KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
KBM PA3ZPEHIEHHUE 3A THPI'OBUS Ne 0022-2999
1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUNIWHCKUA ITIPOAYKT

Nextmune KOHIOCHTPAT U PA3TBOPHUTECIT 3a MHIKCKIIMOHHA CYCIICH3UA 3a MHUJICTa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bcesika no3a (0.05 ml 3a in-ovo wim 0.2 ml 3a MOAKOKHO NPUIIOKEHHUE) ChABPKA!

AKTHBHA cyOcTaHIMSA:
Kus arenyupan IBD virus, ceporun 1, mam G-61 (Winterfield 2512) 0.7 —2.7 logl10 CIDs*

ExcuunuenrTu:
BDA (Bursal Disease Antibody) 1.5-2.04 logl0 AB unit**

3a IBbJIHUA CIIUCHK HA EKCHIUIMIUEHTUTE, BUXK T. 6.1.

*Chicken Infective Dose 50%

**Antibody unit

3. OAPMAILIEBTUYHA ®OPMA

KoHueHnTpaT 1 pa3TBOPUTEN 32 HHKEKIIMOHHA CYCTICH3USL.

Bakcuna: yepBeHMKaBO-Ka(sBa 3aMpa3eHa CyCIEeH3HS.

PasTBOpuTEN: OHCTHP OpaHKEB A0 YEPBEH Pa3TBOP.

4. KJIMHUYHU JAHHU

4.1 Bunose :kuBOTHHU 3a KOMTO e npegHasHadyeH BMII

[Munera u emMOpuoHMpaHU Aifla Ha mrIeTa (OpOIIepH).

4.2 TepaneBTUYHM NOKA3aHMSA, ONIPe/AeJICHH 32 OTACTHUTE BUAOBE 'KUBOTHH

3a akTHBHA UMyHU3anus Ha 18-THEBHU eMOPHUOHU Ha OpOIIepH U eAHOAHECBHH MUjleTa-Opoiiepu 3a
HaMaJIsIBaHE Ha KIMHUYHHUTE TIPU3HAIM, PA3POCTPAHSHUETO Ha BUPyCa M OCTPUTE JIC3HH Ha Oyp3a
dabpunuii, IPUYMHEHN OT CHIITHO BUPYJICHTHU IIaAMOBE Ha BUpYca Ha WH(PEKIIMO3HMS OypP3UT 110
NTULIUTE.

[Tpu naGopaTopHu poydBaHUs € HAOIIOAaBaHO, Y€ BaKCHHAIIMATA ¢ Nextmune MOXe J1a HaMau
3arybara Ha TejecHa maca cieq nHdektupatne ¢ vvIBDV, kosaTo e HabmogaBana 10 qau cien

WHQpEKIHATA.

Hauamoro Ha HUMYHUTCTA CC O4aKBa OT 21—Z[HCBHa BB3PACT B 3aBUCUMOCT OT I'bPBOHAYAJIHOTO HUBO Ha
MalYMHUTE aHTUTETIA.

I/IMYHI/IBaLII/IHTa CC BJIMAC OT CCTCCTBCHHUA CIIad Ha MallYMHUTE aHTHTENa (MDA) " € YCTAaHOBCHO, Y€ CC
OCBHIICCTBABA, KOIaToO MalyMHUTE aHTUTENa ca JOCTHUI'HAJIU MMOAXOJAIIN HBA Ha OCB060)KZ[aBaHe.



JlabopaTopHH 1 TepeHHU U3MUTBAHMS ca MIPOBEASHH MpU NTULH, uMam MDA tutpu ot 2500-7900
ELISA eguauny.

HpI/I BaKCUHUPAHUTC MMUJICTA, 0CB060)KZ[aBaHeT0 Ha BaKCHMHAJIHUA BUPYC OT UMYHHUSA KOMILJICKC (CJ'ICZ[
BaKCI/IHaLII/IHTa) € Ha6J'IIOZ[aBaH0 MCKOY 14 u 35 AHCBHA BB3PACT NPU KIIMHUYHU USIMATBAHUA.

[IpoabmKUTETHOCT HA UMYHUTETA: JI0 7-CEAMUYHA BB3PAcCT.
4.3 [MpoTuBonoOKazaHus

Jla He ce U3MON3Ba MPH EMOPHOHH WJIH IHJIeTa OT HEBAaKCHHUPAHU POIUTEICKU CTasa, WIN aKko HAMAT
MaliuMHY aHTUTENna cpeury IBDV.

4.4 Crenma/iHu NMpeANa3Hu MEePKH 3a BCeKH BH/I ’KUBOTHH, 32 KOMTO e npegHasHadyeH BMII
Jla ce BakcMHUPAT caMo 37paBy MHJIETA.

Ma ce BakcuHupat camo MDA monokKuTenHu nuwiera, KOMTO ©MaT CpeTHO HUBO Ha MalUMHN aHTHUTENA
ot Haii-manko 3200 ELISA ennHuIuM Ha €1HOAHEBHA BB3pacT.

4.5 Crnenna/iHu NpeANasHU MEePKH NIPH yoTpeda

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a ) KUBOTHUTC MMPHU VHOTDe6aTa Ha IMPOAYKTa

BaKCI/IHI/IpaHI/ITe nuiacra Morat ga OTACIAT BaKCHMHAJHHA IaM O0 21 JHH CJICH BaKCHHaIMATA. Hpes
TOBa BpEMC TpSI6Ba Ja ce HM305rBa KOHTAKTHT HA HUMYHOCYIIPpECUPAHU HUJIM HCBAKCUHUPAHU NTHULIU C
BAaKCUHUPAHUTC MMUJICTA. HOZ[XOZ[SIH_II/I BCTCPUHAPHU U CCIICKOCTOIIAHCKU MCPKU TpSI6Ba Ja 6T>Z[aT B3CTH
3a U30sMrBaHE MNPCHACAHCTO Ha BAKCHMHAJTHHA [IaM KbM BB3NPHUCMYMBH MNITHUILH. BaKCHHHpaﬁTe
CAHOBPEMCHHO BCUYKU NITUIH B CTAA0TO.

To3u MMPpOAYKT TpSI6Ba Aa CC M3MO0JI3Ba CaMO CJICA KaTOo € JOKa3aHO, Y€ MHOI'O BUPYJICHTHHUTC IBDV
maMoOBE Ca CIIMACMHOJIOTUYHO 3HAYUMH B pa1710Ha Ha BaKCHMHanusATa.

CHCLII/IaJ'IHI/I Oopéanasdiy MCEPKHM 34 JMIaTa, Opujaaraii BCTCPHMHAPHOMCAMIIMHCKHWA TIPOAYKT Ha
XKHMBOTHHUTC

ChC ChIOBETE C TEYEH a30T U aMITYJIUTE C BaKCMHATa TPsAOBa Jga pabOTH caMO MOIXOASAII0 00ydeH
MepCOHAJI.

NupuBuayainHo mpenmnazHo o0OpyaBaHE, ChCTOSIIO CE€ OT 3aIUTHU PBHKABUIM, MPEANA3HA OYMIIA H
O0oTymm TpsbaBa Ja ce€ HOCH, KOraTo c€ paboTH C BETEPHUHAPHOMEAWIIMHCKHUS TPOAYKT, TIPH
M3BAXAHETO OT TEYHHS a30T, [10 BpEME Ha pa3MpassiBaHETO U OTBAPSHETO Ha aMITYJIUTE.

3aMpa3eHUTe CTHKJICHW aMIyldd MOraT Ja HW30yXHaT MpH BHE3AHH TEMIICPATypHU IPOMCHHU.
ChxpaHsABaliTe U U3MOI3BANTE TSUHHS a30T CaMO Ha CyX0 U JJ0Op€ MPOBETPUBO MSICTO.

BrmumiBanero Ha TeyHHS a30T € omacHO. [lepcoHambT, ydacTBalll B TPETHPAHETO Ha BaKCHHHUPAHH
IITUIM, TPAOBa Ja Cria3Ba XUTUECHHUTE MPUHIUIHM U Ja OTAeNs 0coOSHO BHUMAaHME MpU padborarta C
OTIAJbIN OT BAKCUHUPAHU TTHJICTA.

4.6 HeOnaronpusiTHu peaknuy (4ecTOTa U Ba)KHOCT)

[Ipu BakcMHHpaHUTE MHUJIETa MHOT'O YECTO ce HalJoaBa JeKO 10 yMEpeHO TOHIKaBaHe Ha Opos Ha
TUMQOLHUTUTE, KOETO TOCTHUTa MaKCHMyM OKOJIO CeAMUs JeH ciieA BakcuHanwsta. Criex ome 7 qHH
MOHM)KaBaHETO HamalsiBa W € IOCIEABaHO OT BB3CTAHOBABAaHE Ha Oposd Ha JIUMQOUUTUTE H
perenepanus Ha Oyp3za PaOpuIuid.

YecroTata Ha HEONMATONPUATHUTE PEAKLIUU CE ONPEeNs Ype3 clieAHaTa KiacupuKamus:

- MHOTrO uecTH (moBeye oT 1 Ha 10 TpeTupaHu )KUBOTHH, MPOSIBSBAILN HEOIArOMPHUATHU PEAKIINH )
- yectH (oBede ot 1, Ho mo-manko ot 10 >xuBoTHU Ha 100 TpeTupaHu KUBOTHH)

- He yecTH (moBeue ot 1, Ho mo-Maiko ot 10 xuBotHU Ha 1,000 TpeTupaHu >KUBOTHH)



- penxu (moBeue ot 1, HO mo-Manko oT 10 xuBotHU Ha 10,000 TpeTpaHu KUBOTHN)

- MHOTO peaku (mo-Manko ot 1 xuBotHO Ha 10,000 TpeTupaHu KUBOTHH, BKIIOUUTEITHO U30IUPaHU
CHOOIICHYS).

4.7 VYnorpeba mo Bpeme Ha OPEeMEHHOCT, JAKTAIIUS UJIM AlilleHOCeHe

He e npunoxumo.

4.8 BzamMmopeiicTBHe ¢ IPyrH BeTePUHAPHOMEIUIIHHCKH NMPOAYKTH U Apyru (popMu Ha
B3aMMO/IelicTBHe

Hsama Hanmmuna I/IH(l)OpMaL[I/IH 3a 0€30MaCHOCTTA U e(l)I/IKaCHOCTTa OT CBbBMCCTHOTO M3IIOJI3BAHC HA Ta3H
BaKCHHa C APYTHU BCTCPUHAPHOMCIUIIUHCKU ITPOAYKTH. Hopazm Ta3u NpUYrHa, IPpUJIAraHeTo Ha Ta3nu
BaKCHUHa IpEau WJIN CJICOQ yHOTpe6aTa Ha Apyr BCTCPUHAPHOMCOUIIMHCKU MNPOAYKT TpSI6Ba Ja c¢€
npeucHu Criopea MHAUBUAYATHUA cnyqaﬁ.

4.9 Jl03a 1 HAYMH HA IPWJIOKEHHe

Bakcunarta ce npujara in 0vo WUIIM TIOJAKOXKHO.
Hznon3Baiite CTCPUIIHU UHCTPYMCHTHU U 06OPYI[B3HC 3a pas3TBApAHCTO U IMMPUJIAraHeTO Ha BAKCHHATA.
HpeCMerHere H606XOI[I/IMOT0 KOJMYCCTBO BAKCHHA U Pa3TBOPUTCII CIIOPCA Ta6J'II/IL[I/ITe mo-aoiy.

In ovo mpunarane:
Enna enuanuna nmoza ot 0.05 ml ce WHXeKTHpa BHB BCAKO 18-AHEBHO eMOpPHOHUPAHO OpoOMIepHO
sTiAIIe, KaTO Ce U3MOJ3BA in 0vo o0opyaBaHe. BakcuHarta ce mpuiiara B aMHUOHHUS Cak.

IIpenJioxkenn 3a pa3TBapsiHe IIPH in ovo NPUJIaraHe:

Bpoii ammysmm ot PazTBopuTen O0eM Ha eqHa 1032
BAKCHHATA
4 x 2000 mo3u 400 ml 0.05 ml
2 x 4000 no3u 400 ml
4 x 4000 mo3m 800 ml
1 x 8000 mo3u 400 ml
2 x 8000 mo3m 800 ml
2 x 8000 + 1 x 4000 no3u 1000 ml
3 x 8000 mo3u 1200 ml
4 x 8000 mo3m 1600 ml

HOZ{KO)KHO OpuJIarade:
EZ[Ha J03a OT 0.2 ml ce npujara €AHOKpPATHO IMMpU SAHOJHCBHU IMUJICTA. HpenoquBa CC U3II0JI3BAHCTO
Ha aBTOMAaTH4HA CIIPUHIIOBKA. Bakcunara ce npujara moAKOKHO B 00acTTa Ha IIHATA.

IpenJio:keHu 3a pa3TBapsiHe NMPH MOIKOKHO MPUJIAraHe:

Bpoii ammysmm ot PazTBopuTen O0eM Ha eqHa 1032
BaKCHHATa
1 x 2000 no3u 400 ml
2 x 2000 mo3m 800 ml
1 x 4000 mo3m 800 ml
3 x 2000 no3u 1200 ml 0.2 ml
1 x 8000 mo3m 1600 ml

[puroTesiHe Ha BakCHHATA:
1. Cren xaTo ompeaeiauTe J03aTa Ha BaKCHHATA W HeoOXxoanmaTa pa3(dacoBKa Ha pPa3TBOPHUTEIS
(Cevac Solvent Poultry), 0bp30 u3BaieTe TOYHHUS OPOM aMITyJId OT ChJIa C TEUHHUS a30T.




2. MWzrernere 2-5 ml ot pasrBoputens B 5-10 ml crepunna cnpuHinoBka. M3nomnssaiite uria Hai-
Mmaiko 18 G.

3. Pasmpazere 0bp30 ChABPKAHETO HA aMITyJUTE KaTO BHUMATEIHO T'M TIOTOMHUTE U Pa3KiallaTe BbB
Bojia ¢ Temmeparypa 27-39 °C.

4. Cnen Kato ca HaIlBJIHO pa3Mpas3eHH, OTBOPETE aMITyJIUTE, KaTO T ABPKUTE Aajied OT TSI0TO, 3a
Jla IPENOTBPATUTE PUCKa OT HapaHsIBaHE aKo aMITyJIaTa ce CUyIH.

5. Crex xaTo OTBOpUTE amIlyjiaTa, 0aBHO M3TETJIETe ChABPKAHHETO B CIIPHHIIOBKATa, KOSITO Beue
cbIObpika 2-5 ml pa3TBOPHUTEIN, KAKTO € IOCOYEHO B T. 2.

6. IlpexBbpnere mnoday4yeHaTa CYCHEH3Hs B caka C pas3TBOpUTENns. Paskimatere JIeKO Beue
pa3TBOpeHaTa BaKCHHA.

7. W3rernere Majika 4acT OT pa3TBOPEHATa BaKCHHA OT CaKa C pa3TBOPUTENS U g M3IOJI3BaMTE, 3a Aa
U3IUIaKeTe aMmiyiara. BepHere s oOpaTHO B caka ¢ pa3rBoputens. [loBTopere BeAHBX WM JBa
II'BTH.

8. Taka npurorBeHata BakCHHA CE Pa3KJIallla JIGKO U € TOTOBA 3a yIoTpeoda.

[ToBTOpere aelicTBUATa OT TOUYKH 2-7 32 HEOOXOIUMHUSI OPOH aMITysii, KOUTO Lie ObAaT pa3Mpas3eHH.

PCKOHCTI/ITYI/IpaHaTa BaKCHHa € OpaHXKXEBa 10 4YCPBCHA, 6I/ICTpa A0 HCIIpOo3padyHa CyCIICH3US. Moxe Ja
HnMa HCPA3TBOPCHU YaCTUIIU.

4.10 IIpemo3dmpane (CHMITOMM, CHIEIIHU MEPKH, AHTU/I0TH), AKO € He0OX0AUMO

IIpn npunaranero Ha 10 mBPTH MO-BHCOKa 1032 HEe ca HaOMIomaBaHW HEONArONpPUATHH peakLnH,
pa3Iu4HU OT onHcaHuTe B T.4.6 mpu nuiera Opoitiepy, UMaIy MaiiunHu Tena cpemty IBDV.

4.11 KapeHTen cpok

Hyna gan.

S. UMYHOJIOTUYHHU OCOBEHOCTH

dapmakoTepaneBTHYHA rpyna: UMyHOJIOTHYHHU IPOIYKTH 3a NTHIW; JOMAIIHU ITULH; )KUBH BUPYCHU
BaKCHHHU; BUPYC Ha OornectTa nHpekiozeH oyp3ut (['ym60po) rmpu nruiure.
Berepunapromenuunnacku Anatomo-TepanestrueH Koa: QI01ADO9.

JKuBa BupycHa BakcHHa B UMYHEH KOMILIEKC.

3a cTUMynupaHe Ha aKTUBEH HMYHHUTET Cpelly BUPYCcH Ha HHPEKIHO3HHUS Oyp3HUT.

Bakcunata ceappika xuB “‘intermediate plus” mam Ha IBD Bupyca, cBBp3aH cbc clienupUIHH
UMYHOTJIOOynHHU. JIBeTe cbhbcTaBKkM 00pa3yBaT KOMIUJIEKC, KOHTO TMOCTBIBa B TSJIOTO MpH
BaKCHHALIHAL.

6. ODAPMAIIEBTUYHHU OCOBEHOCTH
6.1 Chnucbk Ha eKCHUIINEHTHTE

Baxkcuna:
BDA (bursal disease antibody)
Water for injections

PastBopuTen (Cevac Solvent Poultry):
Sucrose

Casein hydrolisate

Sorbitol

Dipotassium hydrogen phosphate
Potassium dihydrogen phosphate




Phenol red
Water for injections

6.2 OCHOBHH HECHLBMECTHMOCTH

He cmecBaiite ¢ apyr BeTepuHapHOMEIUIIMHCKU IPOIYKT, OCBEH ¢ pa3tBoputens (Cevac Solvent
Poultry), npenocraBen 3a ynorpeba ¢ BETepHHAPHOMEAUIIUHCKHS MTPOLYKT.

6.3 Cpok Ha romHoct

CpoK Ha TOAHOCT Ha KpaiHUs BETepUHAPHOMEIUIIMHCKY NPOAYKT (BaKCHHA): 2 TOAUHHU.
CpoK Ha TOAHOCT Ha KpaiHUs BeTepUHAPHOMEIUIIMHCKY NPOAYKT (pa3TBoputen): 30 Mecerna.

CpOK Ha rOAHOCT CJICH pa3TBapdHC B CbOTBCTCTBHUC C MHCTPYKIIUUTEC!: 2 yaca npu TeMICpaTypa nojg

25 °C.
6.4. CrnenuanaHu ycJI0BHA 32 CbXpPaHeHHe HA MPOAYKTA

Bakcuna:

Jla ce chXpaHsBa M TPAHCIIOPTHPA 3aMpaseHa B TeueH a3or (-196 °C).
CbpoBere ¢ TeueH a30T TpsAOBa PEIOBHO Jla ce MpOBepsBaT 32 HUBOTO HA TEYHHS a30T U TpsiOBa Aa ce
JOIBJIBAT, aKO € HE0OXOIUMO.

PastBoputen:
Jla ce coxpansiBa pu Temieparypa moxa 25 °C. Jla He ce 3ampa3ssiBa.

6.5 Bwuau cbcraB HAa NBPBHYHATA ONTAKOBKA

BaxkcuHa:
Enna amnyna ot crekio Tun [ ot 2 ml, ceabpaxkaria 2000 wm 4000 mo3wu;
WIH eIHa aMIyia oT cThKiIo Tul | ot 5 ml, ceabpxama 2000, 4000 wmu 8000 no3w.

AMHYJ'II/ITC ca IOCTaB€HU B KC€H C CTHKCET, ITOKa3Balll 6p0$[ Ha po3utre. KeHoBere ¢ aMITyJIUTC CC
CbXpaH4ABaT U TPAHCIIOPTUPAT B CbA C TCUCH a30T.

PazTBOpuTEN: cak oT momuBHHMIXIOPH, chabpxait 200 ml, 400 ml, 800 ml, 1000 ml, 1200 ml wm
1600 ml B vHAMBUAYaTHY IUIHKYETA.

He Bcnukn pasMCpu Ha OIMAKOBKAaTa Morart Ja 6’LZ[aT npeajiaranv Ha 1ma3apa.
6.6 CnenuajaHn MEPKH 3a YHUIIOKABAHEC HA HEU3IOJA3BAH IPOAYKT HJIX OCTATHIU OT HEI'0

Bceku HensnomsBax BCTCPUHAPHOMCAUILIMHCKHA MMPOAYKT NI OCTATHhLH OT HEI'O TpSI6Ba Ja 6’LZ[aT
YHUIIOKCHU B CbOTBCTCTBUEC C UBMCKBAHNATA HA MCCTHOTO 3aKOHOAATCIICTBO.

7. HPUTEXATEJI HA PASPEHIEHUETO 3A ThbPI'OBUSA

CeBa Annman Xent bwarapus EOO/]

Codus 1113, yn. Enemar Ne 26, Bx. b, er.1, an.1
bovarapus

Tenedon: 02 963 42 75; 02 963 13 77

®axc: 02 963 39 68

E-mail: cevabulgaria@ceva.com



8. HOMEP HA PABPEHIEHUETO 3A TBPTOBUA
0022-2999
9. JATA HA ITBPBOTO U3JABAHE HA PASPEIIEHUETO 3A THPT'OBUA

Jlata Ha TBPBOTO M3AaBaHe Ha pa3pelieHnero 3a Teprosus: 23/06/2020

10. JATA HA TIOCJIEAHATA PEJAKIIUA HA TEKCTA

26/01/2022

3ABPAHA 3A ITPOJAXKBA, CHABJIIBAHE U/NJIN YIIOTPEBA

He e npunoxumo.

JA-P BAJIEHTUH ATAHACOB
3AMECTHHUK U3IIBJIHUTEJIEH JUPEKTOP

CBIJIACYBAJIM:

JIMPEKTOP HA TMPEKLINS KBMITUIBMC, JI-P KPACUMUP 3JIATKOB
HAYAJTHUK OTJIEJ OJI®B, JI-P IBETAHKA BBJIOBA

OJOBPULI:

IJ1. EKCTIEPT, OTJIEJI OJI®B, /1-P TEPE3A I'bJILEMHOBA



