‘ XUMPABWAP K/1OH/H120 (HIPRAVIAR CLON/H120) ‘

MHCTPYKUMA
1o npumeHeHuto BakLmMHbl XUMPABUAP-K/IOH/H120 npoTiB HbtoKacaCKOM
60N1€3HM M MHDEKLMOHHOTO BPOHXMTA KYp CyXOM XKMBOM

(OpraHu3auumsa- paspabotumk: «Jlabopatoproc Xmnpa C.A.»/
«Laboratorios Hipra, S.A» (Mcnanus).

|. OBLWIME CBEAEHMA
1. ToproBoe HaumeHoBaHue fiekapcTeeHHoro npenapata: XUMPABUAP K/IOH/H120 (HIPRAVIAR CLON/H120)
MexzayHapoZHoe HenmaTeHTOBaHHOE HaMMeHOoBaHMe: BaKuMHa MPOTMB HbIOKACICKOM 601€3HM M MH(EKLMOHHOrO GPOHXMTA
Kyp, CyXas XwuBas.
2. JlekapcTBeHHasa dopma: MModuAN3MpoBaHHas macca.
Mo BHelWHeMy BWAY BaKUMHA NPeACTaB/seT COGOM OAHOPOAHYID CyXyld MOPUCTYIO MAcCy JKe/NTOBAaToro LiBeTa, XOpOLIO
pacTBOpMMYt0 B BOZie 6e3 06pa3oBaHMA X/I0NbEB M 0CaZKa.
BakunHa pacdacoaHa no 1000, 2500 403 B CTEKNAHHble (DIAKOHbI COOTBETCTBYIOWEM BMECTMMOCTM, TEPMETUYHO
YKYNOpeHHble pe3nHOBbIMM NPOB6Kamu, YKPENEHHbIMM aNtOMUHMEBBIMU KONNAaYKaMu.
3. ®NaKoHbI C BaKLMHOM YNaKoBaHbl B KAPTOHHbIE KOPOGKM. B Kaxyto KOPOBKY BKIAABIBAIOT MHCTPYKLMIO HA PYCCKOM Ai3blKe
N0 NPUMEHEHMIO BaKLMHbI.

CpOK rOAHOCTM BaKLMHbI 24 MecAua C AaTbl BbIMyCKa. Mo ncteuennn CpOKa rogHoCT1 BakuMHa K NPUMEHEHMIO HE NPpUroaHa.

4. BaKkupHy XpaHAT 1 TPaHCMOPTMPYIOT B CYXOM, TEMHOM MecTe npu Temnepatype ot +2 °C go +8 °C.

5. BakumHy XMMNPABUAP K/IOH/H120 cneayeT XpaHWTb B MECTaX, HEAOCTYMHbIX ANA AeTeN.

6. GnlakoHbI C BaKLMHOM 6€3 3TUKETOK, C UCTEKLIMM CPOKOM FOAHOCTM, C HapYLIEHWEM L@NOCTHOCTH M/ MW FePMETUYHOCTH
YKYMOPKM, C M3MEHEHHBIM LIBETOM W/MM KOHCUCTEHUMEN COAEPXKMMOrO, C HA/IMYMEM MOCTOPOHHUX MPUMECEH, a TaKke
OCTaTKM BaKLUMHbI, HE MCMO/b30BaHHbIE B TeueHue 1 4 nocsie BCKPbITMA (hNakoHOB, BbIGPaKOBLIBAKT M 0Ge33apakmBatoT
nyTem KunayeHus B TeveHne 30 MMHYT MaM 06paboTku 2% pacTBOPOM LLenouM uam 5% pactBopom xiopammHa (1:1) B
Teyenne 30 MUHYT.

YTUAM3auus o6e3sapakeHHoM BakLMHbI He TPebyeT COBMI0AEHMA CieLManbHbIX MEp NPesOoCTOPOXHOCTH.

1. BMONIOTMYECKME CBOUCTBA
7. Bakuyura XUMPABMAP K/TOH/H120 BbisbiBaeT hopmmpoBaHme MMMYHHOTO OTBETA K BO3GYAMTE/ISIM HbIOKAC/ICKOM 60/1€3HM
M MHOEKUMOHHOrO 6POHXMTA Ky B Te4eHne 14 aHeit nocne rpUMeEHeHuA, KOTOPbIN COXPaHAETCA B TeueHue 7 HeAeb.
B 0ZHOM MMMYHM3MPYIOLLIET Z103€ BaKLMHbI COEPXMTCA He MeHee 10%° I /l;, BUpyCa HbloKacCKoM 60n1e3Hu (Tamm «KoH
CL/79») 1 He meHee 10°° 3U /L5, BUpYCa MNEKLMOHHOTO GPoHXMTa Kyp (lwTamm «H120» cepotmna Maccayycetc).
BakumHa Ge3BpesHa, - 1e4ebHbIMM CBOMCTBaMM He 06/1afaeT.

1Il. NOPAAOK NMPUMEHEHMA
8. BakuymHa XMMPABMAP K/IOH/H120 npeaHasHayeHa Ans MpohUAaKTUKM HbIOKACICKOM 60Ae3HM M MHBEKLMOHHOrO
6pOHXMTA Kyp B NIEMEHHBIX M TOBAPHBIX MTULEBOAYECKMX XO3AMCTBAX Pas/IMYHOTO HaNpaB/IeHKs BbipaLLMBaHHS.
9. 3anpelLeHo BaKLMHUPOBATb KNAMHUYECKK 6O/IbHYIO M/ 0CNaBaeHHYIO0 NTULY.
10. BaKupHaLmMm NOANEKMT KIMHUYECKM 3[0POBas NTULR, HauYMHAsA C CyTOYHOroBo3pacTa 1 cTaplle. KoHKpeTHble CPOKK
BaKLMHALMW NTUL, ONpeenseT BeTepUHapHbIA CNELManMCT No pesy/ibTaTamMKOHTPOJIA HAMPAXKEHHOCTH creLuduyIeckoro
MMMYHMTETA U COOTBETCTBEHHO 3MM300TMYECKON CUTYaLMM B permoHe. LIBINAAT B SHAEMUYHBIX MO HbIOKAC/ICKOM 60/1€3HM
paoHax MOKHO MPMBMBATL HAauMHas C CYTOYHOTO BO3pacTa.
BaKUMHY BBOASAT OKYNAPHO (MHTPaHa3a/bHO), METOZaMM BbiNanBAHMS M KPYRHOAMCNEPCHOIO pacnbiieHus (CNper-MeTos).
OKyN1ApHbIU (UHMPAHA3a/1bHbIL) Memod
Copaepmmoe iakoHa C BaKLMHOM PacTBOPSIOT B CTEPUJIbHOM UCTUIIMPOBaHHOM Boje M3 pacyeTa: 1000 403 BaKLMHbI Ha
30,0 Mn Bogbl. Kaxzoi NTvLe npy noMoLy CTaHAAPTHOM, r1a3HOM\MMNETKM HAHOCAT Ha KOHBIOHKTMBY - /W 3aKarbiBaloT B
Ho3apto no 0,03 mA (1 Kanis) pa3BeAeHHOM BaKUMHBI, NPUAEPKMBAS FON0BY B FOPU30HTA/IbHOM MOJIOXKEHUM B TeYeHue 1-2
CeKyHA.
Memod sbinaugaHus
CucTeMbl BOA0OGECTIEYEHMS, MUMEIOLLMECS B XO3AMCTBAX Nepes UMMyHM3aLUMen JOMKHbl GbiTb TLIATENbHO MPOMbITHI Ge3
NPUMEHEHUA Ae3nHDUUMPYIOLLMX CPeACTB. KolMuecTBO MOMJOK AOMKHO ObecrneynBaTb CBOGOAHBIM AOCTYN K Mpenaparty
BCEro MMMYHM3MPYEMOro NorosoBbA.
[ina NoAroToBKM BaKLMHbI K MPUMEHEHMIO HEOBXOAMMO MCMONIb30BaTb CBEXYIO, YMCTYIO, CBOGOAHYIO OT MOHOB Xese3a U
XJI0pa MUTHLEBYIO BOZY, OX/TAXAEHHYH0 A0 KOMHATHOM Temnepatypsl (20-22 °C).
™ML, BaKUMHMPYIOT M3 pacyeTa OAHa A03a Ha ro/oBy.
®NakoH C BaKUMHOM [0 %2 06bEMA 3aMoHAIT BOZOM, 3aKPbiBalOT PE3VUHOBOW MPOBKOM M BCTPAXMBAIOT O MOHOMO
pacTBOpeHus npenapara.
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CoaepMMOe BbLMBAIOT B EMKOCTb, COAEPIKALLYI0 06EM BOAbI, HEOBXOAMMbIM AN1A NOTPE6IEHHS NTULEN B TedeHue ¥ - 1
4, MCX0AA M3 pacyeTa:

BO3PACT MTHLIbI OBbEM BO/bI, HEOBXOAMMbIN /15
(HEAE/b) BAKLIMHALM 1000 FO10B NTHL, (/1)

1-3 5-10

4-9 12-23

10-16 27-37

Mepeq Havanom BakUMHALMM MTUL BbAEPKMBALOT 663 BOAbI 3MMOM B TeYeHue 2 4acos, JIeToM - 1 yaca.

Heo6x0A1MO HeoMyCKaTb BO3AEMCTBUSA MPAMbIX COTHEYHBIX Jly4YEN Ha MOM/IKM C pa3BeeHHOM BaKLMHOM.

Moaaya BoAbl paspellaeTcs noc/e nosHoro notpe6aeHns pacTBopa BakUmHbI (MpuMepHo Yepes 1-2 vaca). Jo 1 Bo Bpems
MMMYHM3aLMK HEOBXOAMMO 06ECneYnTb CBOBOAHBIX AOCTYN NTULbI K KOPMaM.

Memod KpynHoduchepcHoz0 pacnbineHus (cnpeli-memood)

BakumMHauMio MpoBOAAT MPW  MOMOWM CMeUmMasbHbIX  PaCAbLIMTENEN; TEHEPUPYIOWMX MOHOAMCMEPCHBIE YacTMLbl
avameTpom 140-170 MKM.

BaKuuHy pacTBOpAIOT B YMCTOM NpoxiazHoi Bode (21-28 °C), cBo6OAHOM OT MOHOB enesa M x/iopa, 13 pacyeTa 1000 o3
npenapata Ha 0,20-0,25 n Bozbl NpY MMMYHM3aLMK, CYTOUHBIX LbINAAT Man Ha 0,5-1,0 n1 BoAbl - NPY MMMYHM3aLMK NTUL,
60/1€e CTapLuero Bospacta.

Mpy BaKUMHALMM CYTOUHDBIX LbIMAAT MX NOMELLAIOT B SLUMKM, KOTOPbIE MIOTHO YCTAHAB/MBAIOT B OAMH PAJ U PaBHOMEPHO
pacnbINAT BaKUMHY. [lpeAnoyTUTeNBHO. MCA0/b30BaTh CreuMasbHble  Crnpei-KabuHbl (60KCbl), 060pyA0BaHHble
CTaLMOHaPHbIMK PacrbIMTENAMM,

Bo Bpema BaKupMHaUMM B NTMYHMKAX OTKAOYAIOT CUCTEMY BEHTWUAALUMM M 06OrpeBa (€C/IM OHM rasoBble), 3aKpblBalT
BEHTUNIALMOHHbIE OTBEPCTMA; CHUKAIOT YPOBEHb OCBELLEHMS, YTO YCMOKAMBAET MTULY M CMOCOBCTBYET €€ CKyuMBaHMIO.
BaKuuHy pa3bpbi3ruBatoT Haj, COOTBETCTBYIOLMM KOMYECTBOM LbINAAT C paccTosiHusA 30-40 cM. MokasaTesem npaBuibHO
npoBeEeHHOM MMMyHW3aLMU SBNAETCA PAaBHOMEPHO YBIaXKHEHHOE OMepeHue NTuL.

[na UCKNOYeHMA MOFPELLIHOCTEN B MMMYHM3aLMM PEKOMEHAYETCSA MpesBapuTe/IbHO OMpeAenTb NpPOMU3BOAMTENbHOCTL
MCNO/Ib3yEMOr0 pacnblIMTENA NyTEM Pa3Opbi3rMBaHMA PACHETHOrO KOJIMYECTBA YMCTON BOAbl 6E3 BaKLMHBI.

Yepes 20 MYHYT HOC/IE OKOHYAHMS BaKLMHALMM BK/IIOYAIOT CUCTEMY BEHTUAIAILMM, OTOMJIEHWE M BOCCTAHaB/IMBAIOT YPOBEHb
ocBeLeHnA.

11.. CMNTOMOB MOSIBNEHWA HbIOKAC/ICKOW 60/1€3HM M MH(EKLMOHHOTO GPOHXMTA Kyp MM [PYruX MaTONOrMYecKuX
MPY3HAKOB Mpu Nepej03nPOBKE He YCTaHOB/IEHO.

12. OcO6eHHOCTEN NOCTBAKLMHA/bHBIX PEAKLMM NPy NEPBUYHOM MM NMOBTOPHOM MMMYHM3aLMM HE YCTaHOBJ/IEHO.
13.CnepyeT nsberatb HapyLLEHUsA CPOKOB NPOBEAEHMSA MMMYHM3aLMK, YTO MOKET NMPUBECTMU K CHUKEHMIO 3D EKTUBHOCTH
BaKLMHOMPOMMAAKTUKM NPOTMB HbIOKAC/ICKOM 60/1€3HM M MHBEKLMOHHOTO 6POHXMTA Kyp.

14, Mpy NPUMEHEHMM BaKLMHbI B COOTBETCTBMM C HACTOAWEM MHCTPYKUMEN MOBOYHBIX ABJEHMM M OC/IOKHEHWM He
oTMevaeTtcs.

15. B3aumogencTeme C Apyrmu 1€KapCTBEHHbIMM NpenapaTamu He BbISB/IEHO.

16. OrpaHMyeHuit B MCMO/Ib30BaHMM MACA U AL, OT NTMLbI, MPUBUTOM BakLmHOM XMIMPABUAP K/IOH/H120, Her.

IV. MEPbl IMYHOW NMPODOUNAKTUKM
17. MNpu paboTe C BaKUMHOM HEO6XOAMMO CO6/I0AATb O6LIME MpaBMAA JIMYHOM TMUIMEHBI M TEXHWKM 6GE30MacHOCTH,
npeaycMOTPEHHbIE NpU paBoTe C NIEKAPCTBEHHbIMK CPEACTBAMM BETEPUHAPHOTO Ha3HAYEHMS.
18. Bce nvua, npuMHMMaloLLMe yyacT1e B NPoBeAEHMM BaKLMHALMK, JO/IKHbI GbiTb OAETHI B CeLoAexay (KOMGMHE30HbI!
WM Xanatbl, Canoru, KOAMaKU WAM KOCbIHKW, PE3MHOBbIE MEpYaTKM) M obecrneyeHbl MHAMBMAYAIbHbIMM CPEACTBaMM
3aWWMThI (04KM 3aKPBITOrO TMMa, PECMIMPATOPbI MM MapJIEBble NOBA3KM). Mocnie paboTbi CriedyeT NPMHATL Ayw, TLaTebHo
BbIMbITb PYKM C MbIIOM, MepeodeTbcs. B mecTax paGoTbl JO/KHA 6biTb anTeyka foBpauyebHoM momoluu. Bo Bpems
BaKLMHaLMM 3anpeLyaeTcs Npuem BoAbl M MULLK, KyPEHHE.
19. Mpu cayyardHOM MomnaZiaHuu BaKUMHbI HA KOXY MW CIM3MUCTbIE 0B60/I0YKM MX PEKOMEHAYETCA MPOMbITh GOMbLIMM
KO/JIMYECTBOM YMCTOM BOAbI. B C/lyyae pasnmBa BaKLMHbI, 3apaskeHHbIM Y4aCTOK NOJia MM NOYBbI 3a/IMBAIOT 5% pacTBOPOM
XNOpaMMHa MM eAKOro HaTpus.
20. OpraHuzaupma-npounssogutens dupma «Laboratorios Hipra, S.A.»/«Jlabopatopuoc Xunpa C.A.», Mcnanusa, Avda. la
Selva, 135-17170 Amer (Girona), Spain.

MHCTpYKUMA NO npuMeHeHuio BakumHbl XMMPABUAP KJIOH/H120 npoTMB HbHOKACACKOM 6ONE3HM M MH(EKLMOHHOTO
6pOHXMTA Kyp CyXOM KMBOM pa3paboTaHa dupmoit «/labopatopuoc Xurpa C.A», Mcnanums, Avda. la Selva, 135-17170 Amer
(Girona), Spain.

C ytBepxaeH/em HacTosLen MHCTPYKUMM OTMEHAETCA MHCTPYKLMA No Np1MeHermto Bakuutbl XUMPABUAP K/IOH/H120
CYXO¥ XMBOW MPOTMB HbIOKAC/ICKOM 60/1€3HM M MHDEKLMOHHOTO GPOHXMTA NTUL, YTBEpAEHHas Poccebxo3Haa30pom 26
MmapTa 2012 roga.

PekomeHaoBaHo K pernctpaumu B Poccuiickor degepaupmm OrbY "BrHKA".



