XUTMPATAMBOPO GM97
(HIPRAGUMBORO GM97)

MHCTPYKLUA
no NpMMeHeHto BakLmMHbl XUMPATAMBOPO GM97 npoTue MHdEKLM-0OHHOM
6ypcanbHoi 6one3Hu (6one3Hn Mambopo)

(opraHmsauma-paspaboTumk: dupma «Jlabopatopmoc Xmnpa C.A.»/
«Laboratorios Hipra», S.A, McnaHus)

|. OBLLME CBEAEHUA
1.ToproBoe HanmeHoBaHue: XMNPAFTAMBOPO GM97 (HIPRAGUMBORO GM97).
MexayHapoAHoe  HenaTeHTOBaHHOe  HauMMeHoBaHWe:  BakuuHa — npoTmB
MHbEKLMOHHOM BypcasibHOM 60s1e3HM (601€3HM [am60opo).
2./lekapcTBeHHas (opma: ModpuaM3MpoBaHHas Macca.
Mo BHelWwHeMy BMAY BaKuMHa NpeAacTaBAseT CO60M OAHOPOAHYIO MOPUCTYIO Maccy
KpacHOBATOro LiBeTa, XOPOLLIO PacTBOPMMYHO B BoZE.
BakumHa pacdacosaHa no 1000, 2500 u 5000 po3 B CTEK/IAHHble (NAKOHbI,
repmMeTMyHO YKYMOpeHHble PE3MHOBBIMM npo6Kamu, YKpenieHHble
AIIOMUHUEBBIMM KOJINAaYKamM.
3. ®lakoHbI C BaKLMHOM YNaKoBbIBAIOT B KAPTOHHbIE KOPOBKU. B Kax Ay KOpPOGKy
BK/1aAbIBAOT MHCTPYKLMIO MO NPUMEHEHMIO BaKLMHbI HA PYCCKOM fA3bIKE.
CpoK roJHOCTM BaKUMHbl 24 MecsAua C JaTtbl BbiNycka. o uCTeYeHuM cpoka
roAHOCTM BaKLUMHA K MPUMEHEHMIO HE NpUrojHa.
4. BaKuMHY XpaHAT U TPAHCMOPTUPYIOT B CYXOM, TEMHOM MeCTe Npu TemnepaType
o1 2 °C o 8 °C.
5. BaKuuHY cneflyeT XpaHuTb B MECTax, HEOCTYMHbIX ANA AeTEN.
6. BakumHy Bo ch/lakoHax 6€3 MapKMpOBKM, C HapyLIEHWEM LIeNOCTHOCTU U/Unn
repMeTUYHOCTM YKYMOPKWU, C M3MEHEHHbIM BHELUHMM BWIOM, NOABEPrLUyoCA
3aMOpaXkMBaHMIO, C UCTEKLUMM CPOKOM FOAHOCTU, HE UCMO/Ib30BAHHYIO B TeYeHUe
1 yaca nocsie BCKpbITUA piakoHa, 6paKytoT, 06€33apakMBatOT MYTEM KMMAYEHUS B
TeyeHue 30 MUHYT MK 2% PacTBOPOM LLENOYM, MK 5% pacTBOPOM XJlopaMMHa
(1:1) B TeyeHne 30 MUHYT M YTUIU3UPYIOT.
YTunmsaumsa 06e33apaXkeHHOM BaKLUMHbI He TpebyeT CO6/II0AEHUsA CreumabHbIX
Mep NpeAoCTOPOXKHOCTY.

1. BUOJIOTMYECKME CBOMCTBA
7. Wrtamm GM97 Bupyca 60ne3Hn [aMBOpo, COCTaBASIOWMIA OCHOBY BaKLMHbI,
OKa3blBaeT MMHKMMA/IbHOE MMMYHOCYNPECCUBHOE BO3AEMCTBME HA OPraHM3M NTHL,
06/1ajaeT  BbICOKOM  WMMMYHOr€HHOCTBIO M @HTUFEHHOM  aKTMBHOCTbID. M
CMOCOGHOCTbIO K FOPMU30HTa/IbHOMY PacrnpoCTpaHeHMIO Ha HEMPMBUTOM MOFO/I0BbE.
BakumHa opMMpYeT MMMYHHbIM OTBET K BMPYCY MHMEKLMOHHOMAOYPCanbHOM
60/1€3HU B TeyeHwue 14 fHeN nocae NPUMEHEHNS, KOTOPbI COXPAHAETCA B.TEYEH e
43 gHen, obecrneuuBas CHMXKEHME CMEPTHOCTM  UbINAAT M. CayYaes
K/IMHMKO-NaToNIoroaHaToMU4ecKoro npossneHna UBb.
B ogHOM npuBMBHOM fo03e coAepXuTcA He MeHee 1020 3SUA;, Bupyca
MHMEKLMOHHOM GypcanbHOM 601e3HM (LUTaMM «GM975).
BakuuHa 6e3BpesHa, n1e4e6HbIMM CBOMCTBaMU. He 0GNaAaeT.

1Il. NOPAAOK.[TPUMEHEHNA
8. BakuuHa npegHasHayeHa ANA MPODUNAKTMRU  MHPEKLMOHHOM 6ypcasibHOM
60/Ie3HN B YrpoXKaemblXx M HE6MarorfoNyyHbIX NTULEBOAYECKMX XO3AMCTBAX
MSACHOrO HanpaBfeHWs BblpaujlBaHKA:
9. 3anpelyeHo BaKLUMHMPOBATb:
- K/IMHUYECKM 60J1bHYI0 U/ WK OCAABIEHHYIO NTULY;
- UpINAAT CYTOYHORO BO3pacia C YPOBHEM MATEPUHCKMX aHTUTen B UOA Bbiwe
1:500.
10. LbInAsT UMMYHU3UPYIOT OAHOKpATHO B Bo3pacTe 1-20 cyTok. OnTumaibHbIM
CPOK BaKLMHaLMK YCTaHaBIMBAIOT MO YPOBHIO MAaTEPUHCKMX aHTUTE, BbIABIAEMbIX
B MDA, vccnelya CbiBOPOTKY KpoBW OT 18-24 LbINAAT-6POMNEPOB CYTOYHOTO
BO3pacTa, M onpeaensloT no Tabamue.
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CPEAHWA TUTP  BO3PACT UbINJIAT, CPEAHWUM TUTP  BO3PACT LbINAAT,

MATEPUHCKMX NOAMEXALMX ~ MATEPMHCKMX NOAIEXALLMX
AHTUTEN BAKLIMHALIMM AHTUTEN BAKLIMHALIMM
Y UbINAAT (€yT) Y UbINAAT (€yT)

CYTOYHOrO CYTOYHOro
BO3PACTA BO3PACTA
<500 1 < 3000 12-13
<750 2-3 < 3500 14
< 1000 4 < 4000 15-16
<1250 5-6 < 4500 17
< 1500 7 < 5000 18
< 2000 9 < 5500 19
< 2500 11 < 6000 20

BaKLMHY NPUMEHAIOT METOLOM BbiMarBaHUA, UCMOMb3YA CBEXYIO, YNCTYIO, CBOOOAHYIO
OT WOHOB Xefle3a 1 X1opa, OXNaXAEHHYI0 A0 KOMHATHON TemnepaTypbl NUTbEBYIO
BoaYy.

O6bemM BOfbl, HEOOXOAMMBIA ANA MPOBefEeHVA BaKUMHAUMW, PACCYUTHIBAIOT MyTem
YMHOXEHWA BO3pacTa NPUBMBAEMBIX LbINAAT Ha 2 M1 U HA UXKOIMYECTBO.

Mpumep, aAna BakumHaumm 1000 ronos UbINAAT CyTOYHOLO BO3pacTa Heobxoanmo 2 n
Bogbl (1x2 mn x 1000), 14-Tn cyTouHoro Bo3pacta - 28 i (14x2.mn x 1000).
CuncTtembl BogoobecneyeHrs, MELMecs B X03AETBaX (HUMMNENbHble UK YalleyHble
NowKK) nepes UMMyHV3auMen AOMKHbI ObiTb TLIATENbHO NPOMbITbI 63 NpUMeHeHUs
Le3MHOULMPYIOIMX CPEACTB.

Mounkn ¢ pasBefeHHON BaKUMHON HEOBXOAMMOA 3aluMlLaTh OT BO3AENCTBUA NPAMbIX
COJTHEYHDbIX Nyyen.

[lo Havyana BakuyMHaumu NTrUy BbIAEPKUBAIOT 6e3 Boapl B TeueHune 1-2 u. Mogava Bogpl
paspeLuaeTca nocne nofHorO ROTPEOEHNA pacTBOpa BaKLMHbI (MpUMepHO yepes 1-2 u).
[lo 1 BO Bpema MMMyHM3aUun Heoebxonmmo obecneumntb CBOOGOAHbIX JOCTYN NTULbI K
Kopmam.

11. CUMNTOMbI, MEPEA03MPOBKY NPU NMPUMEHEHWN BaKLUHbI HE BbIABNEHDI.

12. Ocob6eHHOCTEN NOCTBAKLMHAMNbHBIX peakuuin Npy NepBUYHON UM BaKLMHALMN He
ycTaHOBfAIEHO.

13( CnepyeT n3beratb HapyLUEHUA CXeMbl MPUMEHEHUA BaKLMHbI, YTO MOXeT NpYBeCTU
K CHIKEHMIO SPPEKTUBHOCTM BaKLMHONPOOUNAKTUKN VMHPEKLMOHHON GypcanbHoM
6071e3HI,

14. Mpy npuMeHeHNY BaKLUMHbI B COOTBETCTBUM C HACTOALLEN MHCTPYKLUMEN NOOBOUHBIX
ABAEHNIN N OCNOXHEHWUI HE OTMeYaeTcA.

15. 3anpelyaetca npumeHaTb BakuuHy XWUMPATAMBOPO GM97 B KombuHaumm ¢
APYTIMW VIMMYHOBUONOTMYECKMI MpenapaTtamu;

16. OrpaHW4yeHVWIn B WCNOMb30BaHWM Msca OT MTWUbI, NPUBUTON BaKLMHOWA
XWUMPATAMBOPO GM97, HeT.

IV. MEPbI JINYHOW MPOOUNAKTUKMN
17. Mpn paboTe C BakuUMHOW HeobxoAMMO cobnodaTb obLWMe npasuna NMYHOWN
FTMrueHbl N TEXHUKN 6e3OI'IaCHOCTI/I, npegycMmoTpeHHble npu pa60Te C NeKapCcTBeHHbIMU
cpencrtsamy BeTeEPUHAPHOro HasHavyeHuA.
18. Bce nvua, NpUHUMaOWMe yyacThe B NPOBEAEHWW BaKLMHAUMW, AOMKHbI ObiTb
obecneyeHbl CNeLoaexaon 1 oYKaMm 3aKpbITOro Tuna.
19. I'Ipvl Cﬂy‘-lalﬁHOM nonagaHnn BaKUWHbI Ha KOXY MW CIU3NCTble 060/104KN  1X
pexkomeHayeTcs NpomMbITb 60!1bLIJVIM KONMYECTBOM UYMCTON BOAbI.
20. OpraHu3auus-nponssoautens dupma «Laboratorios Hipra, S.A.»/«JlabopaTtopmoc
Xunpa C.A.», Ucnanua; (agpec: Avda. la Selva, 135-17170 Amer (Girona), Spain).

WHcTpykuma  no  npumeHenuio  BakuuHbl  XWUMNPATAMBOPO  GM97  npotus
HdeKLMOoHHOW BypcanbHoii 6onesHn (bonesnn Fambopo) xmBol paspaboTtaHa Gprpmoii
Jlabopatoproc Xunpa C.A», Ucnanua. (appec: Avda. la Selva, 135-17170 Amer
(Girona), Spain).

C yTBepXAeHMeM HacToAweln VIHCTpYKUuM oTMeHseTcA VIHCTPYKLMA MO MPUMEHEHNIO
BakuuHbl XUMPATAMBOPO GM97 npoTtvB WHeKUMoHHON OypcanbHoi 6onesHn
(6one3Hn Fambopo) xmBon, yTBepaeHHasa Poccenbxo3Haasopom 28 despana 2012
roga.

PekomeHfoBaHo K peructpaumn B Poccuinckon Oepepaunmn Oy "BrHKN".



