MHCTPYKLUA 428556
no mMegUUUHCKOMY NMPUMEHEHUIO XUBEPUKC®

(HIBERIX®)
BakuvHa Haemophilus influenzae Tuna b
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PerncTpaynoHHbIi Homep: M1 Ne015829/01

NekapcTeeHHan hopma - NModunn3aT Ans NpUroTOBNEHNA
pacTBopa AnA BHYTPUMBILLEYHOTO W MOAKOXHOD BBEAEHWUA

COCTAB

1 no3a BakUWHbI coaepxnT 10 MKM O4WLLEHHOrO KancynbHOro
fofncaxapuaa, BbiAeNeHHoro U3 Wiamma Haemophilus influenzae
Tvna b 20,752, KOHBIOrMPOBAHHOTO ¢ NpuBnN3uTensHo 30 MKF
CTONBGHAYHOTO aHaTOKCUHa,

BcriomoraTensHble BELLECTBA: NaKkTo3a B kayecTse cTabunuaatopa -
10,08 mr B 1 fo3e.

PacTsopuTens: 0,9 % pacTBop HaTpus xnopuaa ans MHBEKYWA 0,5 Mn

(Ha 1 poay).

Xubepwkc® oTeeqaeT TpeGosaruam BO3 no npov3soacTsy 61MONOrM4ecKnx
MPenapaTos U K KOHbIOTMPOBaHHBIM BaKMHaM Hib.

OMUCAHUE

BakLHa - NOPOLLOK UMK NNoTHasA Macca 6enoro U ceposarto-6enoro Lseta.
PacTeopWTeNs - Npo3padHan 6ecUBeTHas XUAKOCTb, 6ea sanaxa, ceoboaHan
OT BUAMMBIX MEXaHUYECKUX BKITIOHEHUA.

MMMYHONOMMYECKME CBOUCTBA

AHTUTENA B 3aWMTHOM TUTpe = 0,15 MKr/MT NOABNAKOTCA Hepes 1 mec nocne
OKOHuYaHUA Kypca BakuuHauum y 95-100 % getei, a depes 1 Mec nocne
peBakuvHauum - y 100% petei. Mpu aToM y 94,7 % U3 NOCNEAHNX TUTP
aHTuTen = 10 MKr/MA.

MOKA3AHUA

MpodmnakTvka reMochnunbHOM b MHEKLMY Y [eTen B BO3pacTe oT 6 Hegenb
[0 5 ner.

XuBepuKc® He NpefoxpaHnAeT oT 3a6onesaHui, Bol3BaHHbIX APYriMU TUNaMu
Haemaphilus influenzae, v 6akTepuanbHbIX MEHUHIMTOB LpYroi aTUoNoruu.

NPOTUBOMOKA3AHUA

MoBbILLIEHHARA YYBCTBUTENEHOCTb K KOMNOHEHTaM BaKUWHbI, BKMoYas
CTONGHAYHDIN AHATOKCHH; Pa3BUTUE annepriyeckux peakuui Ha
npeALlecTBOBaBLIEE BBEAEHUE BAKLIMHbI Haemophilus influenzae Tuna b.

OcTpbie MHEKLHOHHBIE Y HEMHPEKLMOHHbIE 3abonesaHuna, 060CTPEHUA
XPOHWUECKMX 3a6onesaHni (NPUBMBKW MPOBOAAT Yepes 1 mecsy nocne
Bbi340poBNeHNs). Mpyu nerkux hopmax pecrnupaTopHbIX, KMLLEYHbIX 1 ApYTUX
VHIEKLMIA MPUBMBKM MOXHO MPOBOANTb NOCNE HOPMAaNW3aLy1 TeMneparypbl.

BUY-uHeKkuws He ABNASTCA NPOTYBONOKa3aHKeM K NpUMEHEHHIo Xubepukc®.

CMoCcoB NPUMEHEHWA U 0O3bI

I
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6 Hegensb - 6 MecALes: NpW Havane BakUMHaLmu 1o 6 MECAYHOro BO3pacTa
KYPC COCTOMT W3 Tpex NpUBMBOK C WHTepBanamn 1 mec (2, 3, 4 unn 3, 4, 5

MEC ®U3HK peberka) unu 1,5 Mec (3, 4.5, 6 Mec) unu 2 Mec MeXay A03amu

(2, 4 1 6 mec). Cxema BaKLMHALMM B PasHbiX CTpaHax MOXeT BapbUpOBaTh;

8 Poccuitckoi ®efiepalui Hauano BakuyMHaLMM NpoTUB remochunsHom b
VHCDEKLAM NPESYCMOTPEHO C 3-MECAYHOr0 BO3pacTa. PesakLuHaLuio NMpOBOAAT
OAHOKPaTHO Ha BTOPOM roAY MWU3HMK.

MpuBuBKY PeKOMeHAyeTCs MPOBOAUTL OJHOBPEMEHHO C BaKLMHALMENR
NpOTUB NMoNMOMUenuTa, KoKnLwa, AudTepun u ctonbHska. B ceaam ¢

3TUM, B COOTBETCTBMM C HalWMoHansHbIM KaneHaapem NpognnaKTu4eckmx
npuBMBOK Poccuitckoin ®eaepayuu, npegnoutuTensHa cxema 3, 4.5, 6 Mec ¢
pesakuuHaLuel B BospacTte 18 mec.

6 mecsiyes - 12 Mecsiyes: NPy Haqase BakyMHaLuUM Nocne 6 MECAYHOrO
BO3pPacTa Kypc COCTOWT W3 [BYX NPUBWMBOK C MHTEpBanom 1 mMec.
PeBaKLUMHaLWI0 NPOBOAAT OQHOKPATHO Ha BTOPOM rody %uaHu. Hanpumep,
BAKLMHALWA B 6 M 7 MEC K3HM peGeHka W PpeBakUMHaUMA B 18 MeC MU3Hu
pebeHka. BakLMHa MOXET BBOANTLCA OAHOBPEMEHHO C BaKUMHALMER NpOTMS
MONMOMMENNTA, KOKMIOLLA, AMCTEPMN, CTONBHAKA, KOPM, NAPOTATA K KPaCHYXM.

1 rog - 5 net: npu Hauane BakLyHaLMK nocne 1 ro4a BakuMHY BBOAST
OfHOKPaTHO.

BaKLuHy BBOGAT BHYTPMMbILLIEYHO. MauueHTam ¢ TPOMGOLMTONEHNER 1 ApyrMM
HapyLUEHNAMU CBEPTLIBAIOLLEH CUCTEMBI KPOBM BaKLUHY BBOAAT MOKOMHO.

PacTsopuTens nepeg MCMonb3osaHueM CriedyeT 0CMOTPETh Ha NpeaMeT
Hanu4MA NOCTOPOHHWX YacTUL U (hU3NHECKUX CBOWCTB pacTeopa. I1pu Hanuyum
MOCTOPOHHUX YaCTUL UMK W3MEHEHWUM BHELLHENO BUAA PacTBOPa ero He
cneflyeT WCIONb30BATk.

HenocpeacTeeHHo nepes NpUMEHEHNEM BO (hIAKOH C BAKLMHOW BHOCAT
npunaraemblid pacTBopuTens U3 pacyeTa 0,5 Mn Ha 0aHy A03y. BnakoH
XOPOLLIO BCTPAXMBAKT 0 NOMHOro PACTBOPEHWA cogepkumoro. Nnodmnuaar
06bI4HO PACTBOPABTCA B Te4eHWe He Gonee 1 MuH. PacTBopeHHsIi npenapat
npeACcTaBnAeT cobov NpoapauHyto 6ecLBETHYIO XUAKOCTb. ECIK OH BbIrAAMT
WHaue, a TakKe NpU Hanu4uM NOCTOPOHHUX YACTUL| BAKLIMHY HE MCIONb3YIOT.
{in7 BBEAEHMA NpenapaTta fomkHa ObiTe UCNONb30BaHa Hosas urna. Mpu
UCMonb30BaH1M BakUMHbI B MyNbTH/030BOI ynakoBke AnA 3abopa npenapata
Kax/bii pas [OMKHb! BbiTb MCMIONL30BAHbLI HOBbIE CTEPUIbHBIE LUAPKL U UrNa.
Mpenapat fomkeH W3BNeKaTbCA U3 (hNakoHa Npu CTPOroM cobMIoAeHN Npasun
acenTuk1 AnA NpeAoTBpaLLEHNA KOHTaMUHaLMK cogepumoro. Mpenapar us
BCKPLITOrO hniakoHa cnefyer UCnonb3oBaTh B TeueHue paboyero gHs.

MOBOYHbLIE PEAKLIMK
Knuxuyeckne uccnegosanus

Peakujimn B MecTe BBEfEHUS:

B TeyeHwe 48 yacos nocne BBEAEHUS BAKUWHbLI BO3MOXHbI: HE3HAYUTENBHOE
CNOHTAHHO UCYe3aloLlee NoKpacHeHWe; He3HaYMTEeNbHAA OTEHHOCTL U
60Ne3HEeHHOCTb B MECTE BBELEHUA.

Obuyme pearymnm:

B TeveHue 48 yacos nocne BBEAEHWA BaKLMHLI MOTYT Pa3BUBATLCS
nuxopajka, noTepa annetuta, 6ecnOKOCTBO, PBOTA, AWapes U HeoObIYHbIN
nnay. Mepe4ncneHHble obLUMe peakLui PerucTpUpoBanuch TakKe npu
COYETaHHOM BBEAEHWW [PYIMX BaKLWH.



MocTpeructTpaynoHHoe HabnogeHve
MepeYncneHHbIE HUKE HeXKenaTenbHble peakuui

perucTpupoBanuck ¢ YactoToi < 1/10 000 (o4eHb peako).

Co CTOpOHBI MIMMYHHOW CUCTEMbI: annepruyeckne peakuuu
(BKMIOHEA aHacpmnaKmqecme 1 aHachNaKTouaHsle peakuum),
aurwoaeapomuemum OTEK.

CO CTOPOHbI HEPBHOM CHCTEMbI: MUMOTOHNHECKNA-TNOPEaKTHBHbIN
aN1304, CYA0POTM (C nuxopaakon U 6es), 06MopoKK 1Nk
pasoBaranbHan peakuWa Ha MHBEKLWIO, COHNMBOCTb.

CO CTOPOHbI AbIXxaTenbHON CUCTEMBI, OPraHoB rpYAHON KNeTKK 1
cpepocTeHus: anHoa (cM. pasaen «Ocobble ykasaHus»)

CO CTOPOHbI KoM U MOAKOMKHOM KNETUaTKK: KpanueHuLia, Chinb.
O6LyMe U MECTHbIE PEeaKLMi: PacnpoCTPaHEHHbIA OTEK
KOHEYHOCTW B 06NacTi BBEAEHUA, YNNOTHEHWE B MECTE BBEEHUA.

B3AMMOAEWCTBUE C APYIrMU MPEMAPATAMU

B coOOTBETCTBUM C NPaBMNamMu, CyLECcTBYOLWMA B Poccuickoin defepaumnn,
XUBepuKc® MOXeT ObiTh BBEAEH OAHOBPEMEHHO (B OfUH [lEHb) C ApYrumu
BaKLMHaM1 HauvoHanbHoro kaneHgaps NpounakTHIeckux npuB1BOK,

a TaKke UHAKTWBMPOBaHHLIMU BaKLMHAMW KaneHaaps NPUBMBOK Mo
aNUAEMMYECKMM NokasaHusm. Mpu 3TOM npenaparbl AOMkKHbI ObiTh BBE/EHbI
pasHbIMK LUNPULAMIA B pa3Hble y4acTkn Tena.

Kak 1 B criy4ae NpUMEHEHUA ApYruX BaKUMH, MOXHO OXWAATh, UTO Y WL,
MONyHaloLLMX UMMYHOLAENPECCUBHYIO TEPanuio, MOXET He GbiTb JOCTUHYT
afeKBsaTHbIM MMMYHHbIA OTBET.

OCOBbIE YKA3AHUA

B CBS3M C BOSMOKHOCTBIO PA3BUTUA B PEAHANLULMX CriyHanx
aHaUNaKTYECKON peakLun NPUBTbIE AOMKHBI HAXOAWTLCA NOA
MEAMLMHCKIM HabnIoAeHrem B Teverve 30 MuH, a NPOLEAYPHbIE KabuHETbI
[OMKHbI BbITh 0BECNeYeHs! CPEACTBAMI NPOTUBOLLOKOBOA Tepaniy.

XUBEPUKC® HW MPU KAKMX OECTOATENBCTBAX HENb3A BBOAWTE
BHYTPMBEHHO.

Xota seegeHne Xnbepukc® MOXeT Bbi3BaTb HEe3HauMTENbHbLIA UMMYHHbIA OTBET
Ha CTONGHAYHBIA AHATOKCHH, ero BBEAEHWE HE MOMKET 3aMEHUTb BakLMHALWIO
npoTvB CTONGHAKA.
Y nuLy, nony4mBLIMX XMGepuKc®, NPOMCXOAWT BbIAENEHWE KancynbHOro
nonucaxapwaa ¢ MOYOW, NO3TOMY ONPEAeNeHne aHTUreHa B MoYe B TeHeH!e

1 -2 HEenb Noc/e NPUBMBKY HE UMEET [NarHOCTUHECKOW LEHHOCTI Npy
noAo3peHun Ha Hib nHdekyuio.
Heo6x0aMMO YHMUTbIBATE NOTEHLMamNbHbBIA PUCK anHo3 1 HeobxoguMoCTb
MOHWTOPWHTa AbIXaTenbHOW (yHKLMK B TedeHue 48-72 4acos Npu npoBeaeHn
Kypca NepBu4HON BakUMHaLMK [eTen, POAVBLUIMXCA NPEXAEBPEMEHHO
(< 28 Hepgenb recTaln) v, 0cobeHHo, LETEN C© pecnupaTopHbIM aueTpecc-
cuHapoMom. Baudy Heo6XoAMMOCTY BaKLMHALMN AeTel [LaHHOW rpynmbi,
BaKUMHALMIO HENb3s OTKNaAblBaTb WKW OTKa3bIBATb B €8 NPOBEAEHNN.
BeegeHue XuGepukca cneayeT OTNOXUTD Y NUL ¢ OCTPbIM NIUXOPaA0HHSEIM
cocTosHWeM. OAHAKO, HaNMYMe HESHAUNTENbHEIX NPU3HAKOB PECrNPATOPHON
WHOEKLMM He SIBNAETCA NPOTUBONOKa3aHWeM K BakLMHaLMW.

BIY-uHcheKUms He ABNAETCA NPOTUBOMOKA3aHWeM K BBEAEHWIO Xnbepuxca.



®OPMA BbINYCKA

Mo 1 f03€ BaKUWHbI B CTEKNAHHOM ¢hnakoHe BmecTe C 0,5 Mn pacTeopuTens B
CTEKNAHHOM chriakoHe WHCTPYKLMEN N0 NPUMEHEHNIO B KapTOHHO KopoOKe.

Mo 1 po3e BaKuyuHbl B CTEKNAHHOM (hnakoHe BMEeCTe C 0,5 mn pacTsopuTens B
wnpuue ¢ 1 uaK 2 urnamu B 6nucTepe. Mo 1 6nucTepy BMECTE C MHCTPYKLWen
N0 NPYMEHEHWIO B KaPTOHHOW KOPOOKE.

[N MeAULMHCKNX yupexAeHum:

Mo 1 403 BaKLMHbI B CTEKNAHHOM chnakore. Mo 100 hnakoHoB BMECTE C
5-10 MHCTPYKLMSMY N0 MPUMEHEHNIO B KapTOHHOW Kopobke. PacTeopuTesb
B oTAensHo Kopobke: no 0,5 M pacTeOpMTENs B amnyne. Mo 25 amnyn B
6nucTtepe, no 4 6nuctepa B KapTOHHOW KOpOOKe.

Mo 10 A03 BaKUMHbI B CTEKNAHHOM dnakoHe. Mo 50 pnakoHos BMECTE C
1-5 WHCTPYKLMAMW MO NPUMEHEHWIO B KapTOHHOM KOpOOKe. PacTeopuTeEns B
oT/enbHOM KopobKke: N0 5 M7 pacTBOpUTENs B CTEKIAHHOM donakoHe.

50 ¢hniakoHOB B KapTOHHOW KOPOOKe.

CPOK MOQHOCTH, YCNOBUA XPAHEHUA U TPAHCMOPTUPOBAHUA
CpOK rogHOCTH BaKLUHE! 3 roga, pacTBOPUTENS - 5 ner.

[laTa OKOH4aHWA CpoKa roAHoCTH yKasaHa Ha ynakoBke. Mpenapar ¢
WUCTEKLLMM CPOKOM FOAHOCTY MPUMEHEHNIO HE noanexuT.

BakyuHy, ynakosaHHylo BMECTE C pacTBOpUTENEeM, XpaHAT Mpu Temneparype
ot 2 o 8 °C B 3aLMLieHHOM OT CBETa MecTe, He 3amopaxKusaTb.

BakuuHy, yNakoBaHHyr OTAENLHO OT pacTBOPWUTENA, XPaHAT U
TPaHCNOPTUPYIOT NpU Temnepatype ot 2 4o 8 °C B 3alUMLLEHHOM OT CBeTa
mecTe. 3amopaxusaHve A0MyCKaeTca.

PacTtBopuTEND, ynakosaHHbii OTAENBHO OT BaKLmHb, XPaHAT U
TpaHcnopTUPYT NpK Temneparype ot 2 o 25 °C, He 3amMopaxwuBatb.

XpaHWTb BAKLMHY W pacTBOpUTENb B HeAOCTYMHOM [N1A AETER MECTE.

YCNOBWUS OTMYCKA U3 ANTEK

Mo peyenTy Bpa4a.

BakuuHa npou3BoanTCs woMnanueit «MmakcoCmuTKnsiH Baronogxnkans
c.a.», benbrua

«GlaxoSmithKline Biologicals S.A., 89, Rue de I'Institut, 1330 Rixensart,
Belgium IFnakcoCmuTKnainn Bahonogpkvkans c.a., 89, Pio gene WHCTUTYT
1330, PukceHcapT, benbrua’

PeknamaLyi Ha KauecTso npenapata W passutue MOCTBAKUMHANBHBIX
OCNOXKHEHWA HanpaenaTs B agpec HaluonankHoro opraxa koHTpona MUBTT,
MCK um. J1.A. Tapacesuya: 119002, Mocksa, nep. Cusles-Bpaxex, 41;
Ten. +7 (495) 241-39-22; hakc +7 (495) 241 92-38 1 B aApec KoMMaHum
makcoCmuTKnaiH TperguHr 8 Poccuu: 121614, Mockea, Kpbinarckas yn,
17, kopn.3, 5 atax; Ten/chakc (485) 777-89-00/04.

@GlaxoSmithKline
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