‘ XUMNPABUAP B1 (HIPRAVIAR B1)

MHCTPYKLMA
o NpUMeHeHMto BakumHbl XUTMPABMAP B1 npoTHB HblOKAC/ICKOM G01€3HM KMBOM

OpraHu3aupa-paspabotumk: Jlabopatoproc Xunpa C.A. (Mcnanna)

|. OBLLUME CBEAEHWA
1. ToproBoe HaumeHoBaHWe fiekapcTBeHHoro npenapara: XUMPABUAP B1 (HIPRAVIAR B1).
MexayHapoAHoe HemaTeHToBaHHOE HaMMEHOBaHWe: BakuyHa NPOTUB HbIOKAC/ICKOM GONIE3HM KMBaS.
2. JlekapcTBeHHas opma: ModuaM3MpoBaHHas Macca.
Mo BHellHeMy BWAY BaKuMHa MpeACTaB/iAeT COGOM OAHOPOAHYID CyXYld MOPUCTYIO Maccy JXenToBaToro LiBeTa, XOpOLIo
pacTBopuMyto B BoZie 6e3 06pa3oBaHMA X/I0MbEB M 0Ca/iKa; pPa3baBuTEb - MPO3PAYHYIO XKMAKOCTb TEMHO-CMHErO LiBeTa.
BakumHa pacdacosaHa no 500 ,1000 go3 (3cm®), 2500, 5000 #03 (4cM®) B CTEKNSHHblE haKoHbl, a pasbaBuTenb No 30 M
(1000 A03) B NAacTuKoBble (aKOHb COOTBETCTBYHOLEN BMECTUMOCTU, FEPMETUUHO YKYMOPEHHbIE PE3VHOBBIMM MPOGKAMM,
YKpenaeHHbIMU a/loOMUHUEBBIMM KOIMAYKaMH.
3.dnaKoHbl C BaKUMHOM M pa3baBMTENEM YNaKoBaHbl B KapTOHHble KOPOGKM-Mo 10 WTyK. B Kakayl KOPOBKY C BaKLMHOM
BK/IaAibIBAlOT MHCTPYKLMIO MO MPUMEHEHMIO BaKLMHbI HA PYCCKOM si3blke. B Kaxzayto KOPoGKy C pa3baBuTeniemM BK/aAblBailoT
[03UPYIOLLYIO MUMETKY-anMnAMKaTop 1 MNNaCTUKOBbIM NEPEXOAHMK.
CpoK TOAHOCTM BaKLMHbl 24 MecAua M pa3GaBuTens 5 NeT C Aatbl BbiNycKa NpM COBMOAEHMW YCNOBUIM XPaHEHMA M
TPaHCMOPTMPOBaHUA. M0 UCTEUEeHMM CPOKa rOAHOCTM BaKLMHA M pa3GaBUTE/Ib K MPUMEHEHMIO HE MPUTroAHbI.
4. BaKuuHy XpaHAT M TPaHCMOPTMPYIOT B CYXOM, TEMHOM MecTe mpwu Temnepatype oT 2 °C go 8 °C, a-pasbaBuTenb npu
Temnepartype ot 5 °C go 25 °C.
5. BakuwmHy XUMPABUAP B1 v pas6aBuTenb CledyeT XpaHuTb B MeCTax, HEAOCTYMHbIX AN AeTEN.
6. OnakoHbI C BaKLMHOM 6e3 3TMKETOK, C MCTEKLIMM CPOKOM FOAHOCTM, C HapyLUEHMEM LENOCTHOCTU M/UIK FePMETUYHOCTH
YKYMOPKM, C M3MEHEHHBIM LIBETOM W/MAM KOHCUCTEHLMEN COAEPKMMOrO, C Ha/MYMEM MOCTOPOHHUX MPUMECEN, a TaKke
OCTaTKM BaKUMHbI, HE MCMO/Ib30BaHHbIE B TEYEHWE 2 4aCOB MOC/e BCKPbITMA (hAaKOHOB M BOCCTAHOB/IEHWsA B pasbaBuTene,
BbIGPaKOBbIBAKOT M 06e33apaxMBaloT NyTEM KMNAYEHUA B TeyeHne 30 MUHYT MM 06paBOTKM 2% pacTBOPOM LLENOYM Uan 5%
pacTBopom xsopamuHa (1:1) B TedeHne 30 MUHYT.
®nakoHbl ¢ pa3baBuTeNeM Ge3 MapKMPOBKM, C MCTEKLIMM CPOKOM FOAHOCTH, C HapyLIEHMEM LIeNIOCTHOCTU M FrepMETUYHOCTH
YKYMOPKM, C USMEHEHHBIM LiBETOM W MOMYTHEHMEM COZAEPKMMOr0, C HA/IMYMEM NOCTOPOHHMX NMPUMECEN MOA/EKAT BbIGPaKOBKE
C NOC/eAYIOLLEN YTUM3ALMEN.
YTUAM3aums pasbasmutens U oGe3zaparkeHHoOM BaKUMHbI He TpeGyeT COBI0AEHNA CeLManbHbIX Mep NpesOCTOPOXKHOCTM.

II. BUONOrMYECKME CBOMCTBA
7. BakumHa XUMPABUAP B1 Bbi3biBaeT (hOpMUPOBaHWUE MMMYHHOTO OTBETA K BO3BYAMTENIO HbIOKAC/ICKOM 60/1e3HM, Yepes 6-10
CYTOK NOC/Ie OAHOKPATHOrO MPUMEHEHMSA MPOJOIKUTENHOCTBIO HE MEHee 4 Hedeslb. B 0fHON MMMYHM3UPYtoLLEN [03e BaKLHbI
COAEpKMTCA He MeHee 10%° I/, BUpYCa HbIOKAC/ICKOM 6one3HM (wTamm B1).
BaKuuHa 6e3BpeHa, Neue6HbIMA CBOMCTBaMM He 06/1a4a€eT.

I1l. NOPAAOK NMPUMEHEHKA
8. BakuuHa XMMPABMAP-B1 npepHasHaueHa Ans NPOGMIAKTMKM HbIOKACICKOU«B0NE3HM - B MIIEMEHHBIX M TOBApPHBIX
NTULEBOAYECKMX XO3AMCTBAX Pa3/IMYHOTO HaMpaB/IeHHs BbIpaLYMBaHMS.
9. 3anpelleHo BaKLMHMPOBaTb KIMHUYECKM 6O/IbHYI0 U/ 1K 0CnaBneHHyto NTALY:
10. BaKuMHaLWM NOANEXMT KAMHMYECKM 3[40pOBas NTMLa, HauyMHaa C CyTOHYHOrO Bo3pacTa. KOHKpeTHble CPOKM BaKUMHALMK
NTUL, OnpejenseT BETePUHAPHbIM CNELMAnnUCT Mo pesy/bTaTaM KOHTPO/IA. HAMPsKEHHOCTH CEUMBUYECKOr0 UMMYHMTETA.
LipInnsT B 3HAEMUYHBIX M0 HBIOKAC/ICKOM 60/1€3HM parioHax PeKOMEHZYETCA NPUBMBATH B CYTOYHOM BO3pacTe.
BaKumHY BBOAAT OKY/IAPHO (MHTpaHasasbHO), METOAAMM BbiNaMBAHMA MM KPYMHOANCNIEPCHOrO PacrblieHs (Crpei-mMeTos).
OKyAApHbIU (UHMPAHA3a/1bHbIL) Memod
[ins OKyNSPHOrO NMPUMEHEHMS MCMoNb3ytoT (hNaKoHsl, cogepxaliye 1000 NpMBMBHBIX 03 BaKUMHbI. ONIAKOH C BaKLMHOM M
pasbaBuTENIeM COEAMHAIT MPM  MOMOWM NPUNAFaEMOFO MNACTUKOBOTO MEPEXOAHMKA, OObEAMHAT M aKKypaTHO
nepemeLLMBaioT, obecneynBas noHoe pacTBOPeHUE AMODUNM3UPOBAHHON MACcChl.
Mpy1 nomolyy A03MpYIoLLEeN NUNETKKU-annaMKaTopa MOAFOTOBNEHHYI BakumHy B o6beme 0,03 Mn (1 Kanns) 3akanbisaioT B
HOCOBY!O LLie/Ib MM HAHOCAT Ha KOHBIOHKTMBY r1asa. [0/10BY LibiN/ieHKa JiepxaT B ropM30HTa/IbHOM MOIOKEHNM B TeyeHne 1-2
ceKyHa. Mpy 3aKkanbiBaHWMM BaKUMHBI B HOCOBYHO LLe/b, APYrYI0 HO3APIO 3aKpblBAlOT NMasbLem, 6aarosapsa Yemy JocturaeTca
6on1ee rny6oKoe NPOHMKHOBEHME npenapara.
Memod sbinausarus
CuCTembl BOAOOGECTIEYEHNS, MMEIOLMECS B XO3AMCTBAX NEpej MMMYyHM3aLMelt AOMKHbI GbiTb TLWATENbHO MPOMbITHI 6€3
NPUMEHEHUS JE3MHBULMPYIOLMX CPEACTB. KOMMYECTBO MOMMOK JO/IKHO 06ecrneynBaTh CBOGOAHBIM JOCTYN K Npenapary Bcero
MMMYHW3MPYEMOTO MOro/I0BbA.
JinA NoAroToBKM BaKLMHbI K NPUMEHEHMI0 HEOBXOAMMO MCMO/Ib30BaTh CBEXYIO, YMCTYI0, CBOGOAHYIO OT MOHOB Xesie3a 1 X/iopa
NUTLEBYIO BOAY, OX/IAXAEHHYI0 0 KOMHATHOM Temnepatypbl (15-25) °C.
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MTHL, BaKLMHMPYIOT M3 pacyeTa ofHa 03a Ha rosoy.

®1aKoH C BaKLWHOM A0 2 06bEMA 3aM0/HAIOT BOAOM, 3aKPbIBAIOT PE3UHOBOM NPOGKOM 1 BCTPAXMBAIOT AO NOIHOrO PacTBOPEHMS
npenapara.

CoaepuMoe BbIIMBAKOT B EMKOCTb, COAEPXALLYI0 06bEM BOAbI, HEOBXOANMBIM A1 NOTPE6IEHNS NTULeH B TeyeHue 1 - 2 u,
Mcxoas M3 pacyeta

BO3PACT MTHLIbI OBbEM BOZbl, HEOBXOAMMbIM ANd

(HEAEb) BAKLIMHALIMM 1000 FOJIOB MTUL, (/1)
1-3 5-10
4-9 12-23
10-16 27-37

Mepes HayasoM BaKUMHALMKM NTUL, BbIAEPKMBAIOT 63 BOAbI 3MMOM B JTEYEHME 2 YaCcOB, 1ETOM - 1 4.

Heo6x04MMO 3aLmLiaTh NOMKM C Pa3BEAEHHON BaKLMHOM OT BO3AEMCTBUA APAMbIX COHEYHDIX Ny4ei.

MNojaya BoAbl pa3speliaeTcs MOCAe MOJHOTO NOTpebneHua PacTBOpa BaKLuHb (MpMMepHO Yepes 1-2 4). [lo M BO Bpema
MMMYHM3aLMK HE06X0AMMO 06eCneynTb CBOGOAHBIX AOCTYM NTULbI K KOpMaM.

Memod KkpynHoduchepcHozo pacnbineHus (cnpeli-memoa)

BaKkumHaLMio NMPOBOAAT Mpy MOMOLM CrielpanbHBIX pacrblauTeneit 060 KOHCTPYKLMM, TeHEpPUPYIOLLMX MOHOAMCNEPCHbIE
yacTvupl Avametpom (100 - 200 MKM) Ans MEPBOM MMMyHM3aumMK v A0 100 MKM /S NOC/TEAYIOWMX BBEAEHWM BaKLMHbI.
PacnblamMTenm JomKHbI 6biTb KOPPO3MIHO-YCTOMUMBBI, HE COAEPIKATb OCTATKOB A€3MH(MEKTAHTOB M MCMOb30BATLCA TOIbKO ANIS
BaKLMHaLK.

BaKuuHy pacTBopAlT B YMCTOM MPOXIaAHOM Boge (21-28) °C, cBO6OAHOM OT MOHOB enesa M xiopa, M3 pacyeta 1000 403
npenapara: Ha 0,20-0,25 n BOAbI APU MMMYHM3ALMM CYTOUHBIX UbINAAT 1AM Ha 0,5-1,0 71 Bogbl - NPy MMMYHM3aLUuMK NTUL Gonee
cTapLuero Bospacta.

Mp1 BaKUMHALMM CYTOYHBIX WBIMAAT MX MOMELLAKOT B ALUMKM, KOTOPbIE MIOTHO YCTaHaB/MBAIOT B OAMH PAA M PaBHOMEPHO
pacnbiNsioTa. BakUMHYs [PeAnoyTUTENbHO — MCMONb30BaTh — CrieupanbHble  Crped-kabuHbl — (6OKChl),  060pyA0BaHHble
CTaUMOHAPHBIMY PACTbIIUTENSAMM.

Bo BpemABaKUMHALMM B NTUYHMKAX OTK/IIOYAKOT CUCTEMY BEHTMALMM M 06OrpeBa, 3aKpblBAlOT BEHTUAALMOHHbIE OTBEPCTMSA,
CHIAIOT YPOBEHb OCBELUEHMA, YTO YCMOKaMBAEeT MTULY M CMOCOGCTBYET €e CKy4MBaHWio. BakumHy pasopbi3rvBalT Haj
COOTBETCTBYIOLMM KOMMYECTBOM UbINAAT C paccTosHus 30-40 cMm. [MokasaTenem NpaBW/IbHO MPOBEAEHHOM MMMYyHM3aLMK
ABASETCA PAaBHOMEPHO YB/IAXXHEHHOE OMepeHue NTuL.

AN VCKNIOYEHUS NOTPELIHOCTEN B MMMYHM3aUWMM PEKOMEHAYETCS MPEejBapUTENbHO ONPeAeuTh MPOU3BOAMUTENBHOCTL
MCMONb3yeMOro pacnblaMTeNs NyTem pasGpbi3riBaHMs PpacHeTHOTO KOMYECTBA YUCTOM BOAbl 6€3 BaKLMHbI.

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

11. CMMMTOMOB MPOSB/IEHMA HBIOKACICKOM GOIE3HM MM APYTHX NATONIOMMUYECKMX MPU3HAKOB NP NEpPeso3MPOBKE BaKUMHbI HE
YCTaHOBJ/IEHO.

12. MocTBaKLMHANbHBIX PeaKLii MpY NEPBUYHOM MM MOBTOPHOM MMMYHW3ALMK He YCTAHOBEHO.

13. Cnepyet u36eratb HapylueHUs CPOKOB MPOBEAEHMA UMMYHM3ALMM, YTO MOKET NPUBECTU K CHUNKEHMIO SDPEKTUBHOCTM
BaKLMHOMPOhUAAKTUKM HbIOKAC/ICKOM 601e3HM.

14. Tpu NPUMEHEHMM BaKLMHbI B COOTBETCTBMM C HACTOALLEN MHCTPYKLMEN NOBOYHbBIX SBNIEHMM M OC/IOKHEHWI HE OTMEYAETCS.
15. B3aUMOZENCTBHE C APYrMMM IEKApCTBEHHBIMU NpenapaTamu He BbIABIEHO.

16. OrpaHu4YeHni B UCMo/ib30BaHWM NPOAYKTOB Y60S U AWML, OT NTHL, NPUBMTbIX BakLuHOM XMIMPABMAP- B1, Her.

IV. MEPbI JIMYHOM MPOGUAAKTUKM
17. Mpu pabote C BaKUMHOW HEOBXOAMMO COB/I0AATL O6LyMe MpaBuaa JIMYHOM TUrMEHBI M TEXHUKM 6Ge30MacHoCTH,
npeJycMOTPeHHble Npu paboTe C IeKapCTBEHHbIMM CPeACTBAMM BETEPUHAPHOMO Ha3HauYeHwA.
18. Bce /Mua, NpUHMMAIOLLME yYacTMe B NPOBEAEHUM BaKLUMHALMM, JOMIKHbI GbiTb OJ€Tbl B Crieuodexay (KOMBUHE3O0Hb! MM
Xanatbl, Canoru, KOAMaKM MM KOCbIHKM, PE3MHOBbIE NepYaTKM) U obecneyeHbl MHAMBMAYAbHbIMU CPEACTBAMM 3aLLMThI (O4KM
3aKpbITOrO TMNa, pecnMpaTopbl UM MapsieBble NoBA3KM). Mocne paboTbl ciesyeT NPUHATL Ayl, TWATEbHO BbIMbITb PYKU C
MbI/IOM, NepeoseTbcs. B MecTax paboTbl A0/KHA GbiTb anTeyka AoBpayeGHOM NMomoluM. Bo Bpema BakuMHaLMM 3anpeLyaeTcs
npMeM Boabl U MULLM, KyPEHHE.
19. Mpu cAyyaltHOM MOMajaHWMM BaKUMHBI HA KOXY MM C/M3UCTbIE 0GOJIOYKM WX PEKOMEHAYETCS MPOMbITh 6O/bLIMM
KO/IMYECTBOM YMCTOW BOAbI. B C/lyyae pasnmBa BaKUMHbI, 3apakeHHbIM y4acToOK Mosia MAM MOYBbl 3aMBaloT 5% PacTBOpOM
XJI0pamMmHa MM eJIKOro HaTpus.
20. OpraHu3aums-nponssoauTesb Gupma «Laboratorios Hipra, S.A.»/«/labopatopuoc Xunpa C.A.», Ucnanus, Avda. la Selva,
135-17170 Amer (Girona), Spain.

MHCTPYKUMA No npumeHeHuto BakuuHbl XUMPABMAP B1 npoTMB HblOKAC/CKOM 60/1€3HM KMBOM pa3spabotaHa upmoit
«Jlabopatopuoc Xunpa C.A», Mcnanus, Avda. la Selva, 135-17170 Amer (Girona), Spain.
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