NHCTPYKUWA
Mo BETEPUHAPHOMY NPUMEHEHUIO BAKLIUHbI
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PeructpaumoHHoe ygoctoBepeHue: 12-1-13.24-5179NelBP-1-13.24/03984

|. O6wme ceBepgeHus

1. ToproBoe HauMeHoBaHue NeKapCTBEHHOIO npenapara:
«BHUNIK-HB+UBEK+UBB+PEO».

MexayHapogHoe HenaTeHTOBaHHOE HaWMEHOBaHWE eKapCTBEHHOro npenapara:
BakUUWHa NpPOTMB HbIOKACICKOW OonesHn, WHMPEKUMOHHOro OpoHxuTa Kyp (MynbTu),
WHpEeKUNOHHON  BypcanbHOW  GonesHn U PeoBUPYCHONO  TEHOCUHOBUTA  NTUL
WHaKTUBMPOBAHHAsA 3MyIbCUOHHAS.

2. JlekapcTBeHHas dopma — amynbeus Ana MHbeKuMid. BakumHa npomssegeHa u3
SKCTPadMOPUOHANbHOM  XUOKOCTU  3MOPMOHOB  Kyp, WHMUMPOBAHHLIX  BUpycamu
Hblokacnckoh GonesHn (wramm «Jla-Cota»), MHMDEKUMOHHOrO OpoHxuTa Kyp (LUTamMm
«Yanaesckuit» cepotuna «Maccavycetcy, wramm «BHUN3XK793/B» cepoTtuna «793/By»,
wramm «BHUN3XK RF08-10 QX» cepotvna «QX»), romoreHata Tyluek aMOpUOHOB Kyp,
WHULNPOBAHHbLIX BUPYCOM WHMPEKUMOHHON OypcanbHon 6GonesHun (wtamm «bBIM»),
KynbTypbl knetok cubpobnactos Cl1P-ambpnoHoB Kyp, MHPMLMPOBAHHON PEOBUPYCOM
ntuy  (wrtamm  «1133»), MHaKTUBUPOBAHHLIX AUMEPOM aMUHOSTUNSTUNEHMMUHA, C
fobaBneHveM TuMMepocana B KadeCTBe KOHCepBaHTa, M MacnsHoro agbloBaHTa
Montanide ISA 70 VG vnu aHanora B cooTHoweHumn 30:70.

3. Mo BHewHemy BuAYy BakUMHaA nNpencTaBnsieT cobol OOHOPOAHYK 3MYIbCUIO
6nenHo-pososoro useTta. [lpu xpaHeHWn [OMycKaeTcsi He3HaYUTENbHOE paccrioeHne

aMynbCUN B BEPXHEN YacTu chrakoHa, OAHOPOAHOCTb KOTOPOW BOCCTaHABMMBAETCA NpW
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B30anTbiBaHuK. [JonyckaeTcs oGpa3oBaHWe NAOTHOrO Ocafka KpacHOTo Wi Byporo

LBeTa B HUXXHEeWN YacTu chrnakoHa.

CpoK rogHOCTM BaKLWHbI 18 MecALEeB OT AaThbl BbiMycka Npu cobriogeHnn YCrnoBuii
XpaHeHus 1 TpaHCMOPTUPOBaHUA. 3anpeLlaeTcss NPUMEHSATL BaKUMHY MOCne UCTeYeHMs
cpoka rogHocTu. [locne BCKpbITUS nakoHa BaKUMHY HeobXxoAMMO WCMOoNb30BaTb B
TeyeHue 2 yacos.

4. BakunHa pacdacosaHa no 200 cm® (400 go3) u 500 cm® (1000 [o3) B
NNacTuMKoBble (fTAKOHbI COOTBETCTBYIOLLE BMECTUMOCTU, FEPMETUYHO YKYMNOPEHHbIE
PEe3NHOBbLIMU MPOBKaMU, YKPENNEeHHbIMU arloMUHUEBLIMU KOMMaYKkamu.

®nakoHbl ¢ BakuuHoOW, pacdacoBaHHoii no 200 cm® (400 [03) ynakosaHbl
no 1-25 wryk unu pacdgacosaHHon no 500 cm® (1000 fo3) ynakoBaHbl Mo 1-16 WTyK B
KOPOBKM KapTOHHblE WK MEHOMOSIMCTUPONbHBIE C HaNMYMEM THE3[ WM Neperopopok,
obecrneymBarloLLMX MX HEMOABMXHOCTb M LENOCTHOCTb. Kaxayio KopobKky ¢ BaKLMHO
CHabXaloT MHCTPYKUMEN NO NPUMEHEHWIO.

o. BakumHy XxpaHAT u TpaHCnopTMPYOT B 3alUMLLEHHOM OT CBEeTa MecTe npu
TemnepaTtype o1 2°C go 8°C. 3amopaxuBaHue BaKUMHbI HE JOMyCKaeTcs.

6. BakuuHy cnepyeTt XxpaHuUTb B MecTax, He AOCTYMNHbIX 4SS OeTEN.

7. ®nakoHbl c BaKumHoW 6e3 3TUKETOK, C WCTEKWMM CPOKOM [FOAHOCTU, C
HapyLUeHMeM LenoCTHOCTA W/UIM repMETUYHOCTU YKYMOPKN, C UBMEHEHHbLIM LIBETOM WU/MUMK
KOHCUCTEHLIMEN COAEpPXUMOro, C HasllMYMeEM MOCTOPOHHEN MPUMMECU, C paccrouBLuelics
3MyrbCcueln, He BOCCTaHaBMMBalLLEen O4HOPOAHOCTb Mpu B3GanTbiBaHMKU, NoABEpriunecs
3amMopaxvBaHWO, a TaKXe OCTaTKW BaKuWHbl, HE WUCMOSIb30BAHHbLIE B TeYeHue 2 4acos
nocne BCKPbITUS NakoHOB, noAanexar BbiOpakoBke U oOe33apaxuBaHUD NyTeM
KunsadeHus B TedeHue 30 MUHYT unn obpaboTke 2%-HbIM pacTBOPOM LLENOYN U 5%-HbiM
pacTBopom xnopamuHa (1:1) B TeyeHue 30 MUHYT.

YTnnusaums obessapaxeHHOW BaKUuMHbl He TpebyeT cobniofeHus cneumarnbHbiX
Mep NpefoCTOPOXKHOCTMU.

8. BakuunHy otnyckatoT 6e3 peuenTa.

Il. dapmakonoruyeckme (brnonornyeckmne) cBoNCcTBa
9. BakuyuHa OTHOCUTCHA K cbabmakonormqecmﬁ rpynne uUMmMyHOBUOMOrMYeCcKmnx
neKapCTBEHHbIX NpenapaToB 418 BETEPUHAPHOro NPUMEHEHNS.
10. BakumHa Bbi3blBaeT hopMMpOBaHUE MMMYHHOIO OTBETA Y Kyp K BO3byauTensam

HbloKacricko ©6onesHu, WHGEKUMOHHOro OpoHxuTa Kyp, WUHMEKUMOHHOW OypcanbHOM
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BonesHu n peoBUPYCHOrO TEHOCUHOBUTA MTUL 4Yepes 28 CYTOK mocne OAHOKPaTHOro

MPUMEHEHMSA, KOTOPbIA COXpaHAETCsA B TedeHue 12 mecsues.

BakuuHa 6e3BpegHa, nedyebHbIMY CBOMCTBaMKN HE obnagaer.

. Mopsagok npuMeHeHUn

11. BakumHa npepHasHadeHa pAns  nNpoUIAKTUKA  HbIOKACNCKOW  GonesHu,
MHEKUMOHHOrO BpOHXMUTa Kyp, BbI3bIBAEMOrO pasfiMYHBIMKA CepoTUNamMu BUpPYCa,
NHMPEKLUNOHHON BypcarnbHoi B0nes3Hn U peoBUPYCHOTO TEHOCUHOBUTA MNTUL B MIIEMEHHbIX
1 TOBaPHbIX MNTULEBOAYECKUX XO3ANCTBAX PA3NIMYHOrO HanpaBreHUs BbipalLBaHUS.

12. 3anpelyaeTca npmBMBaTh KIMUHUYECKU OONbHYIO /NN ocnabneHHyo nTuuy.

13. lNpun paboTe ¢ BakumHON cnepyeT cobnogate obLyne npasuna fMUYHON MMrneHb!
M TexHukn 6es3onacHocTW, nNPefyCMOTPEHHble npu paboTe C JfeKapCTBEHHbIMM
cpeacTeaMn BETEPUHAPHOIO HasHavYeHus.

Bce nuua, yyactBywLiMe B MPOBEAEHUM BaKUMHALMW, AOJKHbI ObiTb OAEeTbl B
cneuoaexay (pes3nHoBble canoru, xanar, OploKK, rofioBHOM YOop, pe3nHoBLIE nepyaTtku) 1
obecneyveHbl UHAMBUAYANbHbIMU CpeacTBamMu 3almTbl. B mectax paboTtbl gomkHa ObiTb
anteyka nepson ,qospaqe6H0|7| NMOMOLLN.

K yyactuio B npoBegeHUM BaKkuMHaUUW He [JOMyCKaloTCA nuua C npusHakamm
PECnMPaTOPHbIX, XeNyA0YHO-KULLEYHbIX, KOXKHbIX U annepruiyeckux sabonesaHui.

[Mpu nonaaaHnu BakUMHbLI HA KOXY U/Unn cnusncTble 0BOMOYKN UX pekoMeHayeTcH
NPOMbITb 6OJ'II:LleVIM Konu4yecTBOM BopgonpoBoaHoi Boabl. [Mpu cnyvaiHoM BBeAeHUU
npenapaTa 4enoBeKy, MecTo BBegeHus Heobxogumo obpaboTtaTb 70%-HbiM pacTBOPOM
3TUINOBOro CnupTa, 00paTUTLCS B MEAULMHCKOE yYpexaeHne n coobLwuts ob aToM Bpayy.

14. BakuuHa He pekoMeH[oBaHa Aflsl BBEAEHUs NTULaM MeHee YeMm 3a 30 cyTok go
Hayana siueknagku. 3anpeLlaeTcs NpUMeHeHne BakUMHbl B Nepuo snLeknagku.

15. BakumHaumm nognexat Kypbl ¢ 80-cyTo4HOro sospacTta, HO He rnosgHee, 4em 3a
MecsL, oo Havana snueknagku. lNepen NnpyMeHeHneM BaKUWHY BblAEPXMBAKOT B TEYEHUe
6-9 vacos npu Temnepatype ot 20°C po 25°C. 3anpellaeTca nogorpesaHne BakUWHbI Ha
BOAsiHON GaHe n npubopax oTonneHus. lNepen NpUMEHEHMEM U BO BpeMsA NpoBeAeHUs
UMMYyHM3aUMM (bNakoH C BaKUMHOM NEpUoauYecKkn BCTPSAXUBAKOT Af1 BOCCTaHOBIEHMUSA
OLHOPOAHOCTU 3MYIbCUMN.

BakuuHy BBOASIT ogHOKpaTHO B ob6beme 0,5 cM3 NOAKOXHO B CPEAHIO TPETh LUEM
UN BHYTPUMbILLEYHO B 061acTb rpyAHON MbILLLbI C COBMIOAEHNeM NpaBum acenTuku.

[Ons  BakuuHauuu UCMONb3YIOT  LUNPULbI-aBTOMaTbl, KOTOpblE  CTEpPUNU3YyoT

KunsyeHunem B TeyeHue 20 MWHYT. ,D,OI'IyCKaeTCFI ncnonb3oBaHne OgHOPA30BbIX LLUMNPULIOB.
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Mecto wuHbekUun AesnHbMumpyioT 70%-HbiM pPacTBOPOM STUMOBOrO CNMpTa UMK

APYTMMU aHTUCENTUKAMM.

Yepes 28 cyTok nocne vMmyHMsauuu NTUL MPOBOAST KOHTPOSb HaMNpshHKEHHOCTM
MMMYHATETA K BMpPyCaMm HblOKAcrcKoi OonesHn, WHMEKUMOHHOro OpoHxuTa Kyp,
VHMEKLMOHHON BypcanbHoi 6onesHn n peoBUPYCHOrO TEHOCUHOBUTA NTUL, UcCneays He
MeHee 25 npob cbiBopoToK kposu B PTIA nnu NPA.

BakumHaLumio cunTaloT ycrnewHoi, ecnn He MeHee 4vem y 80% npuBUTLIX MTUL
CPeLHWI TUTP aHTUTEN COCTaBNsET:

- K BUpycam Hbtokacnckon 6onesHun He Huxe 1:32 (5,0 logz) B peakumnn TopMoKeHUs
remarrniotuHaumm (PTFA) unu B8 UOA B 2 1 Gonee pasa npeBbillaeT MUHMManbHoOE
nonoXutenbHoe  3Ha4vyeHue, NPefyCMOTPEHHOE  MHCTPYKUMER MO  MPUMEHEHUIO
NCnonb3yembIX AUarHoCTUYECKNX Habopos.;

- K BUPYCY UH(EKLMOHHOro BpoHxuTa Kyp, NHPEKLUMOHHOK BypcanbHon 6onesHn u
peoBupycHoro TeHocuHoBuTa ntuy B WDA He HMKe OOgHOr0  MUHUMAmbHOTO
MONOXUTENBHOIO  3HaYeHWsi, MNPEeayCMOTPEHHOro  WHCTPYKUMENW NO  MPUMEHEHUIO
NCNonb3yemoro uMarHocTn4eckoro Habopa.

16. BakumHa He BbI3blBaET KIIMHUYECKN BbIPAXXEHHOW MOCTBAKUMHANBHOW peakuuu.
MNpu npuMeHeHWW BaKUWHbI B COOTBETCTBMM C HACTOSILLUEN WHCTPYKUMENn noGoYHbIX
ABMEHUA N OCITOXXHEHWUI, KaK NpaBuIio, He oTMeYyaeTcs. B HekoTopbIX criyyasix Ha mecTte
MHBbEKUMM BO3MOXHO obpasoBaHMe HebOomnbLION MPUNYXNOCTU, CaMOMNPOU3BONLHO
ucyesatoLyen yepes 2-3 Hegenu.

17. CAMNTOMOB NPOSIBIIEHUSI HbOKACIICKOW Gone3Hn, MHGEKUNOHHOro OpoHXMTa
Kyp, WH(EKUMOHHON OypcanbHoi GOnesHn M PeoBUMPYCHOro TEHOCUHOBUTA NTUL, WU
APYrX NaTofIorMYeCcKnX Npu3HaKoB Npu nepeaos3npoBke BaKUHbl HE YCTAaHOBSIEHO.

18. Banpewaetca npuMeHeHWe BaKUWHblI MNPOTUB HblOKaACNCKon 6onesHu,
UHEKUMOHHOrO BpoHxuUTa Kyp (MynbTu), UHpeKunoHHo 6ypcanbHoi 6onesHu u
PEOBUPYCHOro ~ TEHOCWMHOBUTA nTuy, NHaKTUBUPOBAHHOM 3MYINbCUOHHOMN
«BHUN3XK-HB+UBK+UBB+PEO» ¢ pgpyrumu unmmyHobuornornyeckumy npenapaTtamu.
XvMmunoTepaneBTnyeckue cpeuéTBa 3anpeLyaeTcs NpUMeHATb 3a 3-5 CyTOK 40 BaKLMHaLmm
1 Yyepes 5-7 CyTOK nocre ee NpoBefeHus.

19. OcobeHHOCTEN [ENCTBUSA BaKUMHBI NPU NEPBOM BBELAEHUN HE OTMEYAETCS.

20. Crnepyet usberatb HapyLUeHUI CXeMbl NPOBEAEHMS BaKUUHALWW, MOCKOSbKY
3TO MOXET NPUBECTU K CHUWKEHMIO 3PPEKTUBHOCTU UMMYHOMPOMUNAKTUKN HbHOKACIICKOM
6onesHn, WHMEKUMOHHOIO BpoHXMUTa Kyp, WHEKUnoHHOW OypcanbHon ©6onesHn wu

PEOBNPYCHOIO TEHOCMHOBUTA NTUL.
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21. Y6on ntuubl Ha Msico paspellaeTcs 4yepesd 40 cyTOK MNocrne BBeAeHUs

BakumHbl. MNpu yboe nTuL, paHee 3TOro cpoka TYLLKM MOASIEXAT TLATENbHOMY OCMOTPY W
Npn obHapyXeHWN Ha MecTe BBEAEHWS BaKUMHbl MPU3HAKOB BOCMANMUTENbLHOrO npolecca
UNU NPUCYTCTBME CMEAOB He pacCoCaBLUErocsi npenaparta, MX BblOpakoBbIBAOT U
yTunusmpylotT. Peanusauus v ucnonb3oBaHWE CTOMOBOrO U MHKyGauUMOHHOro siua

npoBoaunTCcA 6e3 orpaHMYeHn.

HanveHoBaHme un agpec npou3BOACTBEHHOW MrollagkM  MPOU3BOAUTENS
NeKapCTBEHHOro npenaparta AN BETEpUHAPHOro  MNpUMEHeHUs:.  dpeaeparnbHoe
rocyfapcteeHHoe OromKeTHoe yupexaeHue «PeneparbHblii LEHTP OXpaHbl 300POBbS
XNBOTHbIX» (PIBY «BHUU3XK»), 600901, Bnagumupckas obnactb, r. o. ropog Bnagumup,

r. Bnagnmup, MKp. FOpbeBel, yn. BapAenckas, 4. 6, k. 1.

HammeHoBaHve W agpec opraHusauuu, YMNONMHOMOYEHHOW Jep)kaTenem unu
BrnajenbLUeM perucTpauvoHHOro  YOOCTOBEPEHUS JIEKApPCTBEHHOrO npenapata Ha
NPUHATUE NpeTeH3n oT noTpebuTens: dedepanbHoe rocyAapcTBeHHoe GlogxeTHoe
yypexaeHme «denepanbHbliii LeHTp OXpaHbl 30,0pOBbSA YKMBOTHbIX»
(PIBY «BHUN3XK»), 600901, Bnagumwupckas obnactb, r. 0. ropog Bragumwup,

r. Bnagnmup, mkp. lOpbesey, yn. 'Bapgeiickas, 4. 6.

3amecTtuTtens pykoBoautens

cnyx6bl kavyecta PIBY «BHI/MS)K» A.B. KoHcTaHTMHOB



