NHCTPYKL WA
Nno NPUMEHEHNIO rNO6yNnHa «Butaden»
AN NPOUNAKTUKA 1 leYeHnst NaHNenKoneHnn, MHEKLIMOHHOTO PUHOTPAXenTa,
KaMuMBMpPO3a U XNaMmnamnosa Kowlek

(opraHusaums-paspaboTtumk: OO0 «JleButa M/IKOC»,
123181, r. Mocksa, yn. Mapuwana Katykosa, 4. 25, kopn.1)

I. O6uyme cBeeHNs

1 ToproBoe HauMmeHOBaHMe JfleKapCTBEHHOro npenapata: [nobynnH «Butadgen»
(Globulin «Vitafel»).

MexayHapofHOoe HernaTeHTOBaHHOe Ha3BaHWe npenaparta: [100YNVMH 419 NPOMUNIAKTUKN
N NeYeHUs MaH/IeNKONEHUN, MH(EKUMOHHOIO PUHOTPaxeuTa, KaJvumemMpo3a U XJammugmosa
KOLLIEK.

2. IlekapcTBeHHas (hopma: pacTBOp 418 MHBEKLUNA.

NobynnH COCTOMT M3 BbICOKOOUMLLEHHON (DpakumMn r1o6YNNHOB, BbIENIEHHbIX 13
CbIBOPOTKA  KPOBW  XXMBOTHbIX-LOHOPOB  (KOLIEK),  MMMYHMW3MPOBaHHbIX  aHTUreHamu
BO36yAuTeNeil NaHNeiKoneHnn, MHHEKLUMOHHOIO PUHOTpaxenTa, Kaiuumemposa U XnaMmmanosa
KoweK. FNo6yNMH COAepXMT aHTUTeNa K BUPYCY UH(EKLMOHHOIO puHOTpaxenTa Kowek (PH) B
TMTpe He Hmxe - 45 logz, kanmumsupycy kowek (PH) He Hwxke - 55 logz, Bupycy
naHnerikoneHnn kowek (PTIA) He Huxe - 6,0 logz n xnammamosy koluek (PCK) He Hmke - 1:10.

3. Mo BHewHemy BuAy rno6ynMH npeacTaBnseT coboi 6GecuBETHYO WM Crerka
onasecuMpyroLLyto XUAKoOCTb. pu XpaHeHUW [onycKaeTcs 06pa3oBaHMe He3HAYMTEIbHOro
ocafika, pa3bumBaroLerocs npv B36anTbiBaHWUK.

Cpok rogHocTn rnobynunHa «Butaden» - 2 roga ¢ gaTbl BbiNyCKa Npu cOB6M04EHNM
YCNOBUIA XpaHEHUsi M TPaHCMOPTMPOBaHMA. [0 WCTeYeHMM CpOKa rOAHOCTU TNOGYNH K
NPUMEHEHMNIO HE MPUTOeH.

4. TnobynuH pacgacosaH no 1,0 ma (1 [o3a) B CTEKNSIHHbIE amMny/bl (P1aKOHbI)
COOTBETCTBYIOLLEA BMECTUMOCTU. AMMYy/bl TepMETUYHO 3anasHbl, (IakoHbl FepMeTUYHO
YKYMOpPeHbl Pe3snHOBbLIMU NPOBKaMK, YKPENIEHHbIMW a/IFOMUHUEBLIMI KOMMaYKaMu.

AMnNynbl (hnakoHbl) ¢ rNo6yNMHOM ynakoBaHbl B 6nmnctepb! (KOpobkn) no 10 WTyK.

B kaxayto KopobKy (6nucTtep) ¢ npenaparoM BOXKeHa MHCTPYKLMA N0 NMPUMEHEHNIO.

5. TNoGYNMH XpaHAT 1 TPaHCMNOPTMPYHOT B 3aKPbITOM, 3aliuLLEeHHOM OT CBeTa MecTe B
ynakoBKe npoussoauTens npu temnepatype ot 2°C go 8°C.

6. FNobynunH cneflyet XpaHWUTb B MecTax, HeJOCTYMHbIX 418 AeTe.

7. AMnynbl (hnakoHbl) ¢ npenapatoM 6e3 3TUKETOK, C UCTEKLIMM CPOKOM TOAHOCTH, C
HapyLUeHNeM LeNOCTHOCTU W/UNU TepMETUYHOCTU YKYMOPKKW, C M3MEHEHHbIM LBETOM W/wnu
KOHCUCTEHUMEN COAEPXXUMOr0, HaIM4YMeM MOCTOPOHHUX MpPUMeECed, a Takke OCTaTKu



rnobynuHa, He UCMO0/b30BaHHbIe B ieHb BCKPbITMS (h1aKOHOB (amny/), MOAMEXaT BbIOPAKOBKE W
06€e33apaXXnBaHNIO NYTEM KMNAYeHMs B TedeHne 30 MUHYT C NOCNeAYHOLEN yTUAn3aL e,
YTununsaums o6e33apaeHHOro npenapara He TpebyeT cOOMOAEHMA CneunanbHbIX Mep
NPeaoCTOPOXKHOCTMK.
8. Mpenapar oTnyckaeTcs 6e3 peLenTa Bpaya.

1. Bruonorunyeckue cBOCTBa

9. FNobynuH «Butagen» - UMMYHOBNOMIOTMYECKMIA IEKAPCTBEHHBIV Mpenapar.

10. Mpenapat npefcTaBnseT co60M KOMMIeKC 6eTa- M ramMma-rnobyiMHOBbLIX (paKLmii
CbIBOPOTKN KPOBW TMNEPUMMYHU3NPOBAHHbIX KOLUEK, KOTOpble NPV BBEAEHWM B OpPraHu3m
CMOCO6CTBYHOT (POPMUPOBAHUIO CMELMEPNYECKOTO MMMYHHOIO OTBETA.

MacCcMBHbIA MMMYHUTET Yy KOLUEK MOCMe BBEAEHMS C MPO(UIAKTUYECKON LEMbHO
rnobynuHa «Butaten» coxpaHseTcs He MeHee 2 Hefenb. Mo UcTeuyeHUn yKaszaHHOIO Cpoka /1S
CO3[aH1s aKTUBHOIO MMMYHUTETA XXMBOTHbIX BaKLMHMPYHOT.

MpenapaT o06nagaetT neyebHbIMKM CBOWCTBAMW, MaKCUMa/lbHO MPOSBAAKOLWMMUCA B
MHKYGAaLMOHHOM W NpPOAPOManbHOM nepuofax WHGEKUMOHHOro npouecca. HambonbLuwii
TepaneBTMYECKUIA 3(heKT AOCTUraeTcs Npy MCMONb30BaHWM MpenapaTta B HayaibHOW CTaguu
60M1e3HN.

I1l. TMopsagok NnpuMeHeHus

11.«Butagen» NpUMEHAIOT 419 NPOMNAKTUKM U JIeYeHUs  NaHfenKoneHmu,
MH(EKLUMOHHOIO  PUHOTPaxenTa, KalMuuBupo3a W X/JaMUAMO03a  XKMBOTHBLIX — CEMeNCTBa
KOLLAYbMX.

12.T1poTMBONOKa3aHeM K TPUMEHEHUIO JIEKAPCTBEHHOro npenapara ABNAETCA
NHAVBUAYaSTbHAsA MOBbILIEHHAs YYBCTBUTENbHOCTb XXMBOTHOMO K r100yMHAM.

13. FNobynnH BBOAAT NOAKOXHO, CO6/II0AasA NpaBuia acenTUKN U aHTUCENTUKM.

[ns NpohnnakTMKM yKasaHHbIX BUPYCHbIX 60/1e3Hel XXMBOTHbIM BBOAAT 1,0 M (1 fo3y)
rnobynMHa OAHOKPAaTHO WM [ABYKPATHO C CYTOYHbIM WHTEpBa/IOM. [0 MCTeYeHUM Cpoka
(hopMMpOBaHMS MAcCMBHOrO UMMyHWUTETa (2 Hepenu) ANA CO34aHWUA aKTMBHOIO MMMYHUTETA
MPOBOAAT BaKLMHALNIO.

C neyebHon Lenblo «Butaden» BBOAAT B yKa3aHHOW J03e TPEXKPATHO C MHTepBa/IOM 12-
24 yaca, B 3aBMCMMOCTM OT TSXKECTU COCTOAHMS XXMBOTHOr0. Hambonblwimii TepaneBTUYEeCKUI
apeKT fJocTMraeTcs Npu UCNonb30BaHUK Mpenapara B Ha4yabHOW CTagun 60N1e3HN.

Mpy KOHBLIOHKTMBUTAX, KPOME MOAKOXXHOrO BBEAEHWS, TN06YyNNH NPUMEHAIOT B BUAE
rnasHbIX Karefb: 3akanblBaloT 2-3 pas3a B CYyTKM No 1-3 Kanam B KaxAbl rnas. Mpyu puHUTaX
rnobynvH 3aKanbiBakT B HOC.

14. CvMNTOMbl MEepefo3VpOBKA NPV MNMPUMEHEHUW NEKapCTBEHHOrO npenapata He
BbISIB/IEHDI.

15. OcobeHHOCTEN AelCTBUA IeKapCTBEHHOrO npenaparta npv Nepsom NPUMEHEHUU U
rnpy ero 0TMeHe He YCTaHOB/IEHO.

16. TnobynuH «BuTaden» MOXeT OblTb Ha3Ha4YeH >KMBOTHOMY, He3aBMCUMO OT €ro
BO3pacTa U (PU3NONOTMYECKOro COCTOAHMS (6epeMeHHOCTb, nakTaums u ap.). OH He Bbl3blBaeT
NOOOYHBIX pPeakuMin aaxe y MOPOAUCTLIX M U3HEXEHHbIX KOLLeK. [peanovTuTensHO BBeAeHME
npenapara He HOBOPOXX[EHHbIM KOTATaM, a OKOTMBLUMMCA KOLLUKam B MepBble CYTKM Mocne
OKOTa. 3TO 06ecneyvMBaeT BbICOKOE COAepXKaHNe aHTUTEN B MO/I03UBe.

17. CnegyeT m3beratb MPOMycKOB BBEAEHWS OYepefHON [03bl npenapata, Tak Kak 3To
MOXET MPUBECTU K CHMDKEHUIO TepaneBTUYeCKON 3PMEKTUBHOCTHI.

18. Mpn NpumeHeHUW npenapata B COOTBETCTBUM C HACTOALLEN MHCTPYKLUMEN NOBOYHbLIX
ABMEHNA W OCNOXHEHWA He OTMeyanocb. [lpu  mcnonb3oBaHUMKM npenapata Ans  0cobo
YYBCTBUTE/IbHBIX >KMBOTHbIX C LEMbi0  NPOPUIAKTUKMA  BO3HWKHOBEHMSA  aHagmiakcuu



pekomeHayeTca ApobHoe BBeAeHMe: BHavane 0,5 M, a 3aTeMm, yepe3 30-60 MUHYT - OCTaBLUYHOCS
[,03y npenapara.

19. [donyckaeTca npuMeHeHne rnobynuHa «Butagen» O4HOBPEMEHHO C BUTaMUHaMW,
aHTMOMOTUKamMK, npobuoTMkaMn W ApYrMK  npenapatamu, npefgHasHavyeHHbIMKU AN
CUMNTOMATUYECKOTO NIeYeHNs.

FnobynuH  «BuTagen» 3anpeweHo MNPUMEHATb B OLHOM  LUMpUUE C  APYrMMu
6vonpenapaTaMun 1 1eKapCTBEHHbIMW CPeACTBaMM.

20. TnobynuH «Butaden» He npegHasHayeH AN MNPUMEHEHUS  MPOAYKTMBHbLIM
XXMBOTHBIM.

IV. Mepbl IM4HON NPOUNAKTUKN

21. Mpwn paboTe ¢ rnobynuHom «BuTaden» cnegyet cobnogatb o6LMe npaBuaa NMYHON
TUIMEHbl U TEXHWKM 6e30MacHOCT, MNpedyCMOTPEHHblE Npu paboTe C /IeKapCTBEHHbIMU
npenaparaMmn BETEPUHAPHOr0 Ha3HaYeHWs.

22. Bce nuua, yyacTeytolme B NMPOBeAEHNM NPOUIAKTUYECKUX U NIeHeBHbIX MeponpusTui,
[IO/MKHbI BbITb 06ecneyeHbl cneLoaexaon (pesrmHoBble canorun, Xanart, 6proKKn, roloBHON yoop,
PE3VHOBLIN MepyaTky 1 Ap.) U obecneveHbl UHAMBUAYAbHBIMU CpPeACTBaMM 3almTbl (OYKM
3aKpbITOro TUNa, PecnMpaTopsbl).

B MecTax paboTbl O/KHa ObITb anTeyka NepBoi 4oBpayebHON NOMOLLN.

23. Mpy nonagaHuWu rnobynuMHa Ha KOXY W/WAW CAU3UCTble 060/10YKM UX HEeobX0AuMO
TWATENbHO NPOMbITb 60/bLUMM KOMIMYECTBOM BOAOMPOBOAHOW BOAbI. Mpn cnyyaiHON UHBbEKL M
rnobynunHa 4enoBeKy Heob6Xx0AMMO MeCTO BBefAeHWs 06paboTaTb 70% pacTBOPOM 3TWIOBOrO
cnvpTa 1 06paTUTLCA B MeAULMHCKOE YUpeXieHue.

C cornacoBaHVeM HaCTOSILLEN MHCTPYKLMW YTpaumBaeT CUTy UHCTPYKUMA MO NPUMEHEHWIO
rnobynuHa «Butaden», yTeepxaeHHas Poccenbxo3Haazopom 15 asrycta 2012 T.

HanmeHoBaHWe 1 afjpec NPOV3BOACTBEHHOI
MAOLIAAKY NPOV3BOANTENS NIEKAPCTBEHHOIO
npenapara [ BeTePUHAPHOr0 MPUMEHEHUS

HanmeHoBaHwe, afjpec opraHm3auum,
YNOTHOMOYEHHOI lepyXaTenem unm
BNafieNbLEeM PernucTpaLMoHHoro
Y0CTOBEPEHUS IEKAPCTBEHHOTO MNpenapaTa
Ha NPUHATIE NPETEH3WIA OT NOTPE6UTENS.

Homep perncTpaLmoHHOro y0CTOBEpPEHUS

OOO «Toprosblii gom «bWArpo», Poccus,
600014, Bnagmumupckas 061., r. Bnagumup,
yn. NlaknHa, a. 4-b.

000 «JleButa T[U1HOC», 123181, .
Mocksa, yn. Mapwana Katykosa, 4. 25,
kopn.1



