NPUJIOXKEHHUE |

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Nobilis Multriva IBm+ND+Gm+REOmM+EDS uKeKI[MOHHA EMYJICHSI 3 ITHIETa

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

AKTHBHMY BelllecTBAa:

Bupyc na nundekunozen 6ponxut, Tun Massachusetts, mam M41, nHakTHBHUpaH
Bupyc Ha undekiposen Opouxurt, tun 793/B, mam 4/91, nHakTHBHpaH

Bupyca na Hroksiceickara 6onect, mam Ulster, ”HaKTUBUpaH

Bupyca nHa 3a6onsBaneTo nHdpekuoseH 0yp3ut, mam GB02, nnaktiuBupan
Bupyca nHa 3a6os1sBaHeTo nHpEKIMo3eH 0yp3uT, mam 89/03, nHakTHBUpaH
[Itnum peoBupyc, mam ARV-1, nHakTUBUpaH

IItium peoBupyc, mam ARV-4, nnaktuBrpan

Cunzpom Ha cnaf B siieHoceHeTo-1976 supyc, mam BC14, unaktuBupan

1 KakTo € ompeeneHo 9pes TecT 3a e()eKTUBHOCT Ha aHTUIe€HHa Maca in Vitro ELISA

> 4,8 log, HI?
>5,7 logz HI?
>5,9 Ut
>100,9 Ut

> 88,6 Ut
>11,5 Ut
>11,4 Ut
>368,3 U?

2 HI = uaxubupaHe Ha XeMariy THHAUUATA. KakTo € oIpeneneHo Ypes TecT 3a epeKTUBHOCT iN ViVo npu nuiera

AJKYBaHTH:
Light liquid paraffin

ITomolxHu BeniecTnBAa:

KadecTBeH ChCTaB HAa MOMOIIHUTE BelleCcTBA H
APYIruTe CbCTaBKH

Polysorbate 80

Sorbitan oleate
PBS solution

XomoreHHa, (T104TH) 05712 eMYJICHSL.

3. KINHNYHA HHOOPMALIUA
3.1 Bwunaose :KUBOTHH, 32 KOUTO € npeanazHadyen BJIII

IIunera.

128,6 mg

3.2 TIloka3anus 3a ynorpeda 3a BCeKH BHU/I ’KUBOTHH, 32 KOWTO € NMpeJHA3HAYeH NPOAYKTHT

3a aKTUBHA UMYHU3aIHs HA TTHJIETA 34!

"  HaMaJsBaHE HA PECIUPATOPHUTE NPU3HALM U CHIaJl B SHIIEHOCEHETO, IPUYMHEHU OT BHpYyca Ha
nrpexrosen Opouxut (IBV), mamose Massachusetts (Gl-1 renorun) u 4/91-793B (GI-13

TEHOTHIT).

- HaMaJIIBaHEC Ha CMBPTHOCTTAa W KIMHUYHUTE TIIpU3HAOW, IMMPUYMHCHW OT BHpPYCa Ha

Hroksicwickara 6onect (NDV).
"  [acMBHA MMYHM3alUs HA TOTOMCTBOTO Ha BAKCHHHPAHUTE IMHJIETa KbM

- HamaJsiBaHEe Ha CMBPTHOCTTA M KIIMHUYHHMTE NPU3HALIM Ha 3a00IsIBaHe, MPUYHMHEHU OT
mHoro BupysneHtHus (CS89) u knacuueckust (STC) mamoBe Ha BHpyca Ha HHDEKIIHO3HA

oyp3anna 6onect (IBDV).

- HaMaJIIBaHC Ha BUPEMUATA U KIIMHUYHHUTC IMPU3HAIHU Ha 3360JI$[B3HC, IIPUYIUHEHO OT

ntuuu peosupyc (ARV) renorumnu 1 u 4.



" HaMalsiBaHE Ha CHaj] B SAMICHOCCHETO W Je(eKTH Ha sifYHATa YEepyNKa, NMPUYHHEHH OT
CHHPOM Ha criaj B siiiieHoceneto-1976 supyc (EDSV).

Hauano Ha umyHuTETA:
= 4 cenMUIM CIie/T BAKCUHAIUSATA.
= [BDV u ARV B motoMcTBOTO: 1 AHEBHA BBH3paCT.

IIpoabmKUTETHOCT HA UMYHHUTETA:
= 80 ceaMHIM CJIe]T BaKCHHAIMSATA.
= [BDV u ARV B noToMcTBOTO: 3 ceiIMUYHA BB3PAacCT.

VYcraHoBeHa e Kpbcrocana 3amura 3a IBV mamose QX-D388 (GI-19 renorumn), Var2 (GI-23 renorwui)
u Q1 (GI-16 renotum).

YcranoBeHa e kpbcTocana 3amuTa 3a IBDV anturennu Bapuantau mamose (BapuanT E u GLS).
YcraHoBeHa e KpbcTocaHa 3amuTa 3a ARV renotunu 2, 3 u 5.

3.3 IIporuBomoka3aHus

Hama.

3.4 CneuuajHu nperynpe:kaeHus

[la ce BakcHMHUpAT caMO 37paBH KUBOTHH.

3.5 Crhenuajanu nmpeanasHu MepKH MpH ynoTpeda

CrenmaiHy Ipeana3sHy MEPKHU 3a Oe30IacHa ynorpebda IIpyu BUAOBETE )KUBOTHH, 38 KOUTO €
npennasznauyey BJILI:

He e mpunoxumo.

Crernuaanu npeanasii MCpKHU, KOUTO TDSIGBa Jla B3EMEC JIMIICTO, MMpujaramo BETCPUHAPHUA
JICKAPCTBCH NPOAYKT HA XXUBOTHHUTC!

3a nmoTpeburTennTe:

To3u BeTeprHApEH JIEKAPCTBEH NPOLYKT ChIbpka MUHEPAIHO Maciio. Ciry4aifHOTO
MHXEKTHpaHe/CaMOMH)KEKTHPaHe MOXKeE J1a IPEIM3BHUKA CHITHA OOJIKA M TIOTyBaHe, OCOOEHO TpH
WH)KEKTUpPAHE B CTaBa WM MPBCT U B PEJIKH CITydau € Bb3MOXKHO JIa Ce 3aryOH 3acerHaTHs IPBhCT, aKo He
€ OKa3aHa HaBpeMe JIeKapCcKa MOMOIIl. AKO IO CIIy4allHOCT CT€ HH)KEKTHPAHH C TO3W BETEpPUHAPEH
JIEKapCTBEH MPOAYKT, IOTHPCETE CHEUIHO CHBET OT JISKap M HOCETe JINCTOBKaTa ¢ Bac, nopu na e
WHKEKTUPAHO ChBCEM MAJIKO KOJIMYecTBO. AKO OOJIKaTa MpoabiDKasa rmoseve ot 12 yaca cien
MEJIUIHCKHUS TIPETJie]], MOThPCETEe OTHOBO CHBET OT JIEKapS.

3a nekapure:

To3u BeTepuHapeH JEKapCTBEH MPOAYKT ChIbpKa MUHEPAITHO Maciio. JlopH a ca MH)KEeKTHpaHH
MAaJIKU KOJIMYECTBA, CIyYailHOTO MH)KEKTHpaHEe C TO3M BETEPHHAPEH JIEKAPCTBEH MPOIYKT MOXKeE Ja
MIpeIu3BHKa M10sIBA HA CWJIEH OTOK, KOWTO MOKE HalpuUMeEp Jia IOBEJIE 10 UCXEMHYHA HEKPO3a U IOpU
Jo 3aryoa Ha npbet. Heobxonuma e HE3ABABHA, koMrieTeHTHa XUpypriuyecka Hameca. Br3MoxxHO
€ /1a ce HaJIOXKU MHIIM3WA Y UPUTANYS HAa HHXKEKTUPAHOTO MSICTO, 0COOEHO aKo ca 3aCerHaTH ITyJaTa
Ha NPBCTA WIH CYXOKUIHETO.

CHCHI/IaHHI/I OpeanasHy MCPKH 3a 3alliTa Ha OKOJIHATa cpeaa.

He e npunoxxumo.

3.6 HebuaronpusiTHUu peakuuu



IInnera:

Heuectn Byuka B MACTOTO Ha MHXKEKTHpaHe!

(1 mo 10 ma 1 000 TpeTupanu
>KUBOTHH):

1 OGuKHOBEHO M3Ye3Ba B PAMKHUTE Ha 3 CEMUIIH.

Cpo011aBaHeTo Ha HEOJIATONPUATHHU PEaKIIMU € BakHO. ToBa MO3BOJISIBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha BETepUHAPHUS JIeKapcTBeH NMpoAyKT. ChoOmieHusTa TpsiOBa 1a ce n3mpaniar, 3a
MIPEIMOYNTAHE Upe3 BETEPUHAPEH JIeKap, WIIN Ha MIPUTEXATENs Ha Pa3pelIeHrneTo 3a ThPTroOBHsI, WIIH Ha
HAI[MOHATHAA KOMIIETEHTEH OpraH Ype3 HallMOHAJTHATa CUCTeMa 3a ChOOIIaBaHe. 3a ChOTBETHUTE
JTAHHY 32 BpPBH3Ka BIKTE JIMCTOBKATA.

3.7 ¥Ynorpe6a mo BpeMe Ha OPeMEHHOCT, JIAKTAIUS WIH sTiilleHOCeHe

IITnim HOCaAyKu:
Ja He ce W3noa3Ba IpY NTHIX B TIEpHO/Ia Ha STHIIEHOCEHE M B PAMKUTE Ha 3 CEAMHUIIN PeIy Ha4all0TO

Ha SIULEHOCHUS IEPUOJ.

3.8 BsammopneiicTBHE ¢ IPYrd BeTEPHHAPHHU JIEKAPCTBEHN MPOAYKTH U IPYru (popMu Ha
B3aHUMOJeHCTBHE

Hsima Hannuna nH@opmanust 3a 6€30MacHOCTTa U €PUKACHOCTTA OT CbBMECTHOTO M3IIOI3BaHE Ha Ta3u
BaKCHHA C IpyTy BETEpUHAPHU JICKapCTBeHU NpoayKTu. [lopanu Ta3u npuunHa, NpuiiaraHeTo Ha Ta3H
BaKCHHA MIPEAM WIN ciell ynoTpedara Ha APYT BETEpUHAPEH JIEKapCTBEH NMPOAYKT TpsiOBa za ce
MIPELeHU CIOpe] MHANBUIYATHHS CIydail.

3.9 HauyuHx Ha NpUJIOKEHHE U T03UPOBKA
3a HHTPaMyCKYJTHO TIPIIIOKECHHE.

Ta3u BakcHHa € peIHa3HAYCHA 32 M3M0JI3BaHE KaTo OycTep BaKCHHAIMS Clie]] TbPBUYHO
BaKCHHHPAHE C KUBH WJIM MHAKTUBUPAHHW BAKCUHH B CXeMara 3a BakCHHHUpaHe. [IspBuYHNTE
BaKCHHAIIMY TPsIOBa J1a c€ M3BBPIIBAT C KMBU WM MHAKTHBUPAHH BAaKCHHH CpEIy BHpyca Ha
nHpeknno3eH Opouxut (Harp. Nobilis IB 4-91, Nobilis IB Ma5), Bupyca Ha nH(peknno3Ha Oyp3aaHa
oonect (Hamp. Nobilis Gumboro D78, Innovax-ND-IBD) u ntuun peoBupyc (aamnp. Nobilis Reo 1133,
Nobilis Multriva REOm). BakcunaTa TpsiOBa ja ce npuiIokKHu Hali-MaJIKO 4 CEJAMMIIA CIIE
NpUJIaraHeTo Ha ITbPBUYHATA BAKCHHAIIMS.

[punosxere equnuuHa 103a ot 0,3 ml B 06sacTTa HA IBPAUTE WK Oepara OT 8-ceMUYHA Bh3PaCT
HATaThK, HO HE MO-KBCHO OT 3 CEJMMITU MPEIH HAYAIOTO HA SHIIEHOCEHETO.

[penu ynotpeda BakcuHaTa TpIOBa J1a JOCTUTHE CTaiHA TeMIepaTypa.
Ja ce pazkiama nodpe npeau yrnortpebda.

CrpvHIOBKHTE U UTJIMTE TPsIOBa /1a ca CTEPHIIHY NIPEAX yroTpeoda.
CrnenBaiiTe CTaHJAPTHU aCETITUYHU TPOIIETYPH.

Koraro mbpBHYHM BaKCHHAIMHK Ca M3BBPILICHH Cpelly BHpyca Ha Hiokschickara Oomect (Harp.
Nobilis ND C2, Nobilis ND Clone 30, Innovax-ND-IBD), BakcunaTa TpsiOBa 1a ce MpUIIOKH Haii-
MaJIko 4 CeJIMHUIIM CIIe]] TPUIOKSHUETO HA TbPBUYHATA BAKCHHAIIHSL.

3.10 CumnroMu Ha mpeao3upaHe (M KOraTo e NPUJI0KUMO — MPOLEAYPH Ha JleiicTBHe NPH
CTIENIHH CYy4Yau ¥ AaHTHIO0TH)

Hsama npyru HeOIaronpusTHU peakiiui, OCBEH MOCOYEHUTE B T.3.6, HAOIIIOIaBaHU Cle]l PUIIOKEHUE
Ha JIBOMHA J103a BaKCHHA.



3.11 CnenuajHu orpaHnvyeHus 3a ynorpeda v crieliMaJHH YCJIOBUS 32 YNOTPeda, BRIYHTETHO
OrpaHNYeHMs 32 ynoTpedaTa HA AHTUMHUKPOOHH M MPOTHBONAPA3ZUTHH BeTePUHAPHH
JIEKAPCTBEHHU MPOIYKTH, C IeJI 1 Ce OTPAHUYHN PUCKBT OT Pa3BUTHE HA PE3UCTEHTHOCT

Bcesiko mure, koeTo Bb3HaAMepsBa Ja MPOU3BEXK A, BHACS, IPUTEXKaBa, pa3poCTpaHsIBa, MPO/IaBa,

cHab/1sBa U yroTpeOsBa TO3M BETEPHHAPEH JIEKAPCTBEH MPOAYKT, TPSOBA ITFPBO J1a C€ KOHCYIJITHUPA C

KOMIICTCHTHUTE BJIACTH HA CHOTBETHATA IbPKaBa YWICHKA OTHOCHO JICHCTBAIIUTE BaKCHHAIIMOHHU

MOJIUTUKH, KaTO TE3U JICHHOCTH MOTaT J1a ObIaT 3a0paHeHH B Ibp)KaBa WiICHKa Ha IsU1aTa WIK YacT OT

HeHaTa TEPUTOPHS, B ChOTBETCTBUE C HALIMOHAITHOTO 3aKOHOAATEINICTBO.

To3u IMPOAYKT MOIJIC)KH Ha OCBO60)KILaBaHe Ha NapTUAUTE OT Oq)I/IHI/IaJ'IHI/IH KOHTPOJICH OpTraH B
CbOTBCTCTBHUEC C HAIIMOHAJITHUTC N3HMCKBAHU .

3.12 KapeHTHHM CpOKOBe

Hyna nuu.

4. UMYHOJIOI'MYHA UHOOPMALIUA

4.1 BerepunapeH JiekapcTBeH aHaToMo-TepaneBTuuen ko (ATCvet Code): QI01AA25.
Bakcunarta e npegHa3HadeHa 1a CTUMYJIMPa aKTUBEH UIMYHHUTET CpeLly BUpYyca Ha HH(PEKINO3HUS
OpoHxuT, BUpyca Ha HrokschiickaTa 60ecT ¥ CHHAPOM Ha CTIajl B sSillleHoceHeTo-1976 Bupyc; u 3a
CTHMYJIUpaHe HA aKTUBEH UMYHUTET, 3a J]a C€ OCUTYPH IaCUBEH HMYHUTET Ha MOTOMCTBOTO CPEILy
3abomsaBaneTo nHpeknro3eH 0yp3ut (Gumboro) U nTH4IH peoBHUPYC.

5. DAPMALEBTUYHU JAHHU

5.1 OcHOBHHM HeCbBMECTHMOCTH

He cMmecBaiite ¢ Apyr BeTepuHApEH JIEKAPCTBEH MPOIYKT.

5.2 Cpoxk Ha roqHocT

Cpok Ha FOZJHOCT Ha KpaiHuS BET€pUHApPEH JICKApCTBEH NPOIYKT: 2 TOANUHHU.
Cpok Ha FOZHOCT CJie/l TbPBO OTBapsSHE Ha IbpBUYHATa onakoBka: 10 ydaca.

5.3 Cneuuannu yciaoBusi 3a CbXpaHeHHe

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

Ja He ce 3ampa3siBa.

[a ce masu ot npsika cbHYEBa CBETIHHA.

54 Bujau chbCcTaB HA MBPBHYHATA ONAKOBKA

Bytunka ot nonuernien repedranat (PET), 3aTBopena ¢ rymena Tamna 1 aryMHHHEBA Karavka.

Pa3Mepu Ha OIaKOBKUTE:

Kapronena xytus ¢ 1 6ytunka ot 300 ml (1 000 mo3u) mim 600 ml (2 000 go3m).
He Bcuuku pa3mepn Ha OMakoBKaTa Morar Jia ObJaT NpeJiarany Ha rasapa.

5.5 Chenuajanm MepKH 3a YHUIIIOKABAHE HA HEM3MOJ3BAHU MPOTYKTH UJIH OCTATHIA OT TAX



BerepunapHuTe IeKapCcTBEHHU MPOTYKTH HE TPAOBA 1a ObJAT U3XBBPISTHHU Upe3 OTIIaIHU BOIH HITH
OMTOBHU OTHAIBIIN.

H3non3paiite ImporpamMu 3a BpblIaHC IIPU YHUIIOXKaBAaHECTO Ha HECU3IIOJI3BAHN BETCPUHAPHU
JICKAPCTBCHU IMMPOAYKTHU UJIK OCTAThIU OT TAX B CbOTBETCTBUC C U3NCKBAHUATA HA MECCTHOTO

3aKOHOAATEJICTBO ¥ C BCHYKH HAIMOHAJIHH CUCTEMH 3a ChOMpaHe, IPUIIOKIMH 32 CHOTBETHUS
BETEPHHAPEH JIEKApPCTBEH MPOIYKT.

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

Intervet International B.V.

7. HOMEP(A) HA PASPEHIEHHUETO 3A ThPI'OBUsI
EU/2/25/345/001-002
8. JATA HA TbPBOTO U3JABAHE HA PASPEIIEHHUETO 3A ThPT'OBUA

JlaTa Ha TBPBOTO U3/aBaHE HA Pa3pEIICHUETO 3a Thpropus: 27/06/2025.

9. JATA HA HOCJIIEAHATA PEJAKIIUS HA KPATKATA XAPAKTEPUCTHUKA HA
ITPOAYKTA

10. KIIACU®UKAIIUA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOJAYKTHU
Ja ce oTIrycka caMo I10 JIEKapCKO IIPEIIUCAHHE.

[Moapo6Ha nH(pOpPMAIKS 3a TO3K BETEPUHAPEH JIEKAPCTBEH MPOLYKT MOXKE J]a HAMEPHUTE B 0a3aTa JaHHH
Ha Cpro3a otHocHo npoaykrure (https://medicines.health.europa.eu/veterinary).



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

HPUJIOKEHUE I1

APYI'U YCJIIOBUSA U UBNCKBAHUSA KBbM PASPEIHIEHUETO 3A ThPI'OBUS

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+Gm+REOm+EDS nHkekunoHHa eMyJicus

2. KOJIMYECTBO HA AKTUBHUTE BEHIECTBA

WHakTHBUpaHU IaMOBE HAa BUpYca Ha HH(eKuno3eH OpoHXHUT, BUpyca Ha HioksichickaTa Gonecr,
BUpYyCa Ha 3a00JsBaHeTO HH(PEKINO3eH OYP3UT, ITHYUS PEOBUPYC U
CHUHIpPOM Ha craj B siiiiieHoceneTo-1976 Bupyc.

| 3. PA3MEP HA ONIAKOBKATA

300 ml (1 000 mo3m)
600 ml (2 000 mo3u)

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

IInnera

‘ 5. TEPAIIEBTUYHU ITOKA3AHUA

‘ 6. HAYUHU HA TPUJIOKEHUE

3a UHTPaMyCKYJIHO NTPHIIOKEHHE.

7. KAPEHTHHU CPOKOBE

KapeHTHH CpoKOBe: HyNa AHU

| 8. CPOK HA TOJHOCT

Exp. {mm/rrrr}

Cren mpobuBane u3non3Bail B pamkute Ha 10 gaca.

‘ 9. CIIEHUAJIHU YCJIOBUA 3A CbXPAHEHHUE

Ja ce cbxpaHsBa B XJIaIMJIHUK.
[a =He ce 3ampa3ssBa.
Ja ce ma3u oT npsika c'’bHYEBA CBETIMHA.

10



‘ 10. HAANUCDHT ,,IPEIU YIIOTPEBA NPOYETETE JIUCTOBKATA“

[Ipenu ynoTtpeda nmpoyereTe IUCTOBKATA.

‘ 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/2/25/345/001 300 ml
EU/2/25/345/002 600 ml

15. MHNAPTUAEH HOMEP

Lot {Homep}

11



NHOOPMAILIUSA, KOATO TPABBA JJA BBJE N3IIMCAHA BBPXY ITbPBUYHATA
OITAKOBKA

Etuxer — 300 ml / 600 ml PET 6yTuiaka

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Nobilis Multriva IBm+ND+Gm+REOmM+EDS uHKeKIIHOHHA eMYJICHS

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEHIECTBA

300 ml (1 000 mo3m)
600 ml (2 000 mo3u)

WHakTHBHpaHU MAMOBE Ha BUpYca Ha WH(EKIno3eH OpOHXHUT, BUpyca Ha HioksichiickaTa 6oecr,
BHpYyca Ha 3a00JI1BaHETO MH(PEKIIMO3eH OYP3UT, ITUYHS PEOBUPYC U
CHHJIPOM Ha CHaj B siifrieHoceneTo-1976 Bupyc.

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

IInnera

4. HAYUHU HA NTPUJIOKEHUE

3a UHTPaMyCKYJIHO NTPHUIIOKEHHE.
[Ipenun ynorpeba npoyereTe JIMCTOBKATA.

5. KAPEHTHH CPOKOBE

KapeHTHH CpoKOBe: HyNa AHU

| 6. CPOK HA FOJIHOCT

Exp. {mm/rrrr}

Crnen nmpoOuBaHe n3Mo3Bail B pamkute Ha 10 daca.

‘ 7. CIIEHUAJIHHA YCJIOBUA 3A CbXPAHEHUE

Ha ce cbxpaHsiBa B XJIaJUITHUK.
Ja He ce 3ampassiBa.
Ja ce ma3u oT npsAKa CTbHYEBA CBETIIMHA.

‘ 8. NME HA ITIPUTEKXKATEJISA HA PASPEIIEHUETO 3A ThPI'OBUSA

Intervet International B.V.

12



‘ 9. ITAPTUAEH HOMEP

Lot {Homep}

13



B. INCTOBKA

14



JIMCTOBKA

1. HaumenoBanue Ha BeTepUHAPHUS J1€KAPCTBEH NPOIYKT

Nobilis Multriva IBm+ND+Gm+REOmM+EDS utKeKInoHHa eMyJICHs 3a MIIeTa

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

AKTHBHMY BelllecTBAa:

Bupyc na nundekunozen 6ponxut, Tun Massachusetts, mam M41, nHakTHBHpaH
Bupyc Ha undekiposen Opouxurt, tun 793/B, mam 4/91, nHakTHBHpaH

Bupyca na Hrokscwickara 6omnect, mam Ulster, nHaKTHBHpaH

Bupyca Ha 3a0onsBanero undexunosen oyp3ur, mam GB02, nHakTHBHUpaH
Bupyca nHa 3a6ossBaneTo uH(pEKIMO3eH O0yp3uT, mam 89/03, nHaKTHBUpaH
[Itnum peoBupyc, mam ARV-1, nHakTUBUpaH

IItium peoBupyc, mam ARV-4, nnaktuBrpan

Cunnpowm Ha cmaj B siiieHoceHeTo-1976 supyc, mam BC14, nHakTuBUpaH

1 Kakro € ompeaeneHo 9pe3 TecT 3a e()eKTUBHOCT Ha aHTUIe€HHA Maca in Vitro ELISA

> 4,8 logz HI?
>5,7 logz HI?
>59U!
>100,9 Ut

> 88,6 Ut
>11,5 Ut
>11,4 Ut
>368,3 Ut

2 HI = I/IHXI/I6I/IpaHe Ha XeéMarjryTuHanusTa. Kaxkro e OIIPEACIIEHO YPE3 TECT 3a e(l)eKTI/IBHOCT in vivo Ipu nuJieta

AKYBaHTH:
Light liquid paraffin

XomoreHHa, (T104TH) 05712 eMYJICHSI.

3. Bupnose :;kMBOTHH, 32 KOUTO € npeaHasHayed BJIII
ITunera.
4, Iloka3anus 3a ynorpeda

3a aKTHBHA HMYHHU3alW Ha MMAJICTA 3a:

128,6 mg

"  HaMaJlsBaHE Ha PECIUPATOPHUTE NPU3HALM U CIIaJl B SHIIEHOCECHETO, IPUYMHEHHU OT BUpYyCa Ha
urpekiposen 6pouxut (IBV), mamose Massachusetts (Gl-1 renorun) u 4/91-793B (GI-13

TEHOTHIT)

- HaMaJIIBaHC Ha CMBPTHOCTTAa W KIMHUYHUTE TIIpU3HAUOW, IMMPUYMHCHU OT BHpPYCa Ha

Hrokscwiickara 6oect (NDV).
"  [acMBHA MMYHH3alUs Ha IOTOMCTBOTO Ha BAKCHHUPAHUTE IMHJIETa KbM

- HamalsiBaHEe Ha CMBPTHOCTTA M KIIMHUYHHMTE NPU3HALIM Ha 3a00JIsIBaHe, MPUYUHEHU OT
mHoro BupysneHTHus (CS89) u knacuueckust (STC) mamoBe Ha BHpyca Ha HHDEKIIHO3HA

Oypsanna 6onect (IBDV).

- HaMaJIIBaHC Ha BUPEMUATA U KIIMHUYHUTC IMPU3HAIW Ha 3a6OJ'ISIBaHe, MIPUYINHEHO OT

ntuun peosupyc (ARV) renorumnu 1 u 4.

- HaMaJIsIBaHEC Ha CIaJd B HﬁHGHOCGHeTO nu ,I[eq)CKTI/I Ha siiyHaTa 4YCpyIlika, MNpUYUHCHU OT

CHHIPOM Ha craj B siiiiieHoceneTo-1976 supyc (EDSV).

Hauano Ha umyHuTeTA:
= 4 ceqMUIH CJI€I BAKCUHALAATA
= [BDV u ARV B notoMcTBOTO: 1 AHEBHA BBH3pacT
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[poabmKUTETHOCT HA UMYHUTETA!
= 80 cenMuIM Clte] BAKCHHAIIHATA
= [BDV u ARV B moTOMCTBOTO: 3 CeIMUYIHA BB3pacT

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

YcraHoBeHa € KphcTocaHa 3amuTa 3a IBDV anTurennu Bapuantau namoBe (Bapuant E u GLS).
YcraHoBeHa € KpbcTocaHa 3ammTa 3a ARV renotwmm 2, 3 u 5.

5. IIpoTuBONOKA3aAHUA
Hawma.
6. CrenuajHu npeaynpexieHus

CrenuaiHy OpeAynpesKICHUS
[la ce BakcHMHUpAT caMO 37paBH KUBOTHH.

CroenumainHy pena3Hi MEepKU, KOUTO TPsiOBa J1a B3€Me JIMIIETO, MPHIATalllo BEeTEPUHAPHHUS JICKAPCTBEH
OPOJYKT HA KUBOTHUTE!

3a nmoTpebuTenuTe:

To3u BeTepuHapeH J1eKapCTBEH MPOIYKT ChAbPKAa MUHEPATHO Macio. CiryuaifiHOTO
MHXEKTHPaHe/CaMOMH)KEKTHPaHe MOXKe J1a IPEM3BHKA CHITHA OOJIKA M TIOTyBaHe, OCOOEHO TpH
WH)KEKTUpPAHE B CTaBa WM MPBCT U B PEIKH CITydal € Bb3MOXKHO Ja C€ 3aryOH 3acerHaTHs IPBhCT, aKO He
€ OKa3aHa HaBpeMe JIeKapcKa MOMOIL. AKO IO CIIy4aifHOCT CT€ HHKEKTUPaHH C TO3U BETEpUHAPEH
JIEKapCTBEH MPOAYKT, IIOTHPCETE CHEUIHO CHBET OT JISKap M HOCeTe JINCTOBKaTa ¢ Bac, mopu na e
MHXEKTHPAHO ChBCEM MAJIKO KOJIMYECTBO. AKO OOJIKaTa MpoabJbKaBa rmoeve ot 12 gaca cien
MEIUIHCKHUS TIPETrJie]], MOThPCETEe OTHOBO CHBET OT JIEKapS.

3a nekapure:

To3u BeTeprHapeH JIeKapCTBEH MPOAYKT ChIbpKa MUHEPAITHO Maciio. JlopH 1a ca MH)KEeKTHpaHH
MAaJIKU KOJTMYECTBA, CIYyYailHOTO MH)KEKTHPaHEe C TO3M BETEPUHAPEH JIEKapCTBEH MPOIYyKT MOXKE Ja
NpeaU3BHKa M0sIBa HA CHJIEH OTOK, KOWTO MOXKe HalpuMep Aa AOBEJAE 10 HCXEMUYHA HEKPO3a U JOPH
Jo 3aryba Ha npbet. Heobxonuma e HE3ABABHA, xoMmnieTeHTHa XUpypriudecka Hameca. Br3MokHO
€ J1a ce HaJIOXKK WHIM3HS U UPUTAIUs Ha HHKEKTHPAHOTO MSCTO, OCOOCHO aKO ca 3aCeTHATH ITyJinaTa
Ha MPBCTA WIN CYXOKUINETO.

IITriy HOCayKH:
[la He ce u3M0/13Ba IPU NTHIIX B TIEPUOJIA HA SHIIEHOCEHE U B PAMKUTE Ha 3 CEAMMIIU IPEIU HAYaI0TO

Ha SUIIEHOCHHUS TIEPUO/I.

BsauMoselicTBre ¢ APYry BeTepUHAPHH JIEKAPCTBEHU NPOAYKTH U 1Py (OPMHU Ha B3aUMOJICHCTBHE:
Hsma Hanngna nHGOpManus 3a 6€30MacHOCTTa M €pUKACHOCTTa OT ChbBMECTHOTO M3IIOJI3BaHE HA Ta3U
BaKCHHA C JIpyT'Y BETEpUHAPHHU JIEKapCTBEHU NpoaykTH. [lopaau Tazu nprudnHa, IpUiIaraHeTo Ha Ta3u
BaKCMHA MPEAM WIN ciiell ynoTpedara Ha APYT BEeTEpUHAPEH JIEKapCTBEH MPOAYKT TpsiOBa 11a ce
MIPELeH! CTIOPe] MHANBUIYATHHS CITydai.

IIpenosupane:
Hsama npyru HeOnarompusTHH peakluu, OCBEH MocoueHuTe B T. HeOmarompusartHu peaxmun’,

HaOJIrogaBaHu ClIe]] IPIJIOKEHNE Ha JBOMHA /1032 BaKCHHA.

CrenuagHy OrpaHUMYEeHHMs 33 yHOTpeOa U clielIMalHy YCIOBHsI 3a yroTpeoba:

Bcesiko nuie, koeTo Bb3HaMepsBa Aa MPOU3BEXkK A, BHACH, IPUTEkKaBa, pa3lpoCTpaHsIBa, IPoIaBa,
cHa0zsBa M ynoTpeOsiBa TO3M BETEPHHAPEH JIEKAPCTBEH NPOLYKT, TPsOBa MBPBO J1a Ce KOHCYJITHpA C
KOMIIETCHTHUTE BJIaCTH Ha ChOTBETHATA JbprKaBa WIEHKA OTHOCHO JieiicTBAINTEe BAKCHHALIMOHHU
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MTOJINTHKH, KaTO TE3W JIEHHOCTH MOTaT Jla ObJIaT 3a0paHeHH B IbPrKaBa WICHKA Ha IISUIaTa WIM 9acT OT
HeWHaTa TEPUTOPUS], B ChOTBETCTBUE C HAITMOHATHOTO 3aKOHOAATEICTBO.

OCHOBHU HECHBMECTUMOCTH
He cmecBaiiTe ¢ apyr BeTepUHAPEH JIEKAPCTBEH NPOAYKT.

7. Heb0naronpusiTHu peakuuu

ITunera:

Heuectu Byuka B MACTOTO Ha MHXKEKTUpaHe!

(1 mo 10 Ha 1 000 TpeTupanu
>KUBOTHH):

1 OGuKHOBEHO M3Y€e3Ba B PAMKHUTE Ha 3 CEIMMUIIH.

CpoOmraBaHeTo Ha HEOIArONPUATHH PEAKIMY € BaKHO. ToBa 103BOJISIBA HETIPEKBCHAT MOHUTOPHHT Ha
0e30MmacHOCTTa Ha IPOAYKTA. AKO 3a0eIeKHTe HAKAKBH HEOIAronpusITHU PEaKIi1, BKIFOUUTEIHO 1
TaKMBa, KOUTO HE Ca OMMCAHH B Ta3H JIMCTOBKA HJIM MHUCIIUTE, Y€ BETEPUHAPHMUS JICKAPCTBEH MPOIYKT
He JefiCTBa, CBBPIKETe ce IbpBO ¢ Bamus BeTepuHapeH siekap. MoxeTe Cblo Ja cho0IaBare
He6HaI‘OHpI/ISITHI/I PpCaKui Ha MPUTCKATEIIA Ha Pa3pCHICHUECTO 3a ThProBuUsA, KaTO U3M0JI3BATC JAaHHUTEC
3a KOHTaKT B Kpasl Ha Ta3u JMCTOBKA WX upe3 Bamara HalMoHaIHa clcTeMa 3a ChoOIaBaHe:!
{moapoOHOCTH 32 HAIMOHATHATA CUCTEMA }.

8. Jlo3upoBKa 3a BCEKHM BU/ )KUBOTHO, HAYMHHU U METO HA NPHJIOKEHUE
3a UHTPaMyCKYJIHO NIPUIIOKEHHE.

[Tpunosxere equnuuHa 103a ot 0,3 ml B 00sacTTa HA IBPAUTE WK Oepara OT 8-CeMUYHA Bh3PaCT
HaTaTHK, HO HE MO-KHCHO OT 3 CEAMMUITH MPEIU HAYaJI0TO Ha SIMIICHOCEHETO.

9. CobBeTH 32 NMPaBUWJIHOTO NpUJIaraHe Ha MpoaAyKTa

Ta3u BakcuHa € peHa3HavYeHa 3a M3I0JI3BaHe KaTo OycTep BAKCHHAIMSA CIIe]T ITbPBHYHO
BaKCHHHPAHE C KUBH WJIM NHAKTUBUPAHHW BAKCUHH B CXeMara 3a BakCHHHUpaHe. [IspBuYHNTE
BaKCHHAIIMU TPsiOBa Jla ce M3BBPIIBAT C )KUBU WJIM HHAKTHBUPAHU BAKCHHU CPEIy BUpyca Ha
nHpeknno3eH Opouxut (Harp. Nobilis IB 4-91, Nobilis IB Ma5), Bupyca Ha nHpeknno3Ha Oyp3aaHa
oonect (Hamp. Nobilis Gumboro D78, Innovax-ND-IBD) u ntuun peoBupyc (aamnp. Nobilis Reo 1133,
Nobilis Multriva REOm). BakcunaTa TpsiOBa Ja ce npuiIokKHu Hali-MaJIKoO 4 CEJAMMIIA CIIE
NpUIaraHeTo Ha MbPBUYHATA BAKCHHALHSL.

[penu ynotpeda BakcrHaTa TPIOBa J1a JOCTUTHE CTaiHA TeMIepaTypa.

[a ce pazkiama nodpe npeau yrnortpebda.

CrpvHIOBKHTE U UTJIMTE TPsIOBa /1a ca CTEPHIIHY NIPEAX yroTpeoda.

CrnenBaiiTe CTaHIAPTHU aCETITUYHU TPOIIETYPH.

Koraro mbpBHYHM BakCHHALIMK ca U3BBPIICHH cpelly Bupyca Ha Hroksickiackara Oonect (Hamp.
Nobilis ND C2, Nobilis ND Clone 30, Innovax-ND-IBD), BakcunaTa TpsiOBa [1a ce MpUIIOKH Haii-
MaJjko 4 CCIMUIIU CJIEA MPUITIOKECHUECTO Ha IbpBUYHATa BaKCUHALWA.

10. KapenTHu cpoxoBe

Hyna gan.
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11. CpoeununaJiHU yCJIOBHS 32 CbXpaHeHHe

[a ce cpxpaHnsiBa janed OT NOTJIeAa M HAa HEJOCTHITHH 32 JIela MeCTa.
ITa ce cexpansBa B xnaquwiauk (2 °C — 8 °C).

[a He ce 3ampa3ssiBa.

I[a CC a3y OT IIpsKa CJIbHYCBA CBETJIMHA.

[a He ce U3mo3Ba TO3U BETEPUHAPEH JIEKAPCTBEH MPOIYKT CIIENl M3TUYAHE CPOKa HA TOJHOCT,
MOCOYEH BHPXY eThkeTa. CpOKBT HA TOJHOCT OTTOBaps Ha MOCIEAHUS IEH OT TO3U MECell.

Cpok Ha TOJHOCT CJIe/T ITbPBO OTBAPSIHE HA ITBPBUYHATA ONakoBka: 10 vaca.
12. CoenuajHM NpeANa3Hu MePKHU NMPH YHUIOKABAHE

BerepunapHuTe IeKapCTBEHH NMPOIYKTH HE TPsOBa 1a ObJaT U3XBBPIISHHU UPe3 OTIIaIHU BOJIU HITU
OUTOBHU OTMAIBIIH.

W3znosn3Baiite mporpamu 3a BpblllaHe MpY YHUIIOKABAaHETO Ha HEU3IOJI3BAHN BETEpUHAPHU
JIEKaPCTBEHU MPOAYKTH WU OCTAaTBLH OT TSIX B CBOTBETCTBHE C U3UCKBAHUATA HA MECTHOTO
3aKOHOJATEJICTBO U C BCHUKY IPWIOKUMH HallMOHAIHU CUCTEMH 3a chOupane. Te3u MepkH 1ie
MTOMOTHAT 32 ONIa3BaHE Ha OKOJIHATA Cpena.

ITonuraiiTe Bamus BeTepuHapeH Jiekap win ¢papManeBT Kak /1a YHHIIOXKHUTE HEHYKHH BETCPUHAPHU
JIEKapCTBEHU MPOAYKTH.

13. Kaacudukanusi Ha BeTepUHAPHHUTE JeKAPCTBEHH MPOAYKTH

)Ia C€ OTITyCKa CaMO IIO JICKAPCKO MPEAIMMCaHunEC.

14. Homepa Ha pa3pelieHHeTO 32 THPIOBHS U Pa3MepH ONAKOBKHU
EU/2/25/345/001-002

PasMepu Ha OMaKOBKHUTE:
Kapronena kytus ¢ 1 6ytunka ot 300 ml (1 000 go3n) wmm 600 ml (2 000 mo3m).
He Bcnuku pa3mepn Ha omakoBKaTa Morat Aa ObJaT Mpejjiarany Ha nasapa.

15. /laTa Ha mocJjieAHATA PpeAaKIUs HA TeKCTa

[MonmpoOHa nHbopMarys 3a TO3M BeTepUHAPEH JIEKapCTBEH MPOJYKT MOXKeE Jia HaMepuTe B Oa3ara
mannan Ha Chro3a otHocHO mpoaykrute (https://medicines.health.europa.eu/veterinary).

16. [lanHwu 3a BpB3Ka

HDI/ITC)K&TCJ'I Ha paspCuICHUCTO 34 THbProBUA U IIPOU3BOAUTCII, OTTrOBaApAIL 34 OCBO60)KI[aBaHeTO Ha
IIapTuanu U 1aHHU 34 BPH3Ka 3a C’LO6H.[aBaHe Ha npcarojgaracMmu He6J'IaF01TpI/I$[THI/I PEAKIINHA.
Intervet International B.V., Wim de Korverstraat 35, 5831 AN Boxmeer, The Netherlands
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Belgié/Belgique/Belgien

Tél/Tel: + 32 (0)2 370 94 01

Peny0nuka bbarapus
Tex: + 359 28193749

Ceska republika
Tel: +420 233 010 242

Danmark
TIf: + 4544 82 42 00

Deutschland
Tel: + 49 (0)8945614100

Eesti
Tel: + 37052196111

EAlhada
TnA: + 30 210 989 7452

Espafia
Tel: + 34 923 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

Kvnpog
TnA: +30 210 989 7452

Latvija
Tel: + 37052196111
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Lietuva
Tel: + 37052196111

Luxembourg/Luxemburg
Tél/Tel: + 32 (0)2 370 94 01

Magyarorszag
Tel.: + 36 1 439 4597

Malta
Tel: + 39 02 516861

Nederland
Tel: + 32 (0)2 37094 01

Norge
TIf: + 475554 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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