‘ XUMNMPABUAP KJIOH (HIPRAVIAR CLON)

MHCTPYKLMA
no npumeHeHuto BakLuHbl XUMPABUAP K/I0OH npotus
HbIOKaC/ICKOM GO/IE3HN Kyp

(OpraHusauus - paspaboTtumk: «/labopatopuoc Xunpa C.A.»/
«Laboratorios Hipra, S.A» (Mcnanua).

|. OBLLME CBEAEHMA
1. ToproBoe HaumeHoBaHue nekapcTBeHHoro npenapata: XMMPABMAP K/IOH (HIPRAVIAR CLON).
MexayHapoHOe HenaTeHTOBaHHOE HaMMEHOBaHMeE: BaKLHa NpOTHB HbIOKACICKOM 601€3HM Kyp.
2. JlekapcTBeHHas hopma: IMODUAM3MPOBaHHaA Macca.
Mo BHelHeMy BUAY BaKLWHa NpeACTaBAseT coboM CyXylo MOPUCTYI0 MAcCy KeaToBaToro LBETA, XOPOLUO pacTBOPUMYIO B
BozZe 6e3 06pa30BaHM1sA X/I0MbEB M OCaZKa.
BakuuHa paccacosaHa no 1000, 2500, 5000 £03 B CTEKNAHHbIE (IAKOHbI COOTBETCTBYIOLLEN BMECTUMOCTH, FepMETUYHO
YKYNOpeHHble PE3MHOBbIMM MPOBKamMM, YKPENAEeHHbIMM alOMUHMEBBIMU KOMMAYKaMM.
3.0naKoHbl C BaKUMHOW yNakoBaHbl B KApTOHHble KOPOGKM. B Kaxzayto KOPOGKY BKAAbIBAIT MHCTPYKLMIO HA PYCCKOM
A3bIKE M0 MPUMEHEHMIO BAKLWHDI.
CpoK rofHOCTM BaKuUMHbl 24 MecAua C fAaTbl Bbinycka. M0 MCTEYEHMM CPOKa FOAHOCTM BaKLUMHA K MPUMEHEHWI0 He
npurogHa.
4. BaKuMHY XpaHAT M TPAHCMOPTUPYIOT B CyXOM, TEMHOM MecTe npu Temnepatype o1 2 °C go 8 °C.
5. BakuuHy XUNPABMAP KJ/IOH crieayeT XpaHWTb B MECTaX, HEAOCTYMHbIX AN AETEN.
6. OnakoHbl C BaKUMHOM 6€3 3TMKETOK, C MCTEKWMM CPOKOM TOAHOCTM, C HapyLEeHWeM LEeNOCTHOCTU W/uu
TEPMETUYHOCTU YKYMOPKM, C U3MEHEHHBIM LIBETOM W/WUIM KOHCUCTEHLMEN COAEPKMMOro, C HalMYMEM MOCTOPOHHMX
NPUMECEN, a TaK}Ke OCTATKM BaKLMHbI, HE MCMO/b30BaHHbIE B TEUEHMe 1 4 Moc/ie BCKPbITUS (1IaKOHOB, BbIGPAKOBbIBAOT
M 06e33apaMBatlOT NyTeM KunaveHus B TeyeHue 30 MMHYT uan 06paboTKM 2% pacTBOPOM LUEoYM MM 5% pacTBopom
xnopamuHa (1:1) B TeyeHue 30 MUHYT.
YTUnmsaums ob6e33apaxkeHHoM BakLMHbI He TPebyeT COBIOAEHNs CneLmanbHbIX Mep NpesoCTOPOXKHOCTH.

II. BUOJIOTMYECKME CBOUCTBA
7. BakuuHa Bbi3biBaeT (hOpMMPOBaHME MMMYHHOTO OTBETA K BO3BYAMTEN0 HblOKAC/ICKoM Gone3Hu B TeyeHue 147CyToK
noc/ie NpUMeHeHs, KOTOPbI COXPaHAETCA B TedeHue 9 Hegesb.
B 0AHOM MMMYHM3MpYIOLLEN A03€ BaKUMHBI CoaepkmTCA He MeHee 10°° 3/, BUpyCa HBIOKACACKOM 6O/AG3HM (LiTaMm
«CLon CL/79»).
BakuuHa 6e3BpefiHa, 1e4eGHbIMU CBOACTBAaMM He 06/1afaeT.

1Il. NOPAAOK NPUMEHEHWA
8. BakunHa XMMPABUAP K/IOH npeaHasHaueHa Ans MPOMMNAKTUKM HbIOKACICKOMI60/183HM BAIEMEHHBIX M TOBApHBIX
NTULEBOAYECKMX XO3AMCTBAX Pa3/IMYHOIO HaNpaB/eHNs BblpalyMBaHMS.
9. 3anpelLyeHo BaKLMHMPOBATb KAMHWUYECKM BONBHYIO U/ UK 0CNaBNEHHYOMTHLY.
10. BaKupHaLMM NOANEXMUT KIMHMYECKM 30pOBas NTMLA, HauYMHaA C CYTOYHOTO BO3pacTa M cTaplue. KOHKpeTHble CPOKM
BaKLMHALWMM NTUL, ONPeAeNseT BETEPUHAPHDIM CELMannCT no peyfibTaTaM KOHTPO/IA HanpsXeHHOCTH crnelpuduyecKoro
MMMYHMTETA W COOTBETCTBEHHO 3MM300TUYECKON CHUTYaLMH B PefioHe,
LipInasT B 3HAEMUUHBIX MO HbIOKAC/ICKOM 601€3HM palioHax MOMKHO ApV1BMBaTh, HAUMHAA C CyTOYHOrO BO3pacTa.
BaKuMHy BBOAAT OKY/IPHO (MHTPaHa3a/IbHO), METOJaMM BbiNaMBaHWA W KPYNHOAMCNIEPCHOTO PacMblieHHs (CNPeM-MeTog).
OKynapHbIl (UHMPAHA3a/1bHbIT) Memod
Cogaep:k1moe h1akoHa C BaKLMHOM PacTBOPSIOT B €TEPUIIbHOM AUCTUANMPOBaHHOM Bode M3 pacyeTa: 1000 A03 BaKUMHbI
Ha 30,0 M1 Bogbl. Kax ok nTuue npy NomoLLy CTaHAAPTHOM ra3HOM NUMETKM HAHOCAT HA KOHBIOHKTUBY MM 3aKarlbiBatoT
B Ho3apto no 0,03 mA (1 Kansis) pa3BeeHHOM BaKLMHbIy PUAEPKMBAsA FOIOBY B FOPU30HTA/IbHOM MOJIOKEHUM B TEYEHMe
1-2 CeKyHa,.
Memo0d sbinausaHus
CucTeMbl BOA006ECTIEYEHMS, MMEIOLIMECA B XO3AMCTBAX Nepes MMMYHM3aUMEN AO/KHbI BbiTb TLATENbHO MPOMbITHI 663
NPUMEHEHNSA ZE3MHDULMPYIOLMX CPEACTB. KONMYECTBO NOMIOK LO/IKHO 06eCneumBaTh CBOBOAHBIM AOCTYN K Npenapary
BCEro MMMYHM3MPYEMOrO MOro/10BbA.
[N NoAroToBKM BaKUMHbI K MPUMEHEHMIO HEOGXOAMUMO MCMO/b30BaTh CBEXKYIO, YMCTYI0, CBOGOAHYIO OT MOHOB Kenesa u
X/10pa MUTbEBYIO BOAY, OXNAXKAEHHYI0 10 KOMHATHOM Temnepatypbl (20-22 °C).
NTHL BaKUMHMPYIOT M3 pacyeTa OAHa A03a Ha ro/oBy.
®nakoH C BaKUMHOM A0 %2 06bEMa 3ano/HAIOT BOJOH, 3aKPblBaloT Pe3nHOBOM MPOBKOK M BCTPSXMBAKOT A0 MOHOMO
pacTBOpeHus npenapara.
CozepK1MOoe BbIIMBAIOT B EMKOCTb, COZEPKalLyto 06bem BOZbl, HEOBXOAMMbIN A5 MOTPe6IeHUs NTULEN B TedeHne Y -
14, UCXOAA M3 pacyeTa:
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BO3PACT NMTHLbI OBbEM BOZbI, HEOBXOAMMbIV A1t
(HEAE/Ib) BAKLIMHALIMM 1000 FO/10B MTUL, (/1)

1-3 5-10

49 12-23

10-16 27-37

Mepes Haya/ oM BaKUMHALMM NTUL, BbIAEPKMBAIOT 63 BOAbI 3MMOM B TEYEHME 2 YacoB, NeTom - 1 vaca.

Heo6x0a1MO HeoMyCcKaTb BO3AEMCTBMS NPSIMbIX COMHEYHBIX JIyYelt Ha MOW/IKM C Pa3BEAEHHOM BaKLMHON.

Mopaya BoAbl pa3peLLaeTca noc/e noaHoro noTpeGieHnA pacTBopa BaKLyHbI (MpuMepHo Yepes 1-2 yaca). [lo v Bo Bpema
MMMYHM3aLMM HEOBXOAMMO 06ecneunTb CBOBOAHBIX AOCTYM NTULbI K. KOPMaM.

Memod KpynHoducnepcHo20 pacnbineHus (cnpel-memod)

BaKuuHaLuMio NPOBOAAT MpM MOMOLM CMELMabHbIX  PacrbiIMTENEH, FEeHEpPUPYIWMX MOHOAMCMEPCHbIE YacTHLbI
anametpom 140-170 MKM.

PacnbiamMTenu AoMmKHbI 6biTb KOPPO3UHMHO YCTOMUMBBIMU; HE.COAEPKATb OCTATKOB J€3MH(EKTAHTOB M MCMO/Ib30BATLCA
TONIbKO A/1A1 BaKLMHALMM.

BaKkuyuHy pacTBopstoT B YMCTOM npoxnazHoi Boge (21-28 °C), cBOGOAHOM OT MOHOB kenesa W xJiopa, M3 pacyeta - 1000
103 npenapara: Ha 0,20-0,25 n Bozbl NpY UMMYHM3ALMM CYTOYHBIX LbINAAT Mam Ha 0,5-1,0 1 Bogbl - MPU MMMYHM3aLMK
nTML 6onee CTapLuero BopacTa.

Mpu BaKUMHALMM CYTOYHBIX LbINAT UX MOMELLAIOT B ALMKM, KOTOPbIE N/IOTHO YCTaHAB/IMBAKT B OAWH PSZ U PABHOMEPHO
pacrbiisioT BaKuuHy. [lpeaneyTUTeNsHO MCnosib3oBaTh  CrielpMasibHble  Cripei-KabuHbl  (BOKCbl), 0GOpYAOBaHHbIE
CTaUMOHaPHBIMK PaCrbIIUTENAMMS

Bo Bpems BaKUMHaUMM B ATMUHMKAX OTK/IKOYAKT CMCTEMY BEHTM/IALMM M 06OTpeBa (€C/M OHM rasoBble), 3aKpbiBaloT
BEHTUNALMOHHbIE OTBEPCTUA, \CHUXKAIOT YPOBEHb OCBELLEHMA, YTO YCNOKaMBaeT NTULY M CMOCOBCTBYET ee CKY4MBaHMIO.
BakuuHy pas6pbi3ruBaloT Haz, COOTBETCTBYIOLMM KOJIMYECTBOM LbINAAT C paccToaHMa 30-40 cMm. MokasaTenem npasuibHO
NpoBeAEHHOM MMMYHM3aLMM ABNSETCA PABHOMEPHO YBaXKHEHHOE ONEpPeHHe NTHL.

JAns UCKNIOYEHMSAL MOTPELLHOCTEN B MMMYHM3aLMKM PEKOMEHAYETCA NMpesBapuTE/IbHO ONPeAeMTb NPOMU3BOANUTENBHOCTD
MCMOJb3YEMOr0 PacrblIMTeNs MyTeM pasbpbi3riBaHis pacyeTHOro KOJMUYECTBA YMCTON BOAbI 6€3 BaKLMHBI.

Yepes 20 M1HYT NOC/IE OKOHYaHMS BaKLMHALMM BKKOYAKOT CUCTEMY BEHTUAALMM, OTOM/IEHME M BOCCTAHAB/IMBAIOT YPOBEHD
ocBeleHna.

11._CMMNTOMOB MOAB/IEHMS HBIOKACICKOW 60M1€3HM MM APYrUX MATONOrMYECKMX NPU3HAKOB MpU Nepedo3vpoBKe He
YCTaHOBJIEHO.

12. OcobeHHOCTel MOCTBAKLUMHAMbHBIX PEaKLM NPU NEePBUYHON MM NOBTOPHOM MMMYyHM3aLMU HE YCTAHOBIEHO.

13. Cnepyet wu3beratb HapyleHWs CPOKOB NPOBEAEHWA WMMyHM3aLMM, 4YTO MONKET MPMBECTU K CHUKEHMIO
3(EKTUBHOCTM BaKLMHOMPODUAAKTUKM NPOTHB HBIOKAC/ICKOM GO/IE3HM.

14. Tlp1 NpMMEHEHWU BaKUMHBI B COOTBETCTBUM C HACTOAILENA WMHCTPYKLMEH MOBGOYHBIX SBNEHWUM M OCNOXHEHWM He
oTMevaeTcs.

15. B3aUMOZEMCTBUE C APYr1MM JIEKAPCTBEHHBIMM MPEnapaTamu He BbiBNIEHO.

16. OrpaHMyeHuit B MCMONb30BaHMM MACA M AWL OT NTULbI, MPUBUTOM BakLmHOM XMIMPABUAP K/IOH, Her.

IV. MEPbI JIMYHOM MPOGUNAKTUKM
17. Mpn paboTe C BaKLMHOM HEOGXOAMMO COB/IOAATh O6LyMe NpaBMAa JMYHOM TMIMEHbl M TEXHUKM 6E30MmacHOCTH,
npeAyCcMOTPEHHbIE MPU paboTe C SIeKapCTBEHHbIMK CPEACTBaMM BETEPUHAPHOrO Ha3HaYeHMA.
18. Bce nMua, Np1MHMMAIOLLME YYacTHe B NPOBEAEHMM BaKLMHALMM, LOMKHbI BbITb OZeTbl B Creuoaexay (KOMOMHE30HbI
MW XanaTbl, Camoru, KOAMak1 MM KOCbIHKM, Pe3MHOBble MepyaTku) U obecneyveHbl MHAMBUAYaNbHbIMU CPeACTBaMM
3aLUMThI (OYKM 3aKPBITOrO TUMA, PECNIMPATOPbI MM Map/ieBble NOBA3KK). Moc/ie paboTbl CeAyeT NPUHATD AyLl, TLATe/bHO
BbIMbITb PYKM C MbIJIOM, MepeojeTbcs. B MecTax paboTbl JO/KHA GbiTb anTeyka JoBpauyebHoM momolu. Bo Bpems
BaKLHaLMM 3anpeLlaeTcs MpuMem Bodbl M MUK, KypeHue.
19. Mpu cnyyaliHOM NonaZiaHMM BaKUMHbI HA KOXY MM CM3MCTblE 0GOIOYKM UX PEKOMEHAYETCA NPOMbITb GOMbLIMM
KO/IMYECTBOM YMCTON BOAbl. B Ciyyae pasnmBa BaKLyHbI, 3apakeHHbIM Y4aCTOK M0JIa MW MOYBbI 3a1MBAOT 5% PacTBOpOM
X/I0pamMuHa MM €IKOro HaTpuA.
20. OpraHu3aups-npoussoantenb dupma «Laboratorios Hipra, S.A.»/«Jlabopatopuoc Xunpa C.A.», Mcnanus, Avda. la
Selva, 135-17170 Amer (Girona), Spain).

MHCTpYKUMA MO mpuMeHeHuto BakumHbl XMIMPABUAP KJ/IOH npotvB HbloKac/icKoW 60/1e3HM Kyp paspabotaHa cypmon
«Jlabopatopuoc Xunpa C.A», Ucnanus, Avda. la Selva, 135-17170 Amer (Girona), Spain.

C yTBEpXKAEHMEM HACTOALLEN UHCTPYKLMM OTMEHAETCA MHCTPYKUMA MO MPUMEHEHMIO KMBOM CyXoM BaKLmHbl XUMPABMAP
KJIOH npoT1B HbloKac/cKoM 601e3HM Kyp, yTBepkAeHHas Poccenbxo3Haa3opom 26 mapta 2012 roga.

PekomeHaoBaHO K peructpaumm B Poccuiickon desepaumm OrbY "BrHKK'.



