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MHCTPYKLUINA
Mo BETEPUHAPHOMY MPUMEHEHN0 NEKapPCTBEHHOrO npenapaTta
3kBunuc MNpekseHsa Te

(OpraHnsayma-paspabotumk: VHTepeeT MHTepHewHn b.B., Bum [e
KépsepcTtpaar 35, a/a 31 5830 AA bokcmeep, HugepnaHabl/ Intervet International
B.V., Wim de Korverstraat 35, P.O. Box 31 5830 AA Boxmeer, The Netherlands).

I. Obwwme cBefeHUS

1. HaumeHOBaHMe 1eKapCTBEHHOrO npenaparTa 4NA BETEPUHAPHOIO NPUMEHEHUSA:

TOoprosoe HanmeHoBaHue: dkeunuc MNMpekseHsa Te (Equilis Prequenza Te)

MEeXAYHapo4HOe HenateHTOBaHHOe HaMMeHOBaHMe: BaKLUWHA NPOTUB rpunna wu
CTON6HAKa nowajein MHaAKTUBUPOBaHHaS.

2. JlekapCTBeHHas (hopma: CycneH3ns A1 UHbEKLWA.

BakuMHa n3rotosneHa u3 CToIGHAYHOIO TOKCOMAA U KY/bTYpPaibHON XNUAKOCTU
nepesmBaemMoinn NMHUM knetok MDCK, MH(UUMPOBAHHON BUPYCOM rpunna nolagen
(wTammbl Alequine-2/Newmarket/2/93 7 Alequine-2/South Africa/4/03),
NHAKTUBUPOBAHHHbLIX 13-NPOnnoiIakTOHOM.

OpHa pos3a BakuuHbl (1 Mn) codepXWUT BuUpyc rpunna nowagein (Wtamm
Alequine-2/Newmarket/2/93 - He meHee 50 AE, wrtamm Al/equine-2/South Africa/4/03
- He MeHee 50 AE) u cTonbHAYHbIA ToKcomp - He meHee 30 EA (40 ®E) wu
BCrOMOrartefibHble BellecTBa: afbloBaHT Matrix C  (OYMWEHHBLIK CaMOHWH) U
(hochaTHO-coneBoil GydepHbId pacTBop 0,01M (HaTpusi xnopua, Kanua Xnaopug,
AMHaTpUS rmapodocdarta aurnapat, gurngpodocdar Kanus, Boga ANt MHbEKLUNNR).

3. Mo BHewWwHeMy BUAYy BaKUMHa npeacTaBnseT co60i 6ecuBeTHYHO Mpo3payHylto,
Cnerka onanecunpyroLLyro XunaKocTb.

CpOK rogHoCTW BaKLMHbI B 3aKPbITOM YNakoBKe Npom3BoauTenst - 36 MecaueB C
[aTtbl BbiMycKa Mpu COGMIOAEHUN YCNOBUI XpaHeHWs. Tlocne BCKPbITUA (hakoHa
BaKUMHa [0/HKHA ObITb UCMONb30BaHa B TeyeHMe 8 yacoB. 3anpewiaetca fnpuMeHeHune
AkBunnc MNpekseHsa Te Mo UCTEYEHUU CPOKA FOLHOCTM.

4. BakuyumHa paciacoBaHa no 1 mn (1 pgosa) B CTeKNAHHble (h1akoHbl WK
WNPULUbl  COOTBETCTBYHOLEN BMECTUMOCTU. PnakoHbl TepMETUYHO YKYMOpPEHbI
Pe3NHOBLIMM MPO6KamMM C aIlOMUHMEBBLIMM KO/IMAYKamu; LWNPULbl CHAGXeHbl Urnamm u
Pe3VHOBbIMM Konnadykamu. ®nakoHbl C BaKUMHOW ynakoBbIiBalOT No 10 WTyK, WNpULb



- no 5 nm 10 WTYK B KapTOHHble KOPOOKM. B Kaxayr KoOpoOKy BKnagblBaloT
WHCTPYKLMIO MO NPUMEHEHMIO BaKUWHbI HA PYCCKOM fA3bIKe.

5. BakUMHY XpaHAT npu Temnepartype ot 2 go 8 °C.

6. BakuyuHy cnegyeT XpaHUTb B HEAOCTYMHOM A8 AeTell MecTe.

7. BakyumHa nognexut yTuauMsaumMm B COOTBETCTBUM C  TpebGOBaHMAMMU
3aKOHOaTe/NbCTBA.

8. BakuuHy oTnyckaloT 6e3 peuenTta BeTepyHApHOro Bpaya.

[l. Bruonornyeckue cBONCTBa

9. 3kBunuc TpekBeH3a Te -  BeTepuUHapHbIA  UMMYHOBMONOrNYECKNIA
NeKapCTBEHHbIV npenapaT (BakyuMHa).

10. BakuuHa BbI3blBaeT (opMMpOBaHME WMMMYHHOrO OTBeTa K BO3GYyAUTENAM
rpunna nowagen u CTON6HAKa 4epe3 2 Hefenn nocnie ABYKPATHOro MpPUMEHEHUS
(nepBnyHaa BakyuHaums). NMpogomMKMTENIbHOCTb UMMYHUTETA:

- MOoCne nepBMYHOM BaKUWMHALMW COCTaBsET: K BO3GYAUTENsM rpunna fowagen
5 mecAaueB, K BO30yaANTENO CTONOHAKa 17 MecsiLes,

- MOoCne nepBON peBaKUMHaUWK COCTaBMAeT: K BO3GyAUTensM rpunna fowajgen
12 mecAueB, K BO30yauUTeNto CTONOHSAKA 24 Mecaua.

OpHa pos3a BakuuHbl (1 M) COAEpPXUT BUpyC rpunna nowagen (Wramm
Alequine-2/Newmarket/2/93 - He meHee 50 AE, wrtamm Alequine-2/South Africa/4/03
- He MeHee 50 AE) 1 cTON6HAYHBINA ToKcoua - He meHee 30 E/Zl (40 ®E).

BakuunHa 6e3BpegHa, ie4ebHbIMM CBOMCTBAMU He obnajaer.

I1l. MopafoK NpUMEHEHUA

. BakuuHy 3kBunuc [MpekBeH3a Te NPUMEHAT MNPUMEHAIT A4
NPoUNaKTUKA Y NoLlafein u MOHW CTONOGHAKA M rpunna, Bbl3bIBAEMOro CEPOTUNOM
H3N8, B 61aronofnyyHblX W YCMOBHO 61aronoslyyHblX MO fAaHHbIM  60NE3HAM
KOHEBO/AYECKMX XO03AACTBAX.

12. 3anpewiaetca npuMBMBaTb KAMHUYECKN 6ONbHLIX w/unn  ocnabneHbix
XXMBOTHbIX. He peKoMeHAyeTCs BaKUMHUPOBATb >XepebsAT Mnajwe 6-MecAYHOro
BO3pacTa, OCOOGEHHO pPOX[AEHHbIX OT KOObI/, pPeBakKUMHUPOBAHHbLIX B MNOCNeAHNE
2 Mecsua >XepebocTu, No MPUYMHE BO3MOXXHOIO B3aMMOLEWCTBUA C MaTEPUHCKUMMU
aHTUTEeNamu.

13. Mpu paboTe ¢ Skeunuc MNpekseHsa Te cnegyet cobnofatb 06LWKMe npaBmna
IMYHOW TUTMEHbl W TEXHWKM 6e30nacHoOCTU, NpesycMOTPeHHble npu paboTe C
NeKapCTBEHHbIMW MpenapaTamMmu AN BETePUHAPHOTo NPUMEHEHUS.

B cnyvyae nosiBNeHUs annepruyeckmx peakumin unm npu cnyvyanHom BBeLEHUU
npenapara 4enoBeKy HEOO6XO0AMMO 0OpPaTUTLCA B MeAULMHCKOE yupexaeHune (npu cebe
NMETb UHCTPYKLMIO NO NPUMEHEHUIO MpenapaTta Uan aTUKETKY).

14. [JonyckaeTcs NpuMeHeHWe BaKuWHbl IOKBUAUC [pekBeH3a Te >epebbiM W
NaKTUPYHOLWMM KOObINam.

15. BakyuHauuy noganexar xxepebsata, HaynHas ¢ 6-MecA4YHOro BospacTa.

[NepBnYHasA BaKuMHauua: BakKUWHY BBOAAT ABYKPATHO C UHTEPBa/IOM 4 Heaenu.



MepBasi peBaKUWHAUWUSA: BaKUWHY BBOAAT OAHOKPATHO 4epe3 5 MecaueB nocne
MepPBUYHON BaKLMHALMWN.

BTopas peBakuuHauuMsa: BaKUMHY BBOAAT OAHOKpPATHO 4yepe3 12 mecsiueB nocne
NpoBeleHNs MNepBON peBakuuMHauuu. Bce nocneayoline peBakuMHaUMy nNpoBoaaT
O[IHOKPATHO C MHTepBanom 12 mecsLieB.

B cnyyae nNoBbILLEHHOTO pUCKa 3apaXKeHns U/unmM HegoCcTaTOYHOro NoTpebneHms
MO/I03MBa, [AO0MNYCKaeTCs WMMYHW3NPOBaTb >KMBOTHbIX OAHOKPAaTHO B BO3pacTe
4 wmecaueB, 3aTeM C 6-MecAYHOro BO3pacTa MPOBOAAT BaKUMHALMKO MO OCHOBHO
CXEME.

BakunHy BBOAAT rNy60KO BHYTPMMbILIEYHO B 06nacTb Lien B obbemMe 1 mn
(1 mmyHM3MpYtOLLas [03a), UCNOMb3ys CTEPUbHbIE LNPULbI U UI/bI.

16. T1060YHble SIBMEHMA W OCNOXHEHWS MPU  MNPUMEHEHWU BaKLMWHbI B
COOTBETCTBMM C HACTOALLEA MHCTPYKUMe:R, KakK MpaBuao, He OTMevarTcs.
Y HEeKOTOPbIX XXMBOTHbIX BO3MOXHO He3HauyMTe/IbHOe MOBbILLEHME TEMMEPATYpbl Yepes
24 yaca nocne BaKUuuMHauuuM. B MecTe WMHBLEKLUUM BO3MOXHO 00pa3oBaHue
He3HauYMTeNnbHOM (A0 5 cM AMameTpoMm) NPUNYXI0CTU, CAMONPOM3BOLHO MCYEe3atoLLeid
B TeuyeHme 2 AHei (B 0YeHb peAKMX cay4vasax NPUNyXaocTb NpeBbillaeT 5 CcM AnaMeTpoM
N MOXET COXPaHATbCA [A0Mblue). B 0O4YeHb peaKux criydasix MOXKeT HabnwoaaTbes
3HaUMTENbHOE MOBbILLIEHNE TemnepaTypbl, MHOr4a COMPOBOXAAKOLLEECS YrHETEHHbIM
COCTOSAAHMEM, 06LLei cnaboCcTblo 1 NOTEPEN anneTuTa, B TeyeHne 1-3 AHeN.

17. CumMnNTOMOB rpunna nowajein, CTONOHAKA WM APYrMX NaTtonornvyeckmx
NPM3HaKOB MpU Nepeao3npoBKe BaKLMHbI He YCTAHOB/EHO.

18. 3anpewiaeTcs UCMNoONbL30BaTh BaKLUMHY MPOTWUB rpunna u cToNOHsKa nowagen
C APYrMMyM MMMYHOOMONOTMYECKMMU MpenapaTaMyu BBUAY OTCYTCTBMS [aHHbIX MO
3 (PEeKTUBHOCTN © 6e30MacHOCTW. PelleHWe O MPMMEHEHWW BaKUMHbI A0 WAX Nocne
NPUMEHEHNS [APYrMX /NEKapCTBEHHbIX MpenapaToB MPUHUMAETCA BETEPUHAPHbIM
BPa4yoM B UHAMBMAYANbHOM MOPSAKE.

19. OC06eHHOCTN MOCTBAKLMHANbHON peakLumn npu nepBMUHON 1 NOCNeaYyHOLWNX
MMMYHU3aLNSAX He YCTAaHOBNEHBI.

20. CnepyeT m3b6eraTb HapyLIEHWUA CXeMbl BaKLMHaUWKW, MNOCKOMbKY 3TO MOXET
MPUBECTM K CHUXEHUO 3(PHEKTUBHOCTU MMMYHONPOGUNAKTUKK Fpunna 1 cTonbHAKa
nowapaeii. B cnyyae nponycka O4YepeaHOro BBeAEHMS BaKLWHbI, WMMYHU3aLWIO
Heo6X0AMMO BbIMOMHUTbL KaK MOXXHO CKOpee.

21. TllpoayKTbl y60s, MNONY4YeHHble OT BaKLMHUPOBAHHbLIX >XMBOTHbIX,
MCMNONb3YOT 6€3 OrpaHNYeHNs He3aBUCUMO OT CPOKa BaKLMHALWW.

HanmeHoBaHus n agpeca WHTepBeT WHTepHewHn b.B.,, Bum [e
NPON3BOACTBEHHbIX nnowanok Keépsepctpaatr 35, 5831 AN bokcmeep,
npons3BoAnTens nekapcteeHHoro HwugepnaHgbl / Intervet International B.V.,
npenapara  ana BetepuHapHoro Wim de Korverstraat 35, 5831 AN Boxmeer,
NPUMEHEeHMS. The Netherlands;

Mepk LWapn aHg Aoym 3SHuman Xenc C.J1.,



C/UennenunH 6, MonuroHo WHpactpuan 3nb
MoHTanbBo |, Mapcena 38, Kap6axoca-ae-na-
Carpaga, 37008, CanamaHka, WcnaHua |/
Merck Sharp & Dohme Animal Health S.L.,
C/Zeppelin 6, Poligono Industrial EI Montalvo
I, Parcela 38, Carbajosa de la Sagrada, 37008
Salamanca, Spain;

FCK BakcuH3 ['M6X, 3Munb-oH-BepuHr-
wTp. 76, 35041, Mapb6ypr, NepmaHusa / GSK
Vaccines GmbH, Emil-von-Behring-Str. 76,
35041, Marburg, Germany.

HanmeHoBaHue, agpec opraHusauumn, OOO «/HTepBeT» (Poccus, 143345,
YNOMHOMOYEHHOWN [Jep)XaTenemM wnm MockoeBckas — o6nactb,  Hapo-®oMUHCKKUiI
BNnajesnbLem perncTpayuoHHOro panoH, noc. CenatuHo, yn. MpombiwneHHas,
YA0CTOBEPEHUSA nekapcTeeHHoro gom 81/1).

npenapata Ha MPUHATUE NPETEH3UN
oT notpebuTens.

C corfacoBaHMeM HacTOSILLEN WMHCTPYKUMKM yTpaumBaeT cuny WIHCTpyKuma no
NPUMEHEHNIO BaKUMHbI SKBUNKC NpekBeH3a Te NPOTMB rpunna u cTonbHsaKa nowaaen,
cornacosaHHada Poccenbxo3Hagsopom 09.02.2016.



