NPUJIOXKEHHUE |

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Nobilis Multriva RT+IBm+ND+Gm+REOM+EDS umkeKIIHOHHA eMYJICHS 3a MUIETa

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

AKTHBHHU BellleCTBA:

[TTrun metanmueBMoBUpYcC, am BUT1 #8544, nnaktusupan >19,0 Ut
Bupyc Ha nadpexmo3en Oporxut, Tun Massachusetts, mam M41, nHakKTHBHpaH > 4,8 logz HI?
Bupyc Ha undexposen OpoHxur, type 793/B, mam 4/91, unaktuBupaH >5,7 log, HI?
Bupyca na Hroksiceickara Oonect, mam Ulster, ”HaKTUBUpaH >59 U!
Bupyca Ha 3a0onsBaHeTo nHOpEKIMo3eH 0yp3ut, mam GB02, nHakTHBHpaH >100,9 Ut
Bupyca nHa 3a6ossBaHeTo HH(MEKIMO3eH Oyp3uT, mam 89/03, nHaKTHBHUpaH > 88,6 Ut
IItum peoBupyc, mam ARV-1, nnaktuBrpan >11,5 Ut
[Itiaun peoBupyc, mam ARV-4, nHakTuBrpan >11,4 Ut
CuHOpoM Ha cniaj B sIieHoceHeTo - 1976 Bupyc, mam BC14, nraktuBupan > 368,3 Ut

1 KakTo € ompe/esneHo upe3 TecT 3a epeKTUBHOCT Ha aHTHI'€HHA Maca in vitro ELISA
2 HI = uaxubupane Ha xeMariayTHHaHATAa. KakTo e onpeesieHo upes TecT 3a eheKTUBHOCT iN VIVO IpH muera

AJI'KYBaHT:
Light liquid paraffin: 128,6 mg

ITomomiHu BelecTBa:

KauyecTBeH chCcTaB HAa IOMOIIHUTE BeLIECTBA U IPYTUTE
CLCTABKH

Polysorbate 80

Sorbitan oleate
PBS solution

XoMmorenHa, (moutu) 0sy1a eMyJICHsl.

3. KIIMHNYHA THOOPMAIUA

3.1 Bunaose :KHBOTHH, 32 KOUTO € nmpeanazHavyeH BJIII

IIunera.

3.2 TIloka3anus 3a ynorpeda 3a BCeKH BU/I ’KUBOTHH, 32 KOITO e MpeIHa3HAYeH MPOAYKTHT

TTokazanug 3a ymorpeba:
3a akTHBHA UMYHHM3allMs Ha MTUJIETa 3a:

"  HaMaJsBaHE Ha CIajl B SHIIEHOCCHETO, MPUYUHEHO OT NTu4u MeTanHeBMoBupyc (AMPV).

"  HaMaJsBaHE HA PECIUPATOPHUTE NPU3HAIM U CIIAJl B SHIIEHOCEHETO, IPUYNHEHHU OT BHpYyca Ha
napexrosen Oponxut (IBV), mam Massachusetts (GI-1 renorum) u 4/91-793B (GI-13
TEHOTHIT).

" HaMalsBaHE Ha CMBPTHOCTTa M KIMHHUYHHUTE MPU3HALM, NPUYUHEHH OT BHpyca Ha
Hroksicwiickara 6onect (NDV).

= [lacuBHa MMyHHM3aLHs HA TOTOMCTBOTO Ha BAKCHHHPAHUTE IHJIETa KbM



- HaMaJIsIBaHe Ha CMBPTHOCTTA M KIIMHWUYHWUTE TIPU3HAILN Ha 3a00JsIBaHe, IPHYUHEHU OT
mHoro BupyiaeHTHus (CS89) u knacuueckus (STC) mamoBe Ha BUPYC Ha HH(EKIIMO3HA
Oyp3anna 6onect (IBDV).

- HaMaJIsABaHEe Ha BUPEMUSTA M KIMHUYHHUTE MPU3HAIM Ha 3a00sBaHe, MPUIMHEHO OT
ntuuu peosupyc (ARV) renotumnu 1 u 4.

- HaMaJsBaHE Ha CHaJ B AHIIEHOCCHETO M Ae()EKTH Ha sifyHaTa YyepymnKa, MIPUINHEHH OT
CHHJIPOM Ha craj B siiiieHoceneto - 1976 supyc (EDSV).

Hagano Ha umyH#uTeTa:
= IBV,NDV, IBDV, ARV and EDSV: 4 ceqMuuu ciie BaKCHHAIMATA.
= AMPV: 5 ceqmuiiu cjieq BAKCHHAIUATA.
= [BDV u ARV B motoMcTBOTO: 1 THEBHA BBH3pacT

IIpoAbIKUTEAHOCT HA UMYHUTETA!
= AMPV, IBV, NDV, IBDV, ARV and EDSV: 80 ceqmui ciiel BAKCHHALUATA
= |[BDV u ARV B IoTOMCTBOTO: 3 CEIMUYHA BH3PaCT

VYcraHoBeHa e Kpbcrocana 3ammra 3a IBV mam QX-D388 (GI-19 renorumn), Var2 (GI-23 rerorun) u
Q1 (GI-16 renotum).

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

3.3 IIporuBomokazaHus

Hsma.

3.4 ChneuuajaHu mpeaynpexaeHus

Ja ce BaKCHHUpAT caMoO 37]paBH KUBOTHH.

3.5 CneuuajHu npeanasHu MepKH NpH ynorpeda

Crenuaay Opeanasiu MeEpKH 3a O0e3omacHa yrnorpeda pyu BUIOBETE JKUBOTHH, 34 KOUTO €
npengasgayey BJIII:

He e npunoxxumo.

CrermaiaHy Ipeana3sHy MEPKHU 34 JIMIaTa, IPUJIaraiy BETEpUHAPHUS JEKAPCTBEH IIPOJAYKT Ha
JKABOTHHTE:

3a norpeburenure:

To3u BeTeprHApPEH JIEKAPCTBEH NPOLYKT ChAbpKa MUHEPAIHO Macio. Ciy4aiiHOTO
HHKEKTHpaHe/CaMOUH)KEKTHPAHe MOJKE J1a IPEIU3BHUKa CHUITHA OOJIKa M MOIyBaHe, 0COOCHO MPpH
MH)KEKTUpPAHE B CTaBa WM MPBCT U B PEIKM CITydal € Bb3MOXKHO Ja Ce 3aryOH 3acerHaThs IphCT, aKo He
€ OKa3aHa HaBpeMe JIEKapcKa IoMOoII. AKO IO CIyYaiHOCT CT€ HHXEKTHPAHU C TO3H BETEPHUHAPEH
JIEKapCTBEH MPOJIYKT, TIOTHPCETE CIENTHO CHBET OT JIEKap M HOCEeTe JINCTOBKaTa ¢ Bac, jopu na e
WH)XEKTHPAHO CHBCEM MAJIKO KOJIMYECTBO. AKO OOJIKaTa MpobibKaBa rmoBeyve ot 12 gaca cien
MEIULUHCKHUS Tperie]], IOTbPCETe OTHOBO CHBET OT JIEKapsl.

3a nmekapure:

To3u BeTeprHApeH JIEKapCTBEH MPOAYKT ChIbpKa MUHEPAITHO Macio. JlopH Jja ca HHXXEKTHpPaHH
MAaJIKU KOJIMYECTBA, CIyYailHOTO MH)KEKTHPaHEe C TO3M BETEPHHAPEH JIEKApPCTBEH MPOIYKT MOXKeE Ja
MIpeIN3BHKA MTOSIBA HAa CHJIEH OTOK, KOWTO MOXKE HAIpHUMeED Jia TOBeIe 10 ICXEMUYHA HEKpo3a U I0pu
1o 3aryba Ha npbcT. HeoOxonnma e HE3ABABHA, xoMnieTeHTHa Xupypruyecka Hameca. Bp3MokHO
€ J1a ce HaJIOXKH WHIM3KS U UPUTaLUs Ha HHXKEKTHPAHOTO MACTO 0COOSHO aKo ca 3acerHaTy IyJmaTa
Ha NIPBCTA WIN CYXOXKWINETO.



CHCLII/IaJ'IHI/I OpcanasHy MCPKH 3a 3aI1yMTa Ha OKOJIHATa Cpeaa.

He e mpuinoxumo.

3.6 HebuaronpusiTHU peakuuu

IInnera:

Heuectn Byuka B MACTOTO Ha MHXKEKTUpaHe!

(1 g0 10 Ha 1 000 Tpetupanu
’KHBOTHH):

1 OGUKHOBEHO M3YE3BaT B PAMKHUTE HA 3 CEMUIIN.

CrobImaBaHeTo Ha HEOJArOMPHUATHY PEAKIUU € BakHO. ToBa MO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30MacHOCTTa Ha BETEPUHAPHHUS JICKapCTBEH NMPOoayKT. ChoOLIeHusITa TpIOBa 1a ce M3Mpallar, 3a
MMPEANIOYUTAHC YPE3 BETCPUHAPCH JICKAp, WJIN Ha IMPUTCKATCIIA Ha pa3pCIICHUCTO 3a ThbproBusl WJIA Ha
HAIMOHATHUS KOMIIETEHTEH OpraH upe3 HaI[MOHAIHATA CHCTEMA 3a ChOOIIIaBaHe. 3a ChOTBETHUTE
JIAHHH 32 BPH3Ka BHKTE JINCTOBKATA.

3.7 Ymnorpeda mo BpeMe Ha OPEeMEHHOCT, JAKTAIUS WIH sIiilleHOCeHe

[ITui HocayKH:
Ja He ce m3noa3Ba IpY NTHIX B TIEpHO/Ia Ha STMIIEHOCEHE M B PAMKUTE Ha 3 CEAMHUIIN PeIy Ha4aI0TO
Ha SUIIEHOCHUS MIEPUO/I.

3.8 B3aummopeiicTBHE ¢ IPYrd BeTEPHHAPHU JeKAPCTBEHH MPOAYKTH U APYTrH (popMH Ha
B3auMojelicTBHe

Hsama nannuna nadopMarus 3a 6€30macHOCT U ehUKACHOCT OT CbBMECTHOTO M3MOJI3BaHE HA Ta3n
BAaKCHHA C IpyTY BETEpUHAPHU JEKapCTBEHU NpoAayKTu. [lopanu Ta3u npuynHa, NpUIaraHeTo Ha Ta3H
BaKCHHA IIPEIM WM CJIeN yIoTpedara Ha IpyTr BETEPUHAPEH JICKApCTBEH MPOIYKT TPsiOBa Ja ce
MIPETICHN CTIOPE UHIUBUTyAITHUS CITydai.

3.9 Hauun Ha NMPUJTO0KECHUE U TO3UPOBKA

Ta3u BakcHHa € MpeIHa3HAYCHA 32 M3MOJI3BAHE KaTo OyCcTep BAKCHHAIUS CJIe]] TbPBUYHO
BaKCHHHPAHE C XKUBH WM MHAKTUBHUPAHW BAKCUHM B CXeMara 3a BakCHHUpaHe. [IbpBUYHUTE
BaKCHHAIIMU TPsiOBa Jla ce M3BBPIIBAT C )KUBU WJIM HHAKTHBUPAHU BAKCHHU CPEIy BUpyca Ha
nHpeknno3eH oOponxur (Hanp. Nobilis IB 4-91, Nobilis IB Ma5), Bupyc Ha un¢eknrosHna Oyp3anHa
oonect (Hamp. Nobilis Gumboro D78, Innovax-ND-IBD) u ntuuun peoBupyc (Hanp. Nobilis Reo 1133,
Nobilis Multriva REOm). BakcunaTa TpsiOBa Ja ce nIpujIokKHu Hali-MaJIKo 4 CEAMMIIA CIIE
NPUJIaraHeTo Ha MbPBUYHATA BAKCHHAITHSL.

3a HHTPaMYyCKYJIHO MIPUIIOKEHHE.

HpI/IJ'IO)KeTC CAHNYHA J034a OT 0,3 ml B ob61acTra Ha I'bpAUTC WA 6ez[paTa oT 8-CCI[MI/I"IH3, BB3pacT
HaTaTbK, HO HC IIO-KBCHO OT 3 CCAMUIIMU MIPCAU HAYAJIOTO Ha HﬁL{eHOCeHeTO.

[penu ynotpebda BakcuHaTa TPpIOBa J1a JOCTUTHE CTaiHA TEMIIepaTypa.
Ja ce pazknama moope.

CHpuHIIOBKHTE U MIJIMTE TPSAOBA J1a ca CTEPHIIHH MPEau yrnoTpeoa.
Crenpaiite cTaHIapTHU aCENTUYHHU MPOLIEAYPH.



Korato mbpBUYHM BaKCHHAIIMK Ca U3BBPIICHH CPEIly NTHYKU MeTanmHeBMoBUpYyc (Hamp. Nobilis Rhino
CV) w/unu Bupyc Ha Hioksicsickata 6onect (Hamp. Nobilis ND C2, Nobilis ND Clone 30, Innovax-
ND-IBD), Bakcunara TpsiOBa Jia Ce MPUIIOKHU Hai-Majako 4 CEIMUIIM CIIe]l TPUI0KESHUETO Ha
I'bPBUYHATA BaKCHHAITHS.

3.10 CumnroMu Ha mpeno3upaHe (M KOraTo € NPUJI0:KUMO — MPOLEAYPH HA JieiicTBHE NpH
CIIENIHHU CTyYau H AHTHIOTH)

Hsama npyru HeOIaronpusTHU peakiiui, OCBeH OcOYeHuTe B T.3.6, HaOIM0aBaH! CJell MPUIIOKEHHE
Ha JIBOMHA /1032 BAKCHHA.

3.11 CneuuanHu orpaHnvyeHus 3a ynorpeda v crieliMaJHH YCJIOBUS 32 YNOTPeda, BRIIYHTETHO
OrpaHUYeHHs 32 ynoTpedaTa Ha AHTUMMKPOOHU U MPOTHBONAPA3MTHH BeTEPUHAPHU
JIEKAPCTBEHHU MPOAYKTH, € 1[eJ 1A ce OrPAHUYH PUCKBT OT Pa3BUTHE HA PE3UCTEHTHOCT

Bcsiko nure, KoeTo Bh3HaMepsiBa Ja IMPOU3BEXK/IA, BHACS, IPUTEKABA, PA3IIPOCTPAHSIBA, IIPOIaBa,

CHa0sBa M yNoTpeOsiBa TO3M BETEPHHAPEH JIEKAPCTBEH MPOIYKT, TPSOBA ITBPBO Ja e KOHCYIITHPA C

KOMIICTEHTHHUTE BJIACTH Ha CHOTBETHATA Ibp)KaBa WICHKA OTHOCHO JICHCTBAIIMTE BAKCHHAIIMOHHH

MIOJIUTUKH, KaTO TE3U JICHHOCTH MOTaT Jia ObJIaT 3a0paHeHH B Ibp)KaBa WiCHKa Ha IsU1aTa WK YacT OT

HelHaTa TCPUTOPUA, B CbOTBETCTBUC C HAIMOHAJIHOTO 3aKOHOAATCJICTBO.

Moske 1a € HeoOX0AMMO OCBOOOKIaBAaHETO HA MAPTUAUTE HA TO3HM MPOIYKT JIa C€ U3BBPIIUOT
oduLmaNHUs KOHTPOJIEH OpraH B CbOTBETCTBHE C U3UCKBAHUITA B CTPAHATA.

3.12 KapeHTHHM CpOKOBe

Hyna nuu.

4. UMYHOJIOI'MYHA UHOOPMALIUA

4.1 BerepuHapeH JiekapcTBeH aHaToMo-TepaneBTuuen ko1 (ATCvet Code): QI01AA24.
Bakcunara e npeaHa3HaueHa 1a CTUMYJIMPa aKkTHBEH MMYHUTET CPelly BUpyca Ha ITHYM PUHOTPAXEHT,
BUpyca  Ha  uWH(pekuuo3Hus  OpoHXHT, BHpyca Ha  Hriokiaceickata  Oomect U
CHHJIPOM Ha cIiaj B siiilieHoceHeTo - 1976 Bupyc; U 3a CTUMYJIMpAaHE HA aKTHBEH MMYHHUTET, 3a Jia ce
OCHTYpH TTaCHBEH UMYHHUTET Ha MIOTOMCTBOTO cpelly 3aboisiBaHeTo HH(pekuno3eH oypsur (Gumboro)
Y TITUYH PEOBHUPYC.

5. DAPMALIEBTUYHU JAHHU

5.1 OcHOBHHM HeCbBMECTHMOCTH

He cmecBaiiTe ¢ qpyr BeTEpUHAPEH JIEKAPCTBEH POAYKT.

5.2 Cpoxk Ha rogHocT

Cpok Ha TOJHOCT Ha KpailHUsS BETEPUHAPEH JIEKAPCTBEH MPOIYKT: 2 TOAWHU.
Cpok Ha TOJHOCT clie/l IbPBO OTBApsSIHE HA TbpBUYHATA onakoBka: 10 Jaca.

5.3 Cneuuannu yciaoBusi 3a cCbXpaHeHHe
Ja ce cpxpansiBa B xiaguiHuk (2 °C — 8 °C).

Ja He ce 3ampassiBa.
Ja ce masu oT npsAKa CTbHYEBA CBETIHHA.



54 Buau cbcTaB HA MBPBHYHATA ONMAKOBKA

Byruika ot monmuetunen repedranat (PET), 3aTBopenu ¢ ryMeHa Tamna 1 aTyMUHUCBA Karaydka.
Pa3smepu Ha omakoBKUTE:

Kapronena xytus ¢ 1 6ytmika ot 300 ml (1 000 go3n) i 600 ml (2 000 mo3m).

He Bcuuku pa3Mepu Ha OnakoBKaTa Morar ja ObJaT Mpe/siaraHy Ha rasapa.

5.5 Chenuannu MepKkH 32 YHUII0KABAHE HA HEM3MOJ3BAHU NPOIYKTH UM OCTATHIHU OT TAX

BerepunapHuTe nekapCcTBEHU MPOIYKTH HE TPSOBA 1a ObJaT U3XBBPISHU Upe3 OTIIaJHU BOJIU WU
OUTOBU OTIIAABIIN.

H3non3paiite IIporpaMu 3a BpbIIaHe IIPHU YHUIIOKAaBAHCTO HAa HEU3MOJI3BAHU BETCPUHAPHU
JICKApPCTBCHU MPOAYKTH UJIK OCTAaTBUU OT TAX B CbOTBETCTBUEC C U3UCKBAHUATA HA MECTHOTO

3aKOHOJIATEJICTBO M C BCUUKH HAIMOHAJIHH CUCTEMH 3a ChOMpPaHe, PUIIOKUMHU 33 ChOTBETHUS
BETEPUHAPEH JIEKAPCTBEH MPOIYKT.

6. HNME HA ITPUTEXATEJISI HA PASPEIIEHUETO 3A ThbPI'OBUSA

Intervet International B.V.

7. HOMEP(A) HA PASPEIIIEHUETO 3A ThPI'OBUA

EU/2/24/309/001-002

8. JATA HA II'bPBOTO U3IABAHE HA PASPELHIEHUETO 3A ThbPI'OBUS

Jlata Ha TBPBOTO M3/J[aBaHe Ha pasperineHneTo 3a Thprosust: 06/05/2024.

9. JATA HA TIOCJIIEJHATA PEJAKIIUS HA KPATKATA XAPAKTEPUCTUKA HA
ITPOAYKTA

{(MM/TTTT}

10. KIACHO®UKAIUS HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOJYKTHU
Ja ce oTIrycka caMo 110 JIEKapCKO NPEIIUCAHHE.

IoxpoOHa nHpopMarrs 3a TO3M BETEpUHAPECH JIEKAPCTBEH MPOAYKT MOXKE J1a HAMEpUTE B 0a3arta JaHHU
Ha Crro3a otHocHO nipoayktute (https://medicines.health.europa.eu/veterinary).



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

HPUJIOKEHUE I1

APYI'N YCJIIOBUA N U3BNCKBAHUA KbM PASPEHIEHUETO 3A ThPI'OBUSA

Hama



HPUJIOKEHHUE I11

ETUKET U JINCTOBKA



A. ETUKETH



NHOOPMAILUSA, KOATO CE U3IINCBA BbPXY BBbHIIITHATA OITAKOBKA

KAPTOHEHA KYTHUS

1. HAUMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Nobilis Multriva RT+IBm+ND+Gm+REOM+EDS umkeKInoHHa eMyJICHs

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

WHakTrBHUpaHu aMOBE Ha NITHYH METAITHEBMOBUPYC, BUPyca Ha HH(EKIIO3eH OPOHXUT, BUpyca Ha
Hroxsicpickara Oomect, BUpyca Ha 3a00Is1BaHeTO HHPEKIINO3eH OypP3UT, ITUIHS PEOBUPYC U
CHHIpPOM Ha craj B stiiiieHoceneTo - 1976 Bupyc.

| 3. PABMEP HA ONIAKOBKATA

300 ml (1 000 mo3n)
600 ml (2 000 mo3m)

‘ 4. BUJIOBE JKMBOTHMU, 3A KOUTO E ITPEJJHAZHAYEH BJIII

IInnera

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYNHU HA TPUJIOKEHHUE

3a HHTPaMyCKYJTHO TIPIIIOKECHHE.

7. KAPEHTHH CPOKOBE

Kapenren cpok: Hyna 1HHA

/8. CPOK HA TOJIHOCT

Exp. {mm/rrrr}

Crnen oTBapsHe U3Noa3BaiiTe B pamkute Ha 10 gaca.

‘ 9. CIIEHUAJIHU YCJIOBUA 3A CbXPAHEHHUE

Ja ce cbxpaHsBa B XJIaIMJTHUK
[a =He ce 3ampa3ssBa.
[a ce masu oT npsika cIbHYEBa CBETIMHA.

10



‘ 10. HAANUCDHT ,,IPEIU YIIOTPEBA NPOYETETE JIUCTOBKATA“

[Ipenu ynoTpeda npoyereTe JIMCTOBKATA.

‘ 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€ CbXpaHsaBa Oaji€d OT IIorji€aa 1 Ha HEAOCTBITHU 3a A€1a MECTA.

13. HWME HA IIPUTEXATEJISA HA PASPEIIEHUE 3A THPTOBUS

Intervet International B.V.

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

EU/2/24/309/001 300 ml
EU/2/24/309/002 600 ml

15. MHNAPTUAEH HOMEP

Lot {Homep}

11



NHOOPMAILUSA, KOATO TPABBA JJA BBJAE U3IIMCAHA BBPXY ITBbPBUYHATA
OITAKOBKA

Etuxer — 300 ml / 600 ml PET 6yTuaka

1. HAUMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Nobilis Multriva RT+IBm+ND+Gm+REOM+EDS nnkxekuoHHa eMyJcus

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

300 ml (1 000 no3m)
600 ml (2 000 mo3m)

MHakTHBHpaHH [IaMOBE Ha ITHYH METAITHEBMOBHPYC, BHpyca Ha MH(EKINO3eH OPOHXHT, BUpyca Ha
Hroxsicpickara Oonect, BUpyca Ha 3a00IsBaHeTO HHPEKIINO3eH OypP3UT, ITUIHS PEOBUPYC U
CHHIPOM Ha CHaj B stiifrieHoceneTo - 1976 Bupyc.

3. BUJAOBE )KUBOTHMU, 3A KOUTO E IIPEJJHA3ZHAYEH BJIII

IInnera

4. HAYUHU HA TPUJIOKEHUE

3a HHTPaMyCKYJTHO TIPIIIOKECHHE.
[Mpeau ynorpeba npovereTe JIMCTOBKATA.

5. KAPEHTHH CPOKOBE

KapeHTeH cpok: Hyla THH

| 6. CPOK HA FOJIHOCT

Exp. {mm/rrrr}

Crnen oTBapsiHE U3MNON3BaiiTe B pamkute Ha 10 vaca.

‘ 7. CIIEHUAJIHU YCJIOBUA 3A CbXPAHEHHUE

Ha ce cbxpaHsiBa B XJIaJUIHUK.
Ja He ce 3ampassiBa.
Ja ce ma3u oT npsAKa CTbHYEBA CBETIMHA.

‘ 8. NME HA ITIPUTEXKATEJISI HA PASPEHIEHUETO 3A ThbPI'OBUSA

Intervet International B.V.

12



| 9. IMAPTUJEH HOMEP

Lot {Homep}

13



B. INCTOBKA

14



JIMCTOBKA

1. HaumenoBanue Ha BeTepUHAPHUS JeKAPCTBEH MPOAYKT

Nobilis Multriva RT+IBm+ND+Gm+REOM+EDS umkekiinoHHa eMyJICHsI 3a AIeTa

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

AKTHBHHY BellecTBAa:

IITnun metanueBMoBupyc, mam BUT1 #8544, nnaktuBupan

Bupyc Ha nadpexmo3en Oporxut, Tun Massachusetts, mam M41, nHakKTHBHpaH
Bupyc Ha undexiposen Opouxur, type 793/B, niam 4/91, nnakTuBupaH
Bupyca na Hioksicbiickata 6onect, mam Ulster, nHaKTHBHpaH

Bupyca na 3abomsiBareTo nHMeknmnoseH Oyp3ur, maMm GB02, nHakTHBHpaH
Bupyca na 3a6ossBaneTo uHpeKIro3eH 0yp3ur, mam 89/03, nHakTHBUpaH
IItium peoBupyc, mam ARV-1, nnaktuBrpan

IItiun peoBupyc, mam ARV-4, nnaktuBrpan

Cunzpom Ha cnaf B sidieHoceHeTo - 1976 Bupyc, miam BC14, nunaktuBupan

AJI'KYBaHT:
Light liquid paraffin: 128,6 mg

XomoreHHa, (1o4TH) OsiyIa eMyJICHSL.

3. Bunose :xuBoTHH, 32 KOUTO € npeaHa3Hayen BJII
[Munera.
4, Iloxa3zanus 3a ynorpeda

ITokaszanus 3a ynorpeba:
3a aKTMBHA UMYHU3aIllUs HA TTHJIETA 3!

>19,0 Ut

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

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

"  HaMaJsBaHE Ha Clajl B SHIIEHOCCHETO, MPUYUHEHO OT NTH4u MeTanHeBMoBupyc (AMPV).
"  HaMaJsBaHE Ha PECIIUPATOPHUTE NPU3HAIM U CHIaJl B SHIIEHOCEHETO, IPUYNHEHHU OT BHpYyca Ha
napexrosen Oponxut (IBV), mam Massachusetts (GI-1 renorum) u 4/91-793B (GI-13

TECHOTHII).

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

Hroksicwickara 6onect (NDV).
= [lacuBHa MMyHHM3aLHUs HA TOTOMCTBOTO Ha BAKCHHHPAHUTE MUJIETa KbM

- HaMallsBaHe Ha CMBPTHOCTTa W KIWHUYHUTE TMPH3HAIM, TPUYMHEHH OT MHOTO
BupyienTHus (CS89) u knacuueckus (STC) mamose Ha BUpyc nH(pEKI03Ha Oyp3aiHa

oonecr (IBDV).

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

ntuun peoBupyc (ARV) renotun 1 u 4.

- HamaJsiBaHe Ha CIaj B SHUIIEHOCEHETO U JAe(PEeKTH Ha siifyHaTa YepynKa IPUIHHEHHU OT

CHHJIPOM Ha craj B sifiieHoceHeTo - 1976 supyc (EDSV).
Hauaino Ha umyHureTa:
= IBV,NDV, IBDV, ARV and EDSV: 4 ceamuIu ciieJ BAKCHHALIMSITA.

= AMPV: 5 ceqmuin ciesr BAKCHHAIIHASTA.
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= [BDV u ARV B nmotoMcTBOTO: 1 THEBHA BB3pacT

[IpoabIKUTETHOCT HA UMYHUTETA:
= AMPV, IBV, NDV, IBDV, ARV and EDSV: 80 cenmunu ciresi BAKCHHALIAATA
= [BDV u ARV B noToMcTBOTO: 3 ceAMUYHA BB3PacT

YcraHoBeHa e kpbcrocana 3ammra 3a IBV mam QX-D388 (GI-19 renorun), Var2 (GI-23 renotumn) u
Q1 (GI-16 rexotum).

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

5. IIpoTuBonokaszanus
Hsma.
6. CrnenuaaHu npeaynpexieHns

CrernuanHu NpeaynpeskIeHns:
Jla ce BAKCHHUPAT caMoO 37IpaBH KUBOTHH.

CHCHHaHHH npeamnasHu MEPKU, KOUTO TDH6B3 Ja B3EMC JIMIICTO, ITpUJIaraiio BETCpUuHAPHUA JICKAPCTBCH
OPOJYKT HA )KUBOTHUTE!

3a moTpeduTenuTe:

To3u BeTepuHapeH 1eKapcTBEH MPOIYKT ChAbPKAa MUHEPaIHO Macio. CiydaiiHOTO
HHXEKTHpPaHe/CaMOMHKEeKTUPaHe MOXKe J1a IPEeJU3BUKa CHUIIHA O0JIKa U OAyBaHe, 0COOCHO MPH
MHKEKTHPAHEe B CTaBa WM IPBCT U B PEIKH CITydan € Bb3MOYKHO Jla ce 3aryOu 3acerHaTHs IPBCT, aKo He
€ OKa3aHa HaBpeMe JIKapcKa MOMOII. AKO IO CIy4allHOCT CTe HHKEKTUPAHH C TO3U BETCpUHAPEH
JIEKapCTBEH MPOAYKT, IOTHPCETE CHELIHO CHhBET OT JIEKap U HOCeTe JIMCTOBKaTa ¢ Bac, mopu na e
MHXEKTHPAHO ChBCEM MAJIKO KOJIMYECTBO. AKO OOJIKaTa MpoabIbKaBa rmoeve ot 12 gaca cien
MEIUIUHCKHUS MPEeriie]], IOThPCETe OTHOBO CHBET OT JeKaps.

3a nekapure:

To3u BeTeprHAPEH JIEKAPCTBEH NPOLYKT ChIbPKa MUHEPAIHO Macio. Jlopu 1a ca MHKEKTHPaH!
MaJIKU KOJIMYECTBA, CIYyYailHOTO MH)KEKTHPaHEe C TO3M BETEPHUHAPEH JIEKapCTBEH MPOIYKT MOXeE Ja
MIpeIM3BHKa M0sIBA HAa CHJIEH OTOK, KOWTO MOXKE HaIpUMED Jia TOBeIe 10 HCXEMHUYHA HEKpo3a U JOpU
1o 3ary6a Ha npbct. HeoOxonnma e HE3ABABHA, xoMnieTeHTHa Xupyprudecka Hameca. Bp3MokHO
€ J1a ce HaJIOXKH MHIM3MA U UPUTalns Ha HHKEKTHPAHOTO MACTO 0COOSHO aKo ca 3acerHaTy IyJmaTa
Ha MPBCTA WIH CyXOKUIHETO.

Ity Hocauku:
Ja He ce U3no3Ba nNpu NTULM B IepUoa Ha SIMIIEHOCEHE U B paMKUTE Ha 3 CEAMUIIM MPEIU HA4YaI0TO

Ha SIULEHOCHUS IEPUOJL.

BsaumMoselicTBre ¢ APYrH BeTepUHAPHHM JIEKAPCTBEHH NPOAYKTH U IPYTU (JOPMHU Ha B3aUMOJICHCTBHE:
Hsma nannyna nadopmanms 3a 0€30mMacHOCT U €PUKACHOCT OT CHBMECTHOTO M3II0JI3BAHE HA Ta3H/TO3H
BAaKCHHA C JIPyTY BETEPUHAPHU JIEKapCTBEHU NpoAyKTH. [lopanu Ta3u npudnHa, MpUIaraHeETo Ha Ta3H
BaKCHHA TIPE WJIH cJiell yroTpedara Ha IpyT BeTEpHHAPEH JeKapCTBEH MPOIYKT TPsiOBa 1a ce
MIPELEHN CIIOpe]l MHANBUYATHHS CIydail.

IIpenosupasne:
Hsama npyru HeOnarompusTHM peaklMd, OCBEH IMocouyeHuTe B , HeOmarompusTHm peakuuu

Ha6J'IIO}_IaBaHI/I CJIC TPUJIOKCHHUC Ha HBOﬁHa J103a BaKCHHA.

CHGLII/IEU'IHI/I OT'paHUYCHHSA 3a VHOTD€63 1 CIICTIMAJIHH YCJIOBHUA 34 VHOTD€6a:
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Bcesiko nurie, koeTo Bh3HAMEpPSIBA Ja IPOU3BEXKIa, BHACS, IPUTEKABA, pA3NpPOCTPaHsBa, IPOIaBa,
cHabsiBa U ynoTpeOsiBa TO3M BETEPUHAPEH JIEKAPCTBEH MPOIYKT, TPSAOBA IBPBO J1a Ce KOHCYJITHpPA C
KOMITETEHTHHUTE BJIACTH HA ChOTBETHATA JbPIKaBa YICHKA OTHOCHO MeHCTBAIINTE BAKCHHAIIMOHHN
MOJIUTHKH, KaTO TE3U JICHHOCTH MOTaT Ja ObIaT 3a0paHeH! B Ibp)KaBa UICHKA Ha I[sU1aTa WA 9acT OT
HefHaTa TEPUTOPHS, B ChOTBETCTBHE C HAIIMOHATHOTO 3aKOHOIATEIICTBO.

OCHOBHM HECEBMECTUMOCTH
He cmecBaiite ¢ npyr BeTepuHapeH JE€KapCTBEH MPOAYKT.

7. Heo0aaronpusTHu peakuum

IInnera:

Heuectn Byuka B MACTOTO Ha MHXKEKTUpaHe!

(1 no 10 Ha 1 000 TpeTupanu
’KHBOTHH):

1 O6MKHOBEHO M3YE3BAT B PAMKHUTE Ha 3 CEMMIIH.

Cro0ImaBaHeTo Ha HEOIArONMPHUATHH PEAKIUHU € BaKHO. ToBa MMO3BOJISIBA HEMPEKbCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha MPOAYKTa. AKO 3a0eNe)KUTe HIKAKBUH HEOIArONPHUSITHU PEaKIUH, BKIFOYHTEIHO U
TaKWBa, KOUTO HE Ca OIMMCAaHU B Ta3u JINCTOBKA WX MUCIIMTEC, Y€ BETCPUHAPHUSA JICKAPCTBCH ITPOAYKT
He JIefiCTBa, CBhPIKETE ce MbpBO ¢ Bammus BerepuHapeH nekap. MoxeTe ChIIo J1a choOmaBaTe
HeOJIaronpusTHH PeakLUK Ha IPUTEXKATeIsl Ha Pa3pelieHUETO 3a ThProBUs, KATO U3MO0J3BATe JAHHUTE
3a KOHTAKT B Kpasi Ha Ta3W JIMCTOBKA WM upe3 BamaTta HanpoHanHa cucremMa 3a cboOIIaBaHe:
{moapoOHOCTH 32 HAIMOHAIHATA CUCTEMa }

8. Jo3upoBKa 32 BCeKU BU/I }KMBOTHO, HAYMHU M METOJ] HA NPUJI0KEHE
3a HHTPaMyCKYJTHO TIPIJIOKECHHE.

[Tpunosxere equanyaHa 103a ot 0,3 ml B o6macTTa Ha repaUTe WK Oepara OT §-ceMUYHA Bh3PaCT
HATaThK, HO HE TIO-KHCHO OT 3 CEAMMIIN NPEIH HAYallOTO Ha SUIIEHOCEHETO.

9. CbBeTH 32 IPABUJIHOTO NPUJIATAHE HA MPOAYKTA

Ta3u BakcHHa € IpeIHa3HAYCHA 32 M3M0JI3BaHe KaTo OycTep BaKCHHAIMS Clie]] TbPBUYHO
BaKCHHUPAHE C )KWBY WM HHAKTUBUPAHU BAKCHHH B CXeMara 3a BakcuHHupaHe. [IbpBuyHuTE
BaKCHHAIIMY TPsIOBa J1a ce M3BBPIIBAT C KMBU WJIM MHAKTHBUPAHH BAaKCHHH CpEIy BHpyca Ha
uHpexnno3eH opouxur (Hamp. Nobilis IB 4-91, Nobilis IB Ma$5), Bupyc Ha undekiimo3Ha Oyp3aiHa
oounect (Hamp. Nobilis Gumboro D78, Innovax-ND-IBD) u ntuun peoBupyc(namp. Nobilis Reo 1133,
Nobilis Multriva REOm). Bakcunata TpsiOBa 1a ce NpuiIoXu Hail-Masko 4 ceMHLH cIel
MPUJIAraHeTo Ha MbPBUYHATA BAKCHHAITHSL.

[penu ynotpebda BakcuHaTa TPpIOBa J1a JOCTUTHE CTaiHA TEMIIepaTypa.

Ja ce pazknama moope.

CHpuHIIOBKHTE U MIJIMTE TPSAOBA J1a ca CTEPHJIHH MPEau yrnoTpeoa.

Crenpaiite cTaHIapTHU aCENTUYHH MPOLIEAYPH.

Koraro mbpBHYHM BakCHHALIMY Ca U3BBPILEHH CPELLy NITHYM MeTanmHeBMoBUpyc (Hamp. Nobilis Rhino
CV) w/wm Bupyc Ha Hiokscbeiackara 6osect (Hamp. Nobilis ND C2, Nobilis ND Clone 30, Innovax-
ND-IBD), BakcuHara Tpsi0Ba Aa ce MPHUII0KH Hai-Masiko 4 ceAMUIM Cie]] IPUIIOKEHUETO Ha
I'bPBUYHATA BAKCUHALUSL.

10. KapeHnTHu cpoxoBe
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Hyna nuu.

11. CpoeunuaJiHU yCJIOBHS 32 CbXpaHeHHe

[a ce cpxpaHnsiBa faned OT NOIJIeAa M Ha HEAOCTHITHH 32 JIe[a MecTa.
ITa ce cexpansBa B xnaquwiHuk (2 °C — 8 °C).

[a He ce 3ampassiBa.

I[a CC a3 OT IpsKa CJIbHYCBA CBCTJIMHA.

I[a HE CC U3M0JI3Ba TO3H BETCPUHAPCH JICKAPCTBCH MMPOAYKT CJI€A U3THUYAaHE CPpOKa HAa T'OAHOCT,
IMOCOYCH BbPXY CTHUKCTA. CpOK’bT Ha TOAHOCT OTroBaps Ha MOCJICAHNA JCH OT TO3U MECCII.

CpoK Ha TOJHOCT cJel IbPBOTO OTBApSHE HAa IbPBUYHATA onakoBKa: 10 daca

12. CnenmajaHu npeanasHu MepKHU NPH YHUIIOKABAHE

BerepunapHuTe JIeKapCTBEHH MPOYKTH HE TPsAOBa J1a ObJaT U3XBBPIISHYU UPEe3 OTIIAJHU BOJIU HITU
OUTOBHU OTHAIBIIH.

W3znosn3Baiite mporpamu 3a BpblllaHe IpY YHUIIOKABAaHETO Ha HEU3ITOJI3BAHN BETepUHAPHU
JIEKapCTBEHHU MPOAYKTH WM OCTaThLU OT TSIX B CbOTBETCTBUE C U3UCKBAHUSATA HA MECTHOTO
3aKOHOJATEJICTBO U C BCHUKY NPWIOKUMH HallMOHAIHU CUCTEMH 3a chOupane. Te3u MepkH 1ie
MTOMOTHAT 32 ONIa3BaHE Ha OKOJIHATA Cpena.

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

13. Kaacuduxanus Ha BeTEpUHAPHUTE JeKAPCTBEHH NMPOIYKTH

I[a CC OTITYCKa CaMO IIO JICKAPCKO IMpPCAITUCaHHnC.

14. Homepa Ha pa3pellieHHeTO 32 THPTOBUS H Pa3MepH ONAKOBKHU
EU/2/24/309/001-002

Pa3zmepu Ha onakoBKuTe:
Kapronena xytus ¢ 1 6ytunka ot 300 ml (1 000 go3u) umu 600 ml (2 000 go3m).

He Bcuuku pa3mepu Ha ommakoBKaTa MOTat Aa ObAaT MpeayiaraH Ha ma3apa.

15. /laTa Ha mocJjieAHATA peAaKIUs HA TeKCTa
{MM/TTTT}

Ho;[po6Ha I/IH(l)OpMaLII/ISI 3a TO3U BECTCPUHAPCH JICKAPCTBCH MPOAYKT MOXKE 1a HAMCPUTC B Oasara
mannan Ha Chro3a otHocHO mpoaykrute (https://medicines.health.europa.eu/veterinary).

16. JlaHHH 3a Bpb3Ka
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IIpurekaTel Ha pa3pelIeHUEeTO 3a ThPrOBHS M IPOU3BOAUTEN, OTTOBAPSIIL 32 OCBOO0KIABAHETO HA

OapTHIW U JaHHHU 34 BPB3Ka 3a C’LO6HIaBaHe Ha nipeanoJjaracMu He6HaI‘0HDI/I}ITHI/I PCAKIIUU.

Intervet International B.V., Wim de Korverstraat 35, 5831 AN Boxmeer, The Netherlands

Belgié/Belgique/Belgien

Tél/Tel: + 32 (0)2 370 94 01

Peny0auka bwarapus
Ten: +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 37094 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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