JIMCTOBKA

1. HaumeHnoBanue Ha BeTepUHAPHUS JIeKAPCTBEH NPOIYKT

CEVAC Bl L / CEBAK bu Aii En
JKuBa nuodunmuzrpana BaKCHHA 32 aKTHBHA UIMYHU3aIUs Ha MITUIM CPely HH()EKINO3eH OPOHXUT U
6onecrra Hrokachwi (mceBmouyma)

2. Cncras

Bceska no3a chabpika:

AKTHBHHY BellecTBAa:

Bupyc Ha uHpeKIMo3HUA OPOHXHUT N0 nTHiuTe mam Massachusetts tun B-48 naii-mankxo 1030 EIDs *,
Bupyc na 6onecrra Hrokacsn no nrumte mam Hitchner B1 maii-manko 10%° EIDso*

*EID50 = 50 % undexuno3na no3a 3a eMOPHOHH: BUPYCHHUAT TUTHP, HEOOXOIUM Aa MPEAU3BUKA

uHdeknus npu 50% 0T HHOKYTUpaHUTE eMOPHUOHH.

Jlmodummzar.

3. Bupose :knBoTHH, 32 KOUTO e npeaHazHayed BJIII

[Tt — Opoitiepu, sIpKU U KOKOIIKH.

4, IMoka3anus 3a ynorpeda

3a aKTMBHA UMYHH3aLHUs HA 3[paBU NTULIHU cpelly nHGEeKIo3eH OpoHXUT U Oonectta Hiokachn
(ceBmouyma) Mo MTHUITUTE.

Hauano Ha UMyHMTETa: HE € YCTaHOBEHO.

ITpoaBIKUTENHOCT HA UMYHHUTETA: 2-3 CEAMULHM ClIe BAKCHHALINS HAa €IHOJHEBHHU IHJIETA.

5. TlporuBomoxka3zanus

Hawma.

6. CneuuajHu nmpeaynpexieHus
CrernmanHu NpeaynpeskIeHns

Hawma.

CrienaHy peAna3Hu MEpKH 3a 6e3omnacHa ynoTpeda npu BUJOBETE KUBOTHH, 38 KOUTO € PeAHa3HAYeH
BJIIT:

3a10BOJINTETHO HUBO HA MPOTEKIHSI MOXKE J1a C€ IIOCTUTHE CaMo NP 3ApaBH MITHIIH.

Bunaru 3akpwrisiite 6post HEOOXOAMMH 103U KbM MO-TOIIMOTO uucio (Hamp. 20 000 go3u 3a 19 450
NTHIIN), HE TTPEBUIIaBalTe JO3UPOBKATA.

Bewnuku nTuny B ctagoTo TpsidBa 1a ObaT BAKCHHUPAHH IO €/THO U CBIIIO BpeMe.

[Ipunaraiite BakcHHaTa Mpe3 XJIaJHaTa 4acT OT JCHS.

HenpaBmiHoTo chxpaHeHHe U pUIaraHe Ha BaKCUHATA MOJXKE J1a JIOBEAT J0 3ary0a Ha aKTHBHOCT.

CHCLII/IaJ'IHI/I npeanasoi MCpKH, KOMTO TD$I6Ba Ja B3EMEC JIMIICTO, IMpujiaaraimo BETCPUHAPHUSA JICKAPCTBCH
OPOAYKT Ha )XUBOTHHUTC




BupychT Ha 6onectra Hrokacha Moe Jja MPUYIMHY JIEKO Bh3MAIICHHE Ha OYUTE TIPU XOparta, KOETo
MpoIbJDKaBa 2 — 3 mHA. 3aTOBa MPH MPUIIATAHETO CIIe/IBA Ja CE B3eMaT IPEANa3Hu MEPKH C IIeT N30sTBaHe
KOHTAKT C OYHTE.

CrienmarHy TIpena3Hi MEPKH 3a 3allIiTa Ha OKOJIHATA Cpera:
He e npunoxumo.

IITnuy Hocaukwy:
Bakcunara Moxe Jia ce mpuiiara 1o BpeMe Ha siiIeHOCEHe.

BsauMoseiicTBue ¢ Ipyru BeTeprHAapHU JEKAPCTBEHU IPOAYKTH U APYIA (OPMHU HA B3aNMOJIENCTBHE:
He ca u3BecTHm.

[Ipeno3upane:
Hsma Hanuuay naHdu.

OCHOBHH HECHBMECTHMOCTH:

XnopbT, GIIyophT U APYTH €IIEMEHTH BHB BOJIATa BIUASAT OTPUILIATEIIHO HA BUPYCUTE BHB BAKCHHATA.
3aroBa, 32 HaMaIsiBaHe Ha HEOJIarompusATHOTO UM BIHMSHHUE CE MPETIOphUBa pa3TBaApsIHETO Ha 2.5 ¢
00e3MacieHo cyxo MIISIKO Wi 15 MQ HaTpueB THOCYI(AaT Ha €AHH JIMTHP BOJA MIIH U3IIOJI3BAHETO Ha
CHEIMAIHYU TabJIETKH Npean J00aBIHETO Ha BAaKCHHATA.

Bopara, B xosiTO 111€ O/1€ pa3TBOpEHa BaKCHHATA HE TPsAOBaA J1a € C BUCOKA KOHIIEHTPAIIHSI HA METaTHI
HOHU.

7. HebaaronpusiTHu peakuun

IInnera

Penku Pecniuparopuu npusHanu®
(1 mo 10 na 10 000 TpeTHpaH# KUBOTHH):

! Jlexu kaTapanuu pecnupaTopHy IIPU3HALIM MOTAT J1a CE MOABAT CJIE] BAKCMHALUS M J1a IPOIbIDKAT 4-6
JUHU.

ChoO011aBaHeTO Ha HEOJATONPUATHH PEaKIIMU € BaxkHO. ToBa MO3BOJIsIBA HEIPEKHCHAT MOHUTOPUHT Ha
Oe3ormacHOCTTa Ha MPOAYKTa. AKO 3a0enexuTe HIKaKBU HEOIAroNPHUsITHA PEAKINU, BKIIOYHTEITHO 1
TaKWBa, KOUTO HE Ca OMMCAHH B Ta3W JINCTOBKA WM MUCITUTE, Y€ BETEPHHAPHISI IEKAPCTBEH MPOAYKT He
JICHCTBa, CBBPIKETE Ce IIBbPBO ¢ Barust BerepuHapeH jekap. Moxere ChIlo Ja cholIaBare
HeONArONpPUATHU PEaKkliy Ha IPUTEXKATEIS Ha Pa3pEIICHUETO 32 ThPTOBUS WM MECTHHS MTPEICTABUTEI
Ha TIPUTEKATENS Ha pa3peIIeHUETO 3a THPTOBUS, KaTO M3IO0JI3BaTe JTaHHUTE 32 KOHTAKT B Kpast HA Ta3u
JMCTOBKA WJIN upe3 BamaTta HarmonamHa cuctema 3a cboOIaBaHe.

8. Jo3upoBka 3a BCeKH BH/I ’KWBOTHO, HAYUMHH M METO/ HA NPUJIOKEHHE
IIpunara ce mepopayiHO C BojaTa 3a IMMMeHe, OYHO MpHIaraHe (MiId HHTPAHA3IHO) WK Ipe3 CIpei.
IIvpBara BakcuHarus TpsiOBa fa ce HanpaBu cbe Cevac Bl L upe3 HakamnBaHe B OKOTO WJIH CIIPEH METO/T

Ha eJHOJITHEBHA Bb3pacT. bycTep BakCMHAIUsATa ce NpenopbyuBa 3-4 CeAMUIIM MO-KBCHO Upe3 CIpeH Ui ¢
BOJIaTa 3a MHUEHe. 3a IPKUTEe ce MperopbuBa BTopa Oycrep BakcuHanus Ha 10-12 cenMuyHa Bb3pacT.

9. CobBeTH 32 NMPaBUJIHOTO NMpUW/JIaraHe Ha IMpoayKTa
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Meroa “HakanBaHe B 0KOTO”

Hanbanere diakoHa, ChIbprkalll BAKCHHATA C PA3TBOPUTEN 10 ¥4 OT 00eMa, 3a Ja pa3TBOPHUTE
nroGUIM3NpaHaTa BakcuHa. M3reraere # npexBbpieTe MojlyuyeHara CyCleH3us B IacTMacoBara
OyTHITIKa ¢ OcTaHaMsI pa3TBopuTen. V3mon3BaiiTe CTEpUIHN UIITH U CITPHHIIOBKA.

30 ml ot pastBopurens ca 3a 1 000 go3m.

JIpBxTe NTHIaTa, KOSATO Iie Ob/ic BAKCHHUPAHA C I71aBa, HAaKJIOHEHA Ha eIHa CTpaHa.

XBaHeTe IacTMacoBaTa OyTHIIKA ¢ HaKpaliHUKa 3a HaKalBaHe HAJI0NTy, CTHCHETE JICKO, 32 J1a HaKarleTe
€JlHa KalKa OT BAKCHHATa B OKOTO Ha MTHIIATa. YBEpETe Ce, Ye BAKCHHATA € [TOIaHalla B OKOTO IIPEIu 1a
0CBOOOIUTE ITHUIIATA.

Cnpeii meToa

Wznon3Baiite cTepuiHa AecTUiIMpaHa BoJa U pa3TBOPETE BAKCHHATA, KAKTO € OIMCAHO MPU METO/1a
“HakanBaHe B OKOTO .

IIpemopsunTEITHO € 1a U3I0I3BaTe CIpeiiep, paboTelT mox MOCTOSIHHO HasATane. M3mon3Baiirte
MPaBUIIHUS pa3Mep HaKpalHUK (KaKTo € IpenopbyaHo OT NPOU3BOAMTEIIS Ha CIpeiiepa) U HarjaaceTe
HaJIITaHETO 3a MMoJyyaBaHe Ha Tpy0 crpei.

Pasxomnara Hopma Bapupa ot 0.2 10 0.3 L/1 000 eqnoaHeBHu miieta B otaenenue win ot 0.5 mo 1 L/1
000 irutu Ha octenst. O0eMbT MOXKe J1a e TPOMEHS B 3aBUCHMOCT OT KIIMMAaTUYHUTE yCinoBus. [Ituinre
TpsiOBa J1a ca JIEKO MOKPH cJie]l BAKCHHAIHSITA.

BaxcuHupaiiTe npe3 xjajgHaTa 4acT OT JJE€HOHOLIUETO.

W3kirouere HarpeBaTesInTe U CIIPEeTe BEHTUIIALMTA.

CL6epeTe NTULUTE Ha 3€MsTa WK B oTAeNeHUs. HaManere 0CBETIEHHMETO U HaPbCKaNUTE MTULIUTE OT
pascrosiaue 20-30 cm.

Hanpnckaiite oiie BEAHBX.

OcraBeTe NTULUTE HA CIOKOMCTBHE HAW-MaJKO 32 15 MUHYTHU cie BAKCHHALUATA.

Bxurouere BeHTHIaMATA M OTOIIEHUETO.

Meton 4pe3 BoaaTa 3a nueHe

He u3non3Baiite ne3uH(eKTaHT BBB BOjaTa 3a NueHe 48 yaca npeau u 24 Jaca ciiejl BAKCHHAIIUATA.
AKO ce M310J13Ba XJIOpHA [TOMIIa, U3KJIIOYETE 5 33 ChIIUS MIEPHOJ] OT BpEeMe.

[HownnkuTe TpsIOBa /1a cCa OCHOBHO MTOYMCTEHH MPEI BAKCHHAIMATA. 3a IIeJITa J1a He Ce M3IO0JI3Ba
ne3nH(peKTaHT. 3aTBOpeTe CUCTeMara 3a paslpeneisiHe Ha BoJaTa U U3IPa3HeTe OUIKHUTE.

BpemeTo, 3a K0eTo NTUIUTE 11Ie OBJIAT JUIICH! OT BOJIAa 3aBUCH OT Bb3PAaCTTa UM U KIIMMATHYHUTE
ycnoBus (cpenHo 1 vac u 30 munyTH). [IpurorBere caMmo TakoBa KOJMYECTBO OT BAKCHHATA, KOETO JIa
0b/e n3Mmon3BaHo He3abaBHO. M3mon3BaiTe caMo MaTepralid ¥ MHCTPYMEHTH OT ITacTMaca 3a
MIPUTOTBSIHE U MPUJIaraHe Ha BAKCHHATA.

[IpurorBere HEOOXOAUMOTO KOJIMYECTBO BOJIa, KATO CE€ ChOOPA3sIBATE C KIMMATHYHUTE YCIOBUS.

Bwr3pact 3-4 ceaqmuiu Ot 10 cenmuun
Harope
Munumaiso konmdectBo Boja 3a 1 000 nrurm | 25 — 30 jutpa 40 muTpa

C nen chxpaHsBaHe Ha BUPYyCHATa akTUBHOCT, HEyTpaJM3upaiTe xjopa ¢ 2.5 g 00e3MacieHo CyXo MIISIKO
win 15 mg HatpueB THOCYNI(DAT HA SUH JIUTHP BOJIA WM M3MOJI3BANTE CIICIATHA Ta0JICTKH 3a
HEeyTpaJlu3upaHe Ha XJIOpa U OLIBETABAHE Ha BOJATA.

CMeceTe BakCHMHATa C YUCTA, CTYJIEHA, HEXJIOPUpaHa BOJa KaTO OTBOPUTE IIUIIEHLIETO ¢ BAKCUHATA MO
Bo/Ia M octaseTe 3a 10 MUHYTH.

OTBopere cucTeMaTa 3a II0JjaBaHe Ha BOJa, KOraTo LIBETHT Ha BojaTa cTaHe cUH. CIlyCHETe IIOMJIKUTE U
MIpOBEpETE pPa3Npee/ICHUETO Ha BoAaTa B crpajgaTta. Koraro pezepBoapbT € npa3eH: HAIBIHETE IO C
pa3TBOP Ha CyX0 MJIIKO, ocTaBeTe 3a 10 MuHyTH, clie/l TOBa OTBOpETE CUCTEMATa, 3a Jla u3rede
0CTaHAJIOTO KOJIMYECTBO pa3TBOP HA BAKCUHATA B TPHOUTE.

BakcunanHusT pa3TBOp MOXKeE Aa Obje pasnpenesicH U Ha PbKa KaTo ce M3M0JI3BAT IJIaCTMACOBH KaHUeTa.
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10. KapenTHu cpokose

KapenteH cpok: HyJ1a JHH.

11. CrnenuaJiHu ycJIOBHUSI 32 CbXpPaHeHHe
Ja ce cbxpaHsBa Jjajed OT IOIVIea U Ha HEJOCTBIIHY 3a ela MecTa.

Ja ce cexpansBa u TpaHcopTupa B oxiaaeHo cberossaue (2 °C — 8 °C). [la ce ma3m ot cBeTinHa. Jla He
ce 3ampassiBa.

Cpok Ha TOJHOCT CJIe/l MPBOTO OTBapsiHE Ha MbPBUYHATA OMAaKOBKA: M3IOJ3BaiiTe HE3a0aBHO.

Cpok Ha TOJHOCT CJIeZl pa3TBapsIHE WU Pa3pekIaHe B CbOTBETCTBUE C HHCTPYKLMHUTE: BOJATA C
pa3TBOpeHaTa BaKCHHA TPOBa ja ObJe m3nuTa ot ntunute 3a 1 yac u 30 MAUHYTH.

12. CnenuajHu npeana3Hu MEPKH MPU YHUIIOKABAHE

BerepuHapHuTe JI€KapCTBESHH MPOAYKTH HE TPsAOBa J1a ObAAT U3XBBPIISIHA YPE3 OTIATHH BOIAM U OUTOBU
OTHagbIH.

N3non3BaiiTe nporpamMu 3a BpbIIAHE OPH YHUILIOKABAHETO HA HEU3MOJA3BAHU BETEPUHAPHU JIEKAPCTBEHU
MPOAYKTHU MUJIM OCTaThIM OT TAX B CBOTBETCTBHE C H3UCKBAHMATA HA MECTHOTO 3aKOHOATEIICTBO H C
BCHYKH TMPHIIOKAMH HAIIOHATHU CHCTEMH 3a chOupaHne. Te3n MepKH Ie IMOMOTHAT 3a Olfa3BaHe Ha
OKOJIHATa cpefa.

13. Kaacudukxanus Ha BeTepHHAPHUTE JIEKAPCTBEHN MPOAYKTH

I[a CC OTITYCKa CaMO IIO JICKAPCKO IMpCAITUCaHnC.

14. Homepa Ha pa3pemieHneTo 3a THProBusi ¥ pa3MepH ONaKOBKH

Pazpemenne 3a Toprosust Ne 0022-1882

JInodunusupana BakcuHa: crekiaeHu (aakonu mo 1 000, 2 500 u 5 000 q03u che 3amymiaika OT
eNacToMep M Karayvka OT IJiacTMaca — alyMHHUI.

He Bcnukm pa3mepn Ha omakoBKaTa Morat Ja ObJaT Mpejjiarany Ha nasapa.

15. JlaTa Ha mocjeqHaTa peJaKIHusA HA TEKCTa
06/2025

IoxpoOHa uH(bopMarlrs 3a TO3M BETEPUHAPECH JIEKAPCTBEH MPOAYKT MOXKE J1a HAMEPUTE B 0a3arta JaHHH
Ha Cpbro3a otHocHo npoaykTute (https://medicines.health.europa.cu/veterinary).

16. JlaHHHM 3a BpB3Ka
[MpuTeskaTen Ha pa3pelICHUETO 3a ThPrOBHsI U JIAHHM 32 BPb3Ka 3a ChOOIaBaHe Ha MPEIoiaraeMu

HeOIaronpusaATHA PEAKIIVH,
Ceva Santé Animale

415



8 rue de Logrono

33500 Libourne

France

Ten.: +800 3522 11 51

E-mail: pharmacovigilance@ceva.com

HDOI/I3BOI[I/ITCJ'I, OTTOoBapsIL 3a OCBO60>KI[aBaHeTO Ha mapTujiun.
Ceva —Phylaxia Veterinary Biologicals Co. Ltd.

1107 Budapest, Szallas u.5,

Hungary

3a BcakakBa MH(GOpPMAIHS OTHOCHO TO3H BETEPHHAPEH JIEKAPCTBEH MPOIYKT, MOJISl, CBBPIKETE CE C
MECTHHSI IIPEICTABUTEI Ha MIPUTEKATEIS Ha Pa3pelIeHHETO 32 ThPrOBHSL:

CeBa Anuman Xent bwarapus EOO/,

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

BG 1113 Codus

Ten.: 02 963 42 75; 02 963 13 77;

E-mail: cevabulgaria@ceva.com

17. JonbanuTteaHa uHpopmanus

4 Expired certificate

X

[-P KPACUMIWP 31ATKOB
OWNPEKTOP HA AVPEKLA KBMN
Signed by: KRASIMIR YANKOV ZLATKOV
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