NPUJIOXKEHHUE |

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Nobilis Multriva IBm+ND+EDS umkekImoHHa eMyJICHs 3a THieTa

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

AKTHBHMY BelllecTBAa:
Bupyc Ha uH(pekuno3en 6poHxut, Tun Massachusetts, mam M41, unaktuBupan > 4,8 logz HI?

Bupyc Ha undekiposen Opouxurt, tun 793/B, mam 4/91, nHakTHBHpaH >5,7 logz HI?
Bupyca na Hroksiceickara Oonect, mam Ulster, ”HAKTUBUpaH >59 Ut
CuHIpoM Ha cniaj B sdIieHOCeHeTo-1976 Bupyc, mam BC14, nHakTHBUpaH > 368,3 Ut

1 KaxTo € onpeseneHo upe3 TecT 3a e(MKaCHOCT Ha aHTUTeHHa Maca in vitro ELISA
2 HI = uaxubupaHe Ha XeMarayTHHANUATA. KakTo € ompeeneHo upes TecT 3a epeKTUBHOCT in ViVO npu nueta

AKYyBaHTH:
Light liquid paraffin 128,6 mg

ITomolHu BeniecTnBAa:

KauecTBeH chCcTaB Ha NMOMOIIHUTE BeIeCTBA U
APYIruTe CbCTaBKH

Polysorbate 80

Sorbitan oleate

PBS solution

XoMorenHa, (mouty) 0s71a eMyJICHsl.

3. KIMHUYHA UHOOPMALIUS

3.1 Bwunaose :KUBOTHH, 32 KOUTO e nmpeanazHaded BJIIT

ITunera.

3.2 Tloka3anmus 3a ynoTpeda 3a BCeKM BH]I JKUBOTHH, 32 KOWTO € MpeHa3HAYEeH NPOAYKTHT

3a aKTUBHA UMYHU3aIlAs HA TTHJIETA 3!

. HaMaJIsIBaHE Ha PECTIMPATOPHUTE MPU3HALM U CIIa]] B SIMIIEHOCEHETO, PHYMHEHHU OT BUpYca Ha
nHpexunosen opouxur (IBV), mamose Massachusetts (Gl-1 renorun) u 4/91-793B (GI-13
TEHOTHIT).

. HaMaJIsiBaHE Ha CMBPTHOCTTA U KIIMHUYHUTE IPU3HALM, TPUYNHEHH OT BUpYyca Ha Hrokschiickara
oonect (NDV).

. HaMaJIsIBaHe Ha CIajl B SHIIEHOCEHETO U JIe(DeKTH Ha sSifYHATa YepyTKa, IPUINHEHH OT CHHIPOM

Ha craj B stiiiieHoceHeto-1976 supyc (EDSV).

Havano Ha umynurera:

- 4 cCaMuIM CJIICA BaKCHHaLMATA.

HDOI[’LJ'DKI/ITCJ'IHOCT Ha UMYHHUTCTA.




. 80 ceqMuIM cilel BAaKCHHALMATA

Vcranosena e kpbcrocana 3amuta 3a IBV mamose QX-D388 (GI-19 renorumn), Var2 (GI-23 renorwn)
u Q1 (GI-16 renotum).

3.3 IIporuBomoka3aHus

Hawma.

3.4 CneuuajHu npexynpe:kaeHus

Jla ce BakCHMHUpAT caMO 3/JpaBH KUBOTHHU.

3.5 CneuuajHu npeqnazHu MepKH NpH ynorpeda

CrenmaiaHy Ipeana3sHy MEPKHU 3a Oe30IacHa ynorpebda IIpyu BUAOBETE )KUBOTHH, 38 KOUTO €
npennasHauexn BJIIT:

He e npunoxxumo.

CHCHI/I&HHI/I npeanasiyi MCpKH, KOUTO TDﬂGBa Ja B3€MEC JIMIICTO, IMpujaaramo BETCPUHAPHUA
JICKAPCTBCH NPOAYKT HaA XMBOTHHUTC!

3a moTpeduTenuTE:

To3u BeTepuHapeH J1eKapCTBEH MPOIYKT ChAbPKAa MUHEPATHO Macio. CiryuaifiHOTO
MHKEKTHPaHe/CaMOMH)KEKTHPaHe MOXKe J1a IPEJM3BHKa CHITHA OOJIKa M TIOyBaHe, OCOOCHO TIPH
MHKEKTHPAHEe B CTaBa WM IPBCT U B PEIKH CITydan € Bb3MOYKHO Jla ce 3aryOu 3acerHaTHs IPBCT, aKo He
€ OKa3aHa HaBpeMe JIeKapcKa MOMOIL. AKO IO CIy4allHOCT CTe HHKEKTUPAaHH C TO3U BETCpUHAPEH
JIEKapCTBEH MPOAYKT, MOThPCETE CHELIHO CHhBET OT JIEKap U HOCeTe JINCTOBKaTa ¢ Bac, nopu na e
MHXEKTHPAHO ChBCEM MAJIKO KOJIMYECTBO. AKO OOJIKaTa MpoabIbKaBa rmoeve ot 12 gaca cien
MEIUIUHCKHUS TPEeriie]], HOThPCeTe OTHOBO CHBET OT JeKaps.

3a nekapure:

To3u BeTeprHAPEH JIEKAPCTBEH NPOAYKT ChIbpKa MUHEPAIHO Macio. Jlopu 1a ca MHKEKTHPaH!
MAaJIKU KOJIMYECTBA, CIYyYailHOTO MH)KEKTHPaHe C TO3M BETEPUHAPEH JIEKApCTBEH MPOIYyKT MOXKE Ja
MIpeIM3BHKa M0sIBA HAa CHUJIEH OTOK, KOWTO MOXKE HAIpUMED Jia TOBeIe 10 HCXEMHUYHA HEKpo3a U TIOpU
1o 3ary6a Ha npbct. HeoOxonnma e HE3ABABHA, xoMniereHTHa Xupypruyecka Hameca. Be3MokHO
€ J1a ce HaJIOXKK WHIM3HS U UPUTAIUsS Ha HHKEKTHPAHOTO MSCTO, OCOOCHO aKO ca 3aCeTHaTH IyJinaTa
Ha MPBCTA WIH CyXOKUIHETO.

CHGLII/IB.J'IHI/I Opeanasdy 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!
KUBOTHH):

1 O6MKHOBEHO M3UE3BAT B PAMKHUTE HA 3 CEAMMIIHU.

Cpo0mraBaHeTo Ha HEOIATONPHUATHU PEAKITHN € BaXKHO. ToBa MO3BOJIsBAa HEMIPEKHCHAT MOHUTOPHHT Ha
0e30MmacHOCTTa Ha BETEPHHAPHHUS JIEKapCTBEH NpoayKT. ChoOImeHsITa TpsiOBa 1a ce M3Mpaniar, 3a
MPeIIOYNTAHE Ype3 BETEPUHAPEH JIeKap, WU Ha MIPUTEXKATEIs Ha Pa3pelIeHHeTOo 3a ThPTroBHsl, WIH Ha
HAI[MOHATHHUSA KOMIICTCHTEH OpraH Ype3 HallMOHAJTHATA CUCTEMa 3a ChOOIaBaHe. 3a ChOTBETHUTE
JTAHHH 32 Bpbh3Ka BUXKTE JTUCTOBKATA.



3.7 ¥Ynorpe6a nmo BpeMe Ha OPeMEHHOCT, JIAKTAIUS WIH sTiiLeHOCEHe

IITrim HOCayKu:

Jla He ce M3MoI3Ba MPU NTUIM B TIEPUOIa Ha SUIIEHOCCHE M B PAMKHUTE Ha 3 CEJMHMITU ITPEIH HAYaI0TO
Ha AUIEHOCHUA MEPUO/I.

3.8 BzammopaeiicTBHE ¢ IPYTH BeTePUHAPHU JIeKAPCTBEHH MPOAYKTH U Apyru ¢gopmMu Ha
B3auMojeiicTBue

Hsima manmrmana nHbOpManus 3a 0€301MacHOCTTa B e(PUKACHOCTTAa OT CHbBMECTHOTO M3MOJI3BaHE HA Ta3H
BaKCHHA C JIPYT'H BETEPHUHAPHHU JICKAPCTBEHU MPOIAYKTH. B3eMaHeTo Ha peleHue 3a MpUIaraHeTo Ha
Ta3M BaKCHHA NPEM WK CJIe] yoTpedara Ha IpyT BETEPUHAPEH JICKapPCTBEH MPOAYKT TPsAOBa Ja ce
NPEIEHH CIIOPE] MHAUBUAYATHUS CITyqai.

3.9 HauuH HA PUIOKEHUE U T03HPOBKA
3a UHTPaMyCKYJIHO NIPHUIIOKEHHE.

Ta3u BakcHHa € IpeiHa3HAYCHA 32 M3I0JI3BaHe KaTo OycTep BaKCHHAIMS Clie]] TbPBUYHO
BAaKCHHHMPAHE C KUBH WM MHAKTUBUPAHU BAKCUHM B CXeMara 3a BakcuHHUpaHe. [IppBuuHnTE
BaKCHUHaIlUH TpSI6Ba Ja C€ N3BbPUIBAT C )KUBU WIM MHAKTUBHUPAHU BAKCUHU CPEIYy BUpPYyCa Ha
uHpekiprosen opouxur (Hamp. Nobilis IB 4-91, Nobilis IB Ma5). Bakcunara TpsiOBa 1a ce mpHiIoxKu
Hail-MaJiko 4 ceMMLM cie] MPUIaraHeTo Ha MbPBUYHATA BaKCUHALIUS.

[Tpunosxere equanyaHa 103a ot 0,3 ml B o6macTTa Ha repaUTE WK Oepara OT §-ceMIYHa Bh3PacT
HaTaThK, HO HE MO-KBCHO OT 3 CeAMMIIM MPEIU HaYaloToO Ha SUIIEHOCEHETO.

IMpeau ynotpeba BakcHHATA TPAOBA Ja JOCTUIHE CTalfHA TEMIIepaTypa.
Ja ce pazkiamnia go6pe npeau ynotpeoa.

CHpHUHIIOBKHUTE U MIJIMTE TPSOBA J1a ca CTEPHIIHH MPEau yroTpeoa.
CrnieBaiiTe CTaHAPTHU aCETITUYHU NPOIIEIYPH.

KoraTto mbpBUYHM BAKCHHAIIMK Ca M3BBPILICHU Cpelly BUpyca Ha Hioksachiickara 6osect (Harp.
Nobilis ND C2, Nobilis ND Clone 30, Innovax-ND-IBD), BakcunaTa TpsioBa J1a ce MPHIIOKH Haii-
MaJIKO 4 CeIMUIIH CJIET IIPUIIOKCHUETO Ha MbPBUYHATA BAKCHHAILIHS.

3.10 CumnroMu Ha mpeno3upane (M KOraTo e NPUJI0:KUMO — MPOLEAYPH Ha JieiicTBHe NPH
CIELIHHU CIYy4Yau U AaHTHI0TH)

Hsma apyru HeOnaronpusiTHU peakiii, OCBEH MocoueHnTe B T.3.6, HaONroIaBaHu ciell MPUIIOKCHNE
Ha JIBOHA J103a BAaKCHHA.

3.11 CneuuanHu orpaHnvyeHus 3a ynorpeda v crielaJHH YCJIOBHS 32 YNOTPeda, BRIIOYHTETHO
OrpaHNYeHMs 32 ynorpedaTa Ha AHTUMHKPOOHH M POTHBONAPA3MTHH BeTePHHAPHH
JIEKapCTBeHHU NMPOAYKTH, C IeJI 2 ce OTPAHUYN PHCKBT OT Pa3BUTHE Ha Pe3MCTEHTHOCT

Bcesiko nurie, koeTo Bp3HAMEPSBA Ja MPOU3BEKIa, BHACS, MPUTEKABA, pa3pOCTpaHsIBa, IIPOIaBa,
cHa0asgBa U yIoTpeOsiBa TO3M BeTepUHAPEH JIEKAPCTBEH IIPOIYKT, TPSOBA IBPBO Ja C€ KOHCYITHPA C
KOMITETCHTHHTE BJIACTH HAa CHOTBETHATA IbPrKaBa WICHKA OTHOCHO JIEHCTBANUTE BAKCHHAIIMOHHHU
MOJIUTUKH, KaTO T€3H JICHHOCTH MOTAT J1a ObJaT 3a0paHeHu B IbpKaBa WICHKA Ha IsU1aTa MUK 9acT OT
HeWHaTa TEPUTOPUS], B CbOTBETCTBUE C HAIIMOHATHOTO 3aKOHOAATENCTBO.

Moxke Ja € HGO6XOZ[I/IMO 0CBO60)K}_'[aBaHCTO Ha NapTUAWUTE HA TO3U IMMPOAYKT J1a C€ U3BBPIIN OT
O(i)I/IIII/IaJIHI/ISI KOHTPOJICH OpraH B CbOTBETCTBUEC C U3MCKBAHUATA B CTpaHATA.

3.12 KapeHTHHM CpOKOBe



Hyna nau.

4. NMYHOJIOTHYHA UTHO®OPMALMA

4.1 BetepunapeH JiekapcTBeH aHaToMo-TeparneBTrdeH ko (ATCvet Code): QI01AAL3.

Bakcunara e mpegHasHadeHa Ja CTUMYJHpa aKTHBEH UMYHHTET CpeElly BUpyca Ha WH(EKIIHO3HUS
OpoHxuT, BUpyca Ha HroksAchIIckaTa 00JIECT ¥ CHHAPOM Ha Crajl B silleHoceHeTo-1976 Bupyc.

5. DAPMAIEBTUYHHU JAHHU

51 OcHOBHH HECHBMECTHMOCTH

He cmecBaiite ¢ npyr BETEpUHAPEH JIEKAPCTBEH MPOIYKT.

5.2  Cpok Ha rogHoct

Cpok Ha rOJHOCT Ha KpailHUs BETEpUHAPEH JIEKapCTBEH MPOIYKT: 2 TOAUHU.
CpoK Ha TOJHOCT cJell IbPBO OTBApsiHE Ha MbpBUYHATA onakoBka: 10 yaca.

5.3 Cneuuannu ycjaoBusi 3a CbXpaHeHHe

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

a ne ce 3ampassina.

Jla ce masu OT IpsiKa CIbHYEBA CBETIINHA.

5.4 Buau cbcTaB HA MBPBHYHATA ONMAKOBKA

Bytuixka ot nonuerwieH tepedranar (PET) 3aTBopeHa ¢ ryMeHa Tarma 1 alyMHHHEBA Kanavka.

Pasmepu Ha OIaKOBKHUTE:
Kapronena kytus ¢ 1 oytuika ot 300 ml (1 000 go3u) wiu 600 ml (2 000 xo3m).

He Bcunukn pa3MEpu Ha OIMAKOBKATa MOTraT aa 6’B,Z[aT npeajraraHu Ha 1ma3sapa.
55 Cneuna.mm MEPKH 32 YHUINOKABAHC HA HEU3IOJI3BAHU MPOAYKTH HJIH OCTATHIH OT TAX

BCTepI/IHapHI/ITe JICKAPCTBCHU NPOAYKTHU HE TpH6Ba Ja 6'[»)13.T HU3XBBPJIAHU YPE3 OTIIAAHU BOJAU UJIHU
OuTOBU OTIaJabIH.

W3nomspaiite IIporpamMu 3a BpbIIaHC IIPU YHUIIOXKABAHCTO Ha HCU3IIOJI3BAHU BETCPUHAPHHU
JICKAPCTBCHU IMMPOAYKTH UJIIK OCTATHIU OT TAX B CbOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO

3aKOHOAATCJICTBO M C BCHYKHW HAITMOHAJIHHU CHUCTEMU 3a C’I)6I/IpaHe, IIPUIIIOKUMU 3a CbOTBETHUA
BCTCPUHAPCH JICKAPCTBCH MPOAYKT.

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

Intervet International B.V.

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

EU/2/25/339/001-002



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

JlaTa Ha TBPBOTO M3AaBaHE Ha pa3pelIeHUETO 3a ThproBus: 25/04/2025

9. JATA HA TIOCJIEJHATA PEJAKIIUSA HA KPATKATA XAPAKTEPUCTUKA HA
INPOAYKTA

10. KIACHUDPUKAIIUS HA BETEPUHAPHUTE JIEKAPCTBEHU MNPOAYKTHU
Ja ce oTmycka caMo 1O JIKapCcKO MPeIrcaHue.

[Honpo6Ha nH(DOpMAaITKS 32 TO3M BETEpPUHAPEH JICKAPCTBEH MPOYKT MOXKE Ja HaMepuTe B 0azara TaHHU
na Crro3a otHocHo nipoaykrute (https://medicines.health.europa.eu/veterinary).



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

HPUJIOKEHUE I1

APYI'N YCJIIOBUA N UBUCKBAHUA KBM PASPEHIEHUETO 3A ThPI'OBUSA

Hsama.



HPUJIOKEHHUE I11

ETUKET U JINCTOBKA



A. ETUKETH



NHOOPMAILIUS, KOATO CE U3IIMCBA BbPXY BHBHIIIHATA OITAKOBKA

KAPTOHEHA KYTHUs

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Nobilis Multriva IBm+ND+EDS umkeKIMoHHA eMyJICHs

2. KOJIMYECTBO HA AKTUBHUTE BEHIECTBA

WNuakTuBupaHy 1iaMoBe Ha BUpyca Ha MH(PEKIN03eH OpoHXHUT, BUpyca Ha Hiokschiickara 6oiect u
CHH/IPOM Ha cTiaf B siifiieHoceneTo-1976 Bupyc.

‘ 3. PASMEP HA OITAKOBKATA

300 ml (1 000 s103m)
600 ml (2 000 s103n)

‘ 4. BUJAOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3ZHAYEH BJIII

ITunera

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYNHU HA TPUJIOKEHHUE

3a HHTPaMYCKYJTHO TIPIJIOKECHHE.

7. KAPEHTHH CPOKOBE

Kapentnu cpokoBe: Hyna THA

| 8. CPOK HA TOJIHOCT

Exp. {mm/rrrr}

Crnen oTBapsiHE M3MOJ3Bak B pamkute Ha 10 gaca.

‘ 9. CHELHUAJIHU YCJIOBUS 3A CbXPAHEHUE

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

10



‘ 10. HAANUCDHT ,,IPEIU YIIOTPEBA NPOYETETE JIUCTOBKATA“

[Ipenu ynotpeda npoyereTe IMCTOBKATA.

‘ 11. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHApHOMETUITHCKA yIOTpeoa.

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

I[a CC€ CbXpaHsBa Jaji€d OT IIorji€aa 1 Ha HCAOCTHITHU 3a A€1a MECTA.

13. HUME HA IIPUTEXATEJISI HA PASPEINIEHUETO 3A ThPI'OBUSL

Intervet International B.V.

14. HOMEPA HA PASPEHIEHUETO 3A ThbPI'OBUSI

EU/2/25/339/001 300 ml
EU/2/25/339/002 600 ml

15. MHNAPTUAEH HOMEP

Lot {Homep}

11



NHOOPMAILIUSA, KOATO TPABBA JJA BBJIE N3TIMCAHA BBPXY IIBPBUYHATA
OITAKOBKA

Etuxer — 300 ml / 600 ml PET 6yTuiaka

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Nobilis Multriva IBm+ND-+EDS umXeKIMOHHa eMYJICHS

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEHIECTBA

300 ml (1 000 no3m)
600 ml (2 000 mo3u)

WHakTHBHpaHU MAMOBE Ha BUpYca Ha MH(EKIIMO3eH OPOHXHUT, BUpyca Ha HiokschiickaTa 6oecT u
CHHJIPOM Ha CHaj B sifrieHoceHneTo-1976 Bupyc.

3. BUJIOBE )KNBOTHMH, 3A KOUTO E ITPEJHA3HAYEH BJIII

ITunera

4. HAYNHU HA TPUJIOKEHHUE

3a UHTPaMyCKYJIHO MTPHIIOKEHHE.
IIpeau ynorpeba npovereTe JIMCTOBKATA.

5. KAPEHTHHU CPOKOBE

Kapentnu cpokoBe: Hymna THA

| 6. CPOK HA TOAHOCT

Exp. {mMm/rrrT}

Crnen oTBapsHe u3nona3Bail B pamkute Ha 10 yaca.

‘ 7. CHELHUAJIHU YCJIOBUS 3A CbXPAHEHHUE

Ja ce cbxpaHsBa B XJIaIMJIHUK.
[a =He ce 3ampa3ssBa.
[a ce masu ot npsika crbHYEBa CBETIMHA.

‘ 8. HUME HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A ThPI'OBUSA

Intervet International B.V.

12



| 9. IMAPTUJEH HOMEP

Lot {Homep}

13



B. IUCTOBKA

14



JIMCTOBKA

1. HaumenoBanue Ha BeTepUHAPHUS J1€KAPCTBEH NPOIYKT

Nobilis Multriva IBm+ND-+EDS umXeKIIMOHHA EMyJICHS 3a TTHIIeTa

2. CncraB
Besika 103a ot 0,3 ml cpabpika:

AKTHBHMY BelllecTBAa:
Bupyc Ha uH(pekuno3eHn 6poHxut, Tun Massachusetts, mam M41, unaktuBupan > 4,8 logz HI?

Bupyc Ha undekiposen Opouxurt, tun 793/B, mam 4/91, nHakTHBHpaH >5,7 logz HI?
Bupyca na Hrokscwickara 6omnect, mam Ulster, nHaKTHBHpaH >59 U!
CuHIpOM Ha cniaj B silieHoceHeTo-1976 Bupyc, mam BC14, nHakTHBUpaH > 368,3 Ut

1 KaxTo € onpeseneHo upe3 TecT 3a e(MKACHOCT HAa aHTUTeHHa Maca in vitro ELISA
2 HI = uaxubupane Ha XeMarayTHHANUATA. KakTo € ompeeneHo upes TecT 3a epeKTUBHOCT in ViVo npu nuera

AIKYyBaHTH:
Light liquid paraffin 128,6 mg

XomoreHHa, (TTo4TH) 05712 eMYJICHSL.

3. Bujaogse ;kMBOTHH, 32 KOUTO € npeaHasHayed BJIII
ITunera.
4, Iloka3anus 3a ynorpeoda

3a aKTHBHA HMYHHU3allMd Ha IMAJICTA 34a:

" HaMaJIsIBaHe Ha PECIIMPATOPHUTE MPU3HALM U CIIaJ] B SMIIEHOCEHETO, IPHYMHEHH OT BUpPYCa Ha
uHpeknnosen opouxur (IBV), mamose Massachusetts (Gl-1 renorun) u 4/91-793B (GI-13
TEHOTHII)

" HaMaJIsiBaHe Ha CMBPTHOCTTA U KIIMHUYHUTE [IPU3HALM, TPUIUHEHH OT BUpyca Ha Hroksichiickara
6onect (NDV).

" HaMaJIsIBaHe Ha CIajl B SHIIEHOCEHETO U Ae()EKTH Ha SMYHATA YEPYIIKa, IPUINHEHH OT CHHIPOM

Ha craj B stiitieHoceHeto-1976 supyc (EDSV).

Havano Ha umynurera:

. 4 cenqMuIM ciie BAaKCUHAIIMATA
IpoABIDKUTETHOCT HA UMVHHUTETA:
. 80 ceqMmuIM e BaKCUHAIIASITA

YcraHoBeHa e KpbcTocana 3ammuTa 3a IBV mamose QX-D388 (GI-19 renorumn), Var2 (GI-23 renotumn)
u Q1 (GI-16 renorum).

5. IIporuBonokazanus

Hswma.

15



6. CrnenuajaHu npexynpexaeHust

CroenuaaHy OpeaynpeKACHUS .
I[a CC BAKCHMHHPAT CaMO 3ApaBH JKUBOTHHU.

CrienaaHy Ipena3sHid MEpKH, KOUTO TPSOBA Jia B3eMe JIUIIETO, IPUIIATAII0 BETePUHAPHUS JICKAPCTBCH
IOPOAYKT HA )KUBOTHHUTE!

3a moTpebuTtenuTe:

To3u BeTeprHAPEH JIEKAPCTBEH NPOMYKT ChIIbpKa MUHEPATHO Macyo. Ciy4aiiHOTO
WH)XCKTHpaHe/CaMOUHXEKTUPAHE MOKE J1a TIPEIU3BUKA CUITHA OOJIKA U MOTyBaHe, 0COOCHO MpHU
WH)XCKTHpAHE B CTaBa WU MPBCT U B PEIKHU CITydau € Bh3MOXKHO JIa Ce 3aryOu 3acerHaTus phCT, ako He
€ OKa3aHa HaBpeMe JIeKapCcKa MOMOIII. AKO TIO CITyYaiHOCT CT€ MHXEKTHPAHU C TO3H BETEPHHAPCH
JIEKapCTBEH MPOJIYKT, IOTHPCETE CIEIIHO CHBET OT JeKap U HOCeTe IMCTOBKaTa ¢ Bac, nopu na e
WHXCKTHPAHO ChBCEM MAJIKO KOJIMUYECTBO. AKO OOJIKaTa Mpo IbJKaBa moBeyue ot 12 vaca cien
MEIUIUHCKHUS TIPErie]], MOThPCETEe OTHOBO CHBET OT JICKaps.

3a nekapure:

To3u BeTeprHAPEH JIEKAPCTBEH NPOLYKT ChIbPKa MUHEPAIHO Macio. Jlopu 1a ca HHKEKTHPaHH
MaJIK{ KOJIMYECTBA, CIIy4aliHOTO MH)KEKTHUPAHE C TO3M BETEpPUHAPEH JEKAPCTBEH MPOAYKT MOXKE /1
MIpeIM3BHKa M0sIBA Ha CUJIEH OTOK, KOWTO MOXKE HalpuUMep Jia TOBeIe 10 HCXEMUUHA HEKpo3a U JOpU
1o 3aryba Ha npbct. Heobxonuma e HE3ABABHA, xoMnieTeHTHa XUpypriudecka Hameca. Bp3MokHO
€ J1a ce HaJIOXKH MHIM3MA U HpUTraluys Ha HHKEKTHPAHOTO MACTO, OCOOCHO aKO ca 3aCEeTHATH ITyJnaTa
Ha MPBCTA WIH CyXOKUIHETO.

IITnim HOCaAyKu:
[la He ce u3Mo/3Ba NPY NTHIX B TIEPUOJIa Ha SHIICHOCEHE U B pAMKUTE Ha 3 CEAMMIIM IPEIU HAYaJI0TO

Ha SIULEHOCHUS IEPUOJ.

BzaumoseicTBrE ¢ Ipyry BETEPUHAPHU JICKAPCTBEHU MPOJIYKTH U APYTU (POPMHU HA B3aUMOJICHCTBUE!
Hsama nannyna nabopMarus 3a 6€301MacHOCTTa U ePUKACHOCTTAa OT ChBMECTHOTO M3ITOJI3BaHE HA Ta3H
BaKCHHA C JIPYTH BEeTEPHHAPHHU JICKApPCTBEHHU MPOAYKTH. B3eMaHeTo Ha pelieHue 3a mpuiiaraHeTo Ha
Ta3M BaKCHHA NPEM WK CjIe] ynoTpedara Ha Ipyr BETEPUHAPEH JICKApPCTBEH MPOAYKT TPsAOBa Jia ce
MIPEIIeH! CTIOpe]l MHANBUYaTHHS CITydai.

IIpeno3upane:
Hsma npyru HeOnarompusTHH peakiyH, OCBEH IMocodeHuTe B T. ‘HeOnmarompustHu peakuuu’,

Ha6J'IIOILaBaHI/I CJIC ITPUJIIOKCHHUC Ha HBOﬁHa J103a BaKCHHA.

CrienagHy OrpaHUYEeHHUs 33 YIOTpeOa U clieMalHy YCIOBHsI 3a yroTpeoba:

Besxo nuie, koeTo Bb3HAMepsiBa 1a IPOU3BEXK/1a, BHACS, IPUTEXKABA, Pa3poCTpaHsBa, pojasa,
cHa0zsBa M ynoTpeOsiBa TO3U BETEPUHAPEH JIEKAPCTBEH NPOLYKT, TPsOBa IbPBO /1a CE KOHCYJITHPA C
KOMIIETEHTHUTE BJIACTH HA CbOTBETHATA IbPKaBa YJIECHKA OTHOCHO JEHCTBAIMTE BAKCHHALIMOHHU
MOJIUTUKH, KaTO TE3U JICHHOCTH MOTaT J1a ObJIaT 3a0paHeHH B Ibp)KaBa WiICHKa Ha IsU1aTa WK YacT OT
HelfHaTa TepUTOPHS, B ChOTBETCTBHE C HAI[MOHAITHOTO 3aKOHOJATEIICTBO.

OCHOBHH HECHBMECTHMOCTH!
He cmecBaiite ¢ npyr BeTepruHApEH JIEKapCTBEH MPOAYKT.

7. Heo0saronpusaTan peakuun

IIunera:

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

JKHBOTHH):

1 OGUKHOBEHO M3YE3BaT B PAMKHUTE HA 3 CEIMULIN.

16



CpoOmaBaHeTo Ha HEOIATONPHUATHH PEAKIMY € BaKHO. ToBa M03BOJISIBA HETIPEKBCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha MPOAYKTa. AKO 3a0eNeKUTe HIKAKBU HEOIArONPHUSITHU PEaKkIMu, BKIFOYUTEIHO U
TaKWBa, KOUTO HE Ca OMMCAHU B TA3U JIMCTOBKA WJIM MUCIUTE, Y€ BETEPUHAPHUS JICKAPCTBEH MPOIYKT
He JIefiCTBa, CBBPIKETE ce IbpBO ¢ Baus BeTepuHapeH sekap. MoxeTe cblIo Ja choOIaBaTe
HEOJIAroNpusATHY PEaKkUH Ha PUTEKATENS Ha Pa3peIIeHHETO 3a ThProBysl, KaTO U3I0JI3BaTe JaHHNUTE
3a KOHTAKT B Kpas Ha Ta3W JIMCTOBKA MJIM 4pe3 Bamara HarpionanHa cucrema 3a choOIIaBaHe:
{moIpoOGHOCTH 32 HAIMOHATHATA CUCTEMA } .

8.  /lo3upoBKa 3a BCeKH BW/I ’KHBOTHO, HAYHHH U METO/I HA MPUJIOKEHUE

3a HHTPaMyCKYJIHO TPHIOKEHHE.

IIpunoxere equaMYHA 032 oT 0,3 ml B 00y1acTTa Ha TEPANTE WM Oeapara OT 8-CeAMUYHA BB3PacT
HATAaTHK, HO HE MO-KbCHO OT 3 CEIMHUIM PEAN HAYaJo0TO Ha SIHIIEHOCCHETO.

9. CbBeTH 32 IPABUIHOTO NPHJIAraHe HAa MPOAYKTa

Ta3u BakcuHa € peHa3HAa4YeHa 3a M3M0JI3BaHe KaTo OycTep BAKCHHAIMS CJIC]T ITbPBHYHO
BaKCHHUPAHE C )KMUBU WM HHAKTHBUPAHU BAKCHHM B CXeMara 3a BakCHHUpaHe. [IbpBUYHHTE
BaKCHHAIIMY TPsIOBA J1a ce M3BBPIIBAT C KMUBU MM HHAKTHBUPAHH BAKCHHU CpEIly BUpyca Ha
uHpekiprosen oponxur (Hamp. Nobilis IB 4-91, Nobilis IB Ma5). Bakcunara TpsiOBa 1a ce mpHiIoKu
Hali-MaJKo 4 CeIMUIIM CIIe/I PUIAraHeTo Ha ITbPBUYHATA BAKCHHALIHUSL.

[Ipenu ynorpeba BakcuHaTa TpsOBa Ja TOCTHI'HE CTaifHa TeMIiepaTypa.

Ja ce pa3skiaiia 1oope npean ynorpeoa.

CHpHHIIOBKHTE M UIIIUTE TPSOBA J1a ca CTEPUIIHH IPEH yroTpeda.

CriefiBaiiTe CTaHIAPTHU aCCITHYHU TPOIIEIYPH.

KoraTto mbpBHYHH BaKCHHAILIMK Ca H3BBPILCHH cpelly BUpyca Ha Hiokschiickara Gosect (Harp.
Nobilis ND C2, Nobilis ND Clone 30, Innovax-ND-IBD), BakcunaTa TpsioBa J1a ce MPHIIOKH Haii-
MaJIKo 4 CeIMUIIM CIIe]] TPUIOKSHUETO HA TbPBUYHATA BAKCUHALIHSL.

10. KapenTHu cpoxoBe

Hyna nuu.

11. Cuneuma/jiHM yCJIOBHS 32 CbXpaHeHUe

Ja ce cpxpaHsiBa Jiajied OT MorJie/ia M Ha HeJIOCTHITHH 32 JIela MEcTa.
Ha ce cpxpansiBa B xiaauwinHuk (2 °C — 8 °C).

a He ce 3ampaszspa.

I[a CC IIa3H OT IpsKa CJIbHYCBA CBCTJIIMHA.

I[a HE CC U3M0JI3Ba TO3U BETCPUHAPCH JICKAPCTBCH MPOAYKT CJICA U3THUYAHE CPOKA HAa T'OJAHOCT,
IMOCOYCH BbPXY CTUKETA. CpOK’LT Ha TOAHOCT OTroBapd Ha MOCJIICAHUA ACH OT TO3U MCCCII.

Cpok Ha TOJHOCT ciie/I MBPBO OTBapsIHE HA MbPBUYHATA OnakoBka: 10 Jaca.

12. CoenuajHM NpeAna3Hu MePKHU NMPH YHUIOKABAHE
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BerepuHapHuTe JeKapCTBEHHU MPOIYKTH HE TPSOBa 1a ObJaT U3XBBPJISHHU Upe3 OTIAaIHU BOIH MU
OUTOBHU OTIAIBIIH.

N3znosn3Baiite mporpamu 3a BpbIllaHe IpY YHUIIOKABAaHETO Ha HEU3IOJI3BAHN BETEpPUHAPHU
JIEKapCTBEHHU MPOAYKTH WU OCTaThLU OT TSIX B CbOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOZAATEJICTBO M C BCHYKH MPHJIOKUMHU HALIMOHAIHU CUCTEMH 3a chOupaHe. Te3u Mepku e
IIOMOTHAT 32 OIla3BaHE Ha OKOJHATa cpefa.

[omuraiite Bamus BeTepuHapeH Jiekap Win ¢papManeBT Kak J1a YHUILOKHUTE HEHYKHH BETCpHUHAPHU
JIEKapCTBEHU MPOAYKTH.

13. Kaacuduxauusi Ha BeTepUHAPHUTE JeKAPCTBEHH MPOIYKTH

I[a C€ OTITyCKa CaMo IIO JICKapCKO NpEeANNCaHuC.

14. Homepa Ha pa3pelieHHeTO 32 THPIOBUS U Pa3MepH ONAKOBKHU
EU/2/25/339/001-002

Pa3zMepu Ha ONIaKOBKUTE:
Kapronena xytus ¢ 1 6ytunka ot 300 ml (1 000 go3n) mmu 600 ml (2 000 mo3m).
He Bcuuku pazMepn Ha omakoBKaTa Morar Aa ObJaT MpeayiaraHd Ha masapa.

15. JlaTa Ha mocJieiHATA peAaKIHUs HA TEKCTA

[Monpo6Ha nH(MDOpMAaIUs 32 TO3M BETEPUHAPEH JIEKAPCTBEH MPOYKT MOXKE Ja HamepuTe B 0azara
mannan Ha Chro3a otHocHO mpoaykrute (https://medicines.health.europa.eu/veterinary).

16. /lanuu 3a Bpb3Ka

[IpuTexaren Ha pa3pelIeHHETO 34 THPrOBUA U IIPOU3BOINTEIN, OTTOBAPALI 32 0CBOO0K/IaBAHETO HA
IIapTuand 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 Boarapus Luxembourg/Luxemburg
Ten: + 359 28193749 Tél/Tel: + 32 (0)2 37094 01
Ceska republika Magyarorszag

Tel: +420 233 010 242

Danmark
TIf: + 4544 82 42 00

Deutschland
Tel: + 49 (0)8945614100

Tel.: + 36 1 439 4597

Malta
Tel: + 39 02 516861

Nederland
Tel: + 32 (0)2 37094 01
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Eesti
Tel: + 37052196111

EALGoa
TnA: + 30 210 989 7452

Espafia
Tel: + 34923 19 03 45

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

Kvmpog
TnA: +30 210 989 7452

Latvija
Tel: + 37052196111
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Norge
TIf: + 47 55 54 37 35

Osterreich
Tel: + 43 (1) 256 87 87

Polska
Tel.: + 48 22 18 32 200

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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