NHCTPYKUWA

MO NPUMEHEHMIO BaKLMHbI BaHLLIOTY nbTpa 8 Ans NpounakTMKL  KNoCTPUANO30B
M nNacTepesnne3a KPyrnHoro poratoro ckota MHaKTUBMPOBaHHOM

(OpraHunzayms-paspaboTunk KomnaHms «Zoetis Inc.», 10 Sylvan Way,
Parsippany, New Jersey 07054, USA)

|. OBWWME CBEAEHUNA

1. Toprosoe HaumeHoBaHwue: BaHLLoTY nbTpa 8 (OneShotUltra 8).

MeXayHapo4HOe HernaTeHTOBaHHOe Ha3BaHWe: BakKUMHA 418 MPoQUIaKTUKK
KNOCTPUAMO30B M nacTepesnnesa KPYnHoOro poratoro CKoTa MHaKTMBMPOBaHHaS.

2. JlekapcTBeHHas opma: MepBbli KOMMOHEHT - nouanzaT Ans
MPUrOTOB/EHNS CYCMEH3UW NS WHBEKUMIA; BTOPOM KOMMOHEHT - CYCMeH3us A
NHBEKLW.

[MepBbliA KOMMOHEHT W3roToB/IeH W3 KynbTypbl OakTepuin Mannheimia
(Pasteurella) haemolytica (wutamm NL1009), MHaKTUBUPOBAHHOW (hOPMa/IMHOM.

BTOpoi KOMMOHEHT U3roToB/eH U3 KynbTyp 6akTepnin Clostridium chauvoei
(wtamm F), Cl. septicum (wrtamm A), Cl. haemolyticum (wrtamm IRP135), Cl.
novyi (wtamm 8296), Cl. sordellii (wtamm 5918), Cl. perfringens tnn C (wtamm
PC8) n Cl. perfringens Tvn D (wtamm 317), MHAKTUBMPOBaHHBLIX ()OPMASIMHOM C
Ao6aBneHVeM CanoHWHa, Ccynbara Kanns, cynbgata alloMUHUSA WU BOAbl AN
NHBEKL.

B ofHOW MMMYHU3MPYIOLLEA [03e XXMAKOT0 KOMMOHEHTA BaKUUHbI (2 M)
cogepxutca C/, chauvoei - > 2,28 opacity units, Cl. septicum > 32 L+ units, Cl.
haemolyticum > 216 L + units n >3.6 opacity units, Cl. novyi > 6000 MLD, Cl.
sordellii >20 L+ units, Cl. perfringens tunos C - >300 L+ units n D - >100 L+
units; NMoUIM3NMPOBAHHOIO KOMMOHeHTa BaKuuHbl - Mannheimia haemolytica -
> 1.0 RP.

3. MepBblA KOMMOHEHT MO BHELUHEMY BUAY NPeACTaBAseT COOOM Cyxyto
MOPUCTYKD MacCy OT 6efioro O CBET/I0-XeNToro LBeTa, BTOPOA KOMMOHEHT -
YXNAKOCTb OT XXeNTOro A0 CBET/0-KOPUYHEBOIO LIBETA.



CpoK rogHOCTU BaKUMHbl 18 MecsueB C AaTbl BblMycKa Npu CO6MHOAEHUN
YCNOBUI XPaHeHWs W TpaHCMopTMpoBaHuUA. locnie nepBOro BCKPbITUA (akoHa
BaKLMHY HEO6XOAMMO MCNOb30BaTh B TeueHre 30 MUHYT.

M0 ncTeyeHMN CpoKa rogHOCTM BakKUMHA K MPUMEHEHUIO He NPUrogHa.

4. TlepBbliAi KOMMNOHEHT BaKUMHbI pacdacosBaH no 7 cm * (10 gos) n 35 cm
* (50 po3) B CTeKNsAHHble (1aKoOHbI, BTOPOM KOMMOHEHT - B M1aCTUKOBbIE
(pnakoHbl o 20 cm3 (10 po3) m 100 cm3 (50 [o3). PNakoHbl repMeTUYHO
YKYMOPeHbl  Pe3NHOBbIMW  MPO6KamW,  YKPEnJieHHbIMA  aIlOMUHUEBLIMU
Konnaykamun. ®nakoHbl ¢ BakuuHoi no 10 m 50 f03 ynakoBaHbl B KapTOHHbIE
KOpPoOKW. B KaxXayto KOpobKy C BaKUMHOW B/IOXKEHA WHCTPYKUMA MO ee
MPUMEHEHNIO.

* 0O6bem Ao nnornnzauun

5. BakuMHy XpaHAT 1 TpaHCNopTUPYKT Npu TeMmnepatype ot 2°C go 7 °C.
3amopaxuBaH/e KOMMOHEHTOB BaKLMHbI He AonyckaeTca!

6. BakuunHy crnegyeT XpaHWUTb B MecTax, HefJOCTYMHbIX A4/ AeTei.

7. BakuyuHy BO (pnakoHax 06e3 MapKMpOBKM, C HapyLLUEHMEM LEeMI0CTHOCTU
WVnn - repMeTUYHOCTM  YKYMOPKW, C  W3MEHEHHbIM  BHELUHUM  BULOM,
MOABEPrLUYIOCA  3aMOPaXMBAHWIO, C  WCTEKWMM CPOKOM  TFOAHOCTW, He
MCMO/Mb30BaHHYD B TeveHMe 30 MUHYT MOC/Ae BCKPbITMSA (hakoHa OpakytoT,
06e33apaxunBatoT KunayeHveM unm 2% pacTBopoM Lwenoun uam 5% pacteopom
xnopamuHa (1:1) B TedyeHne 30 MUHYT U YTUIN3NPYIOT.

YTnnmnzauma — 006e33apaXkeHHOn  BakKUMHbI  He  TpebyeT  Ccob6/ofeHs
crneumanbHbIX Mep NPeAoCTOPOXHOCTH.

8. Ycnosusa oTnycka: oTnyckaeTca 6e3 peLenta BeETEPMHAPHOIO Bpaya.

Il. EVMIONOMMUYECKME CBOWCTBA

9. dapmakoTepaneBTUYECKaS rpynna: MMMYHOOMONOrMYECKNIA
NeKapCTBEHHbIV Npenapar.

10. BakuuHa BbI3blBaeT  (HOPMMPOBaHME  MMMYHHOro OTBeTa Y
BaKLMHMPOBAHHBIX >XMBOTHbIX K KAOCTPUAMO3aM W nacTepennesy KpymnHoro
poratoro  ckota 4Yepe3 3  Hefenu  Mocne  MNOBTOPHOIO  BBEAEHUS,
NPOAO/MKUTENBHOCTHIO 12 MECALIEB.

BakuuHa 6e3BpefHa, ne4yebHbIMM CBOMCTBaMM He 06najaer.

.  MNOPAAOK MNMPUMEHEHINA

11. BakuuHa npefgHasHayeHa AN NpPoPUIaKTUKKM - KNOCTPUAMO30B U
nactepennesa KpPymnHoro poratoro CKoTa, BK/O4Yasd MHEBMOHUIO, BbI3bIBAEMYHO
Mannheimia haemolytica.

12. 3anpewjaetca  BaKUMHMPOBATb  K/AMHMYECKM  OOMbHbLIX  W/vnn
0CNabeHHbIX XXUBOTHbIX.

13. BakuuHauuun MnoaneXut KPynHbIA poratblii CKOT C MepPBbIX Hefesb
YKN3HW.

BakuMHYy BBOAAT NOAKOXHO [ABYKPATHO C MHTEPBa/IOM 4-6 HefeNb B 06beMe
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PeBaKLUMHUPYIOT XXMBOTHbIX €XEeroAgHo, OAHOKPaTHO, OAHOW  [030M
BaKUMHbI.

Mepes BakuMHauMend cogepXXmmoe QiakoHa C XXUAKAM  KOMMOHEHTOM
MepeHoCcAT BO (plakOH C NMOMUIN3NPOBaHHBLIM, CO6M0Aas MNpaBuia acenTuku, u
BCTPAXMBAKOT [0 MOMHOr0 pacTBopeHus. [Ans MMMyHU3aUUM  UCMOMb3YHOT
CTepu/bHbIe LLNPULLBI U UTbI.

[MOBEPXHOCTb KOXM B MeCTe WHbeKuun obpabatbiBaloT  70%-HbIM
pacTBOPOM 3TU/I0BOr0 CrvpTa.

14. CMNATOMOB NPOSABMEHUS KNOCTPUAMO30B M nacTepensiesa KpyrnHoro
poratoro ckota WauM [ApYyrux natofiorMyeckmMx MPU3HaKoB Mpu nepeno3vipoBKe
BaKUWHbI He YCTaHOB/EHO.

15.  OcobeHHOCTE  MOCTBAKLUMOHa/IbHOM  peakuun npu NepsoM "
nocnefyroLnx BBeAEHUAX He YCTaHOB/EHO.

16.  Onda  (OpMMpPOBaHWA  KOMOCTPa/IbHOr0  UMMYHWUTETa  C/lefyet
BaKUMHMPOBATb CTe/IbHbIX YXUBOTHbIX B TPETbEM TPUMECTPE C COOMOL4EHNEM
WHTEPBa/IOB B 4-6 Hefe/Nb Mpy NePBUYHON BaKLMHALUMW, paHee BaKUMHMPOBAHHbIX
XXMBOTHbIX PeBaKLMHUPYIOT OAHOKPATHO, HO He No3gHee, yeMm 3a 3 Hegenn o
oTéna. Y  NaKTUPYIOLWMX  >KMBOTHbIX  MOCMe  BaKuMHALMM  BO3MOXHO
KPaTKOBPEMEHHOE CHUXeHWe NPOoAYKTUBHOCTW.

17. CnepyeT wu3beratb HapyLEHWA CXeMbl BaKUWHALUMW, MOCKO/IbKY 3TO
MOXeT MNPUBECTU K CHKEHUIO  3((EKTUBHOCTM  MMMYHOMNPOMUIAKTUKM
KNOCTPUANO30B M MacTepensiesa KPYrnHOro poratoro ckota. B cnydyae nponycka
OYepefHOro BBeAeHWS BaKUWMHbI HEOOXOAMMO MNPOBECTU WMMYHM3ALMIO  Kak
MOXHO CKOpee.

18. Mpy NpYMEHeHNN BaKUMHbI B COOTBETCTBMM C HACTOALLEN MHCTPYKLMeN
MOOOYHBIX SABMIEHNA W OCMIOXXHEHWIA, KaK MpaBwio, He OTMevaeTcd. B pegkmx
Cflyyadx BO3MOXHO MPOSBIEHWe  aHaunakcuuM, npu 3TOM  MPOBOAAT
CUMNTOMATUYECKYHO Tepanuio.

19. BsaumopgeincTBue  BakuuHbl  BaHllotYnbTpa 8 C  gpyrumu
NeKapCTBEHHbIMW MpenapaTtaMn He YCTaHOB/IEHO.

20. Y601 XMBOTHbIX Ha MSICO pa3peLuaeTcsi He paHee, 4yeM uyepe3 21 AeHb
nocne BakUMHaLUMW, MOJIOKO MCMOMb3YT 6e3 orpaHnyeHuiA.

1Y.MEPbI IMYHOW MPOPUNAKTUNKMN

21. MNpwn paboTe C BakKUWMHOW creayeT cobnodatb 06LiMe npaBuia TUYHOM
FMIMeHbl WM TEXHWKM  6e30MacHOCTM, MNpPedyCMOTPEHHble npu  paboTe C
NeKapCTBEHHbIMM CPeACTBaMU BETEPUHAPHOIO Ha3HauYeHMs.

22. Bce nuua, yyacTeytolme B NpoBeAeHMM BaKUMHaLMN LO/MKHbI ObITb B
cneuoaexie (pesvHOBble canoru, Xanart, 6poKW, rofoBHOW ybop, nepuyatku). B
MecTax paboTbl JO/MKHA ObITb anTeyka 4oBpPavyebHON NOMOLLM.

23. Mpn cnyyaliHOM MonafaHMM BaKUMHbI Ha KOXY W/WAW CAN3UCTbIE
060/104KM, MX HEOOXOAMUMO MPOMbITb GO/bLLIMM KOIMYECTBOM YMCTOW BOAPbI.

Mpn cnyyYaiHOM BBeAeHWMM Mperapata YenoBeKy, MeCTO MHbEKLMN
Heobxoanmo obpaboTtaTtb 70 % - HbIM PacTBOPOM 3TUIOBOIO CNUPTA, 06PATUTLCH
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B MeAULMHCKOE YupeXaeHune K Bpady (nMpu cebe MMETb WHCTPYKLUMIO O
MPUMEHEHNIO BaKLWHbI).

HavnmeHoBaHUA 1 agpeca 3oatuc 3An 9n Cu, 601 Yact
MPON3BOACTBEHHbIX N/IOLLAL0K KopHxackep  Xaiyail,  JIMHKOSbH,
NPOU3BOAUTENS JIEKAPCTBEHHOIO Hebpacka 68521, CLUA /Zoetis LLC,
npenapara 419 BETePUHAPHOro 601 W. Cornhusker Highway, Lincoln,
NpUMeHeHNs NE 68521, USA.

Mpomn3soacTBo 6akTepuii (Mannheimia
haemolytica), dopmupoBaHue cepun,
HamnoHeHue/ nMonnmsaunsa/yKynopka,
MapKMpoBKa/  yrmakoBka  roToBOro
NeKapCTBEHHOr0 Mpenaparta, BbIMyCK
cepuu B obpatleHue.

303tUc WHK, WcT JIMHKonbH Poag,
Yant Xonn, NnnuHoiic, 62092, CLUA/
Zoetis Inc, East Lincoln Road, White
Hall, Illinois, 62092, USA

[Mpon3BOACTBO bakTepui (C.
Perfringens), opmunpoBaHue cepuu,
HarnonHeHWe/yKynopka, MapKUpoBKa/
ynakoBkKa [rOTOBOr0 JIEKAPCTBEHHOIO

npenapara.

HanmeHoBaHWe, agpec opraHusauunu, OO0 «3o3tmc» B PO: 123112,
YNO/THOMOYEHHOW [epXKaTenem nnm MockBa, pecHeHCcKas HabepexHas, [.
BnagenbLemM perucTpaunoHHoOro 10.

Y[0CTOBEPEHWS NeKapCTBEHHOTO
npenapaTa Ha NPUHATKE NPETEH3NIA OT
noTpeduTens

Homep pernctpaynoHHoroy goctoBepeH n 8 /£-YO/3A/[7T60>/>$ 9y~3 0650

C yTBepXAEeHNEM HacTosilen VIHCTPYKUUKM yTpaumBaeT cuny WMHCTpyKums
no NPUMEHEHUIO BaKLWHbI BaHlUloTY nbTpa 8, YTBEPXKAEHHAsA
Poccenbxo3Haasopom 27 aHeapa 2015 rofga.



