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MWHWCTEPCTBO 3[JPABOOXPAHEHNSA U COLIMANIBHOMO PA3BUTUSA POCCUNCKON ®EOEPALINN
MHCTPYKLMNA
MO0 MPYMEHEHWIO JIeKapCTBEHHOr0 NpenapaTta A1 MeQULMHCKOro NpYMeHeHns

BAKLIMHA TENATUTA B PEKOMBUHAHTHASA OPOXOKEBAYA
cycrneH3us A9 BHYTPUMbILLEYHOro BBe4eHUs

PerncrpaumoHrHbiii Homep: P N000738/01

Toproesoe HaumeHoBaHue: BakuuHa renatnta B pekomBuHaHTHas opoxxkesas

MpynnupoBo4YHOe HauMeHOoBaHue: BakuuHa 0na npodunakTuk BUpycHoro renatuta B

JNlekapcteennas d¢opma: CycneHsus [ns BHYTPUMBILLEYHOTrO BBeaeHua. BakuumHa renatuta B
<OMBUHAHTHAs ApPOoXKeBas NpeacTasnseT cobo copoVpoBaHHbLIV Ha antloMuHKUs ruapokcuae 6enok (HBsAg),
4TE3UPOBAHHbLIN PEKOMOMHAHTHBIM  LWTaMMOM  Apoxokeln Saccharomyces cerevisiae u/vnu  Hansenula
lymorpha v coaepxatimii aHTUreHHble AeTEPMUHAHTLI MOBEPXHOCTHOIO aHTUreHa Bupyca renatuta B (cepoTtun
n/vnn ad).

Cocras: Npenapat cogepxut B 1 Mn: 20 MKr aHTUreHa Bupyca renatuta B noBepxHOCTHOr0 peKkomMBUHaAHTHOro
3sAg), 0,5 Mr aniomuHua rugpokcuaa (AlR*) n He copepXUT KOHCEPBAHT — MEPTUMONAT KAn coaepxut 50 Mkr
pTuonsTa

Onucanue: [oMoreHHas cycneHaus 6enoro ¢ cepoBaTtbiM OTTEHKOM LiBeTa, 6e3 BUAWMbBIX NOCTOPOHHUX
TIOYEeHNI, pasaensaiowascs nNpu CTosHUM Ha GECLBETHYIO NPO3PaYHYI0 XUAKOCTb U PhIXNbIA 0cagok 6enoro ¢
20BaTbiM OTTEHKOM LiBETA, NIErko pasduBatoLLMiAiCcs MPU BCTPAXUBAHNUN.

dapmakoTepanesTudeckas rpynna: MUBM-sakuuHa

UMmmyHOGUONOrMyeckue CBOMCTBa
MNpoeeaeHne Kypca BakuMHALUMK NPUBOAUT K 06pa3oBaHuio crieumdryeckmx aHTUTeN K Bupycy renatuta B 8
unTHOM TUTPE 6onee yem y 90 % BaKUMHUPOBAHHbIX.

HasHnaueHune

Mpodunaktuka renatmta B y getein B pamkax HaUMOHANLHOrO KaneHoaps NPoduiakTUHeckux npuBUBOK U
L, U3 rpynn MoBbILLEHHOro prcka MHOULMPOBaHKS BUPYCOM renatuta B (4eTv n B3pocnbie, B CEMbAX KOTOPbIX
Tb HocuTenb HBSAQ unu 60NbHOW XPOHUYECKUM renatutom B; petn nomoB pebeHka, AeTCKUX LOMOB U
TEpHATOB; AETU U B3POC/ble PErynspHO Mnosny4aioliMe KpoBb M ee npenaparbl, a Takke HaxoAauwmnecs Ha
Jaoguanns3e 1M oHkoremaTosnornyeckue 6onbHbIE; NMUA, Y KOTOPbIX NPOM3OLUEST KOHTAaKT C Marepuasiom,
PULMPOBaHHBLIM BUPYCOM renaTuTa B; mMeouumnHcKme paboTHUKM, MMEIOLLME KOHTAKT C KPOBbIO; ML, 3aHAThIE
NPON3BOACTBE MMMYHOBMONOIrMYECKNX MpenapaToB M3 OOHOPCKOW U niaueHTapHOM KpPOBW; CTYAEHTbI
OMUMHCKUX WHCTUTYTOB M yYallMecs CPeoHUX MeouuMHCKMX yyebHbix 3aBedeHui (B nepsylo ovepedb
MYCKHMKW); 1ua, ynotTpedbnsiolme HapKoTUKN MHBEKLMOHHBLIM MyTEM).

MoMUMO BbiLLENEPEYUCTIEHHBIX KATErOpuiA NPUBMBKU CReaAyeT NPOBOANTL BCEM APYrUM rpyrnam HaceneHus.

Cnoco6 npumMeHeHUs U [,03bl

PekomenayeTca BBOAWTL BakUMHY BHYTPUMBILLEYHO B AENLTOBMAHYIO 06MacTb MM B NeEpefHEeHapyXHYo
BEPXHOCTb cpegHeli YacTn 6eppa (HOBOpOXAEHHbIM M geTam no 18 mec.). Beepenve B gpyroe mMecTo
KenarenbHO U3-3a CHUXeHUs 3dEeKTUBHOCTY BakumHaumn. He BBOgUTb BHYTPUBEHHO.

LeTeli nepBoro roga XusHu, a Takke UMEIoWMX B aHaMHe3e pasfivyHbie comaTtuyeckue 3abonesaHus,
<LUMHUPYIOT BaKLIMHOM, HE COaepKaLlen KOHCePBaHT (MepTUONST).

Pa3oBasi 103a COCTaBAET:

e ana nuy ctapue 18 net — 1 mn (20 mxr HBsAg);

° nnga petei u nogpoctkor Ao 18 net BknouurensHo — 0,5 mn (10 mkr HBsAg);

° g NauueHToB oTaeneHud remoguanusa — 2 mn (40 mkr HBsAg).

BakuuHa B amnynax, cogepxawmx 1 ma npenapata (B3pocnas [o3a), MOXeT ObiTb MCMonb3oBaHa Ajs

umHauuu 2-x geteit (no 0,5 Mn) nNpu ycnoBum nx 04HOBPEMEHHOM BaKLIMHALMN,

Mepen npuMeHeHMEM BaKLUHY BCTPAXUBAIOT.

ONns UHbEKLMMU UCTIONb3YIOT TOJIbKO OAHOPA30BbIN LLUNPULL.

BckpbiTie amnysl 1 Npoueaypy BakuMHaLMU MPOBOOST MpU CTPOroM COOMIOAEHUM MPaBUn acenTuku u
TUCEMTUKN.

MecTo BBEOEHUS 00 U Nocne NHbekuuu obpabaTsieaoT 70 % cnvpToMm.

MpenapaT BO BCKPLITON amMmysie XpaHeHWIo He MOANEXMNT.

BakuuHauma B pamMkax HauuoHanbHOr0 KaneHgaps npoduiakTU4ecknx NPUBMBOK MNPOBOAUTCH MO
3ePXOEHHLIM B KaneHaape CXemMam.

BakuuHaLyia npoTu1B BUPYCHOro remnatuta B npoBoamTcs BCem HOBOPOXAEHHBLIM B NMepPBbIe 24 yaca Xu3Hn pebeHka.

HOBOPOXAEHHBIX 13 FPyNn pucka BakLMHUPYIOT No cxeme 0-1-2-12 (nepsas [o3a — B NepBble 24 4aca XU3Hu,
opas fo3a — B Bo3pacTe 1 Mecsiua, TpeTbs 4032 — B BO3pacTe 2 MeCsLEB, YeTBepTas fo3a — B Bo3pacTte 12
caues). OOHOBPEMEHHO C MEPBOV MPUBUBKOWM PEKOMEHAYETCA BBECTU BHYTPUMbILLIEYHO B Apyroe 6eanpo
IMyHOroBynuH yenoseka npotue renatuta B B go3e 100 ME. o Takoi Xe Cxeme BakUUHWUPYIOT AeTen,
HOCSILLIMXCS K Fpyrne pucka, He NpuYBUTBIX B POAUIBHOM OOME MO MEAULMHCKUM MPOTUBOMNOKa3aHusam nocsne
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HoBOpOXAEHHBIX N BCEX AETEeW NepBoro rofa XudHu, He OTHOCSALWMXCS K FpynnamM pucka, BakLMHUPYIOT Mo
cxeme 0-1-6 (1 4032 — B MOMEHT Havana sakumHaumm, 2 1o3a — vepes3 1 mecsu nocne 1 npuemneku, 3 go3a — 4epes
6 Mecaues OT Havana UMMYHU3auun).

[eTvein, He NONy4yMBLUVIX NPUBMBKM B BO3pacTe A0 1 roga M He OTHOCALMXCS K Fpynnam pucka, a Takxe
NOAPOCTKOB U B3POCAbIX, HE MPUBUTLIX paHee, BakuuHMPYIOT rno cxeme: 0—1-6 (1 no3a — B MOMEHT Havana
BakUMHaumu1, 2 no3a — yepes3 1 mecsu, nocne 1 npuemnekn, 3 o3a — 4yepes 6 Mecaues OT Havana UMMYHU3aLUnn).

Mpumedanme: B cnydae yafMHeHs nHTepsana Mexmy nepsoi 1 BTOPON npuemMBkamu 40 5 mec. u bonee,
TPETHLIO MPUBMBKY NPOBOAAT Yepe3 1 Mec. nocne BTOPOn.

MpUBMBKM 1L, Y KOTOPbIX MPOU30LLEN KOHTAKT C mMarepuanoM, MHGULMPOBAHHLIM BUPYCOM renatuta B,
npoBoaaT no cxeme: 0—1-2 mec. OAHOBPEMEHHO C NEPBOI NPUBUBKOV PEKOMEHAYETCHA BBECTU BHYTPUMbILLEYHO (B
ApYyroe MecTo) UMMYHOroBynrH Yenoseka npoTue renartuta B B nose 100 ME (aetam oo 10 net) unu 6-8 ME/kr
(ocTanbHble BO3pacTa). Y AaHHbIX WL, NOJSYHMBLUMX PaHEE MOJIHbLIN KypC BaKUMHALMKM NpoTus renatuta B, nepen
npoBeAeHneM BTOPOI NPUBUBKN ONPeaensioT cogepxaxine aHtuten kK HBsAg, ecnv TMTpbl aHTUTEN COCTaBASIOT HE
meHee 100 ME/n, BTOPYIO M TPETHIO BAKUMHAUMIO HE NPOBOOSAT.

Jlnua na rpynnbl pucka, B cnny npoheccruoHanbHbix 0093aHHOCTEN NMeoLLME NOCTOAHHbIN KOHTaKT C KPOBbLIO,
OOJ/KHBI €XEeroHo NpoxoanTb obcnefoBaHne Ha cogepxaHne aHtuten k HBsAg. B ciydae CHuXeHus Ttutpa
aHTuTen Huxe 100 ME/n pekomeHAayeTcst peBakuMHaums O4HOM JO30M BaKLMHbBI.

He npuBUTBIM naumMeHTam, KOTOPbIM MAAHUPYIOTCA XUPYpPruYeckre BMEeLIaTesibCTBa, PeKOMeHAyeTcs
3KCTPEeHHast cxema BakuuHauum 0-7-21 aeHb.

MaupeHTam OTAENEHNs FTeMOANANN3a BakLMHY BBOAAT YeTbipexkpaTHo no cxeme 0-1-2-6 mec.

Mo6ouHbie aeiicTBUSA

MoBoyHblE ABNEHUSA MPU NPUMEHEHUN BakUvHbl peakn. B 1,8-3,0% cny4yaeB BO3MOXHbI HE3HA4YUTENbHAs
npexogawas 6onb, spUTeMa u yNIOTHEHME B MECTe WMHBEKLMMW, a Takke He3HauYuTesbHOE MOBbilleHne
Temneparypbl, xanobbl Ha HELOMOraHme, ycTanocTb, 60nb B CycTasax, 00fb B MbIWLUAX, FOMOBHYIO 60fb,
rONOBOKPYXEHNE, TOWHOTY.

YKkasaHHble peakuy pa3suBaloTcs, B OCHOBHOM, MOC/E NMepBbiX ABYX MHbEKLUMI U NPOXOANAT Yeped 2 — 3 aHS.

YunTbiBas BO3MOXHOCTL KpailHe PeAKoro PassuTUa annepriyecknx peakuuii HeMeaneHHoro Tmna y ocobo
4YBCTBUTESbHBIX NNLL, 38 NMPUBMTLIMI HEOBX0AMMO 06ecne T MeguumHckoe HabnioaeHne B TedeHne 30 MyH.

MecTa npoBeaeHns rnpuBMBOK A0/KHbLI ObiTh 06ECNeYeHbl CPeacTBamMu NPOTUBOLLOKOBOM Tepanmnu.

B3aumopeiicTBUS C APYruMmn iekapCTBEHHbIMU CpeacTBamMu
MnaHoBble MPUBMBKM NPOTVB renatvta B MOXHO NpOBOAUTL OOHOBPEMEHHO (B OOMH [€Hb) C Apyrimmut
BakUMHAMM  HALUMOHANBbHOrO  KajneHgapst rMpvBMBOK (33  uCKlodeHnem  BakuuHbl  BLDK), a Takxe
VHaKTVMBMPOBAHHbIMU BakUMHaMU kaneHaaps npouiakTMHecknx NpUBMBOK MO 3MNUAEMUYECKMM MOKa3aHUAM.
BakumHa renatuta B MOXeT BBOAMTLCA C NPOTUBOANIEPrMyecknmi npenaparamu. Baanmoaencrsme ¢ gpyrumm
nekapCTBEHHbIMW CPEeACTBAMUN HE YCTaHOBNEHO.

MpoTuBonokasaHusa

MoBbIWEHHAsA YYBCTBUTENbHOCTb K APOXOKam 1 APYrMm KOMMOHEHTaM BaKLWHbI.

CwnbHas peakums (Temnepatypa Boile 40°C, oTek, runepemus >8 CM B AameTpe B MecTe BBEAESHUS) uin
0OCNIOXHeHue (060CTPeHNs XpoHuyeckux 3abonesaHunin) Ha npealecTBOBaBLLEe BBeAeHe npenapara. NnaHosas
BaKUMHAUMA OTKIaAblBAETCA [0 OKOHYaHUS OCTPbIX MPOosiBneHuii 3aboneBanns nanm o60CTPEeHUS XPOHWHECKUX
3abonesanuin. Mpu HeTsxensix OPBU, 0CTpbix KMWEYHbIX 1 APYrnx 3abonesaHnsx NPUBUBKN MOXHO NPOBOANTL
nocne Hopmanuaaumm TemnepaTtypel.

BepemMeHHOCTb. BavgHue BakuuHbl Ha NAo4 He N3y4eHo. BO3MOXHOCTb BakUMHALMN BEPEMEHHON XEHLLMHbI
MOXET ObITb PACCMOTPEHa NMpPU KpariHe BbICOKOM PUCKE NHPULMPOBAHUS.

dopma Bbinycka
Mo 1 mn (B3pocnas no3sa; 1 B3pocnas gosa unm 2 aetckne no3abl) vuam no 0,5 mn (petckas nosa) B amnynax.
Mo 10 amnys B KOHTYPHOW SHENKOBO YrakoBKe B NaYKe KAPTOHHOM C MHCTPYKLMENR MO NPYIMEHEHUIO.

CpoK rogHoCTU. YCIOBUSI XPAaHEHUS N TPAHCNOPTUPOBAaHUSA
Cpok rogHocTv — 4 roga. MNpenapar ¢ UCTEKWNM CPOKOM FOAHOCTU NPUMEHEHNIO HE MOASIEXNT.
MpenapaT XpaHAT W TpaHcnoptupyioT no CM 3.3.2.1248-03 npu Temnepatype or 2 po 8°C.
3amopaxusaHue He gonyckaeTtcs. Npenapar XpaHsaT B HEAOCTYNHOM A5 AeTen mecTe.
JlonyckaeTcs KpaTKoBpeMEHHOE (He Bonee 72 4acoB) TPAHCMOPTUPOBAHME NpKW TemnepaType He Bbiwe 30°C.

YcnoBus oTnycka
[na ne4ebHO-NPod@UNaKTUYECKNX U CAHUTAPHO-NPODUNAKTUHECKUX YHPEXOEHUN.

O BCex Cry4asx MOBLILEHHOW PEeaKTOreHHOCTU WM Pa3BUTUS MOCTBAKLMHANbHLIX OCNOXHEHWI cnepyeT
coobuiatb no TenedoHy (dakcy) unm Tenerpady 8 MuHsgpascoLpassntns Poccuu n B agpec nponssoanTens.

Mpowussoautens: 3A0 HIMK «Kombuotex», 117997, Mockea, yn. Mwuknyxo-Maknas, a.16/10, kopn.71,
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