JIMCTOBKA

1. HaumenoBanue Ha BeTepUHAPHUS JeKAPCTBEH MPOAYKT

Nextmune KOHIIEHTpaT U Pa3TBOPHUTEN 32 HHXKEKITMOHHA CYCIIEH3MS 32 TIIeTa

2. CbcraB
Besika no3a (0.05 ml 3a in-0vo unum 0.2 ml 3a moakoKHO MPUIIOKEHUE) ChABPKA!

AKTHBHO BelIeCTBO:
Bupyc Ha undexnuosnus Oyp3ur, ceporun 1, mam Winterfield 2512 (uatepmenunepen miroc), 1B
aTeHyUpaH 0.7 — 2.7 1og10 CIDsp*

ITomomHmu BemecTBa:
BDA (Bursal Disease Antibody) 1.5-2.04 log10 AB unit**

*Chicken Infective Dose 50%
**Antibody unit — Ennauna 3a anturena

Bakcuna: yepBeHHKaBo-KasaBa 3aMpaszeHa CycreH3Hsl.
PazTBopuTeN: OHCTHP OpaHKEB A0 YEPBEH Pa3TBOP.

3. BunoBe :knBoTHH, 32 KOUTO € npeanasnayen BJIII

[Munera (Opoitiepu 1 eMOPUOHUPAHH STHATIA).

4, Iloxa3zanus 3a ynorpeda

3a akTMBHA UMyHH3anus Ha 18-THEeBHNM eMOPHOHHU Ha OpOIIepH U eJHOIHEBHH MTUIIeTa-Opoiiiepn 3a
HaMaJsiBaHE Ha KJIMHUYHUTE NPU3HALM, PAa3lIPOCTPAaHEHHETO Ha BUPYCa U OCTPUTE JIe3Un Ha Oyp3a
Dabdpuuii, IPUUYNHEHN OT CUJIHO BUPYJICHTHH IIaMOBE Ha BUpYyca Ha MHPEKINO3HUA Oyp3HT 110
NTHIUTE.

[Tpu nabopaTopHU poyUBaHKs € HaOII0JaBaHo, Ye BakcHHAIMsATa ¢ Nextmune mosxe j1a Hamanu
3arybara Ha TesnecHa maca cieq nHpekrupane ¢ VVIBDV, kosaro e nabmogaBana 10 qau cien
UHQEKIHsTA.

Haganoro na HMYHHUTCTA CC OYaKBa OT 21-,Z[H6BH3, BB3PACT B 3aBUCUMOCT OT ITbPBOHAYAJIHOTO HUBO Ha
MalYUHHUTE aHTUTEIA.

WNmyHu3anusTa ce BiIMse OT €CTECTBeHHUs crajl Ha MaiiunanTe antutena (MDA) u e ycraHoBeHO, e ce
OCBIIECTBIBA, KOraTO MAaHUMHUTE aHTHUTEIA Ca JOCTUTHAIM MOAXOASAIIN HUBA HA OCBOOOXKaBaHe,
JlabopaTopHu U TEPEHHU H3MIUTBAHUS ca IpoBeieHH npy ntuiy, uMamm MDA tutpu ot 2500-7900
ELISA equaunu.

IIpu BaKCUHUPAHUTE MUJIETA, OCBOOOXKIABAHETO HA BAKCHHAIHUS BUPYC OT UMYHHHS KOMILIEKC (Clie
BaKCHHAIINATA) € HaOIroMaBaHo Mexay 14 u 35 nHeBHA BH3PACT MPH KINHUYHN H3ITHTBAHMS.

IIpoABIKUTETHOCT HA UMYHUTETA: 10 7-CEAMUYHA Bb3PACT.
5. IIpoTuBONOKA3aHUA

[a He ce u3non3Ba npyu eMOPHOHHU WU MUJIETa OT HEBAKCUHUPAHU POAMTENICKU CTaAa, UM aKO HAMAT
MaiunHU aHTuTena cpemry IBDV.
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6. CrnenmaJaHu npeaynpexIeHus

CriernaiHy IpeaynpesKICHUS
Jla ce BakCHHUpAT caMo 3/IpaBy MHUIICTA.

Ja ce BakcuampaT camo MDA TI0JI0OKUTEIHH THJIeTa, KOUTO HMAT CPEAHO HUBO HA MAYHHU
anTuTena ot Ha-manko 3200 ELISA eqununm Ha enHOIHEBHA BH3PACT.

CrienyaiHy npeana3Hu MePKH 3a Oe3omacHa ynorpeda npu BUIOBETE JKUBOTHU, 32 KOUTO ©
npeanasHayed BJIIT:

BakcunupanuTe muiera Morar Ja OTAeISAT BaKCUHATHUS IaM 110 21 aHM ciien BakcuHanwmsta. [pes
TOBa BpEMe KOHTAKThT Ha UMYHOCYITPECUPAHH U HCBAKCHUPAHHU MITUIM C BAKCUHUPAHUTE IMHJIETA
TpsOBa Aa ce n30sarea. [logxoasmy BeTepuHAPHA U CEICKOCTOITAHCKHM MEPKH TPSOBa Aa OBAAT B3ETH
3a n30sATBaHE MPEHACIHETO HA BAKCHHAIIHUS IIaM KbM BB3NPHUEMYHBH NTHIH. BakcuHanpaiite
CAHOBPEMCHHO BCUYKHU ITUIH B CTAA0TO.

To3u nmpoaykT TpsiOBa Ja ce M3MOI3Ba CaMo CIIe]] KaTo € I0Ka3aHo, Ye MHOTO BupyJieHTHuTe IBDV
[IaMOBE Ca CMUIEMHOJIOTUYHO 3HAYNMH B paiioHa Ha BaKCHHAIIMATA.

CrenyanHy npena3sHd MepKH, KOUTO TpsiOBa J1a B3eMe JMIETO, IPUIIAralllo BeTepHHAPHUS JIEKapCTBCH
MIPOAYKT HA JKUBOTHUTE:

CnbC chI0BETE C TEUEH a30T U aMITyJIUTE C BaKCHHATa TPsOBa 1a pabOTH caMo MOAXOASIIO 00yUICH
HIepCOHAI.

WNuauBuyanHo npeanasHo 000pyABaHe, ChbCTOSINO CE OT 3al[UTHUA PHKABUIIM, IPSANIa3HU OUMIa 1
0oTymM TpsibaBa 1a ce HOCH, KOTaTo ce PadOTH ¢ IMYHOJIOTUYHUS BETEpUHAPEH JIEKaPCTBEH MPOIYKT,
IPH U3BAXKIAHETO OT TEYHUS a30T, [0 BPEMe Ha PAa3Mpa3siBAHETO U OTBAPSIHETO HA aMITYJIHTE.
3aMpa3eHUTe CTHKIICHH aMITyJId MOTaT Ja U30yXHAT NP BHE3AITHH TeMIIEpaTypHU POMEHH.
ChXxpaHsiBaiiTe ¥ U3I0JI3BaiiTe TEUHUSI a30T CaMO Ha CyX0 H J00pe MPOBETPHBO MSICTO.

BauiiBaHeTo Ha TEUHHS a30T € OMACHO.

[TepcoHambT, yuacTBalll B TPETUPAHETO HA BAKCHHUPAHH IITHIIM, TPSIOBA J1a CIla3Ba XUTUCHHHUTE
IMPUHLOUIIA U 1a OTACIIA OCO6€HO BHHUMAHUC IIPU pa60TaTa C OTIIaaAbIX OT BAKCUHUPAHU ITUJICTA.

BsaumozelicTBre ¢ APYry BETEpUHAPHHM JIEKAPCTBEHH NIPOAYKTH U IPYTU (OPMHU Ha B3aUMOJICHCTBHE:
Hswma nanuuna nHbopManys 3a 6€30MacHOCTTa 1 epUKACHOCTTa OT ChBMECTHOTO M3IIOJI3BAHE HA Ta3H
BaKCHHA C JIpYTH BETEpUHAPHHU JeKapCTBEHHU NMpoaykTH. [lopaau Tazu npudnHa, NpuiaraHeTo Ha Ta3u
BaKCHHA NIPEAM WIN ciiell ynorpebara Ha APYyT BeTepUHAPEH JIEKapCTBEH MPOAYKT TpsiOBa /1a ce
MIPELeH! CTIIOpe] MHANBUIYATHUS CIydai.

[Ipeno3upane:
[Tpu mpunaranero Ha 10 MBTH MO-BUCOKA 7032 HE ca HAOIIOJaBaH! HEOIArONPHUATHU PEaKInH,

Pa3IM4HU OT onrcaHuTe B T.“HeOiaronpusaTHy peakuu‘ mpy muiieTa Opoisiepy, IMaii MaifdnHN
anTuTena cpeuy IBDV.

OCHOBHH HECHBMECTHMOCTH.
He cMecBaiite ¢ apyr BeTepuHApeH JeKapCTBEH MPOIYKT, C M3KIIIOUEHHe Ha pasTBopuTeis (Cevac
Solvent Poultry), npenoctasen 3a ynotpeda ¢ BEeTepUHAPHHUS JIEKAPCTBEH MPOTYKT.

7. He0aaronpusTHu peakuum

[Munera (Opoitiepu 1 eMOPHOHUPAHH SHILIA):

MHoro yectn NOHM)KaBaHe Ha Opost Ha IuMQouuTUTe B Oyp3a
Mabpunmii *
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(noBeue ot 1 Ha 10 TpeTupanu
JKHBOTHH):

iexo 10 ymMepeHo, KOeTo J0CTUra MAKCHMYM OKOJIO CEIIMHMS JIEH clie/l BakcuHamusTa. Cies omme 7
JIHY TTOHM)KaBaHETO HAMAJIsIBA U € MOCJICIBAHO OT Bb3CTAHOBABAHE Ha OpOst HA TUMQOIUTUTE U
perenepanys Ha Oyp3a Dadpuimii.

Cro01aBaHeTo Ha HEOJATONPUATHHU PEaKIUU € BakHO. ToBa MO3BOJISIBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30MmacHOCTTa Ha MPOAYKTa. AKO 3a0€IeKUTE HAKAKBU HEOIArONIPUSITHA PEAKIIMU, BKIFOUUTEITHO U
TaKWBa, KOUTO HE Ca OMMCAHH B Ta3W JINCTOBKA MIJIM MUCITUTE, Y€ BETEPHHAPHUS JIEKAPCTBEH MPOIYKT
HE JeCTBa, CBBPXKETE CE MMLPBO ¢ Bamms BereprHapeH Jiekap. MoXeTe ChINo J1a ChoOIaBaTe
HeONAronpUATHU Peakllny Ha IPUTEKATENS Ha Pa3pelICHHETO 32 ThPTOBHUs, KaTO U3ITOJI3BATE JAHHUTE
3a KOHTAKT B Kpasl Ha Ta3W JINCTOBKA WX 4pe3 Bariara HalioHaJIHA CHCTEMa 3a ChOoOIIaBaHe:
https://kvmp.bfsa.bg.

8. IlO?.I/IpOBKa 3a BCCKHU BU/I ’JKUBOTHO, HAYHUHU U ME€TO/1 HA TIPUJIOKCHUE

Bakcunata ce npuiara in OVO HITH MOKOXHO.
W3non3eaiite cTepuiIHu HHCTPYMEHTH U 000pYABaHE 3a Pa3TBapsIHETO U MPHJIaraHeTo Ha BAKCHHATA.
[MpecmeTHETE HEOOXOAMMOTO KOJIMYECTBO BAKCHHA W PA3TBOPUTEI CIIOPEA TaOIHUIIUTE TIO-/I0ITY.

In ovO npuarane:
Enna equangna go3a ot 0.05 ml ce nmkekTHpa BbB BCSAKO 18-THEBHO eMOPHOHUPAHO OPOIIEPHO
sIiAIle, KaTo ce M3I0JI3Ba iN 0VO obopyaBaHe. BakcuHaTa ce mpuiiara B aMHHOHHUS Cak.

IpennoskeHue 3a pasTBapsine NpH iN OVO mpujiaraxe:

Bpoii amnyau ot PasrBopuren Oo6em Ha enHa 1032
BaKCHHATA

4 x 2000 mo3m 400 ml 0.05 ml

2 X 4000 no3m 400 ml

4 x 4000 mo3m 800 ml

1 x 8000 no3u 400 ml

2 X 8000 no3m 800 ml

2 x 8000 + 1 x 4000 mo3u | 1000 ml

3 x 8000 mo3m 1200 ml

4 x 8000 no3m 1600 ml

IToK0KHO HpUJIaraHe:
Enna no3a or 0.2 ml ce nmpuiara eTHOKpaTHO NPH €AHOJHEBHH niyieTa. [IpenopbyBa ce U3MOJI3BaHETO
Ha aBTOMAaTHYHa CIIPUHIOBKA. BakcuHaTa ce mpuiara moJkoXKHO B 00JIacTTa Ha IIUTA.

IIpennoxkeHnue 3a pa3TBapsine NP NOJAKOKHO MPUJIAraHe:

Bpoii amnysm ot PazTBopuTen O0eM Ha eHa 1032
BaKCHHATA
1 x 2000 no3m 400 ml
2 X 2000 go3mn 800 ml
1 x 4000 no3u 800 ml 02mi
3 x 2000 no3u 1200 mi
1 x 8000 mo3u 1600 mi
9. CbBeTH 32 NPABMJTHOTO NPHJIATAHE HA MPOAYKTA

HDI/IFOTB?IHC Ha BaKCHUHATAa.
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https://kvmp.bfsa.bg./

1. Crnen xaTo ompenenuTe 103aTa Ha BaKCHHATA U HeobxonuMara pa3dacoBka Ha
pastBopurens (Cevac Solvent Poultry), 6sp30 u3BameTe TOYHMS OPOIt aMITyJIM OT ChJa €
TEYHUS a30T.

2. MWsrernere 2-5 ml ot pasrBopurens B 5-10 ml crepunna cipuHioBka. M3mnon3saiite
uria Hait-manko 18 G.

3. Pa3smpasete Obp30 ChIBPIKAHETO HA AMITYJTUTE KATO BHUMATEIHO TH ITOTOIHUTE U
paskianiate BbB Boja ¢ TeMmepatypa 27-39 °C.

4. Cren xaro ca HaITBITHO Pa3Mpa3eHH, OTBOPETE aMIIyJIUTE, KaTO TH ABPKHUTE Aaned OT
TAJIOTO, 32 Jja MPEAOTBPATHTE PUCKA OT HapaHsIBaHE aKO aMITyJiaTa Cce CUYIIH.

5. Crnex karo oTBOpUTE aMITyliaTa, 0aBHO MU3TETIIETE ChABPKAHNETO B CIIPUHIIOBKATA,
KOSITO Beue ChIbpika 2-5 Ml pa3rBopuTe:, KakTo € MOCOYEHO B T. 2.

6. IlpexBbprere mogydyeHaTa CyCleH3HsI B caka ¢ pa3TBOpHUTENA. Paskiarere neko Bede
pa3TBOpeHaTa BaKCHHA.

7. W3rermere Manka 4acT OT pa3TBOpPEHATA BAKCHHA OT CaKa ¢ Pa3TBOPUTEIIS U 5
M3M0J3BaliTe, 3a a U3IUIaKeTe aMiyJjara. BepHeTe s 00paTHO B caka ¢ pa3TBOPUTEII.
IToBTOpETE BEAHBIK HITH JIBA IIHTH.

8. Taka npuroTBeHaTa BaKCHHA CE PA3KJIAIA JIEKO U € TOTOBA 3a YIOTpeoa.

[ToBTOpETE ACHCTBUATA OT TOUKH 2-7 32 HEOOXOAUMUS OPOI aMITyJTH, KOUTO I1I¢ ObJaT pa3Mpa3cHH.

PexoHcTHTYMpaHaTa BaKCHHA € OpaHKeBa JI0 YepBeHa, OMcTpa /10 Helpo3payHa CycreH3us. Moxe aa
MMa HepPa3TBOPEHH YaCTHIIH.

10. KapeHnTHu cpokoBe

Hyna guu.

11. CneunmajHu ycJIOBHS 32 ChbXpaHeHHe
Jla ce cpxpaHsiBa Jajed OT IOIJIeia 1 Ha HeJJOCTBITHY 32 JIea MecTa.

Bakcuna:

Ila ce cpxpaHsBa M TPAHCIIOPTHPA 3aMpa3eHa B TeueH a3ot (-196 °C).

Cn0oBeTe ¢ TeUeH a30T TpsiOBa PEIOBHO Jia ce MPOBEPSIBAT 32 HUBOTO HA TEYHHS a30T U TPAOBA Ja ce
JIOTIBJIBAT, aKO € HE0OXOUMO.

PastBopuren:

[a ce cpxpansiBa nipu Temneparypa mox 25 °C.

[a He ce 3ampassBa.

Jla He ce M3MO0JI3Ba TO3HM BETEPHHAPEH JIEKAPCTBEH MPOYKT CIIE]] U3THYaHEe CPOKa Ha TOIHOCT,
MOCOYEH BHPXY eTukeTa. CpOKBT Ha TOJHOCT OTrOBapsl Ha MOCIEHHS IeH OT TO3H MECEII.

CpOK Ha TOAHOCT CJICA pa3TBAPAHC, ChIVIACHO YKAa3aHUsATA: 2 gaca.

12. Cuoenua/jHM NpeANna3sHN MepKHU NPH YHUIIOKABaHe

BerepunapHuTe JIeKapCTBEHH MPOAYKTH HE TPsiOBa /1a ObIaT M3XBBHPIISTHA UPE3 OTIIATHU BOIH WU
OUTOBU OTIIAABIIN.

M3non3BaiiTe mporpaMu 3a BpbIIaHe NPU YHUILOKABAHETO HA HEU3IOI3BAHU BETEPUHAPHU
JIEKaPCTBEHHU NMPOAYKTHU WUJIM OCTAaTBbUU OT TSIX B CbOTBETCTBHUE C M3UCKBAHUATA HA MECTHOTO
3aKOHOAATEICTBO M C BCHYKH MPWIOKUMHU HAIIMOHAIHU CHCTEMU 3a ChOupaHne. Te3n MepkH 1ie
IOMOT'HAT 32 Ola3BaHe Ha OKOJIHATa Cpesa.

[onuTaiite Bamus BeTepuHapeH jekap Kak Ja YHUIIOXKUTE HEHY)KHU BETEPUHAPHH JIEKapCTBEHU
MPOAYKTH.
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13. Kiaacuduxanusi Ha BeTepUHAPHUTE JIEKAPCTBEHH MPOIYKTH

[a ce oTmmycka caMo 10 JIEKapCcKo MpeITucaHue.

14. HomMepa Ha pa3pellecHHETO 32 THProBUs U pa3MepH 0NaKOBKHU

Paspemrnue 3a Teprosust Ne 0022-2999.

Bakcwuna:

Enna amnyna ot crbkio Tum | ot 2 ml, ceabspikaria 2000 wiu 4000 mo3u.

Enna amnyna ot ctbkio Tum | ot 5 ml, ceabspikaria 2000, 4000 wau 8000 go3w.

AMTyJHTE ca TIOCTaBEHH B KEH C €THKET, MoKa3Baill Opos Ha jo3ute. KeHoeTe ¢ ammynure ce

ChbXpaHABaT U TPAHCIIOPTHUPAT B CbJ C TCUCH a30T.

Pa3TBOpHUTEN: cak OT HOJUBHHHIXJIOpH, chabpskair 200 ml, 400 ml, 800 ml, 1000 ml, 1200 ml wm
1600 ml B uHAMBHAYaTHHU IUTHKYETA.

He Bcuuku pasmepu Ha omakoBKaTa MOraT Ja ObJar npeajaraHy Ha rasapa.

15. Jlara Ha mocjieHATA PeJAKIMs HA TEKCTa
01/2025

[MonpoOHa uHpoOpManus 32 TO3H BETCPUHAPEH JIEKaPCTBEH MPOAYKT MOKE Jla HaMepuTe B O6azaTta
nmanan Ha Chro3a otHOcHO mpoaykrute (https://medicines.health.europa.eu/veterinary).

16. /lanHu 3a Bpb3Ka

IlpuTeskaTea Ha pa3peUICHUETO 3a ThPrOBU U IaHHM 32 BPb3Ka 32 ChOOIIABaHE Ha MIPEANOIaraeMu
HeOIaronpusTHA PEAKIIUH .

Cesa Anuman Xent benrapus EOO/,

Codust 1113 yi. Enemar Ne 26, Bx. b, am. 1

Ten:: +800 3522 11 51

Email: pharmacovigilance@ceva.com

[Ipou3BoAMTE, OTTOBAPSIIL 32 OCBOOOKTABAHETO HA MAPTHIIH:
Ceva-Phylaxia Co. Ltd.

1107 Budapest Szallas u. 5.

Hungary

17. donmbaHuteHa HHpopMauus

ﬁ Recoverable Signature

X

[-P KPACUMWP 3/IATKOB
OWVPEKTOP HA ANPEKLINA KB/M
Signed by: KRASIMIR YANKOV ZLATKOV
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