‘ XUTMPABWAP B1/H120 (HIPRAVIAR B1/H120)

MHCTPYKLMA
no npumeHeHuio BakumHbl XUMPABUAP B1/H120 npotus
HbOKaC/ICKOM G0NIE3HM M MHPEKLMOHHOrO GPOHXMTA KYP KMBOW

OpraHu3aums-paspaboTumk: Jlabopatopuoc Xunpa C.A. (McnaHus)

|. OBLME CBEAEHWA
1. ToproBoe HanmeHoBaHue NnekapcTBeHHoro npenapata: XMMPABMAP B1/H120 (HIPRAVIAR B1/H120)
MexayHapoAHoe HenaTeHToBaHHOe HauMeHOoBaHMe: BaKLyHa NPOTUB HbIOKAC/ICKOM GOE3HU M MHGEKLIMOHHOTO BPOHXMTA Kyp
KMBas.
2. NlekapcTBeHHas dopma: 1MoPUAN3MpOBaHHAA Macca.
Mo BHellHeMy BWAY BaKUMHA MPeACTaB/iseT COGOM OAHOPOAHYK CyXyl MOPUCTYIO MAcCy JKe/NTOBAaToro LiBeTa, XOpOLIO
pacTBOpMMYI0 B BOZle 6e3 06pa3oBaHMA X/10MbeB M 0Ca/Ka; pa3baBuTENb - MPO3PAYHYIO XKMAKOCTb TEMHO-CMHErO LiBeTa.
BakumHa pacdacosaHa no 1000, 2500 703 (4 cM®) B CTeKIAHHbIE PN1aKoHbI, @ pazéasuTensb no 30 ma (1000 f03) B NacTUKOBblE
(NaKkoHbl  COOTBETCTBYIOWIEH BMECTUMOCTM, TEPMETUYHO  YKYMOPEHHble  PEe3MHOBbIMM  NPOGKamMM,  YKpenaeHHbIMM
a/IlOMUHMEBBIMM KO/MaYKaMM
3.daKoHbl C BaKUMHOW M pa3baBuTENIeM YNaKoBaHbl B KapTOHHble KOPOGKM-Mo 10 WTyK. B KaxAyl KOPOBKY C BaKLMHOM
BK/IaAibIBAIOT MHCTPYKLMIO MO MPUMEHEHMIO BaKLMHbI HA PYCCKOM si3bike. B Kaxzaylo KOPoGKy C pa3baBuTenem BK/aAblBaloT
Z03/PYIOLLYI0 MMNETKY-aNM/IMKaTOp M NNaCTUKOBbIM NEPEXOAHMK.
CpoK TOAHOCTM BaKUMHbl 24 MecAua M pasGaBuTens 5 NeT C Aatbl BbiNycKa NpM COBMOAEHMM YCNOBMIM XPaHEHMA M
TPaHCMOPTMPOBaHUA. 110 UCTEUEeHUM CPOKa FrOAHOCTM BaKLMHA M Pa3GaBUTE/Ib K MPUMEHEHMIO He MPUroAHbI.
4. BaKupHY XpaHAT M TPaHCMOPTMPYKT B CyXOM, TEMHOM MecTe npu Temnepatype oT 2 °C go 8 °C, a pasbasutesb npu
Temnepartype ot 5 °C go 25 °C.
5. BakumHy XMMPABUAP B1/H120 1 pasbasuTenb ciellyeT XpaHuTb B MECTax, HEAOCTYMHbIX /1St aeten.
6. ®NaKoHbl C BaKUMHOM 6€3 STUKETOK, C UCTEKLIMM CPOKOM FOAHOCTM, C HapylIeHUeM LieOCTHOCTM W/WMM FepMeTUYHOCTH
YKYNOPKM, C M3MEHEHHbIM LIBETOM Wi KOHCUCTEHUMEN COAEPKMMOrO, C Ha/MuMeM MOCTOPOHHMX MPUMECEM, a TaKke
0CTaTKM BaKUMHbI, HE UCMO/Ib30BaHHbIE B TEYEHMe 2 4acoB MOC/Ee BCKPbITMA (DaKOHOB M BOCCTAHOB/IEHWA B pasbasuTene,
BbIGPAKOBbIBAKOT M 06E33apaMBaOT NYTEM KMMAYEeHUs B TeueHne 30 MUHYT Wi 06paBoTKM 2% pacTBOPOM LLENOYM uam 5%
pacTBOpom xsopamuHa (1:1) B TeyeHne 30 MUHYT.
®nakoHbl ¢ pa3baBuTesieM 6e3 MapKMPOBKM, C MCTEKIUMM CPOKOM FOHOCTM, C HapyLIEHWMEM LIeIOCTHOCTU U FepMETUYHOCTH
YKYNOPKM, C M3MEHEHHBIM LIBETOM M MOMYTHEHUEM COAEPKMMOTO, C Ha/MYMEM MOCTOPOHHUX NPUMECEN MOANEKAT BbIGpaKoBKe
C nocneyoLen yTuamnsaumen.
YTUAM3auus pasdasmutens U o6e3zapakeHHOM BaKUMHbI He TpeGyeT COB0AEHNA CeLManbHbIX MEp NPesOCTOPOXKHOCTM.

IIl. BUOZIOTMYECKME CBOMCTBA
7. BakumHa XMMPABMAP B1/H120 Bbi3biBaeT (hopMMpOBaHME MMMYHHOrO OTBETA K BO3BYAMTENAM HbIOKAC/IGKOM, 6ONE3HM U
MH(EKLYOHHOrO BPOHXHMTA Kyp Yepe3 6-10 CyTOK Noc/ie 0AHOKPATHOTO MPMMEHEHNA NPOAC/IKUTE/IbHOCTBIO HE MEHEe 4 Hepe .
B 04HOM MMMYHWM3MPpYIOLLEN [03e BaKLMHbI COAEPKUTCA He MeHee 10%° I/, BUpYCa HbloKacaCcKoM 6oie3Hu (WTamm Bb) 1 He
MeHee 10*° N/, BUpyCca MHPEKLMOHHOrO BpoHXMTa Kyp (WwTamm H120).
BakuuHa 6e3BpesHa, Seye6HbIMM CBOMCTBaMM He 06/1ajaeT.

IIl. NOPAAOK MPUMEHEHMA
8. BakunHa XMMPABUAP B1/H120 npegHasHayeHa Anst NpodUIaKTUKM HbIOKACICKOMB0ME3HM U AHDERLMOHHOrO GPOHXMTA Kyp
B M/IEMEHHbIX 1 TOBAPHbIX MTULEBOAYECKMX XO3AMCTBAX Pa3/IMYHOro HanpaBeHUs BblpauiMBaHUs.
9. 3anpeLLeHo BaKLMHUPOBATb KAMHUYECKM 6O/IbHYIO M/ UK 0CcnabneHHyo OTALY.
10. BakumHauum noaNexmMT KAMHMYECKM 340poBas NTMUA, HauMHaA C_GYTOMHORO BO3pacTa. KOHKpeTHble CPOKM BaKLUMHALMM
NTWL onpeaensieT BEeTEpPUHAPHBIM CEeUMasMcT Mo pesysibTaTaM KOHTPOAS HAarpsKeHHOCTM CreuubUYecKoro MMMYHUTETA.
LbInaaT B 3HAEMMYHBIX MO HBIOKAC/ICKOM 60/1€3HM paroHax PEKOMEHAYETCAPUBKBATL B CYTOMHOM BO3pacTe.
BaKumHy BBOAST OKy/ISPHO (MHTpaHasasbHO), METOAAMM BbiNauBaHMS MM KPYMHOAMCNIEPCHOrO PacrblieHUs (CrIpei-MeTos).
OKy/ApHbILU (UHMPAHA3abHbIG) Memod
AN OKyNApHOTO MPUMEHEHMA MCMoNb3yloT hiakoHbly"cogepaliye 1000 NpuBMBHBIX 03 BaKLuHbl. ®NaKOH C BaKUMHOW M
pasbaBuTENIEM COEAMHAKT NPU MOMOWM NPUAAFAEMOTO NAACTUKOBOTO MEPEXOAHMKA, OGBEAMHAT M aKKypaTHO
nepemeLLmBatoT, obecrneymsas nosiHoe pacTBOpPeHHE NMOBMAM3MPOBAHHOM MACcChl.
Mpy1 nomowyy A03MpYIOLEN MUNETKMU-aNMIMKaTopa NOATOTOBNEHHYIO BakumHy B o6beme 0,03 mMn (1 Karis) 3aKanbisaoT B
HOCOBYIO LLie/Ib M/IM HAHOCAT Ha KOHBIOHKTMBY rnasa. [0/10BY LipINeHKa AepXaT B FOPM30HTaIbHOM MOJIOKEHMM B TeueHue 1-2
ceKyHa. Mpy 3aKkanbiBaHWM BaKUMHBI B HOCOBYIO LLe/b, APYrylo HO3APIO 3aKpblBalOT NasbLem, 6aarosapsa Yemy JocTuraeTcs
6onee rny6oKoe NPOHUKHOBEHME Npenapata.
Memod sbinausaHus
CucteMbl BOZ0OBECTIEYEHUSA, MMEIOWUMECA B XO3AMCTBAX Mepes MMMyHM3auMen AOMKHbl 6biTb TLWATENbHO MPOMbITHI 6e3
NPUMEHEHNS Je3MHBULMPYIOLLMX CPEACTB. KOMMYECTBO MOMIOK JOIKHO 06ecrneynBaTh CBOGOAHBIM JOCTYN K Npenapary Bcero
MMMYHM3MPYEMOTO NOro/10BbA.
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JlnA NoAroToBKM BaKLMHBI K MPUMEHEHMIO HEOOXOAMMO MCMO/Ib30BaTh CBEXYI0, YMCTYIO, CBOGOAHYIO OT MOHOB Xe/e3a U X1opa
NUTLEBYIO BOZY, OXNIAXAEHHYI0 10 KOMHATHOM Temnepartypsi (15-25) °C.

MT1LY BaKUMHMPYIOT W3 pacyeTa o4Ha A03a Ha rososy.

®NakoH C BaKUMHOM A0 Y2 06bEMA 3aM0/HAT BOAOM, 3aKPbIBAIOT PE3MHOBOM NMPOGKOM 1 BCTPAXMBAKOT O MOIHOTO PaCcTBOPEHHS
npenapara.

COAEPKMMOE BbINMBAIOT B EMKOCTb, COZEPIKALLYI0 06bEM BOZAbI, HEOBXOAMMBIN /1S NOTPE6AEHUSA NTULEN B TeuyeHue 1 - 2 u,
McxoaAa U3 pacyeta

BO3PACT NTHLLbI OBBEM BO/bl, HEOBXOZVMbIVA /15
(HEAEb) BAKLIMHAL1000 FO/I0B NTWALL (1)
1-3 -
49 12-23
10-16 27-37

Mepea HayanoM BaKUMHALMM NTHL, BbIAEPKMBAIOT 6e3 BOb! 3MMOINB, TEYEHME 2 4acoB, eToM - 1 4.

Heo6Xx04MMO 3alumLiaTh MOMAKM C pa3BeAEHHOM BaKLMHOM QT BO3AEMCTBMA NPAMBIX CONHEYHBIX JTy4ei.

MNojaya BoAbl pa3speluaeTcs MOCAe MOJHOTO NOTPebeHUA paciBopa BaKLMHbI (MpUMepHO Yepe3 1-2 4). [lo M BO Bpems
MMMYHM3aLMK HE06X0AMMO 06ecneynTb CBOGOAHBIX AGCTYMATMLI K KOPMaM.

Memod KpynHoduchepcHozo pacnbineHus (cnpeli-memood)

BaKkumMHaLMio NMPOBOAAT Mpy MOMOLM CrieLuafibHBIX PacrbiiuTeneit 060 KOHCTPYKLMM, TEHEPUPYIOLLMX MOHOAMCNEPCHbIE
yacTuupl Avametpom (100 - 200 MKM) aas MepBoK MMmyHM3aumm u Ao 100 MKM s NOC/AEAyIWMX BBEAEHWM BaKLMHbI.
Pacnblutenm JoMxKHbI 6biTb KOPPO3MIHO-YETOMYMBI, HE COAEPIKATb OCTATKOB E3MH(MEKTAHTOB M MCMOb30BATLCA TObKO ANIS
BaKLMHaLK.

BaKuuHy pacTBopsAloT B umMCTOM MpoxnadHon Boge (21-28) °C, cBO60AHOM OT MOHOB enesa M xnopa, M3 pacyeta 1000 403
npenapara: Ha 0,20-0,25 180Abl ApUMMMYHM3aLMM CYTOUHBIX UbINAAT MaK Ha 0,5-1,0 11 Bogbl - NP1 MMMYHM3aLMK NTUL Gonee
cTapluero Bospacta.

Mp1 BaKUMHALMM CYTOUHBIX LBINAAT UX MOMELLAKT B ALUMKM, KOTOPbIE MIOTHO YCTaHAB/MBAIOT B OAMH PAZ M PaBHOMEPHO
pacnbinsioT ¢ \BakuuMHY. \ MpeanoyTUTEeNbHO — MCMONb30BaTh — CMeLMasbHble  Cpei-KabuHbl  (BOKCbl),  060pYAOBaHHble
CTaLyOHapHBIMK PacRbIMTENAMM.

Bo BpeM#A BaKLMHaLMM B NTUYHMKAX OTK/IIOYAKOT CUCTEMY BEHTMAALMM M 06OrpeBa, 3aKpblBalOT BEHTUAALMOHHbIE OTBEPCTMS,
CHMKAIOT, YPOBEHb OCBELLEHMSA, YTO YCMOKAMBAeT MTULY W CnocobCTBYET €e CKyuMBaHMio. BakumHy pas6pbisruBaioT Haj
COOTBETCTBYIOLMM KOMYECTBOM UbINAAT € paccTosaHua 30-40 cm. lokasaTenem npasmbHO NPOBEAEHHOM MMMYHM3aLMK
AB/IACTCA PABHOMEPHO YB/IXKHEHHOE OnepeHue NTL,.

JANA" VCKNIOYEHMA MOTPEWHOCTEN B MMMYHM3AUWM PEKOMEHZYeTCS MpeABapuTeNbHO ONpeAesTb MPOM3BOAMTE/ILHOCTb
MCTIOb3yeMoro pacnblaMTeNs nyTem pasGpbi3riBaH1s pacHeTHOTO KOMYECTBA YACTOM BOAbI 6€3 BaKLMHbI.

Yepes 20 MMHYT MOC/Ie OKOHYaHMA BaKLMHALMM BKJIIOYAIOT CUCTEMY BEHTMIALMM, OTOM/IEHME M BOCCTAHAB/IMBAKT YPOBEHb
OCBeLLeHMs.

11. CMMMNTOMOB MPOSB/IEHMA HbIOKAC/ICKOM 601€3HM M MHDEKLMOHHOTO GPOHXMTA KYp MM APYriX MaTo/0rMYeCcKMX Npr3HaKoB
Mpy Nepe/031POBKe BaKLMHbI HE YCTAHOB/IEHO.

12. MoCTBAKUMHANBHBIX PEAKLMH NpK NMEPBMYHOM MM MOBTOPHON MMMYHM3aLMU HE YCTaHOB/IEHO.

13. CnepyeT n3beratb HapyLUEHWA CPOKOB MPOBEAEHNA MMMYHU3ALMM, YTO MOXKET NPUBECTU K CHUMXKEHMIO 3DDEKTUBHOCTH
BaKLMHOMPODUNAKTUKM HbIOKACICKOM 601€3HW U MHBEKLMOHHOTO GPOHXMTA Kyp

14. Tpy NPUMEHEHUM BaKLMHbI B COOTBETCTBUM C HACTOALLEN MHCTPYKLMEN NOBOYHBIX ABAEHMM U OCNOKHEHUI He
oTMevaeTcs.

15. B3aUMOZENCTBME C APYrMMM IEKAPCTBEHHBIMU NPenapaTamu He BbIIBIEHO.

16. OrpaHuyeHmnit B MCMo/ib30BaHMM MPOAYKTOB Y605 U AWML, OT NTHL, MPUBMTbIX BakumHoM XMTMPABUAP B1/H120, Her.

IV. MEPbI JINYHOUN NMPOOGUNAKTUKM
17. TMpn pabote C BaKUMHOM HEOGXOAMMO COB/MIOAATH O6LME MpaBuAa JIMHHOM TUrMEHbI M TeXHMKM Ge30nacHoCTH,
npesyCMOTPEHHbIE NpY paboTe C IEKAPCTBEHHbIMM CPEACTBAMM BETEPUHAPHOrO Ha3HAYEHMS.
18. Bce /Mua, MpMHUMALOLME YyacTHe B NPOBEAEHMM BaKLMHALMM, JOMKHbI BbiTb OAETbI B CMELOAEKAY (KOMBMHE3OHbI MK
Xanartbl, canoru, KOinak1 Mam KOCbIHKM, PE3MHOBbIE MEpYaTKM) 1 06ecreyeHbl MHAMBMAYANbHBIMM CPeACTBaMM 3aLLMTbI (04KM
3aKPLITOrO TMNA, PECMpaTOpbl MM Map/ieBble NOBA3KK). Mocie paboTbl CleayeT NpUHATL AyLl, TUATEbHO BbIMbITb PyKM C
MbI/IOM, NepeofeTbca. B MecTax paboTbl AO/KHa BbiTb anTeyka AoBpayebHoM nomolyy. Bo Bpema BaKLMHaLMK 3anpeluaeTca
npuem BoAbl M MULLM, KypeHHe.
19. Mpyu cnyyal HoM MOMajaHMK BaKUMHBI HA KOXY WAM CIM3MCTbIE OBONOYKM MX PEKOMEHAYETCA MPOMbITb 60/bLMM
KO/IMYECTBOM YUCTOM BOAbl. B C/lyyae pasnmBa BaKUMHbI, 3apakeHHblM y4acToK Mosia MaM MoYBbl 3aMBaloT 5% pacTBOpOM
XJIOPaMMHA UM €ZIKOTO HaTpHs.
20. OpraHu3sauma-nponssoauTens Gupma «Laboratorios Hipra, S.A.»/«/labopatopuoc Xunpa C.A.», Mcnanus, Avda. la Selva,
135-17170 Amer (Girona), Spain.

MHCTPYKUMA NO npumeHermto BakuyyHbl XUMPABUAP B1/H120 npotus HbIOKAC/ICKOM 601€3HM U MH(EKLMOHHOrO BPOHXMTA KYp
MBOM paspaboTaHa rpmoii «/labopatopuoc Xunpa C.A», Ucnanus, Avda. la Selva, 135-17170 Amer (Girona), Spain.
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