOJHOCT

Exp. {mm/rrrr}

Crnen oTBapsHe U3noa3Bail B pamkute Ha 10 yaca.

‘ 9. CHHELHUAJIHU YCJIOBUS 3A CbXPAHEHHUE

[a ce cpxpansBa B XJIaJUITHHK.
[a He ce 3ampa3ssBa.
Jla ce masu OT IpsKa CIbHYECBA CBETIINHA.

‘ 10. HAANUCDHT ,,IPEU YIIOTPEBA NIPOYETETE JIUCTOBKATA“

10



[Ipenu ynotpeda npoyereTe IMCTOBKATA.

11. HAANUCDHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHaApHOMETUITHCKA yIOTpeoa.

12. HAJIUCHT “JIA CE CbXPAHSIBA JAJEY OT MOTJIEJA M HA HEJOCTBITHUA
3A JIEHA MECTA”

ﬂa CC CbXpaHsBa Aajied OT Norjieaa U Ha HCAOCTBITHU 3a I€1a MECTaA.

13. HUME HA IIPUTEXATEJISI HA PASPEIHIEHUETO 3A ThPI'OBUS

Intervet International B.V.

14. HOMEPA HA PABPEHIEHUETO 3A ThPI'OBUSI

EU/2/25/344/001 300 ml
EU/2/25/344/002 600 ml

15. TAPTHUJAEH HOMEP

Lot {Homep}

11




NHOOPMAILIUSA, KOATO TPABBA JJA BBJIE N3TIMCAHA BBPXY IIBPBUYHATA
OITAKOBKA

Etuxer - 300 ml / 600 ml PET 0yTuika

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Nobilis Multriva Gm+REOm HHKeKIIMOHHA EMYJICHS

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

300 ml (1 000 03n)
600 ml (2 000 s103n)

MHakTHBUpaHU IaMOBE HA BUPYca Ha 3a00J11BaHETO HH(EKIMO3EH OYyP3UT U ITUYUS PEOBUPYC.

3. BUJOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BJIII

ITunera

4. HAYNHU HA TPUJIOKEHHUE

3a HHTPaMyCKYJTHO TIPIIIOKECHHE.
[Mpeau ynorpeba nmpovereTe JIMCTOBKATA.

5. KAPEHTHH CPOKOBE

Kapenren cpok: Hyna 1HHA

| 6. CPOK HA FOJIHOCT

Exp. {mm/rrrr}

Crnen oTBapsHe U3noa3Bail B pamkute Ha 10 yaca.

‘ 7. CIIEHUAJIHU YCJIOBUA 3A CbXPAHEHHUE

Ha ce cbxpaHsiBa B XJIaJUITHUK.
Ja He ce 3ampassiBa.
Ja ce ma3u ot npsika cIbHUEBA CBETIIMHA.

‘ 8. HUME HA IIPUTEKATEJISI HA PABPEIIEHUETO 3A ThPI'OBUSL

Intervet International B.V.

12



‘ 9. IHAPTUAEH HOMEP

Lot {nomep}

13



B. IUCTOBKA

14



JIMCTOBKA

1. HaumenoBanue Ha BeTepUHAPHUS J1€KAPCTBEH NPOIYKT

Nobilis Multriva Gm+REOm uHKeKIIHOHHA eMYJICHS 32 MIIeTa

2. CncraB
Bcesika no3a ot 0,3 ml ceappxa:

AKTHBHH BellleCTBA:

Bupyca na 3a0onsBanero uadekunosen 0yp3urt, mam GB02, nnaktuBupan >100,9 Ut
Bupyca nHa 3a6ossBaHeTo uH(MEKIMO3eH Oyp3uT, mam 89/03, nHaKTHBUpaH > 88,6 Ut
[Itiaum peoBupyc, mam ARV-1, nHakTHBHpan >11,5 Ut
IItium peoBupyc, mam ARV-4, nnaktuBrpan >11,4 Ut

1 KaxTo € onpe/eneHo upe3 TecT 3a e()eKTHBHOCT Ha AHTHIeHHa Maca in Vitro ELISA

AKYBaHTH:
Light liquid paraffin 128,6 mg

XomoreHHa, (1o4TH) Osi1a eMyJICHSL.

3. Bunose :kuBOTHH, 32 KOUTO € npeaHa3Hayen BJIII
[Munera.
4, Iloxa3zanus 3a ynorpeda

3a aKTMBHA UMYHH3AIIMs HA TIMJIeTa 3a [TACHBHA UMYHH3aIIMsl Ha TOTOMCTBOTO Ha BAKCUHHPAHUTE
NUJIeTa 32 HaMalIsBaHe Ha CMBPTHOCTTA M KIMHUYHUTE ITPU3HALM Ha 3a00J1s1BaHe, IPUUYUHEHO

ot mHoro BupyienTHure (CS89) u knacuueckute (STC) mamoBe Ha BUpyca Ha 3a00IIBaHETO
uHdeknuoseH Oyp3ut (IBDV), u 3a HamansBane Ha BUpEeMUsITA ¥ KIMHUYHHUTE IPU3HAIN HA
3a0oIsiBaHe, MPUYMHEHO OT NTHYU peoBupyc (ARV) renorumnu 1 u 4.

Hauajyo Ha uMyHHTETA:
= 4 ceqMUIM CiI€ BAKCUHALAATA
= B motomcTBOTO: 1 THEBHA BB3pacT

IIpoaABIDKUTETHOCT HA UMYHUTETA:
= 80 ceaMHuIM ClIe] BAKCHHAIIMATA
= B noTOMCTBOTO: 3 CEIMUYHA BH3PaCT

YcraHoBeHa e kphcTocaHa 3amuTa 3a IBDV anturennn Bapuantau mamose (Bapuant E u GLS).
YcranoBeHa e kphcTocana 3amuTa 3a ARV renorumnm 2, 3 u 5.

5. IpoTuBonokazanus

Hsama.

6. CrnenmnajHu npexynpexIeHus

15



CrenmaiHy IpeaynpexIeHNs:
[Ja ce BakcuHHMpaT camo 3/IpaBU KUBOTHH.

CrenyaiHy npenasHd MepKH, KOUTO TpsOBa Jia B3eMe JIMIETO, IPUIAralllo BeTepHHAPHUS JEKApCTBCH
HPOAYKT HA KMBOTHUTE!

3a notpeburenure:

To3u BeTeprHApEH JEKAPCTBEH MPOIYKT ChIbPKa MUHEpAITHO Macio. CiiydaifHOTO
MHXEKTHPaHEe/CaMOMHKEKTHPaHEe MOXKE J1a IPeIM3BUKA CHIIHA OOJIKa U MOIyBaHe, 0COOCHO MpU
WHXCKTUPAHE B CTaBa WM IPBCT U B PSIKH CITydan € Bb3MOYKHO J1a Ce 3aryOu 3acerHaTus IpbCT, aKo He
€ OKa3aHa HaBpeMe JIeKapcKa MOMOIIl. AKO IO CIY4ailHOCT CTE MH)KEKTHPAHH C TO3U BETCPUHAPEH
JIEKapCTBEH MPOJYKT, IOThPCETE CIELIHO ChBET OT JIEKap M HOCETe JIMCTOBKaTa ¢ Bac, mopu 1a e
UHXCKTUPAHO ChBCEM MAJIKO KOJIMYECTBO. AKO OoJIKaTa MpoabIbKaBa rmoeve ot 12 yaca cien
MEIUIMHCKHUS TIPErJie]], IOThPCETe OTHOBO ChBET OT JIeKaps.

3a nekapure:

To3u BeTepuHapeH JIeKapCcTBEH MPOAYKT ChIbpKa MUHEPATTHO Maciio. JlopH a ca MH)KEKTHpaHU
MaJIK{ KOJIMYECTBA, CIIy4aliHOTO MH)KEKTHUPAHE C TO3M BETEpUHAPEH JEKAPCTBEH MPOAYKT MOXE /1a
IpeaU3BHKa [0sIBa HA CHJIEH OTOK, KOWTO MOKE HalpuMep Aa JOBEAE 10 HCXEMUYHA HEKPO3a U JOpH
Jo 3ary6a Ha npbct. Heobxonuma e HE3ABABHA, xoMmnieTeHTHa XUpypriudecka Hameca. Bp3MokHO
€ J1a ce HaJIOXKK MHIM3HS U UPUTalUs Ha HHKEKTHPAHOTO MSCTO, OCOOCHO aKO ca 3aCeTHATH IyJnaTa
Ha NPBCTA WIN CYXOXKUINETO.

IITriy HOCadyKH:
I[a HE CC U3II0JI3BA HpI/I IITUIIK B Hepnoz[a Ha HﬁHeHOCGHe U B paMKI/ITC Ha 3 ceaMuIn npe,un HaA4YaJIOTO

Ha SUIIEHOCHUS TIEPUO/I.

BzanMmogeiicTBre ¢ Ipyru BETEpUHAPHU JIEKAPCTBEHH NPOJIYKTH U IPYTH (GOpMHU Ha B3aMMOICHCTBHE:
Hswma nannuna nHbopManus 3a 6€30MacHOCTTa U epUKACHOCTTa OT ChBMECTHOTO M3IIOJI3BAHE HA Ta3H
BaKCHHA C IpyTy BETEPUHAPHU JICKApCTBEHU NPOIYKTH. B3eMaHeTo Ha pelieHue 3a NpuilaraHeTo Ha
Ta3W BaKCHHA MPEId WM CJIe ynoTpedaTa Ha Ipyr BETEPUHAPEH JIEKApCTBEH NPOLYKT TpAOBa 1a ce
MIPELeHN CTIIOpe MHANBUIYATHUS CIydai.

[Ipeno3upane:
Hsma HaOromaBanu Apyry HEOIArONPHUATHHA PEAKIMK, OCBEH HocoueHuTe B T. “Hebnaronpusitiu

peaxiuu’’, cie NpuiIoKeHe Ha JIBOITHA 71032 BaKCHHA.

CroenunanHy OrpaHUYCHHUS 33 yIoTpeda U CIeHalHy yCcIoBHs 3a yIoTpeba:
He e npunoxxumo.

OCHOBHH HECHBMECTHMOCTH.
He cmecBaiite ¢ npyr BeTeprUHApEH JIEKaPCTBEH MPOAYKT.

7. Heo0saronpusaTan peakuun

Ilunera:

Heuectu (1 1o 10 na 1 000 tpetupanu | Byuka B MACTOTO Ha MHKEKTHpaHe'
KUBOTHH):

1 O6MKHOBEHO M3YE3Ba B PAMKHTE HA 3 CEIMMIIN.

CpoOmiaBaHeTo Ha HEOIATONPHUATHHI PEaKIINH € BayKHO. ToBa MO3BOJIsIBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30MacHOCTTA Ha MPOAYKTa. AKO 3a0eNe)KNTE HIAKAKBH HEOJIArONPHUSITHU PEaKIMH, BKIFOYUTEIHO U
TaKuBa, KOUTO HE Ca OMKCAHU B Ta3U JUCTOBKA WM MUCIUTE, Y€ BETEPUHAPHHUSI JIEKAPCTBEH MPOIYKT
He JIeHCTBa, CBBPIKETE ce MbpBO ¢ Bamus BerepuHapeH jiekap. MoKeTe ChIIo J1a ChOOIaBaTe
HEOJIAarONPUSATHYU PEaKIIMU Ha IPUTEKATEIS Ha Pa3pEIICHUETO 32 ThPrOBHUs, KaTO U3ITOJI3BATE JAHHUTE
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3a KOHTaKT B Kpasi Ha Ta3W JIMCTOBKA WK upe3 BamiaTa HalmoHanHa crucrema 3a choOIIaBaHe:
{moapoOHOCTH 32 HAIIMOHATTHATA CUCTEMA } .

8. JI03MpoBKa 3a BCEKHM BH/I }KUBOTHO, HAYMHHU W METO/] HA MPHJIOKEHUE

3a UHTPaMYyCKYJTHO MPHIIOKEHUE.

[punosxere equauuHa 103a ot 0,3 ml B 006acTTa Ha rbpaAUTE WK OepaTa OT 8-ceIMUYHA Bh3PaCT
HATaThK, HO HE MO-KHCHO OT 3 CEJMHITU MPEIH HAYaI0TO Ha SHIIEHOCEHETO.

9. CbBeTH 32 IPaBUJHOTO NPWJIATAaHE HA MPOAYKTA

Ta3u BakcuHa € peIHa3HAYeHA 3a M3M0JI3BaHe KaTo OycTep BAKCHHAIMS CJIC]T ITbPBHYHO
BaKCHHMPAHE C XKHUBY WM MHAKTUBHUPAHU BAKCUHM B CXeMara 3a BakCHHUpaHe. [IbpBUYHUTE
BaKCHHAIIMU TPsiOBa Jla ce M3BBPINBAT C )KUBHU MM HHAKTHBUPAHU BAKCHHH CPEIy BUpyca Ha
3a0ossBaHeTO HH(EKIno3eH 0yp3uT (Hamp. Nobilis Gumboro D78, Innovax-ND-IBD) u ntuuu
peoBupyc (Hamp. Nobilis Reo 1133, Nobilis Multriva REOm). Bakcunara tpsiOBa ja ce npuiioxu Haii-
MAaJIKO 4 CEJIMHITU CJIe]| MPUIaraHeTo Ha MbPBUYHATA BAKCUHAIIUS.

[Ipenu ynorpeba BakcuHaTa TpssOBa Ja TOCTHI'HE CTaifHa TeMIepaTypa.

Ja ce pazkiama nobpe npenn ymotpeoda.

CIpHHIIOBKHTE W UTJIHTE TPsIOBA J1a ca CTePHITHH NIPeIn yrnoTpeoda.

CrieaiBaiiTe CTaHIAPTHU aCENITHYHU MPOLICIYPH.

10. KapenTHu cpoxoBe

Hyna nuu.

11. Cpoeuma/jiHM yCJIOBHS 32 CbXpaHeHUe

[a ce cpxpaHsiBa aned OT MOrJie/ia M Ha HeJOCTHITHH 32 JIelja MECTa.
Ia ce cpxpansiBa B xiaauinHuk (2 °C — 8 °C).

Ja He ce 3ampa3siBa.

213 CC a3y OT IIpsKa CJIbHYCBA CBECTJIMHA.

I[a HE CC U3M0JI3Ba TO3HU BETCPUHAPCH JICKAPCTBCH MPOAYKT CJICA U3THUYAHE CPOKA HAa TOJAHOCT,
IMOCOYCH BBPXY €TUKET. CpOK’bT Ha TOAHOCT OTTOBaps Ha MOCJICAHNA JEH OT TO3U MECCII.

CpOK Ha TOAHOCT CJIC IbPBO OTBAPAHC HA IIbPBUYHATA OIIAKOBKaA: 10 gaca.

12. Cuoenua/jHM NpeANna3sHN MepKHU NPH YHUIIOKABaHe

BerepunapHuTe JIeKapCTBEHH MPOAYKTH HE TPsiOBa 11a ObIaT M3XBBHPIISTHA UPE3 OTIIATHU BOIH WU
OMTOBHU OTHAIBIIN.

W3nomn3BaiiTe mporpaMu 3a BpbIIaHe IPH YHHUIOKABAHETO HA HEM3ITOJI3BAHN BETEPUHAPHU
JIEKapCTBEHHU MPOIYKTH M OCTATHIHU OT TSIX B CbOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHOMATEICTBO U C BCHYKH MPUIOKUMHU HAIIMOHAIHU CHCTEMU 3a chOupaHe. Te3n MepkH e
MIOMOTHAT 3a OMa3BaHE Ha OKOJIHATA Cpelia.
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Ilonmraiite Bamms BeTepuHapeH jekap win (papMaineBT Kak Jja YHUIIOKHATE HEeHYKHU BETepUHAPHU
JIEKapCTBEHU TIPOAYKTH.
13. Kaacuduxanusi Ha BeTepUHAPHUTE JeKAPCTBEHH MPOTYKTH

I[a CC OTITyCKa CaMO IIO JICKAPCKO MpCAIMUCaHueC.

14. Homepa Ha pa3pelieHHeTO 32 THPIOBUS U Pa3MepH ONAKOBKHU
EU/2/25/344/001-002

Pa3zMepu Ha ONIaKOBKUTE:
Kaptonena kytus ¢ 1 6yrmika ot 300 ml (1 000 go3n) ummu 600 ml (2 000 mo3wm).
He Bcuuku pa3mepu Ha OIaKOBKaTa MOTAT Ja ObJaT MpejlaraHy Ha masapa.

15. JlaTa Ha mocjieiHATA peAaKIUs HA TEKCTA

[Honpo6Ha nH(DOpMAaIKs 32 TO3M BETEpUHAPEH JICKApCTBEH MPOIYKT MOXKE Ja HamepuTe B 0azara
nmannan Ha Chro3a otHocHO mpoaykrute (https://medicines.health.europa.eu/veterinary).

16. /lanuu 3a Bpb3Ka

[IpuTexarea Ha pa3pelIeHUETO 3a THPrOBUs, IPOU3BOIUTEN, OTTOBAPSII 32 OCBOOOXKIABAHETO HA
IIapTuaAnd U J1aHHU 34 BPH3Ka 3a C’LO6IHaBaHe Ha nnpeamojgaracMmu He6HaFOHDI/IHTHI/I pPECaKIIu.
Intervet International B.V., Wim de Korverstraat 35, 5831 AN Boxmeer, The Netherlands

Belgié/Belgique/Belgien Lietuva

Tél/Tel: + 32 (0)2 370 94 01 Tel: + 37052196111
Peny6anka Bbarapus Luxembourg/Luxemburg
Ten: + 359 28193749 Tél/Tel: + 32 (0)2 370 94 01
Ceska republika Magyarorszag

Tel: +420 233 010 242 Tel.: + 36 1 439 4597
Danmark Malta

TIf: + 45 44 82 42 00 Tel: + 39 02 516861
Deutschland Nederland

Tel: + 49 (0)8945614100 Tel: + 32 (0)2 370 94 01
Eesti Norge

Tel: + 37052196111 TIf: + 47 55 54 37 35
EAada Osterreich

TnA: + 30 210 989 7452 Tel: + 43 (1) 256 87 87
Espafia Polska

Tel: + 34 923 19 03 45 Tel.: + 48 22 18 32 200
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France
Tél: + 33 (0)241228383

Hrvatska
Tel: + 3851 6611339

Ireland
Tel: + 353 (0) 1 2970220

island
Simi: + 354 535 7000

Italia
Tel: + 39 02 516861

Kvnpog
TnA: +30 210 989 7452

Latvija
Tel: + 37052196111
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Portugal
Tel: + 351 214 465 700

Romania
Tel: +4021 3118311

Slovenija
Tel: + 38516611339

Slovenska republika
Tel: +420 233 010 242

Suomi/Finland

Puh/Tel: + 358 10 2310 750

Sverige
Tel: + 46 (0)8 522 216 60

United Kingdom (Northern Ireland)

Tel: + 353 (0) 1 2970220
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