NNPUJIIOXEHUE 1

KPATKA XAPAKTEPUCTHUKA HA ITIPOJAYKTA



1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Nobilis Multriva RT+IBm+ND+EDS umxexiinonsa eMyscus 3a IuieTa

2. KAYECTBEH U KOJIMYECTBEH CBCTAB
Besika nosa ot 0,3 ml ceappxa:

AKTHBHH BellleCcTBA:

[Ituun metanueBMoBupyc, mam BUT1 #8544, nunaktusupan >19,0 U
Bupyc Ha nadexnmoszen 6porxut, Tun Massachusetts, mam M41,

MHAKTHBHPAH > 4,8 logy HI?
Bupyc na nadexunoszen 6ponxut, tun 793/B, mam 4/91, unaktuBupan > 5,7 log, HI?
Bupyca na Hroksicenckara 6onecr, mam Ulster, nHakTHBHpaH >59U'
CunzpoMm Ha criaj B sitieHoceHeTo-1976 Bupyc, mam BC14, nrakTuBUpan >368,3 U'

! KakTo € onpejeneHo upe3 TecT 3a e(peKTHBHOCT Ha aHTHIeHHa Maca in vitro ELISA
2 HI = unxubupade Ha xemarnyTuHanusTa. Kakro e onpeseneno upes Tect 3a epeKTUBHOCT in Vivo pU NUJIeTa

AJKYBaHT:
Light liquid paraffin: 128,6 mg

IToMolIHH BelecTBa:

KauecTBeH ChCTaB Ha NOMOIIHHUTE BelleCTBA U Apyrure
CbCTAaBKH

Polysorbate 80

Sorbitan oleate

PBS solution

XomoreHHa, (o4Tn) Osi1a eMyJIICusl.

3. KIIMHUYHA TH®OPMALUA

3.1 BupaoBe :kMBOTHH, 32 KOUTO e npeanasnauen BJIII

ITunera.

3.2 Iloka3anus 3a ynorpe0a 3a BCeKH BU/J )KMBOTHH, 32 KOITO e NMpeAHAa3HAYEH NPOAYKTHT

3a akTHBHA MMYHHW3allUs HA MTUJIETA 34!
® HamaJsBaHE HA CHaJ B AHIIEHOCEHETO, MPUYNHEH OT NTHYH MeTanHeBMoBHUpYyC (AMPYV)

L HaMaJIsIBaHE Ha pECIUPATOPHUTEC MMPU3HALX U CIIa]l B ﬂﬁHeHOCCHeTO, IMPUYNHCHHU OT BUpPYCa Ha

nHpexnuoseH opouxut (IBV) mamose Massachusetts (GI-1 renotumn) u 4/91-793B (GI-13
TCHOTHIT).

e HaMaJsABaHe HA CMBPTHOCTTA M KJIMHUYHUTE NMPU3HAIIM, TPUUYNHEHU OT BUpYyCa Ha
Hroxkscwiackara 6omect (NDV)

e HaMaJsBaHE Ha CMaJl B SIMIICHOCCHETO U Ie(eKTH Ha SHYHATA YePYITKa, IPHIMHEHH OT
CUHIPOM Ha craj B sineHoceHeTo-1976 supyc (EDSV).

Hauano na umyHurera:
e IBV, NDV u EDSV: 4 ceqmuiiu ciie BakCHHAIASITA
e AMPV: 5 ceqmuriu cieq BaKCUHALIUATA



[IpoabIKUTETHOCT HA UMYHUTETA:
e AMPV, IBV, NDV u EDSV: 80 cenmMuIiu ciaeq BaKCUHALIUATA

VYcranoBeHa e kpbrcTocana 3amuTa 3a IBV mamose QX-D388 (GI-19 renorum), Var2 (GI-23 rerotum)
u Q1 (GI-16 rerotum).

3.3 IIporuBomoka3zanus

Hsma.

3.4 ChneunuajaHu mpeaynpesKaeHust

Jla ce BakcHHHUpAT caMoO 3APaBH KUBOTHH.

3.5 Cneunuajnu nmpeana3Hu MepKHU NPH ynoTpeda

Crenuaiany Ipeamna3sid MEpKH 3a 0e3omacHa yooTpeda Ipy BUIOBETE JKUBOTHH, 3a KOUTO €
npeaHasnaueH BJIII:

He e npunoxumo.

Crenuaidy npeana3sHd MEPKH 3a JIMIATa, IPUIaraiiyd BETepUHApHUs JIEKAPCTBEH MIPOJYKT Ha
JKUBOTHHTE:

3a moTtpeburenuTe:

To3u BeTeprHapeH JIekapCTBEH MPOIYKT ChAbpKa MUHEPATHO Macio. CirydaifHOTO
MHXEKTUPaHe/CaMONH)KEKTHPAaHe MOXKe J1a IPEU3BHUKa CHUIIHA O0JIKa M TIOyBaHe, 0COOCHO TpH
MH)KEKTHpaHEe B CTaBa WJIM MIPBCT U B PEIKU CIy4Yad € Bb3MOXKHO Ja ce 3aryOH 3acerHaTus PbCT, aKo He
€ OKa3aHa HaBpeMe JICKapcKa MOMOII. AKO MO CIyYaifHOCT CTe MHXKEKTUPAHU C TO3U BETCPHHAPEH
JIEKapCTBEH MPOIYKT, MOTHPCETE CIEIIHO CHBET OT JISKap W HOCeTe JIMCTOBKaTa ¢ Bac, mopu na e
WH)XKEKTHPAHO ChBCEM MAJIKO KOIM4YecTBO. AKo OojIKaTa IMpobiikaBa rmoseue ot 12 Jaca cnen
MEJUIUHCKUS MPerie]], HOThPCeTe OTHOBO CHBET OT JIEKapsl.

3a nekapure:

To3u BeTepuHapeH JeKapCTBEH MPOIYKT ChAbpika MUHEPAIHO Macio. Jlopu Ja ca MH)KEKTUPaHU
MaJIK{ KOJIMYECTBA, CIy4alHOTO HHXKEKTHPAHE C TO3H BETEPUHAPEH JIEKAPCTBEH MIPOAYKT MOXKE J1a
IpeAU3BUKA M0SABA HA CHJICH OTOK, KOMTO MOXKE HAaIlpUMED Ja A0BEE 10 HCXEMHYHA HEKPO3a U A0pU
1o 3aryba Ha npbct. Heooxonuma e HE3ABABHA, koMmneTeHTHa Xupyprudecka Hameca. Bb3MoKHO
€ J1a ce HaJIOKW MHLIN3US ¥ UPUTALKUs Ha HHXEKTHPAHOTO MACTO OCOOCHO aKO ca 3aCerHaTH ITyJinaTa
Ha NPBCTa WIK CYXO0XKUIHUETO.

CHCIII/IEUIHI/I OpcanasHy MCPKHU 3a 3allliTa Ha OKOJIHATa cpeja:

He e npuoxxumo.
3.6 He0naronpusiTHu peakuuu

Iunera:

Heuectn Byuka B MACTOTO Ha MHXKEKTHpaHe'

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

! OOMKHOBEHO U34Y€3Ba B PAaMKUTC Ha 3 CCIMMUIIN.

Cro0I11aBaHeTo Ha HEOIArONPUATHHU PEAKIUK € BaxkHO. ToBa MO3BOJIsIBA HEMTPEKHCHAT MOHUTOPUHT Ha
0e30MacHOCTTa Ha BEeTEpUHAPHHUS JICKapCTBEH NMPOoaykT. ChoOIIeHHsITa TPIOBa 1a Ce M3MpAIlar, 3a



IpeAnoOIUTaHe Ype3 BETCPUHAPCH JICKAP, WJIN HA MMPUTCIKATCIIA Ha PA3PCHICHUCTO 34 ThbPrOBUsI, UJIN HA
HAalMOHAJIHUA KOMIICTCHTCH OpPTraH Ype3 HallMOHAJIHATa CUCTEMA 3a C’BO6H_IaBaH6. 3a CbOTBETHHUTE
JaHHU 3a BPpb3Ka BUKTC JIMCTOBKATA.

3.7 VYmnorpeda mo BpeMe HAa OPEMEHHOCT, JAKTAIUS UJIM sTiilleHOCeHe

IITrm HOcadKH:
I[a HC CC U3II0JI3BA HpI/I IITUIIU B nepnoaa Ha HfIHeHOCGHe U B paMKI/ITe Ha 3 ceaMuIn npe;u/l HaA4YaJIOTO

Ha ANIEHOCHUS NEPUOL.

3.8 B3aumoaeiicTBHe ¢ IPYrd BeTEPUHAPHU JIEKAPCTBEHU NMPOAYKTH U APyru popmMu Ha
B3auMoJeilicTBHe

Hsva manmmaaa naGOpMaIis 3a 6€301macHOCT U e(hUKACHOCT OT ChBMECTHOTO M3TIOJI3BAHE HA Ta3H
BaKCHHA C PYT'H BeTEpUHAPHHU JICKAPCTBEHH MPOIYKTH. B3eMaHeTo Ha pelIeHre 3a PUIIaraHeTo Ha
Ta3W BaKCHHA MPEIH WIH CJIe] yIoTpedara Ha IpyT BEeTEPHHAPEH JICKapCTBEH MPOAYKT TPsAOBa Jia ce
NPEICHU CIIOpPE MHIUBUIYaTTHHS CITydaii.

3.9 HayuH Ha NpUJIOKEHNeE U JO3HPOBKA

Ta3u BakcuHa e MpeTHa3HaYCHa 32 H3MOJI3BaHe KaTo OyCTep BAKCHHAIMS CJIC/ MBPBUYHO
BAaKCUHHPAHC C J)KUBU UJIKM MHAKTUBHUPAHU BAKCUHU B CXCMATA 3a BAKCUHUPAHEC. H'I)pBI/I‘IHI/ITC
BaKCHHAITUY TPsIOBa J1a c€ U3BBPILIBAT C )KUBU MM WHAKTHUBUPAHU BAKCHHU CPEIy BUpyca Ha
nHpekmno3en oporxut (Hamp. Nobilis IB 4-91, Nobilis IB Ma5). Bakcunata Tpsi6Ba ga ce pHUIIOKU
Hal-MajKo 4 CeAMUITH CIIC]] IPUIaraHeTO Ha ITbPBUYHATA BAKCUHAIIHS.

3a UHTPaMyCKYJIHO MPHUIIOKEHHE.

[punoxere equunuHa 1o3a ot 0,3 ml B o6yiacTTa Ha THEpPAUTE WK OepaTa OT 8-CeMHUYHA Bh3PaCcT
HATATHK, HO HE MO-KHCHO OT 3 CEJMUITH MPEIH HAYAIOTO Ha STHIIEHOCEHETO.

[Ipenu ynoTpeba BakcuHaTa TpsiOBa J1a TOCTUTHE CTaiiHa TemmepaTypa.
[a ce paskiamia nobpe npeau ynorpeoa.

CIpHUHIOBKUTE U UITIHTE TPsIOBa J1a ca CTEpUIIHM Ipear ynorpeba.
CrnenBaiiTe CTaHIAPTHHU aCENTHYHU MPOLETYPH.

Korato mbpBrYHM BaKCHHALIMH A U3BBPILEHH CPELLy NTHYM MeTanmHeBMoBHpYyc (Hamp. Nobilis Rhino
CV) n/umm Bupyc Ha Hioksacnwickata 6onect (Hamp. Nobilis ND C2, Nobilis ND Clone 30, Innovax-
ND-IBD), BakcuHaTa TpsiOBa J1a ce MPUII0KU Hal-MaJIKo 4 CeAMULIU ClIe] IPUIJIOKEHUETO Ha
I'bPBUYHATA BAKCHHALIHAL.

3.10 CumnTomMHM Ha npeAo3upaHe (M KOraTo € NpPUJI0KMMO — NMPOoUeAyPH Ha AelicTBHE NPH
CIIEIIHH CJIy4Yau U aHTHI0TH)

Hsama apyru HeOMaronpusTHA peakiny, OCBEH MOCOYEHUTE B T.3.6, HAOIIOIaBaHU CJe]l IPUIOKEHHE
Ha JIBOIHA 71034 BaKCHHA.

3.11 CrheumaJHU OrpaHMYEHHS 32 yHOTpeda M ClelMAJIHM YCJIOBHA 32 YIOTPeda, BKJIIYUTEIHO
OrpaHMYeHMs 32 ynoTpedaTa HA AHTUMUKPOOHM M MPOTUBONAPA3ZUTHH BeTePUHAPHH
JIeKapCTBEHH! NMPOAYKTH, C IeJI 1a ce OTPAHUYH PHCKBT OT Pa3BUTHE HA Pe3MCTEHTHOCT

Bcesiko nuiie, koeTo Bb3HAMEPSIBA Ja MPOU3BEKIA, BHACS, IPUTEKABA, PA3IPOCTPaHIBa, IIPOJIaBa,
cHa0/sBa M ynotpeOsBa TO3M BETEPUHAPEH JICKAPCTBEH MPOIYKT, TPSIOBA MBPBO Jia CE KOHCYJTHPA C
KOMITETCHTHHUTE BJIACTH Ha CHOTBETHATA JIbPKaBa WICHKA OTHOCHO JICHCTBAIINTE BAKCHHAITMOHHHI
TIOJTUTHKH, KaTO T€3H JEHHOCTH MOTaT /1a ObJaT 3a0paHeH! B IbpKaBa WISHKA Ha I1aTa WIIA 9acT OT
HelfHaTa TepUTOPHS, B ChOTBETCTBHE C HAIIMOHATHOTO 3aKOHOATEJICTBO.



Moxe Ja € H€06XO,E[I/IMO OCBO60)KZ[aBaHCTO Ha MapTUAWUTE HA TO3U IMMPOAYKT Ja C€ U3BBPIIA OT
0(1)I/II_[I/IaJ'IHI/I$I KOHTPOJICH OpTraH B CbOTBCTCTBUC C U3UCKBAHUATA B CTpAaHATA.

3.12 KapeHTHH cpOKOBe

Hyna qau.

4. NMYHOJIOI'NYHA UH®OPMALIUA

4.1 BerepuHnapen JiekapcTBeH anaTtomo-TepaneBTu4eH koa (ATCvet Code): QI01AAIS.
Bakcunara e npenHazHadYeHa Ja CTUMYJIHpPa aKTHBEH HMYHHUTET CpEIly BUpyca Ha ITHIH
PUHOTpaxeuT, BUpyca Ha HHPEKINO3HUI OpPOHXHT, BUpYyca Ha Hiokschickara Gosect u
CUHJPOM Ha craj B sillieHoceneTo-1976 Bupyc.

5. DAPMAIEBTUYHU JAHHHA

5.1 OcHOBHM HECHBMECTHUMOCTH

He cmecBaiite ¢ Ipyr BeTeprUHAPEH JEKapCTBEH MPOIYKT.

5.2 Cpoxk Ha roaHoct

CpoK Ha TOJHOCT Ha KpaHUS BETE€pUHAPEH JIEKapCTBEH MPOAYKT: 2 TOJUHHU.
CpoKk Ha TOTHOCT CJe ITFPBO OTBApsSHE Ha MbpBUYHATA onakoBka: 10 gaca.

5.3 ChenuajaHu ycla0BHA 3a CbXpaHeHHe

Ja ce cpxpansaBa B xnaauiHuk (2 °C — 8 °C).

[a He ce 3ampa3sBa.

Ja ce masu OT npsika CITbHYEBA CBETIHHA.

5.4 Bwuau cbcTaB HA NBPBUYHATA ONAKOBKA

Byrtunka ot monumetunen repedranar (PET) 3arBopena ¢ rymMeHa Tarna u amyMUHHEBa Kaladka.

Pasmepu Ha omakoBKUTE:
Kapronena xyTus ¢ 1 6ytuinka ot 300 ml (1 000 mo3u) wmm 600 ml (2 000 mo3m).

He Bcnuku pa3sMEpu Ha OIMMAKOBKATa MOrart Ja 6”[:,[[3,T npeajiaranv Ha masapa.
5.5 Cnelma.mm MEPKHU 32 YHUIIOKABAHE HA HEU3IIOJI3BAHU MPOAYKTH WM OCTATHUH OT THAX

BerepunapHuTe JI€KapCTBEHU MPOIYKTH HE TPsIOBa 1a ObJAaT U3XBBPJISTHU UPe3 OTIAIHU BOIU WU
OUTOBHU OTIIAIBIIH.

Wznon3BaiiTe nporpaMmu 3a BpbLIaHe NPH YHUIIOKABAHETO HA HEU3IOI3BaHU BETCPHUHAPHU
JIEKapCTBEHU MPOTYKTH UM OCTATHIM OT TAX B ChOTBETCTBHE C M3MCKBAHMITA HA MECTHOTO
3aKOHO/IaTEJICTBO U C BCUUKH HAI[MOHAIHU CUCTEMH 3a ChbOMpPaHe, MPUII0KUMHU 32 ChbOTBETHHS
BETEPUHAPEH JIEKAPCTBEH MPOIYKT.

6. NME HA TIPUTEXATEJISA HA PASPEIIEHUETO 3A ThbPT'OBUS

Intervet International B.V.



7. HOMEP(A) HA PASPEHLIEHUETO 3A ThPI'OBUSA

EU/2/24/316/001-002

8. JATA HA ITBbPBOTO U3JABAHE HA PAPEHIEHUETO 3A ThbPI'OBUS

JlaTa Ha TBPBOTO M3/1aBaHE Ha pa3pelieHUETo 3a Thproeus: 17/07/2024.

9.  JIATA HA IOCJIEJHATA PEJAKIMSI HA KPATKATA XAPAKTEPUCTHKA HA
MPOAYKTA

(MM/TTIT}

10. KJACHDPUKANIUA HA BETEPUHAPHUTE JIEKAPCTBEHHU ITPOAYKTH
[la ce oTirycka caMo Mo JIEKapcKo MpeITIUCaHue.

[MonpoGHa nHOpMAaIUs 32 TO3U BETSPUHAPEH JICKAPCTBEH MPOYKT MOXKE Ja HaMepuTe B 0azara JaHHU
Ha Cwro3a otHOCHO mpoaykrtute (https://medicines.health.europa.cu/veterinary).



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

HPUJIOKEHHUE 11
APYI'N YCJIOBUS N U3BNCKBAHUSA KBM PASPEILIEHUETO 3A THhPI'OBUS

Hsama



NMPUJIOXKXEHUE I1I

ETUKET U JINCTOBKA



A. ETUKETHA



HNHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BHbHIIIHATA OITAKOBKA

KAPTOHEHA KYTHUSA

1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Nobilis Multriva RT+IBm+ND+EDS uHxeKIinoHHa eMyicus

2. KOJINMYECTBO HA AKTUBHUTE BEIIECTBA

WHuakTuBUpaHU IIaMOBE HA ITHYM METAITHEBMOBUPYC, BUpPYyca Ha MH(EKIMO3eH OPOHXUT, BUpyCa Ha
Hrokscwiackara 60JeCT ¥ CHHIPOM Ha CIiaj B siiiiieHoceHeTo-1976 Bupyc.

‘ 3. PASMEP HA OITAKOBKATA

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

‘ 4. BUJOBE ’KUBOTHMU, 3A KOUTO E ITPEJJTHA3HAYEH BJIII

IInnera

‘ 5. TEPAIIEBTUYHU ITIOKA3AHUS

‘ 6. HAYUHMU HA TPUJIOKEHUE

3a HHTPaMyCKYITHO TPUII0KECHHE.

7. KAPEHTHH CPOKOBE

KapenTen cpox: Hyna AHU

| 8. CPOK HA TOJIHOCT

Exp. {mMm/rrTT}

Crnen oTBapsiHe U3MON3Bai B pamkute Ha 10 gaca.

‘ 9. CHELUAJIHU YCJIOBUS 3A CbXPAHEHUE

ﬂ;a CC CbXpaHsdBa B XJIaAUJTHUK.
I[a HC CC 3aMpa3ssiBa.
Jla CC I1a3u OT IIpsiKa CJIbHYCBA CBCTIIMHA.

10



‘ 10. HAMAIUCHT ,,JIIPEJU YIIOTPEBA TIPOYETETE JIUCTOBKATA“

[Ipenu ynorpeba npodereTe TMCTOBKATA.

11. HAAIUCHT “CAMO 3A BETEPUHAPHOME/IMIIUHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCIUITMHCKA yrIOTpe6a.

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

Ja ce cpxpaHsIBa ganed OT Iorjiena W Ha HeIOCTHITHH 3a JIela MecTa.

13. HME HA ITIPUTEXATEJISI HA PASPEIIEHUE 3A ThPT'OBUS

Intervet International B.V.

14. HOMEPA HA PABPEHIEHUETO 3A ThPI'OBUS HA BJIIT

EU/2/24/316/001 300 ml
EU/2/24/316/002 600 ml

15. HNAPTHUIEH HOMEP

Lot {Homep}

11



NHOOPMAIUA, KOATO TPABBA 1A BbJAE U3IIMCAHA BbPXY ITbPBUYHATA
OITAKOBKA

300 ml/ 600 ml PET OyTuika

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Nobilis Multriva RT+HIBm+ND+EDS uHxekimoHHa eMyicus

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIHIECTBA

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

WHakTuBUpaHu IaMOBE HA ITHYX METAITHEBMOBUPYC, BUpyca Ha HH(EKIH03eH OPOHXHT, BUpYyca Ha
Hroxsicpickarta OomecT U CHHAPOM Ha criaj B siilieHoceHeTo-1976 Bupyc.

3. BUJOBE KUBOTHMU, 3A KOUTO E ITPEJJTHASHAYEH BJIII

ITunera

4. HAYUHU HA TPUJIOKEHUE

3a HHTPaMyCKYITHO TPUIIOKECHHE.
[Ipenu ynoTpeba mpoverere IMCTOBKATA.

5. KAPEHTHH CPOKOBE

KapenTen cpox: Hyna AHU

| 6. CPOK HA TOJIHOCT

Exp. {mMm/rrrr}

Cren oTBapsiHE M3IOI3Bal B pamkuTte Ha 10 gaca.

‘ 7. CIIEHUAJIHU YCJIOBUS 3A CbXPAHEHUE

Ja ce cpxpaHsaBa B XJIaAWITHUK.
a He ce 3ampassiBa.
Ja ce ma3u oT mpsika CIbHUEBA CBETIMHA.

‘ 8. HNUME HA TIPUTEXATEJISA HA PASPEIIEHUETO 3A ThbPI'OBUS

Intervet International B.V.

12



‘ 9. IHAPTUJAEH HOMEP

Lot {Homep}

13



B. INCTOBKA

14



JJMCTOBKA

1. HaumeHoBaHMe Ha BeTepHMHAPHUS JIEKAPCTBEH NMPOAYKT

Nobilis Multriva RT+IBm+ND+EDS umkekImnonHa eMyJICcHs 3a THIeTa

2. CbcraB
Besika no3a ot 0,3 ml ceappxa:

AKTHBHH BelllecTBAa:

[Itnun metanHeBMoBuUpyC, mam BUT1 #8544, nnaktusupan >19,0 U
Bupyc Ha uabexuosen 6ponxut, Tun Massachusetts, mam M41, unaktuBupan > 4,8 log, HI?
Bupyc na nadexnnoszen 6pouxut, tur 793/B, mam 4/91, nHaKTHBUpPaH > 5,7 logy HI?
Bupyca na Hrokscrickara 6onecr, mam Ulster, nHaKTHBHpaH >5,9U!
Cunapom Ha cniaz B siilieHoceHeTo-1976 Bupyc, mam BC14, nnakTuBupan >368,3 U'

! KakTo € onpeeneHo upes TecT 3a eeKTMBHOCT Ha aHTMIeHHa Maca in vitro ELISA
2 HI = naxubupaHe Ha XeMarmyTHHAUATA. KakTo € onmpeeneno upes TecT 3a epeKTUBHOCT in Vivo TIPH TAJIETa

AKYBaHT:
Light liquid paraffin 128,6 mg

XoMoreHHa, (TI0YTH) Osi1a eMYJICHSI.

3. BugoBe ;kMBOTHH, 32 KOUTO e npeaHazHaued BJIII
IIunera.
4. Iloka3zanmus 3a ynorpeda

3a akTMBHA UMYHHU3aIUs HA MTHJIETA 34!

e HaMaJsiBaHE Ha CHaj B SMIICHOCEHETO, MPUIMHEH OT NTHIH MeTarmHeBMoBHpYyC (AMPV)

® HaMmalsABaHE Ha PECIIUPATOPHUTE MPU3HAIM U CHAJ B SHIIEHOCEHETO, MPUYNHEHH OT BHpyca Ha
nHpexnuoseH opouxut (IBV) mamose Massachusetts (GI-1 remotumn) u 4/91-793B (GI-13
TCHOTHIT)

® HaMmansBaHE Ha CMBPTHOCTTA U KIMHHUYHUTE MTPU3HALN, TIPUIHNHEHN OT BUpYyCa Ha
Hroxkscwiackara 6omect (NDV)

® HaMasgBaHE Ha CIaJ B SHIEHOCEHETO U Ne(eKTH Ha SHYHATA YepyIKa, IPUIMHEHU OT
CHHPOM Ha craj B sineHoceHeTo-1976 supyc (EDSV).

Hagayio Ha UIMyHHUTETA!
e BV, NDV u EDSV: 4 cenmuiu ciie BaKCHHAIIASITA
e AMPV: 5 cenMmunu ciieq BaKCHHAIMATA

[IpoBIKATETHOCT HA UMYHHUTETA:
e AMPV,IBV,NDV u EDSV: 80 cenmunu ciaea BaKkCHHAIMATA

YcranoBeHa e kphcTocaHa 3amuTa 3a IBV mamose QX-D388 (GI-19 renorum), Var2 (GI-23 renotum)
u Q1 (GI-16 renorum).

5. IIpoTuBoNnoOKazaHus

15



Hsama.

6. CrenmaJiHu npeaynpe:kIeHus

CHe]_[I/IaJIHI/I OpEeAYTIPCIKIACHUA
ﬂa CC BAKCHMHHPAT CaMO 3IpaBU ) KUBOTHHU.

CrienMaj THy pena3Hu MEPKH, KOUTO TPSOBA Jia B3eMe JIMIIETO, MPUJIAralllo BeTepUHAPHHS JIeKaPCTBEH
OPOJIYKT Ha KUBOTHHTE!

3a morpeburenure:

To3u BeTeprHApeH JeKapCTBEH MPOIYKT ChIAbpiKa MUHEPaTHO Macio. Ciy4aifHOTO
MHKEKTHpaHe/CaMOMHKEKTUpaHe MOXKe Jja MPpeU3BHKa CHIIHA 00JIKa M IOJyBaHe, 0COOCHO MpH
WH)KEKTHpaHE B CTaBa WU MPBCT U B PEKU CITydal € Bh3MOXKHO J1a ce 3aryOu 3acerHaTHs MPhCT, aKo He
€ OKa3aHa HaBpeMe JIeKapcKa MOMOII. AKO IO CIyYaifHOCT cTe MH)KEKTHPAHU C TO3U BETepHHAPEH
JIEKapCTBEH MPOJYKT, MOThPCETE CIENIHO ChBET OT JeKap U HOCeTe JIMCTOBKaTa ¢ Bac, nopu na e
MHKEKTHPAHO ChBCEM MAJIKO KOJMYEeCTBO. AKO OOJKaTa MpoAbiKaBa moseye ot 12 yaca ciex
MEJIUIUHCKUS TIPETIIE]], TOThPCETEe OTHOBO CHBET OT JIEKapS.

3a nexapure:

To3u BeTepuHapeH JeKapCTBEH NPOIYKT ChIbP)Ka MUHEPAIHO Macio. Jlopu 1a ca MHKEeKTUpaHu
MaJIK{ KOJIMYECTBA, CIIy4alHOTO MH)KEKTHPAHE C TO3M BETEPUHAPEH JIEKaPCTBEH NMPOAYKT MOXKE J1a
MPEeIU3BHKA MOsIBA Ha CHJIEH OTOK, KOWTO MOKE HaIpuMep Ja JOBEJIE 10 HCXeMHUYHAa HEKpOo3a U JOPH
1o 3aryba Ha npbct. HeoOxonnma e HEBABABHA, koMmnereHTHa Xupyprudecka Hameca. Bb3MokHO
€ J1a ce HaJIOXKU MHLIN3US M UPUTALUS Ha HHXEKTHPAHOTO MACTO OCOOEHO aKO ca 3aCerHaTH IIyJinaTa
Ha MPBCTA WINA CYXOKUIAETO.

IITunm Hocayku:
a He ce U3moa3Ba Npu NTULM B IepUOa Ha AMLIEHOCEHE U B paMKUTE HAa 3 CEAMULIM NMPEAN HAYaI0TO

Ha SITIIEHOCHUS TIEPUO/I.

BsanMoeiicTBue ¢ Apyryu BeTEepUHAPHU JIEKAPCTBEHH NPOIYKTH U APYTH GOpMHU Ha B3aUMOJCHCTBHE:!
Hsma nannuna nadopmanus 3a 6€30MacHOCT U €PUKACHOCT OT CbBMECTHOTO M3I0JI3BaHE HA Ta3H
BaKCHHA C IPYT'H BeTEpUHAPHHU JIEKapCTBEHH NMPOAYKTH. B3eMaHeTo Ha pelieHre 3a MpuilaraHeTo Ha
Ta3W BaKCHHA MPEIH WIK Clie/l ynoTpedaTa Ha ApYyT BeTepUHApEH JEKapCTBEH NPOIYKT TpsiOBa aa ce
NPELEHHU CTIOpea MHANBUAYATHHS CITydail.

IIpenosupane:
Hsama npyru HeOnmaronpusTHH peakiny, OCBEH OCOYCHUTE B ToUka ,,HebmaronpusatHu peakium

HaOIIOAaBaHM CJIE] IPIIIOKCHIE Ha TBOITHA 1032 BaKCHHA.

CroenyanaHy orpaHMYeHud 3a yroTpeda ¥ crielMaaHy YCIOBMS 3a yooTpeoa:

Bcesiko nuiie, koeTo Bb3HaAMeEpsIBa J1a IPOU3BEXK/Ia, BHACS, IPUTEXKAaBa, Pa3NpoCTpaHsIBa, IIPOJIaBa,
cHa0/sBa M ynotpeOsiBa TO3HM BETEPHHAPCH JICKAPCTBEH MPOIYKT, TPSOBA MIBPBO JIa CE KOHCYJITUPA C
KOMITETEHTHHUTE BJIACTH Ha CHOTBETHATA JIbpPrKaBa WICHKA OTHOCHO JECHCTBAIINTE BAKCHHAITMOHHHI
MOJIUTHKH, KaTO T€3H JCHHOCTH MOTAT J1a ObJaT 3a0paHeHH B IbprKaBa WICHKA Ha IJ1aTa UK 9acT OT
HelHaTa TEPUTOPHSI, B CHOTBETCTBUE C HAITMOHATHOTO 3aKOHOIATEIICTBO.

OCHOBHU HECHBMECTUMOCTH:
He cmecBaiiTe ¢ apyr BeTepuHApEH JI€KapCTBEH MPOIYKT.

7. HebaaronpusiTHU peakuumn

Iunera:
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Heuectu (1 10 10 Ha 1 000 Tpetupanu | Byuka B MACTOTO Ha MHKEKTHpaHe'
’KUBOTHH):

! OGMKHOBEHO M34e3Ba B PAMKHUTE HA 3 CEIMHITHA.

Cro0IaBaHeTo Ha HEOIArOMPHUATHH PEaKIUH € BakHO. ToBa MO3BOJIsIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha MPOAYKTA. AKO 3a0€NeKUTE HIKAKBU HEOIArONPUATHH PEAKIINH, BKIFOUUTEITHO U
TaKWBa, KOUTO HE Ca OMUCAHM B Ta3U JIMCTOBKA WM MUCIIHTE, Y€ BETCPUHAPHUS JICKAPCTBEH MPOYKT
HE JIeHCTBa, CBBPIKETE ce MbPBO ¢ Bamus BerepunapeH sekap. MoxeTe ChIlo J1a ChoOmaBaTe
He6HaFOHpI/I$ITHI/I PCaKIM Ha IPUTEKATECIIA Ha pa3pCIICHUCTO 3a ThbProBUs, KaTO U3M0JI3BATC JAHHUTE
3a KOHTAaKT B Kpas Ha Ta3M JIMCTOBKA WK Ype3 BaiaTa HanmoHanHa cucTeMa 3a ChoOIaBaHe:
{moapoOHOCTH 32 HAITMOHAIHATA CUCTEMA } .

8.  /lo3upoBka 3a BceKH BH/ KUBOTHO, HAYMHH M METO/ HA MPUJIOKEHHe

3a MHTPaMyCKYJIHO TIPIIIOKCHHE.

[Ipunoxere equanuHa 1o3a ot 0,3 ml B o0nacTra Ha rEpaUTE WK OeAparta OT 8-CeAMUYHA BB3PacT
HaTaTbhK, HO HE O-KBCHO OT 3 CEAMUIIM PEAN HAaYaJIOTO HA SIMLIEHOCEHETO.

9. CbBeTH 32 NPABUJIHOTO MPHJIATaHe HA MPOIAYKTA

Ta3u BakcuHa € MpeTHa3HaYeHa 32 M3M0JI3BaHE KaTo OycTep BaKCHHALMSA CJIEA MBPBUYHO
BAaKCMHMPAHE C HMBU WJIM MHAKTUBUPAHHU BAaKCHHU B CXeMara 3a BakCHHHpaHe. [IbpBuuHnTE
BaKCHHAIIUK TPSIOBa Jla ce M3BBPIIBAT C )KUBU MJIM HHAKTHBUPAHU BAKCHHU CpEIy BUpyca Ha
uHdexuno3en oOpouxut (Hamp. Nobilis IB 4-91, Nobilis IB Ma5). Bakcunara Tpsi0Ba 1a ce mpuiioxu
Hali-Manko 4 ceAMUIN cie]] MPUIaraHeTo Ha MbPBUYHATA BAKCHHALIUS.

[Ipenu ynoTpeba BakcuHaTa TpsiOBa J1a TOCTUTHE CTaiiHa TemmepaTypa.

Ma ce paskiamia noope npeau ynorpeoa.

CrpHHIOBKUTE U UIVIMTE TPsIOBa J1a ca CTEpUIIHU Ipean ynorpebda.

Crenpaiite cTaHIapTHU aCENITUYHU TPOLIEAYPH.

Koraro mbpBUYHN BaKCHHAIIMH Ca U3BBPIICHH CPEIly NTHYM MeTarmmHeBMOBUpYC (Hanp. Nobilis Rhino
CV) u/unmm Bupyc Ha Hiokschickata 6onect (Hamp. Nobilis ND C2, Nobilis ND Clone 30, Innovax-
ND-IBD), BakcuHaTa TpsiOBa Jla € MPHUIIOKHU HAW-MAIIKO 4 CEJMUILIU CIIE TPUIIOKEHUETO Ha
I'bPBUYHATA BAaKCHHALHAL.

10. KapenTHu cpokxoBe

Hyna nuu.

11. ChnenmnajHu ycJIOBHS 32 CbXpPaHeHHe

Ha ce cpxpaHsBa aaned OT Norjiena U Ha HeAOCTBITHY 3a JIela MecTa.
Ha ce cpxpansBa B xmammiauk (2 °C — 8 °C).

a He ce 3ampassBa.

I[a CC a3 OT IpsiKa CJIbHYCBA CBCTIIMHA.

I[a HC CC U3M10JI3Ba TO3U BETCPUHAPCH JICKAPCTBCH IMPOAYKT CJICA U3TUYAHE CPOKa HAa TOAHOCT,
IMOCOYCH BBPXY CTHUKCTA. CpOK’LT Ha rOJAHOCT OTTOBAaps HA NOCJICAHNA ACH OT TO3U MCECCII.
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CpOK Ha TOAHOCT CJICA MBbPBOTO OTBAPAHE HAa IbPBUYHATA OIIAKOBKA: 10 gaca.

12. CrhennaJiHu NpeANa3HA MePKH NPH YHUIIOKaBaHe

BetepruHapHUTE IeKapCTBEHH MTPOIYKTH HE TPSAOBA Ma ObIAT H3XBBPISTHN Upe3 OTHAIHH BOIH WITH
OHUTOBH OTIABIIN.

W3non3BaiiTe mporpamu 3a BpblllaHe MpH YHUIIOKABAHETO HAa HEU3MOI3BaHU BETEpUHAPHU
JIEKapCTBEHU MPOTYKTH MM OCTATBHIM OT TAX B CBOTBETCTBUE C N3UCKBAHUATA HA MECTHOTO
3aKOHOZATEJICTBO M ¢ BCHUKU MPHJIOKMMH HALIMOHAIHU CUCTEMH 3a chOupane. Te3n MepkH 1e
MIOMOTHAT 3a OIla3BaHE Ha OKOJIHATA Cpeia.

[NonuTaiite Bamus BeTepuHapeH Jiekap uin GapManeBT Kak J1a YHHIOKHUTE HEHYKHH BETepUHAPHU
JIEKapCTBEHU MPOTYKTH.

13. Kuiacupuxkanusi Ha BeTepHHAPHHUTE JIEKAPCTBEHHN NMPOAYKTH

I[a CC OTITyCKa CaMO II0 JICKapCKO MpEAINUCaHune.

14. Homepa Ha pa3pelIeHHETO 32 THPIrOBUSI U pa3MepH ONIAKOBKH
EU/2/24/316/001-002

Pasmepu Ha onakoBKHTE:
Kapronena kytus ¢ 1 6ytmiika ot 300 ml (1 000 go3u) mim 600 ml (2 000 mgo3m).
He Bcuyku pasMepH Ha OMakoBKaTa MOTaT Ja ObJaT npeajiaraHy Ha rmasapa.

15. JlaTa Ha mocJjiefHaTa pelaKIUs HA TeKCTa
{MM/TTTT}

IToapo6ua nHpOpManus 3a TO3U BETEPUHAPEH JIEKApCTBEH MIPOIYKT MOKE J]a HaMepuTe B Oa3ara
nanHu Ha Cpro3a oTHOcHO mpoaykTute (https://medicines.health.europa.eu/veterinary).

16. /lanuu 3a Bpb3Ka

IIpuTexxaren Ha pa3spelllcHUETO 33 ThPrOBHS U MPOU3BOJMUTEN, OTTOBAPIL 32 OCBOO0KJaBAaHETO HA

HapTUIM U JaHHU 33 BPb3Ka 3a ChOOIIIaBaHe HA MPEAINO0IaraeMy HeOJAronpUATHU PEaKIUH:
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
Peny0auka 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
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Danmark
TIf: + 45 44 82 42 00

Deutschland
Tel: + 49 (0)8945614100

Eesti
Tel: + 37052196111

Eirada
TnA: +30 210 989 7452

Espaiia
Tel: + 34 923 19 03 45

France
Tél: + 33 (0)241228383

Hrvatska
Tel: +385 16611339

Ireland
Tel: + 353 (0) 1 2970220

Island
Simi: + 354 535 7000

Italia
Tel: +39 02 516861

Kvzpog
TnA: +30 210 989 7452

Latvija
Tel: + 37052196111
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Malta
Tel: +39 02 516861

Nederland
Tel: + 32 (0)2 370 94 01

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: + 3851 6611339

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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