XUMPAIAMBOPO CH/80
(HIPRAGUMBORO CH/80)

MHCTPYKLMA
10 Np1MeHeHMIo BakLyHbl XUTMPATAMBOPO CH/80 npoTe MHGEKLMOHHOM 6ypcanbHoi 6onesH
(60ne3nm [ambopo)

(opraHm3aums-paspaboTunk: dupma «/labopatopuoc Xunpa C.A.»/
«Laboratorios Hipra», S.A, Wcnanus)

|. OBLUME CBEAEHMA

é . ;I'énoprosoe HaumeHoBaHWe nekapcTeeHHoro npenapata: XUMPAFAMBOPO CH/80 (HIPRAGUMBORO

H/80).
MeszyHapoAHOe HenaTeHTOBaHHOE HauMeHoBaHWe: BaKupHa MpoTMB MHAMEKLMOHHON GypcanbHOi
6onesHu.
2. JlekapcTBeHHas hopma: 1MohMAM3MPOBaHHAS Macca.
Mo BHELIHEMY BUAY BaKLMHA NPEACTABNRET COBON OAHOPOAHYH CYXyH0 MOPUCTYI0 MAcCy KOPUYHEBOrO
LiBeTa, XOpOLIO PacTBOPUMYIO B BOAE 63 06pa30BaHMA X10NbeB M 0CajKa.
BakuuHa pacdacoaHa nmo 200, 500, 1000, 2500, 5000, 10000 403 B CTEKAAHHble (AaKOHbI
COOTBETCTBYHOLLEH BMECTUMOCTH, FEPMETUYHO YKYNOpeHHble pe3vHOBbIMM NPOGKaMM, YKpeneHHbIMA
a/IlOMMHUEBBIMM KOMAYKaMM.
3. DaKoHbI C BaKLMHOM ynakoBaHbl Mo 10 LT B KAPTOHHbIE KOPOBKM C HAMYMEM THE3/ M NEPErOpOAOK,
06ecrneynBaloLLMX UX HEMOABUKHOCTb M LieIOCTHOCTb. B KaxAyio KOPOGKY BK/1a/bIBaIOT MHCTPYKLMIO MO
NPUMEHEHMIO BaKLMHBI Ha PYCCKOM A3bIKE.
CpoK rOAHOCTU BaKumHbl 18 MecAUeB C AaTbl Bbinycka Mpu COBMOAEHMIA YCIOBUI XpaHeHWs M
TPaHCMOPTUPOBaHMA. 0 UCTEYEHMM CPOKA FOAHOCTM BaKLMHa K MPUMEHEHMIO He MPUrojHa.
4. BaKUMHY XPaHAT 1 TPAHCMOPTMPYIOT B CYXOM, TEMHOM MecTe npu Temnepatype ot 2 °C go 8 °C.
5. BakupHy XMMPATAMBOPO CH/80 crieayeT xpaHuTb B MeCTax, HeOCTYMHbIX ANA AeTeN.
6. DnakoHbl C BaKLMHOM 6€3 STUKETOK, C MCTEKLIMM CPOKOM TOAHOCTH, C HapyLEHWEM LeOCTHOCTH
W/MIM TEPMETMYHOCTM YKYNOPKU, C M3MEHEHHDBIM LBETOM W/MAM KOHCUCTEHLMEN COZEpKMMOro, C
Ha/IM4Mem NOCTOPOHHUX MPUMECEN, a TaKXKe OCTATKU BaKLyHbI, He MCMO/b30BaHHbIE B TeyeHue 0,5-1 Y
nocne BCKPbITUA (1aKOHOB, BbIOPAKOBLIBAIOT M 06€33apaXMBaloT MyTeM KunAayeHus B Teyenue 30
MUHYT MM 06PaBOTKM 2% PaCTBOPOM LLENOYM MM 5% pacTBOPoM xopamuHa (1:1) B TeueHne 30 MUHYT.
YTUaM3aums  06e33apaeHHON  BakumHbl  He  TpebyeT  COGMIOAEHMA  CMeuMasbHbX — Mep
NpezioCTOPOXHOCTH.

II. BUOJIOTMYECKME CBOMCTBA
7. Bupyc 6one3tu Fambopo wramm «Winterfild-2512» knoH «CH/80», coctaBAsiowwpit 0CHOBY BaKLHbI,
OKa3bIBAET MUHMMA/IbHOE MMMYHOCYMPECCUBHOE BO3/EMCTBUE Ha OPraHW3m NTML 1 06/1ajaeT BbICOKOM
QHTUTrEHHOM aKTUBHOCTBIO M UMMYHOrEHHOCTIO.
BaKupHa Bbi3biBaeT hOPMMPOBAHME MMMYHHOIO OTBETA K BO36yauTeMo 6one3HM Mambopo y LpinaaT
yepes 15 CyToK Noc/ie ABYKPATHOrO MPUMEHEHMA, KOTOPbIM COXPAHAETCA B TeYeHHe 6-7 HeAENb.
B oaHo! nMpuBMBHOM f03e cofepkmTca He MeHee 10%° TL/s, Bupyca 6onesHu [am6opo (Wramm
«Winterfild-2512» knoH «CH/80~).
BakumHa 6e3BpesHa, eyebHbIMM CBOMCTBAMM He 061agaert.

1. MOPAAOK NMPUMEHEHMA

8. BakuuHa npeaHasHadeHa AnA mpounakTMku MBb y upinnAT B_6/1aronosy4HbIX, | YrpOXaEMbIX 1
HEe6/1aronoAy4HbIX NEMeHHbIX M TOBAPHbIX MTULEBOAYECKMX XO3AMCTBAX PasfiMYHOrO HanpasneHMs
BbIpaLLyBaHKA.
9. 3anpeLeHo BaKLMHMPOBATb KIMHUYECKM GONbHYI0 M/WW Oc/1abieHHyIo nTuLy.
10. 7MLy BAKUMHMPYIOT COT/IACHO CNEAYIOLLYM CXEMAM:

a) yrpoxaemble 1 He6naronony4Hble X0381MCTBa
Leinnsima- 6polinepe:
llepBan BakLMHaLWA - B BO3pacTe 7 CyToK, BTOpas.~ B 15:21, cyTok
To8apHbIL U peMOHMHbIU MONOOHSK:
Mepsas BaKUuHaLMA - B BO3pacTe 7 CYTOK, BTOpas: B 15-21 cyToK, peBaKUMHaLMA - B 6-7 Hejenb.

6) 61aronoyyHble X03AHCTBA
Linnsma- 6polinepe:
BakupuHaups - B Bo3pacte,12-15 cyT.
To8apHbIU U peMOHMHBIL MOSOOHSIK:
MepBas BakuMHaluA - B Bd3pacTe 12-15 cyTok, BTOpas - B 6-7 Hejeb.
BaKLuMHY npuMeHsIoT MHTpaHa3asbHbIM/ OKYNAPHbIM METOZIOM, BbiNauBaHMEM M METOZOM pacribiieHms
(cnpeit-meTog).
MHTpaHa3a/bHbli/ OKYNAPHbIN METOZ
Meped NpUMEHEHWEM BaKLMHy pacTBopstoT M3 pacyeta 1000 npuBMBHbIX 403 Ha 30 MA CTEPU/IbHOM
AMCTWILIMPOBAHHOM BOZbI MM CTEPULHOTO (DM3MOSIOTUYECKOrO PacTBOpa.
MY NOMOLLM NpUAAraemMoi r1asHoN MUMETKM MOAFOTOB/IEHHYIO BakLMHY B oGbeme 0,03 M (1 Kannq)
3aKanblBalOT B HOCOBYIO WeE/b MW HAHOCAT Ha KOHBIOHKTUBY rna3a. [0710BY LpiNAeHKa Aepat B
TOPU30HTa/IbHOM MONOXEHMU B TeyeHue 1-2 cekyHA. Mpu 3aKarblBaHMM BaKLMHbI B HOCOBYIO Lieb,
ZAPYrylo HO3APIO 3aKpbIBAIOT MasibLieM, 61arofaps Yemy AocTuraetcs Gonee ry6okoe NPOHUKHOBEHHE
npenapara.
MeToz BbinanBaHua
JInA NOATOTOBKM M MPUMEHEHMA BaKLMHbI HEOBXOAMMO MCMIONIb30BaTb CBEXYIO, YHCTYIO, CBOGOAHYHO OT
MOHOB Xe/ie3a W X/10pa, OXJAXAEHHYI0 A0 KOMHATHOM TemnepaTypbl MUTbEBYK BOAY, MCMONb3ys
NNaCTUKOBYIO MM CTEKNAHHYIO MoCyzy.
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CuCTeMbl BOA00BECTIEYEHHS, MMEIOLMECS B XO3SMCTBAX MEped WMMyHW3aumel A0MKHbI 6biTb
TLLATE/IbHO MPOMbITbI 663 MPUMEHEHHS AE3MHDUUMPYIOLIMX CPEACTB M NPOCYLLEHbI.

Ko/M4ecTBo NOMMOK AO/IKHO 06eCnieumBaTh CBOBOAHbIN JOCTYN K MPENapaTy BCEro UMMyHU3MPYeMoro
110ro/I0BbA.

BNaKoH C BaKUMHON 40 2 06bEMA 3aN0/HSIOT BOZOM, 3aKpbIBAIOT PE3MHOBOM NPOBKOM 1 BCTPSXMBAIOT
[0 NOJIHOTO PacTBOPEHMS Mpenapara.

CoAepKMMoe BbLIMBAIOT B EMKOCTb, COAEPXKALLYI0 0GbEM BOZAbl, KOTOPbIH MOXET GbiTb BbINMUT He
60/1blLe YeM 3a 1-2 Yaca, NPUHUMAS BO BHUMAHKE ClieayloLiee:

BO3PACT MTHLIbI (HEZE/b) OBbEM BOZbI, HEOBXOAMMbIH 15
BAKLIMHALIMM 1000 F0/10B MTHL| (/1)
5-10

1-3
4-9 12-23
10-16 27-37

[TML, BaKUMHMPYIOT U3 pacyeTa 0AHa /403a Ha ro/oBy.

Mepes HavasoM BaKLMHALWMM NTHL, BbIAEPKUBAIOT 6€3 BOAbI 3UMOM B TeUeHue 2 YacoB, IETOM - 1 4.
MeToz pacnbinenus (cnpei-meto,

BaKuyHaLytto POBOAAT MPY MOMOLL CNewUMa/bHbIX FeHepaTopoB (pacnbinTenei) ao6oi KOHCTPYKLUMM,
CO3/atoLMe MOHOAMCNIEPCHbIE YacTMupl. /NA MepBoM BaKUWHaUMM PEKOMEHAYETCA MCMOo/b3oBaTb
pacnbinauTenu, cosjarowpe vactmubl aametpom 120-150 MkM. [N peBaKLMHaLMM\PEKOMEHAyeTCA
MCNO/b30BaTh PACMbLIMTENM, CO3AAI0LIME YACTMLbI AMameTPoM MeHee A20 MKM:.

PacnblaTenM JoMKHbI GbiTb KOPPO3MMHO-YCTOMYMBLI, HE COAEp:KaTh OCTATKOB Ae3MH(EKTAHTOB M
1CM0Nb30BaTLCA TONKO ANA BAKLUMHALMH.

Pa6oumit pacTBOp BaKLMHbI FOTOBSAT B CBEXEN, YCTOM, CBOBOAHON OT MOHOB Xe/ie3a 1 X/10pa NUTbeBON
Boge w3 pacyeta 0,125-0,250 n Ha 1000 Np1BMBHbIX A03:APU MMMYHM3aLMK LipInAAT 1 0,5-1,0 A Ha 1000
103 - A5 60niee B3POC/ION NTULbI.

[NS MCK/IYEHNA MOTPELLHOCTEN B MMMYHM3ALMM PEKOMEHIYeTCS NpeABapUTENbHO OMpedenTh
MPOU3BOAUTENLHOCTb MCTIO/Ib3YeMOr0_PacrbIIMTE/IA MyTem pa3dpbi3riBaHMA pacyeTHoro KoJmyecTsa
YUCTON BOZbI €3 BaKLMHbI.

Mokasatesiem npasubHO NPOBEAEHHON MMMYHM3aLMM ABNAETCA PABHOMEPHO YBNAKHEHHOE NEpbeBOro
NOKPOBA r0/I0BbI LibIN/IAT.

Bo Bpems BaKUMHaUuuyB MTMYHMKAX OTK/IOYAIOT CUCTEMY BEHTMIAUMM M 0BOrpeBa, 3aKpblBalT
BEHTMNALMOHHbIE,0TBEPCTHA, CHUXAIOT YPOBEHb OCBELLEHMA, YTO YCNIOKaMBAET MTULY M CMIOCOGCTBYET
€ee CKy4MBaHui0. BakLHY PaBHOMEPHO Pa3bpbI3ruBaloT Haj COOTBETCTBYIOLMM KOUYECTBOM LbINAAT C
paccroaHua30-40 cu.

BKAfoyalT cuCTEMY BEHTUAALMM M BOCCTAHABIMBAIOT YPOBEHb OCBeleHMA yepes 15 MMHYT nocne
OKOHYaHWA BaKLMHALMM.

11,4 CUMITOMOB  NOSIBNIEHMA MH(EKUMOHHON 6ypcanbHoi GONE3HM WMAM APYTMX MATONOrMYECKUX
TIPU3HAKOB NPy NEPE03NPOBKE He YCTaHOB/IEHO.

12 Oc0BEHHOCTEM NOCTBAKUMHANLHON PEAKLMM NMPU NEPBMYHON WM MOBTOPHOM UMMyHW3aLMM He
YCTaHOBIEHO.

13. Cnepyet u3beraTb HapylleHMA CPOKOB MPOBEAEHMA MMMYyHM3AUWM, YTO MOXET MpuUBECTM K
CHIXEHUIO 3DEKTUBHOCTU MMMYHOMPODMAAKTMKM NPOTUB MHGDEKLMOHHOM BypcanbHoi 6onesHu. B
C/yYae NpomycKa 04epefHOro BBEAEHNA BaKLMHbI HEOGXOANUMO MPOBECTM UMMYHM3ALMIO KaK MOHO
ObicTpee.

14. TIp¥ NpUMEHEHWM BaKLMHbI B COOTBETCTBMM C HACTOALLENH MHCTPYKUMEM NOGOYHBIX ABAEHMM M
OC/IOXHEHHH, Kak NPaBu/o, € OTMEYaeTcs.

15. B3auMopelCTBME C APYrUMM JIEKAPCTBEHHBIMMU NPenapaTami He BbisB/IEHO.

16. MpoayKTbl Y60A OT NTMLL, MPUBKTBIX BakLuHOM XMITPATAMBOPO CH/80 peanusytot 6€3 orpaHu4eHms
HE3aBMUCMMO OT CPOKOB BaKLMHALMH.

IV. MEPbI IMYHOM MPOGUIAKTUKM
17. Mpy paBoTe C BaKUWHON HEOBXOAUMO COBMIOAATL 0BLUME MPaBMAA MYHOM TUTMEHD! M TEXHUKM
6e30MacHoCTH, NpedycMOTPEHHble MpM paboTe C NeKapCTBEHHbIMM CPeACTBaMM BETEPUHAPHOTO
Ha3HaueHus.
18. Bce /ML, MpuHMUMatoLLMe yuacTie B NPOBEAEHMU BaKLMHALMM, JOMKHBI 6bITb OETbI B CELOAEKAY
(KOMBMHE30HbI MM XasaTbl, Canoru, KOJMaku UM KOCbIHKM, PE3NHOBblE MepyaTkM) U obecreyeHbl
MHAMBMAYa/bHBIMU  CPEACTBaMM 3alMThI (OYKM 3aKPbITOrO TWMA, PECTMpaTOpbl MM Map/ieBble
nos3km). Mocne paboTbl CiefyeT NPUHATL AyLl, TIWATENbHO BbIMbITH PYKM C MblIOM, NepeodeTbcs. B
MecTax paboTbl AO/KHA BbiTb anTeyka 4oBPa4eGHON Momolu. Bo Bpems BaKuMHaLmMM 3ampeliaetca
TIPUEM BOAbI U MULLK, KypeHe.
19. Mpu CyyaiHoM nomagaHmm BaKUWHbI Ha KOKY WM CIM3MCTbIE 060JI0YKM WX PEKOMEHAyeTcs
NPOMBITb 6O/IbLIMM KOJMYECTBOM YMCTOM BOABI.
20. Opranu3auma-npoussogntenb ¢upma «Laboratorios Hipra, S.A.»/«</labopatopnoc Xunpa C.A.»,
Ucnanua, Avda. la Selva, 135-17170 Amer (Girona), Spain).

MHCTpYKUMs MO Mp1MeHeHHio BakuuHbl XUMPATAMBOPO CH/80 npotuB WHGbEKLMOHHOM GypcanbHoM
60/1e3Hm (6onesHu Fambopo) paspabotaHa mpmoit «/la6opatopuoc Xunpa C.A», Ucnanms, Avda. la
Selva, 135-17170 Amer (Girona), Spain).

C yTBepKAEHMEM HaCcTOAWH VHCTDYKUMM OTMEHSETCA VHCTDYKUMA MO MPUMEHEHMI0 BaKLMHbI
«XWUMNPATAMBOPO CH/80~ npoTuB WHbEKLMOHHOM 6ypcanbHoW Gonesuu (6onestn ambopo),
yTBepxzaeHHas Poccenbxo3Hagsopom 30 cenTabps 2011 roga.
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