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NNPUIOXXEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA TIPOAYKT

Nextmune KOHICHTPAT 1 pa3TBOPUTECIT 3a MHIKCKIIMOHHA CYCIICH3U: 3a MMUJICTAa

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB
Besika mo3za (0.05 ml 3a in-ovo mmum 0.2 ml 3a moAK0:KHO IPHIIOKEHUE) ChIBPIKA!

AKTHBHA CyOCTaHIMA:
XKue arenyupan IBD virus, ceporun 1, miam G-61 (Winterfield 2512) 0.7 — 2.7 10g10 CIDsp*

Excunnuentn:
BDA (Bursal Disease Antibody) 1.5-2.04 10g10 AB unit**

3a IBIHUA CIIMCHK Ha €KCIUIINEHTHTE, BIOK T. 6.1.

*Chicken Infective Dose 50%

**Antibody unit

3. DAPMAILIEBTUYHA ®OPMA

KoHueHTpaT u pa3TBOpHUTEIN 32 HHKEKIIHOHHA CYCIICH3HSI.

Baxkcuna: yepBeHrnKaBo-KadsBa 3aMpa3eHa CyCIIeH3HsL.

PazTBopuTeNn: GHCTHp OpaHKeB A0 YEPBEH Pa3TBOP.

4. KJIMHUYHU JAHHHA

4.1 BuoBe :xMBOTHHU 32 KOUTO e mpeaHazHayed BMII

[unera u eMOpHOHUpAHH siiilia Ha muieTa (Opoitiepn).

4.2 TepaneBTHYHHN MOKA3aHUSA, ONPeIeJIEHHU 32 OTAEJTHUTE BUI0BE ;KUBOTHH

3a akTMBHA UMyHH3alus Ha |8-THEBHN eMOPHOHN Ha OpPOIIIepH U €JHOIHEBHH MUIIeTa-Opoiiepn 3a
HaMaJIsIBaHE Ha KIIMHUYHHTE TIPU3HAIY, Pa3pPOCTPaHEHHETO Ha BUPYca M OCTPUTE JIe3Uu Ha Oyp3a
Dabpuiuii, NPUUIMHEHN OT CUITHO BUPYJICHTHH IIaMOBE Ha BUpYca Ha MHPEKIIMO3HUS OYP3HT 110
NTHIUTE.

[Tpu nabopaTopHu nMpoy4BaHus € HAOIIOAaBaHO, Ye BakcHHANMATA ¢ NeXtmune Moxxe 1a Hamau
3ary0aTa Ha TejiecHa Maca ciiesl uapexkrupane ¢ VWIBDV, kosto e HaOronaBana 10 quu ciief

MH(EKIHATA.

Hauanoro Ha mMyHHTETa Ce 0OYakBa OT 2 1-THEBHA BH3PACT B 3aBUCHMOCT OT IThPBOHAYAITHOTO HUBO Ha
Mal4YUHUATE aHTHUTENIA.

MMyHuzanmsita ce BIHsSI€ OT €CTECTBEHUS cnaa Ha MaitunauTe anTutena (MDA) u e yctaHOBeHO, ue ce
OCBINECTBSIBA, KOTATO MAWYNHNTE aHTUTEINA Ca JOCTUTHAIIN TTOAXO/SINNA HUBAa Ha 0OCBOOOXK1aBaHe.

JlaGopaTopHu 1 TEPEHHU M3MIUTBAHUS ca npoBeneH: npu ntuiy, umanm MDA tutpu ot 2500-7900
ELISA equaunu.

[Ipu BakCHHUpAHHUTE MHIIETA, OCBOOOKIABAHETO HA BAKCHHAIHUS BUPYC OT MMYHHUS KOMITICKC (Cliea
BaKCHHAIIMATA) € HaOIro1aBaHo Mexay 14 u 35 nHeBHA BB3PACT MPH KINHUYHN H3ITHTBAHMS.



[IpoabmKUTETHOCT HA UMYHHUTETA: JIO 7-CEIMIYHA BH3PAaCT.
4.3 [MpoTuBonoka3zanus

Ja He ce U3Moy3Ba IpH eMOPHOHN WJIH MTJICTa OT HEBAKCHHUPAHHU POAUTEIICKU CTaJIa, MM aKO HAMAT
Maituuau antutena cpeuyy IBDV.

4.4 CrnenuajHu nmpeana3Hyu MepKH 32 BCeKH BH/I )KMBOTHH, 32 KOUTO e peanasHaden BMII
[la ce BakCHMHMpAT caMoO 3/JpaBH MTUJICTA.

a ce Bakcunupat camo MDA MOJIOKHTEIHM MTUIeTa, KOUTO UMAT CPEAHO HMBO HAa MaWYMHM aHTUTEIA
ot Haii-manko 3200 ELISA eauauny Ha €THOTHEBHA BB3PAcCT.

4.5 CrnenuajJHu npeana3sHy MepKH NpU ynorpeoda

CHCHI/I&HHI/I Opeanasiy MCPKHU 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha IIPpOAYKTA

BakcuHupaHuTe nuieTa MoraT a OTAEISAT BAKCUHAIHUA WaM 110 21 nHu cinen BakcuHauusra. [Ipes ToBa
BpeMe TpsiOBa Ja ce M30sArBa KOHTAaKTHT HAa HWMYHOCYNPECHPAHW WM HEBAaKCUHHPAHHW TNTHUIH C
BaKCI/IHI/IpaHI/ITC ImuJieTa. HOI[XO}Z[SIHII/I BCTepI/IHapHI/I " CCJIICKOCTOIIaHCKH MCpKI/I 1“p;16Ba Ja 6’LIIaT B3€CTU
3a W30SATBaHE NPEHACSHETO HA BAaKCHHAIHHA IaM KbM BB3NPHEMUYWBH NTHIH. BakcuHHMpaiiTe
CZIHOBpCMeHHO BCHUYKHU ITUIIHK B CTAA0TO.

To3m mpoaykT TpsaOBa Aa ce M3MOI3Ba CaMoO CJell Karo € J0Ka3aHo, 4e MHOTo BupyleHTHuTe |IBDV
IIaMOBE Ca eMHUIEMHOJIOTHYHO 3HAYNMH B paiiOHa Ha BAKCHHAIHATA.

CHCHI/IEIJ]HI/I OpearnasHy MCEpPpKHM 3a Juliara, ODpujiaaramny BETCPHUHAPHOMCAMIIMHCKUA IMNPOAYKT Ha
KHUBOTHUTC

CbC chIOBeTE C TEUEH a30T WM aMIyJIUTe C BaKCHMHATa TpsOBa Ja paboTH caMoO MOAXOMASNI0 00y4YeH
HEpPCOHAL.

WNuauBuayaaHo npennasHo o0OopyaBaHEe, CHCTOSIIO Ce OT 3alIMTHH PBKAaBUIIM, NPEANa3sHU OYMiia U
Oorymm TpsibaBa Ja ce HOCH, KOraro ce paboTh ¢ BETEpUHAPHOMEIUIIMHCKUS TPOIYKT, MpPH
U3BKIAHETO OT TEYHHS a30T, 10 BpeMe Ha pa3MpassiBAHETO U OTBAPSHETO HA aMITYJIHTE.

3aMpa3eHuTe CTBKICHH aMIlyJd Morar jAa H30yXHaT Opu BHE3AIHH TEMIIEPATypHH IPOMEHHU.
ChxpaHsBaiTe U H3MOJI3BANTE TEUHUS a30T CaMO Ha CyXO U J100pe MPOBETPHUBO MSICTO.

Baumeanero Ha TeuHUs a30T € onacHo. [lepcoHanbT, yyacTBall B TPETUPAHETO HA BAKCHHUPAHU NITHITH,
TpsIOBa Ja Cria3Ba XUTUEHHHUTE MPUHIUIIN U J1a OTJEIsi 0COOEHO BHUMaHHE MpU padoTara ¢ OTMaabIH
OT BaKCMHHPAHU NHJICTA.

4.6 He0saronpusiTHU peakiuu (4€CTOTA U BaXKHOCT)

[Tpu BakCHMHUpaHUTE MHJIETa MHOTO YeCTO ce HalJto/jaBa JIeKO JI0 YMEpEeHO MOHIKaBaHe Ha Opos Ha
JTUMQOIUTUTE, KOSTO TOCTUTA MAaKCUMYyM OKOJIO CeIMUus JeH cliea BakcuHammsara. Cien omie 7 THU
MTOHIKABAHETO HAMAJISIBA U € TIOCIICIBAHO OT BH3CTAHOBSIBAHE HA OpOs HA TUMQOIUTHTE U pEereHeparHs
Ha Oyp3a Padpuimii.

YecrtoTara Ha HEOIArONPUATHATE PEAKIIUHU CE OIPEeis upe3 ClIeAHaTa Kiacu()UKaLHsL:

- MHOTO YecTH (roBede oT 1 Ha 10 TpeTupaHu )KUBOTHH, NPOSIBSIBAIIN HEOJArONPHUSTHH PEAKIHH)

- yectH (oBeue ot 1, Ho mo-mainko oT 10 xuBoTHU Ha 100 TpeTupaHu KUBOTHH)

- He "ecTH (rmoBede ot 1, Ho mo-manko ot 10 sxuBoTHH Ha 1,000 TpeTupaHu KUBOTHH)

- penku (moseue ot 1, Ho mo-mainko ot 10 xuBoTHH Ha 10,000 TpeTHpaHu KMBOTHHN)

- MHOTO peaku (mo-Manko ot 1 xuBotHO Ha 10,000 TpeTupaHu KUBOTHH, BKIIOYUTEITHO U30JIMPAHU
CHOOIIEHHUS).

4.7 Ynorpe6a no BpeMe Ha OpeMeHHOCT, JJAKTALMS WM sILIeHOCeHe



He e npunoxumo.

4.8 B3aumopeiicTBHE ¢ IPYTd BeTEPHHAPHOMETUIITMHCKH MPOAYKTH U APYyru opmu Ha
B3auMoOJeHCcTBHE

Hsama Hanvuna uHpopmarus 3a 6€30MacHOCTTa U €PUKACHOCTTa OT ChBMECTHOTO M3IIOJI3BAHE HA Ta3H
BaKCHHA C PYTH BETepHHAPHOMEIUIIMHCKN MPpOoayKTH. [lopaan Ta3m npuyanHa, MpHIaraHeTo Ha Ta3H
BaKCHHA TIpeAH WM Cle] ynorpedaTa Ha APYr BETEPHHAPHOMEIWIIMHCKH MPOAYKT TpsOBa na ce
MPEIEHU CIOPE UHIMBUIYATHUSI CITydai.

4.9 Jl03a M HAYMH HA NPUJIOKEHHE

Bakcunara ce mpusara in OVO WK MOJKOYKHO.
W3nomn3BaiiTe cTepuiIHI HHCTPYMEHTH M 000pYABaHe 3a pa3TBAPSIHETO W MPHUJIAraHeTO Ha BAaKCHHATA.
[IpecmeTHETE HEOOXOTUMOTO KOJTHMYECTBO BAKCHHA M PA3TBOPUTEI CIIOpE TaOIHIUTE TT0-/I0IY.

In ovo mpunarasxe:
Enna equnandna go3a ot 0.05 ml ce umkekTrpa BbB BCSKO 18-1HEBHO eMOPHOHUPAHO OpOiiiepHO sidIle,
KaTo ce M3IMoJI3Ba i OVO obopyaBane. BakcuHara ce mpuiara B aMHUOHHUS Cak.

IpensioxkeHn 3a pa3TBapsiHe NpH iN OVO mpuJaraHe:

Bpoii ammyam ot Pa3TBopuTen O0eM Ha enHa 1032
BAaKCHHATA
4 x 2000 no3u 400 ml 0.05 ml
2 X 4000 mo3m 400 ml
4 x 4000 no3u 800 ml
1 x 8000 no3m 400 ml
2 x 8000 no3u 800 ml
2 x 8000 + 1 x 4000 no3u 1000 ml
3 x 8000 no3u 1200 ml
4 x 8000 no3m 1600 ml

IloakokHO Ipuyiarage:
Enna nosza ot 0.2 ml ce nmpuara elHOKpaTHO NMpH eIHOAHEBHH TjieTa. [IpenopbyBa ce M3MOI3BAHETO
Ha aBTOMAaTHYHA CIPUHIIOBKA. BakcuHaTa ce mpuiiara o JK0KHO B 00JIaCTTa Ha MIUsTA.

IIpenJio:kenu 3a pa3TBapsiHe MPH NOJKOKHO MPUJIATaHe:

Bpoii ammyam ot PasTBopuTen O0eM Ha enHa 103a
BaKCHHATA
1 x 2000 no3u 400 ml
2 x 2000 nmo3u 800 ml
1 x 4000 no3u 800 ml
0.2ml
3 x 2000 nmo3u 1200 ml
1 x 8000 no3u 1600 ml

[puroTBsiHe HAa BaKCHHATA!

1. Cnen kaTo ompeaenauTe J03aTa Ha BaKCMHATa M HEOoOXoaumaTa pa3(acoBKa Ha Pa3TBOPUTEIS
(Cevac Solvent Poultry), 6bp30 u3Banere TouHHs OpOil aMITyJIH OT ChJIa C TEYHUS a30T.

2. Uzrernere 2-5 ml ot pasrBopurens B 5-10 ml crepmina cnipuHnoBka. M3monsBaiite urina Haii-
maiiko 18 G.

3. Pasmpazere Obp30 ChABPKAHETO HA aMITYJINTE KATO BHUMATEITHO TH MTOTOMUTE M Pa3KiIaliaTe BbB

Boza ¢ Temmneparypa 27-39 °C.




4. Crnep Kato ca HaITBJIHO pa3Mpa3eHy, OTBOPETE aMITyJIUTe, KaTo T IbPXKUTE Jdajied OT TsUI0TO, 33 /1a
MPEIOTBPATUTE PHCKa OT HapaHSIBaHE aKO aMITyJIaTa ce CHyIIH.

5.  Crnen kato OTBOpHUTE aMITysiaTa, 0OaBHO M3TETIIETE ChIbPKAHUETO B CIPUHIIOBKATA, KOSITO BEYe
chabpika 2-5 ml pa3TBopuTen, KakTO € TOCOYEHO B T. 2.

6. TIpexBbprere momydyeHaTa CyCIICH3HUs B caka ¢ pa3TBopuTeNs. PaskiareTe ieko Beue pa3TBOpeHaTa
BaKCHHA.

7. U3reryiere Mayika 4yacT OT Pa3TBOPEHATa BAKCHHA OT CaKa C pa3TBOPUTEIIS M S M3MOI3BaliTe, 3a 1a
M3IJIaKeTe aMIryiata. BepHere s 0OpaTHO B caka ¢ paztBopurens. [loBTopere BeqHBXK WM ABa
MIBTH.

8. Taka mpuroTBeHaTa BaKCHHA Ce pa3KJIallia JEKO U € TOTOBa 3a ynorpeoa.

[ToBTOpETE NElcTBUATA OT TOYKHU 2-7 32 HEOOXOAUMUS OPO aMITyJIH, KOUTO Iie ObJIaT pa3Mpa3cHH.

PexoHcTHTYHMpaHaTa BaKCHHA € OpaHKeBa JI0 YepBeHa, OMCTpa 10 Helpo3payHa cycreH3us. Moxe aa
UMa Hepa3TBOPEHH YACTHIIH.

4.10 TIpemo3upaHe (CHMNTOMH, CIEIIHA MEPKH, AaHTHI0TH), aKO € HE0OX0TUMO

[lpn mpumaranero Ha 10 mbTH TMO-BHCOKa 1032 HE Ca HAOJIOJaBaHW HEOIArONPHUSTHH PEaKIHH,
pa3In4HU OT onKcaHuTe B T.4.6 npu nujera Opoiinepyu, nmaiy MaitunHu Tena cpemry |BDV.

411 KapeHTeH cpok

Hyna gau.

5. NMYHOJIOI'MYHU OCOBEHOCTH

dapmakoTepareBTUYHA IPyMa: UMYHOJOTHYHU POYKTH 3a MITUIIH; JOMAITHH NITHIU; )KUBH BUPYCHH
BaKCHHU; BUPYC Ha Oosnectra HH(ekro3eH oyp3ut (I'ymO0po) npu ntuure.
Berepunaprnomenuimacku Anatomo-TepanesriuueH Koa: QI01ADO9.

JKuBa BUpyCHA BaKCHHA B UMYHEH KOMIIEKC.

3a cTUMyJTHpaHe Ha aKTUBEH HMYHHUTET CPEILy BUPYCH HA HH(EKIIMO3HUS OyP3HT.

Bakcunata chabpika xkuB “intermediate plus” mam na IBD Bupyca, cBbp3aH CbC CHEHUPHIHH
UMyHOTI00yauHE. JIBeTe chCTaBKM 00pa3yBaT KOMIUIEKC, KOWTO TIIOCTBIBA B TSUIOTO IPU
BaKCHHAIIHS.

6. OAPMAILEBTUYHU OCOBEHOCTH
6.1 Chnucbk HAa eKCHHIIHEHTHTE

Bakcuha:
BDA (bursal disease antibody)
Water for injections

PasrBopuTen (Cevac Solvent Poultry):
Sucrose

Casein hydrolisate

Sorbitol

Dipotassium hydrogen phosphate
Potassium dihydrogen phosphate
Phenol red

Water for injections

6.2 OCHOBHHM HECHLBMECTHMOCTH



He cmecBaiite ¢ 1pyr BeTepHHAPHOMEIUIIMHCKH TIPOAYKT, OCBeH ¢ pastBoputesst (Cevac Solvent
Poultry), npenocrasen 3a ynorpeba ¢ BETEpHHAPHOMEIUIIUHCKHS TPOTYKT.

6.3 Cpok Ha rogHocT

Cpok Ha TOJHOCT Ha KpaiiHHUS BETCPUHAPHOMEIUIIMHCKY POAYKT (BaKCHHA): 2 TOMHH.
CpoKk Ha rOJIHOCT Ha KpaifH!s BETEpUHAPHOMEIUIIUMHCKH IPOIyKT (pasteopuren): 30 Mecera.

CpOK Ha TOAHOCT CJIC pa3TBApAHC B CbOTBETCTBUEC C MHCTPYKIUUTEC! 2 yaca IIpu TEMIICpaTypa 1noJg

25 °C.
6.4. CnenuajJHM ycJI0BHS 32 ChbXpaHeHHE HA MPOIYKTA

Bakcuna:

Jla ce cpXpaHsBa U TPaHCIIOPTUPA 3aMpa3eHa B TeueH asor (-196 °C).
Cha0BeTe ¢ TEUCH a30T TPsAOBaA PEIOBHO Jia CE MPOBEPSBAT 32 HUBOTO HAa TCUHUS a30T W TPsAOBa Ja ce
JIOIIBJIBAT, aKO € He0OXOINMO.

PastBOpuTen:
Ia ce chxpansBa npu Temneparypa mog 25 °C. Jla He ce 3ampassiBa.

6.5 Buau cbcTaB HA MbPBUYHATA ONMAKOBKA
Bakcuna:
Enna ammysa ot ctekio tam | ot 2 ml, esaspikaria 2000 wiu 4000 mo3wu;

WK e/Ha aminyiia oT cThkito Tum | ot 5 ml, ceaspaxara 2000, 4000 wmu 8000 103H.

AMITyIuTe ca MOCTaBeHM B KCH C €THKET, IMOKa3Bail Opos Ha no3ute. KeHoBere ¢ ammynure ce
ChXpaHSABAT U TPAHCHIOPTUPAT B CHJ C TCUCH a30T.

PasTBopuTeN: cak OT MONMUBHHHUIXIOpUA, chabpskamt 200 ml, 400 ml, 800 ml, 1000 ml, 1200 ml un
1600 ml B HAMBHyaTHN TUTHKYETA.

He Bcuuku pazMepu Ha omakoBKaTa Morar fa ObJIaT MpeiaraHy Ha rasapa.

6.6 CrHenuajaHu MepPKH 32 YHHIII0KABaHEe HA HEM3MOJI3BAH MPOAYKT HWJIH OCTATHIH OT HET0
Bceku HensIoi3BaH BeTEpUHAPHOMEIUIIMHCKY TPOIYKT WM OCTaThIM OT HEro TpsiOBa ja Obaat
YHUIIIO)KEHU B CHOTBETCTBHE C M3UCKBAHMSITA HA MECTHOTO 3aKOHOJATEJICTRO.

7. HPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

CeBa Anuman Xent breirapus EOO/]

Codums 1113, yn. Enemar Ne 26, Bx. b, et.1, am. 1

boarapus

Tenedon: 02 963 42 75; 02 963 13 77

®daxkc: 02 963 39 68

E-mail: cevabulgaria@ceva.com

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

0022-2999

9. JATA HA TBPBOTO U3JABAHE/IIOJHOBSIBAHE HA JIMLIEH3A 3A YIIOTPEBA



23.06.2020

10. JATA HA ITIOCJIEAHATA PEJAKIIUA HA TEKCTA

26/01/2022

3ABPAHA 3A ITPOJAXKBA, CHABASIBAHE U/WJIN YIIOTPEBA

He e npunnoxumo.



HPUJIOKEHHUE I11

ETUKET U JINCTOBKA



A. ETUKET



MHUHUMYM UHO®OPMALIUSA, KOATO TPABBA JJA BBJE U3IINCAHA BbPXY
MAJIKHM OITAKOBKU BMII, KOUTO CBABPXKAT EAUHUYHA J103A

AmnyJju ¢ Bakcuna ot 2000, 4000, 8000 no3u

1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKUSA TPOAYKT

Nextmune

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHLUSA

IBDV

3. CBABPKAHUE CIIPSIMO MACA, OBEM WX BPOI HA EJUHUYHUTE 103U

2000 no3u
4000 mo3m
8000 nmo3m
(6vpxy emuxema)

‘ 4. HAYUHU HA TPUJIOKEHUE

s.c./inovo

| 5. KAPEHTEH CPOK

‘ 6. ITAPTUJAEH HOMEP

Lot {Homep}
(6vpxy emuxema)

| 7. CPOK HA rOJIHOCT

EXP {mecen/ronuna}

‘ 8. HAJIIMCBHT “CAMO 3A BETEPUHAPHOMEJIMIIUHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA yHOTpe6a.

Ceva-Phylaxia Co. Ltd.

UH®OPMALIUS, KOSITO CE U3IMCBA BbPXY TbPBUYHATA OAKOBKA
(ETUKET)
HA PA3TBOPHUTEJISI




Paszreopuren: 400 ml, 800 ml, 1000 ml, 1200 ml, 1600 ml

1. HAMMEHOBAHUWE HA BETEPUHAPHOMEJUIIUHCKUA TIPOAYKT

Cevac Solvent Poultry

2. CBbABP)KAHUE CITPSIMO MACA, OGEM WX PO HA EJJMHUYHUTE 103U

400 ml
800 ml
1000 ml
1200 ml
1600 ml

3. HAYMHU HA TPUJIOKEHHNE

[Mpeau ynorpeba mpovyeTH JTUCTOBKATA.

‘ 4. CIIEHUAJIHHN YCJIOBUS 3A CbXPAHEHHUE

Jla ce cpxpansiBa pu Temreparypa mox 25 °C.
[a He ce 3ampasssa.

‘ 5. IHAPTUJIEH HOMEP

Lot {momep}

| 6.  CPOK HA FOJIHOCT

EXP {mecer/ronuna}

‘ 7. HAJIIIUCHT “CAMO 3A BETEPUHAPHOME/IMIIMHCKA YIIOTPEBA”

CaMmo 3a BETepHHAPHOMEIUIINHCKA yIOTpeoa.

Jloro Ha KoMITaHUATa
HIn

CEVA-Phylaxia Co. Ltd.
1107 Budapest

Széllas u. 5.

Hungary



B. INCTOBKA



JIMCTOBKA:

Nextmune KOHICHTPAT U pa3TBOPUTEIT 3a MHIKCKIIMOHHA CYCIICH3U: 3a MMUJICTAa

1. HUME U IIOCTOSHEH AJIPEC HA IIPUTEXATEJISAA HA JIMILEH3A 3A YIIOTPEBA
N HA ITIPOU3BOAUTEJIA, AKO TE CA PA3JINYHHU

[IpurexxaTen Ha JUIEH3A 32 yIIOTpeOa:

CeBa Anuman Xent brarapus EOO/]

Codms 1113, yn. Enemar Ne 26, Bx. b, et.1, am.1
boirapus

HDOI/I3BOI[I/IT€J'I, OTT'OBOPCEH 3a OCB060>KI[aBaHe Ha rnmapTtujgara:
Ceva-Phylaxia Co. Ltd.

1107 Budapest, Szallas u. 5.

Hungary

2. HAUMMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKUAS IPOAYKT

Nextmune KOHIIEHTpAT U Pa3TBOPHUTEIN 32 HHKEKIIMOHHA CYCIICH3HUS 3a MUIeTa

3. CbABbPKAHUE HA AKTUBHATA CYBCTAHIUSA U EKCHUIIMEHTUTE
Besika no3a (0.05 ml 3a in-0vo mim 0.2 ml 3a mokoHO MPUIIOKEHUE) ChABPKA!

AKTHBHA CyOCTaAHIMA:
XKus arenyupan IBD virus, ceporun 1, miam G-61 (Winterfield 2512) 0.7 — 2.7 10g10 CIDsp*

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

3a IIBJIHUS CIUCHK Ha CKCIOUITNCHTHUTC, BUX T. 6.1.

*Chicken Infective Dose 50%
**Antibody unit

Bakcuna: yepBeHHKaBo-KasiBa 3amMpaseHa CycIieH3usl.
PaztBopuTen: OHCTHp OpaHKEB J0 YEPBEH Pa3TBOP.

4. TEPAIIEBTUYHU IOKA3AHUA

3a akTMBHA UMyHH3aUus Ha 18-THEBHN eMOpHMOHN Ha OpOMIIepH U €JHOAHEBHH MUIIeTa-Opoiiepu 3a
HamaJsBaHe Ha KJIMHUYHUTE PU3HAIM, pa3lIPOCTPAHEHHETO Ha BUPYCA U OCTPUTE JIE3UH Ha Oyp3a
dabpuiuii, NPUYMHEHN OT CUITHO BUPYJICHTHH IIaMOBE Ha BUpYyca Ha MHPEKIIMO3HUS OYP3HT 110
NTUINTE.

ITpu naGopaTopHu mpoyuBaHus € HaOIIOAaBaHO, Ye BakcuHarwsTa ¢ Nextmune mMoxe 1a Hamaiu
3ary0ara Ha TenecHa mMaca ciell nHpektupade ¢ VIBDV, kosito e HabnronaBana 10 nau cien
MH(EKIHATA.

Haganoro Ha HMYHHUTETA CEOYaKBa OT 21-}1H€BHa BBH3pacCT B 3aBUCUMOCT OT ITbPBOHAYAJIHOTO HUBO Ha
MalYUHHUTE aHTUTEIA.



MMyHu3anmsiTa ce BIHAsSI€ OT €CTECTBEHUS cnaa Ha MaiunauTe anTutena (MDA) u e yctaHOBEHO, Ue ce
OCBIIIECTBSIBA, KOTATO MaHYMHHUTE aHTUTENA Ca IOCTUTHAIY ITOAXOSINN HUBA HA OCBOOOXKIaBaHe.

JlaGopaTopHu 1 TEpEeHHU H3MUTBAHUS ca MpoBeaeHu npu ntuiy, umanm MDA tutpu ot 2500-7900
ELISA equaunu.

ITpu BakCHHHpAHUTE THJIETa, OCBOOOKTABAHETO HAa BAKCHHAIHHS BHPYC OT MMYHHUS KOMIUIEKC (CIiea
BaKCHHAIIMATA) € HaOIr0maBano Mexay 14 u 35 nHeBHA Bb3PACT MPU KIMHAYHH U3ITUTBAHUSL.

HpOI[’I)J'DKI/ITeJ'IHOCT Ha UIMYHHUTETA: 10 7-CeI[MI/I‘lHa BB3pPacT.

5. MNPOTUBOITOKA3AHUSA

Jla He ce BakCHHHpAT eMOPHOHM WJIM IHJIETa OT HEBAKCHHUPAHW POJHUTENCKH CTala, MM aKo HAMAT
MaitunHU aHTHTeNna cpemry IBDV.

6. HEBJIATOITPUATHHU PEAKITUN

[Ipu BakCHHUpAHHUTE MHJIETA MHOTO YECTO Ce HaOJI0/IaBa JeKO 0 yMEPEHO MOHMWKaBaHe Ha Opos Ha
JTUMQOIUTUTE, KOSTO JOCTHIa MAKCHMYM OKOJIO CeIMHMs JCH clieq BakcuHauusra. Cien omie 7 THH
MOHIKABaHETO HAMAJISIBA U € TIOCIICIBAHO OT Bb3CTAHOBSIBAHE HA OPOs Ha TUM(OLUTUTE U PETeHEepaIIHs
Ha Oyp3a Dadpurmii.

YecroTara Ha HEOIArONPUATHUTE PEAKIIUHU CE OIPEesis Ype3 ClIeAHaTa KiIacu()UKaLHL:

- MHOTO yecTH (moBeue oT 1 Ha 10 TpeTupanu >KHBOTHH, MPOSIBSIBALLY HEOIArONPHUATHH PEAKLNH T10
BpEME Ha Kypca Ha €IHO JICUEHHE)

- yectu (ioBeye oT 1, HO mo-manko oT 10 xuBoTHH Ha 100 TpeTHUpaHu KUBOTHH)

- He "ecTH (rmoBede ot 1, Ho mo-Maunko ot 10 sxuBoTHH Ha 1,000 TpeTupaHu KUBOTHH)

- penku (moseue ot 1, HO mo-mainko ot 10 sxuBoTHH Ha 10,000 TpeTUpaHu )KUBOTHH)

- MHOTO peakH (rmo-Manko ot 1 xxuBotHO Ha 10,000 TpeTupaHu )KMBOTHH, BKIIFOUUTEITHO N30JIUPaHH
CBHOOIICHUS ).

AKko 3a0enexxuTe HIKaKBH HEONMAaronpusTHA PEAKLMH, BKIIOUYUTEIHO U TAKMBA, KOUTO HE Ca OMHCAHU B
Ta3u JIMCTOBKA MJI MUCITUTE, Y€ BETEPUHAPHOMEAUIIMHCKUSAT MPOAYKT HE paOOTH, MOJIS 1a YBEJIOMUTE
Bamus BeTepuHapeH Jiekap.

7. BUJAOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BMII

[unera u eMOpHOHMpAHH siiflia Ha ruseTa (Opoitiepn).

8. JAO3UPOBKA 3A BCEKH BU/I ’KNBOTHO, METOJ U HAYMHU HA ITPUJIATAHE

Bakcunata ce npuiiara in OVO WM TTOJIKOXKHO.
M3nomn3BaiiTe cTepuiIHI HHCTPYMEHTH M 000pYABaHe 3a pa3TBAPSIHETO U MPHUJIAraHeTO Ha BAaKCHHATA.
IIpecmeTHETE HEOOXOUMOTO KOJTHMYECTBO BAKCHHA M PAa3TBOPUTEI CHIOpe TaOIHIUTE T0-/I0IY.

In 0vO npuiarane:
Enna equanana mo3a ot 0.05 ml ce nmkekTrpa BB BCAKO 18-IHEBHO eMOPHOHMPAHO OPOMIIEPHO STiATIE,
KaTo ce M3MoJ3Ba i OVO obopyaBane. BakcuHara ce mpuiara B aMHUOHHUS Cak.

Ipenno:keHue 3a pasTBapsine NpH iN OVO mpujiaraxe:

Bpoii ammyam ot PasTtBOopuTen O0eM Ha enHa 1032
BAKCHHATA

4 x 2000 no3u 400 ml 0.05 mi




2 X 4000 mo3m 400 ml 0.05 ml
4 x 4000 no3u 800 ml
1 x 8000 mo3m 400 ml
2 x 8000 mo3u 800 ml
2 x 8000 + 1x 4000 mo3u 1000 ml
3 x 8000 mo3mu 1200 ml
4 x 8000 mo3m 1600 ml

Tloko’KHO IIpUJIaraHe:
Enna mosa ot 0.2 ml ce mprara exHOKpaTHO MPH €OHOAHEBHH mueTa. [IpemopbuBa ce U3MOA3BAHETO
Ha aBTOMAaTHYHA CIPUHIIOBKA. BakcuHaTa ce mpuiiara o K0KHO B 00JIaCTTa Ha MIUsTA.

IIpenJio:keHne 3a pa3TBapsiHe NPH MOJAKOKHO MPHJIATaHe!

Bpoii amnysm ot PasrBopuren O0eM Ha eHa 1032
BaKCHHATA
1 x 2000 no3u 400 ml 0.2 ml
2 x 2000 no3u 800 ml
1 x 4000 no3u 800 ml
3 x 2000 no3u 1200 ml
1 x 8000 no3u 1600 ml
9. CBBET 3A IIPABUJIHO ITPUJIIOKEHUE

IIpuroTBsiHE HA BaKCHHATA:

1. Cren xato ompenenuTe J03aTa HAa BaKCHMHATa U HeoOXxonumara pa3(dacoBka Ha pa3TBOPUTEI
(Cevac Solvent Poultry), 6sp30 u3BameTe TOUHMS OPOIt aMITyJIM OT Ch/Ia C TEUHHS a30T.

2. Usrernere 2-5 ml ot pasrBoputess B 5-10 ml crepunna cripuniioBka. M3mos3saiite uria Haii-
maiko 18 G.

3. Pa3mpasere Obp30 CHIBPKAHETO HA aMITyJIMTE KaTO BHUMATEIHO T'Y MOTOIHUTE U pa3Kiiamare
BB Bojia ¢ Temmneparypa 27-39 °C.

4. Crex KaTo ca HaIBJIHO Pa3Mpa3eHH, OTBOPETE aMITyJIUTe, KaTo I'M IbPXKUTE Jajed OT TSIOTO,
3a J1a IPeJ0TBPaTUTE PUCKA OT HapaHsIBaHE aKO aMITyJIaTa Ce CUYIIH.

5. Cren xaTo OTBOpHTE amIryJjiaTa, 0aBHO U3TETJIETE ChABPKAHUETO B CIIPHUHIIOBKATA, KOSITO BeUe
chabppka 2-5 Ml pa3TBopuTeEN, KAKTO € TIOCOYEHO B T. 2.

6. [TpexBbprieTe TONydeHaTa CYyCHEH3WMsT B caka C pa3TBOpuTens. Paskiartere Jeko Bede
pa3TBOpeHaTa BaKCHHA.

7. U3rernere Manka 4acT OT pa3TBOpPEHATa BaKCHHA OT caka C Pa3TBOPUTEINS U 51 M3MOJ3BaiiTe, 3a
Jla M3IUTaKkeTe aMmmyaTa. BepHere s 00paTHO B caka ¢ pa3rBopuTens. [loBTopere BeIHBXK HIIH 1Ba IBTH.
8. Taka mpuroTBeHaTa BakCHHa ce pa3KJIallia JICKO U € TOTOBa 3a ynoTpeoa.

[loBTOpeTe AeiicTBUATA OT TOUKHU 2-7 32 HEOOXOAUMHUS OPO aMITyJIn, KOUTO 1e ObJaT pa3Mpa3eHH.
PexoHcTHTYMpaHaTa BakCHHA € OpaH)KeBa JI0 YepBeHa, OucTpa 0 Henmpo3payHa cycrnensus. Moxe ia
“Ma HEpa3TBOPEHHU YaCTHIIH.

10. KAPEHTEH CPOK

Hyna nan.



11. CIIEHUAJIHU YCJIOBUA 3A CBXPAHEHHUE HA ITPOJAYKTA
Ja ce cpxpaHnsiBa najned oT IOIJIEAa U Ha HEJOCTBIIHM 32 JIela MecTa.

Bakcuna:

Jla ce chxpaHsBa U TPAHCIIOPTHPA 3amMpaseHa B TeueH a3ot (-196 °C).

CproBeTe ¢ TeUeH a30T TPsiOBa PEIOBHO J1a c€ IPOBEPSBAT 3a HUBOTO HA TEUHHUS a30T W TPsIOBa 11a ce
JIOTIBJIBAT, aKO € HE0OXO0IUMO.

PastBopuren:
Ja ce cpxpansBa npu Temrneparypa mox 25 °C. Jla He ce 3ampassiBa.

Jla He ce M3MOI3Ba TO3H BETCPHUHAPHOMEIUIIMHCKH MTPOAYKT CJIe]] M3TUYaHEe CPOKA Ha TOIHOCT,
nocoueH Bupxy etuketa cies EXP. CpokbT Ha TOJHOCT OTrOBaps Ha MOCIIEIHUS ACH OT TO3H MECEII.
Cpok Ha TOJIHOCT CJIe/l pa3TBapsiHe, ChITIACHO yKa3aHMATA: 2 Jaca.

12. CIIENUAJIHHA ITPEAYHPEXIEHUSA

Crenpaniy Ipeana3siy MEPKH 32 BCEKH BUJI JKMBOTHH, 38 KOMTO € npeanasHaueH BMIT:

Ja ce BakcMHHMpAT camMo 3/IpaBU MUJIETA.

Ha ce Bakcurmpar camo MDA monoxutenHu muiera, KOUTO UMaT CPEHO HABO Ha MaYMHH aHTHUTETA
ot Haii-manko 3200 ELISA eauHuny Ha €THOHEBHA Bb3PAcCT.

CrenuaaHy OpeAana3sHu MEPKH 3a )KMBOTHHUTE IIPU yIIOTpeOaTa Ha IPOAYKTA:

BakcunupanuTe nuiieTa Morat aa OTJACNIST BaKCHHATHUS maM 110 21 quu cien BakcuHanusata. [Ipes ToBa
BpeMe TpsOBa Ja ce M30srBa KOHTAKTHT Ha HMMYHOCYNPECHUPAaHW WU HEBAKCHMHUPAHU NTHIU C
BaKCHHHpaHHUTE TieTa. [loaxoasmm BeTepuHapHH U CEICKOCTOIIAHCKH MEPKH TpsiOBa na ObaaT B3eTH
3a W30SATBaHE WPEHACSHETO HA BAaKCHHANHHA IaM KbM BB3NPHEMUYNWBH NTHIN. BakcuHHMpaiiTe
€THOBPEMEHHO BCUYKHU TITUIU B CTAOTO.

To3u npoayKT TpsaOBa Aa ce M3MOI3Ba CaMo Cjie]l KaTro € J0Ka3aHo, 4e MHOTO BupyieHTHuTe |IBDV
IIaMOBE Ca eMHUIEMUOJIOTMYHO 3HAYNMH B paiioHa HA BAKCUHAIIMSTA.

To3u npoayKT TpsiOBa Ja ce M3I0JI3Ba caMo CJIe]] KaTo € JI0Ka3aHo, Y€ MHOTO BupysieHTHUTe IBDV
IIaMOBE Ca eMUAEMHOJIOTMYHO 3HAYHMH B 00J1aCTTa HA BAKCHHAIIUATA.

CrenmanHy npeanasHil MEpPKH 3a JIMIaTa, IpUJaraiy BeTepUHapHOMEINIIMHCKUS TPOAYKT Ha
’KHUBOTHUTE

Che chaoBeTe ¢ TeUeH a30T M aMIyJIUTe C BaKCHHATa TpAOBa /a paboOTH camMo MOAXOIANI0 O0y4eH
TIepPCOHAII.

WnauBuyanHo mpeanazHo o0opyJ/iBaHe, ChCTOAIIO CE€ OT 3allUTHH PBHKaBUIM, MPEANa3Hd OYWIa U
Oorymu TpsibaBa N1a ce HOCH, KOraTo c€ paldOTH C BETEPHUHAPHOMEIWIIMHCKHS TIPOIYKT, HpPH
M3BAXKIAHETO OT TEYHHS a30T, [0 BPEME Ha Pa3Mpa3siBAHETO U OTBAPSHETO HA aMITyJIUTE.

3aMpa3eHUTe CTHKICHH aMIlyJd Morar jJa HW30yXHaT Npd BHE3alHH TEMIIEPATypHH MPOMEHHU.
CobxpaHsBaiiTe 1 MU3MOJI3BAHTE TEUHUS a30T CaMO Ha CyXO0 U A00pe MPOBETPUBO MSCTO.

BnumBaneTo Ha Te4HUS a30T € onacHo. [lepcoHanbT, yuacTBalll B TPETUPAHETO Ha BAKCUHUPAaHU NTHLH,
TpsiOBa /a cria3Ba XUTHEHHUTE MPUHIIMIIN U J1a OTAENS 0COOCHO BHUMaHHWE MpH padoTara ¢ OTHaIbIH
OT BaKCUHUpPaHU MUJIETA.

AineHocexe:
He e nmpuioxumo.

BsaumoneiicTBue ¢ Apyru BETEPUHAPHOMETUITMHCKY MPOAYKTH U APYTH (POPMH Ha B3aUMOJIEHCTBHE:
Hsma nanmuna nadopmarys 3a 6e30macHOCTTa U €pUKaCHOCTTa OT ChBMECTHOTO M3IIOJI3BAaHE Ha Ta3u
BaKCHHA C JPyTH BETEpPUHAPHOMEINLMHCKN NpoayKTH. [lopaan Tasu npuunHa, NpUjIaraHeTo Ha Ta3H
BaKCHMHA NIpeAd WM cllef ynorpebara Ha ApPYr BETEPHHAPHOMEIMLIMHCKH IMPOAYKT TpsOBa Aa ce
MIPELeH! CTIOPe MHANBUIYATHHUS CITyJIai.




Hpegom[ga}le !CI/IMHTOMI/Il CTICINHU MEPKH, aHTI/IgOTI/Il:

[Tpu npunaranero Ha 10 WBTH MO-BHCOKAa [03a He ca HaOMIOJaBaHW HEONAarONpUsTHU PEaKIUH,
pa3In4Hu OT onmucaHuTe B T.6 “HebnaronpustHu peakuuy’” mpu muiieTa Opoiiepy, UMaIld MalunHI
tena cpemry IBDV.

OCHOBHU HECHBMECTHMOCTH:
He cmecBaiite ¢ qpyr BeTeprHApHOMEIMIIMHCKH TIPOIYKT, OCBEH ¢ pasrBoputes (Cevac Solvent
Poultry), npemocraBen 3a yrnotpeda ¢ BeTepuHAPHOMEAUIIMHCKHS TIPOIYKT.

13. CIHEIWAJIHU MEPKMU 3A YHUIIOKABAHE HA HEU3ITIOJI3BAH ITPOJAYKT
NJIN OCTATHBLHU OT HEI'O, AKO UMA TAKUBA

Bcekn Hen3non3BaH BeTepHHAPHOMEIUIIMHCKY TIPOAYKT MIIM OCTaThIM OT HEero TpsiOBa 1a ObaaT
YHUILOXKEHHU B CHOTBETCTBHE C M3MCKBAHHUATA HA MECTHOTO 3aKOHOIATEJICTBO.

14. JATATA HA NOCJIEAHATA PEJAKLIUSA HA TEKCTA

26/01/2022

15. AOHNBJHUTEJHA UHOOPMALUS

Howmep Ha nunensa 3a ynorpeba: 0022-2999.

BakcuHa:

Enna ammysa ot cTekio tam | ot 2 ml, esaspikaria 2000 wiu 4000 mo3wu;

WK e/Ha aminyiia oT cThkito Tuml | ot 5 ml, ceaspaxara 2000, 4000 wmu 8000 103H.

AMnynuTe ca TOCTaBeHM B KEH C €THKET, Mokas3Ball Opos Ha no3ure. KeHoBeTe ¢ ammynuTe ce

ChXpaHsIBaT U TPAHCHIOPTHUPAT B ChJ C TEUEH a30T.

PasTBopuTeN: Cak OT NOJIMBHHUIXIOPU, chabpskant 200 ml, 400 ml, 800 ml, 1000 ml, 1200 ml wiun
1600 ml B wHAMBHyaTHN TUTHKYETA.

He Bcuukn pa3MEpu Ha OIMAKOBKATa MOTraT Aa 6’B,I[3.T npeajraraHu Ha 1mmasapa.

3a Bcsika nHpopManys OTHOCHO TO3H BETEPHHAPHOMEIUIIMHCKH IIPOAYKT, MOJISI CBBPKETE CE C
HpHUTeKATEIS Ha JIMIIEH3a 3a yroTpeba: WWw.ceva.bg.

I[a CC OTITYCKa CaMO IIO JICKAPCKO IMpCAITUCaHnC.



