MWHUCTEPCTBO 3[PABOOXPAHEHUA POCCUNCKOW ®EQEPALIMA

WMHCTPYKUWA
No NPUMEHEHUIO NEKapCTBEHHOTO Npenaparta AN MeAULMHCKOTO NPUMEHEHNA

Bakuuna npoTus koknwwa, audrepun, ctonbHaka u renatuta B
ancop6uposannas (BakuvwHa AKOC-Ten B)
BakuuHa ana npomnakTkm BMpycHoro renatuta B, guddTepuu, KOKMowa v cTonbHsaka
cycrnensus 0na eHympuMBbIwedHo20 eeedeHus, 0,5 mn/dosa

P Ne I1C-001032

HaumeHoBaHue nekapcrsenHoro npenapara. BakuywHa npotve koknowa, gudTepuu, cTonbHska u renatuta B
apcopbuposarHas (BakuyuHa AKLOC-Ten B).

MexayHapoaHoe HenaTeHTOBaHHOe MNM rPYNNMPOBOYHOE HasBaHWe. BakuvHa Ans NpounakTkY BUPYCHOTO
renatuta B, augrepum, kokniowa u cronGHaka.

NexapcrBennan chopma. CycneHaus AnA BHYTPMMBILLEYHOIO BBEAEHWA.

BakyHa npeactaenfeT cvech youTbIX (hopManuaernnoM KOKNHWHLIX M kpoGoB 1 dassi U CopBMpoBaHHLIX Ha rene
anMWHUA MMApoKCaa AMTEPUIAHOO M CTONBHAYHOTO AHATOKCUHOB M PEKOMBUHAHTHOTO APOXOKEBOTO NOBEPXHOCTHOMO
aHTureHa pupyca renatuta B (HBsAg).

Cocmae. B 1 poae (0,5 mn) copnepxurcs:

lMpenapam ¢ KOHCEPeaHMom

AHaTOKCUH ANChTepUitHbIA — 15 dnokynupyiowmx eguHmy, (Lf);
AHaTOKCHH CTONGHAYHLIA — 5 eanHUL, cBR3biBaHus (EC);
WHakTMBMpoBaHHbIe KOKNIoWHbIE GakTepum — 10 mnpg;
HBSAg — 5 Mkr.

ANOMUHUA rMapokeuy, (B nepecyere Ha anoMuHuia Al**) — ot 0,3 go 0,55 mr;
Qopmanbgervg — He Gonee 50 mkr;

KokcepsaHT — TvOMepcan — ot 35 go 50 mkr.

Ipenapam Ges koHcepsaHma

AHaToKCHH AndbTepuiAHbIA — 15 dnokynupyowmx eguHny (Lf);
AHaTOKCHH CTONBHAYHLIA — 5 eanHuy cBs3biBaHus (EC);
MHakTMBMpoBaHHbIe KOKNoWHbIe GakTepuy — 10 Mnpa;
HBsAg — 5 mxkr.

AnomuHua ruapokeua (B nepecyeTte Ha aniomunmia AP*) — ot 0,3 go 0,55 wr;

®opmanbaerua — He Bonee 50 mkr.

OnucaHue: ToMoreHHan cycneHsus xenToBaTo-Genoro UseTa, pasnensiowanca NpU CToaHuM Ha BecuseTHyio
NpOo3payHyIo XUOKOCTb U PLIXNbIA 0CaA0K XenToBaTo-6enoro useTa, NONHOCTLI pa3buBaloWMACA NPYU BCTPAXMBAHMK.

®DapmakoTepaneBTU4eckan rpynna. MMBN-sakuuHa.

Kop ATX JO7CA05

Mokazanus ana npumeHeHun (HasHavenne). MNpodunakTuka koknowa, audTepum, ctonbHaka U renatuta B y
Aetei. MakcumanbHbIA BO3pacT AeTel AnNs WMMYyHU3auuu BakuyuHoit AKOC-Ten B — 40 AOCTWXEHMA YeTbipexneTHero
Bo3spacTa (3 rona 11 mecsues 29 gHein).

NMpoTuBonoKasaHuA ANA NpUMeHeHUA. [leTh NepBoro roa Xu3Hu Npu MCNoNbL3OBaHWM BaKLMHLI, Coaepxaulein
KOHCEpPBaHT.

Mporpeccupyiolme 3abonesaxns HEPBHOI CUCTEMBI, achebpunbHLIE CY0POMM B aHAMHE3E, anneprieckan peakums
Ha NEKapCK1e APOXOKM, a TaIoKe CUMNbHbIE PeakLK (NosbILLeHWe TemnepaTypel B NepekIe AB0e CYTOK Buiwe 40 °C, B MecTe
BBE/IeHWUS BaKLMHLI - OTEK WU rMNEPemMUA CBbilue 8 CM B AUaMeTpe) ¥ NOCTBaKUMHANbHLIE OCNOXHEHUS Ha BBEAEHWe
npegsiayuwiei Ao3sl BakuuHel AKOC-Ten B nnu AKC-gakumHb! Wnv BakUMHLI renatura B.

[erteii, nepeHeciumnx ocTpbie 3a60NeBaHA, NPUBMBAIOT HE PAHEE YEM YEPE3 YEThIPE HELIENM NOGNE BbI3NOPOBNEHUS,
npw nenumx opmax pecnupaTopHslx 3abonesaHnin (PUHUT, Nerkas MNepeMus 3e8a U T.1.) NPUBMBKA 0NYCKaeTca Yyepes 2
HEAEenM NoCNe BbI3A0POBNEHMA.

BonbHbIX XpoHnyeckumm 3abonesaHnaMu NPUBMBAIOT HE PAHEE YEM Yepes YeTbipe Heenu nocne AoCTUXEHUA
CTOWKOW PEMMCCHM.

C uyenbio BLIABNEHWA NPOTUBONOKasaHWii Bpay (denbawep Ha GAM) B AeHb NPUBMBKK NPOBOAMT ONPOC poauTened n
ocmoTp peberka c obasatensHoil TepmomeTpueii. [leT, BpeMeHHO OCBOBOXIAEHHBIE OT NPUBMBKM, BOMKHBI BbiTh BIATHI
nopa HabnopeHue 1 y4eT n CBOEBPEMEHHO NPUBKTHI.

Pexum gosuposanua u cnocob seeaenus. Mpuemekm sakumHoi AKOC - Men B npoBoasT B Cpoku, npegycMaTpusa-
olume oAHOoBpeMeHHOe NpoBeeHne NPUBUBOK NPOTUB renatuta B, Koknwa, audTepun u cTonbHsKa.

[eTei, NpUBMTLIX MOHOBaKLMHOW renaTtuTa B B nepsbie 24 Y XM3HM U HE OTHOCALLMXCA K rPYNNam pUcka, MMMYHU3WpY-
10T BakumHon AKJIC - l'en B B sospacre 3 1 6 mec. Bropyto BakumHaLMIO NPOTUB KOKNIOLWA, AWDTEPUM I CTONBHAKA NPOBOAAT
AKOC-sakyuHoii B 4,5 mec.

Derteii, He NpyBMTLIX BaKLWHONA renatvra B Ao 3 mec BoapacTa, UMMYHM3UPYIOT BakLHOW AKIIC — Men B TpexxpatHo no
cxeme 3 mec, 4,5 mec, 6 mec. CoxpallieHne nHTepsanos He fonyckaetcs. Mpu HeoGXOAUMOCTH YBENUYEHWA UHTEPBAnNoB
0YepeaHyIo NPUBMBKY CHeayeT NPOBOAWUTL B BO3MOXHO GnikaiiLumi CPoK, onpeaensembiii COCTORHUEM 300POBbLS AETeN.

Mpw Hanwam oaHoI unn Asyx npueneok AKLC-BakumHOW y feTei, He NPUBMTLIX BAKLMHOW renatuTa B, HepgocTaowee
[0 3-X KONW4ECTEO NPUBMBOK MOXET BbiTh NnpoBeieHo BakuymHoi AKLC — Men B. Mpu at1om HegocTarowee 4o 3-x KoNu4ecTso
NPUBMUBOK NPOTUB renaTuta B ocylecTeNsIIoT MOHOBaKLMHOM renaruta B ¢ uHTepeanom 1 1 6 Mec nocne nepeoro eseaeHus.
PeBakuyuHaLmio NpoTMe Kokmiowwa, audtepum u ctonbrsika nposoasT AKAC-sakumuHon ogHokpaTHo B BoapacTe 18 mec (npw
HapyleHU! CPOKOB NPUBMBOK - Yepe3 12-13 Mec Nocne 3aKOHYEHHOTO KYpPCa BaKUMHALWMK), HO He NO3Xe A0CTUXEHUA
YyeTbipexneTHero BoapacTa.




Npumesanue: ecnv peGeHOK N0 AOCTUKEHWM 4 NET He NoNy4Mn pesakumrHaumio AKC-sak-
LMHOM, To ee nposoaAT ALIC-aHaTOKCMHOM NS Bo3pacToB 4 rofa- 5 net 11 mec 29 Axei unn
AJlC-M-aHaTOKCMHOM ANs BO3pacTos 6 NeT U cTapLue.

BakumHy AK/C - Fen B BBOAST BHYTPUMBILLIEHHO B NepeaHeHapyxHyto oGnacts Geapa 8 Aose 0,5 mn. Mepea npusue-
KO# amnyny HeoBXoaUMO TLWATENBHO BCTPAXHYTL A0 NONY4YEHWA FOMOTEHHO B3BECH.

BekpbITve aMnys v NPoLeAYPY BaKLMHALMM OCYLLIECTRNAIOT NPW CTPOTOM COBMIOAEHUM NPaBUN aCENTUKA U aHTUCENTH-
iv. MpenapaTt BO BCKPLITOW amryne XpaHeHWio He MoAnNexuT. He npurogeH K NnpuMeHeHuio npenapar B amnynax ¢
HapyLWeHHOM LenoCTHOCTLIO, OTCYTCTBMEM MapKUPOBKW, NPW M3MEHEHMN (HU3N4EecKuX CBOWCTE (M3MeHeHWe upeTa,
HanuuMe Hepa3bUBaIoLLMXCA XNONbeB), NPU NCTEKLLEM CPOKE FOHOCTM, HeNnpaBsuNbHOM xpaHeHui. BeeaeHue npenapata
PEFUCTPUPYIOT B YCTAHOBNEHHBIX YYETHBIX (hOPMax C yKkasaHWem HOMEpa CepuM, Cpoka roAHOCTH, NpeanpuATUs-
W3rOTOBWTENS, AaThl BBEAEHWS, XapakTepa peakuun Ha BeefeHue npenapara.

Mephl NPefoCTOPOXHOCTH NpU NpuMeHeHuH. Passutue thebpunbHbIX CyAOpPOr nocrne BBEAEHWA BaKUMHbI He
ABNRETCA NPOTMBONOKA3aHWEM K ee NOCNEAYIoLeMy BBEABHMIO, B 3TOM CNY4ae NP NOBLILLIEHWM TemnepaTypel cneayer
Ha3HayaTL B BO3PACTHOM A03WPOBKE NapalieTamon B Teuexue 1-2 cyT.

CTabunbHble NposBNeHWs annepriuveckoro 3abonesaHns (NOKANU3OBaHHBIE KOXHLIE NPOABNEHWS, CKPbITHIA
BPOHXOCNA3M W T.0.) He ABNAKTCA NPOTMBONOKA3AHUAMMN K BaKLWHALMY, KOTOPaA MoxeT BbiTb npoBeaeHa Ha (hoHe
COOTBETCTBYIOLEW Tepanvn.

CUMNTOMBI NEpeao3MPOBKM, MEPhI NO OKa3aHMIo NOMOLUM NP Nepego3upoeke. Cnyyau nepefo3vpoBkv He
YCTaHOBMEHbI.

Bo3moxHbie No6oYHbIe ASACTBUA. Y YaCTH NPUBMUTLIX B NEpPBbIe B0 CYTOK MOTYT Pa3BUTLCA KPATKOBPEMEHHbIE
ofiume (NoBbIlLEHUE TemnepaTypbl, HEAOMOraHWe) U MecTHbie (G0NesHeHHOCTs, TNepemMis, OTEYHOCTb) peakuun. B
PEAKMX CRYHaRX MOTyT Pa3BUTLCA OCNIOKHEHMSA: CYA0POTM (0GLIMHO CBA3AHHbIE C NOBLILIEHWEM TEMNEPATYPbI), NM30Ab!
NPOH3UTENLHOTO KPWKA, annepruieckue peakumm (oTek KeuHke, kpanueHuua, NONUMOPGHAs Chinb).

YUYUTbIBAS BOIMOXHOCTb PasBUTUSA anneprueckux peaLiui HeMeANEHHOTo THNa y 0coBo HyBCTBUTENbHBIX AeTel, 32
NpUBMTLIMK HeobXoaMMO o6ecnednTs MeauLmMHckoe HabniogeHne B Teyenne 30 MuH. MecTa npoBeaeHNs NPUBUBOK
AOMmkHbl BbiTh 0BecneyeHsl CPeACcTBaMu NPOTUBOLIOKOBOA Tepanui.

MNpumeyanue: Npu paseuTum y peberka curnbHoA 0GLen peakuu (NoBbiLUEHWE TeMNepaTypbl
B Nepabie AB0e CyTOK Boilue 40 °C, B MECTe BBEeHWS BaKLMHBI - OTEK 1 rMnepemis Cabilue 8 cm
B AMAMETPE) UNW NOCTBAKLWHANBHOTO OCNOXHEHWUA eMY NPEeKpaLaoT AankbHeRLue NPUBMBKK
sakumHoi AK[IC - Men B. Ecnm peBexok 6bin npueuT BakumHol AKIC - 'en B asykpatHo, Kypc
BaKUMHaLMKU NPOTUE AUATEPHN W CTONBHAKA CYUTAIOT 3AKOHYEHHLIM, 8 BAKLIMHAUMIO NPOTHE
renatuta B 3aBeplualdT MOHOBAKLUMHOW OOHOKPaTHO 4epe3 OAMH Mec nocne BTOPOW
BakyuHauun. Ecnu peberHok nony4un oaHy npusueky Bakuwkoi AKAC - Men B, sakyuHauus
MOXeET GbITb NPOAIOIKEHa BaKLMHOW KOMBWHUPOBAHHO renatuTa B n aHaTokcuHa andrepuii-
HO-CTONBHSAYHOI € YMEHbLLIEHHbBIM COAEPKaHUeM aHTUreHOB, KOTOPYK BBOAAT OQHOKPATHO He
paHee, yem yepes 3 Mec, a 3aTeM Yepes OfIVH MeC BBOART MOHOBaKLMHY renatuta B.

B o6oux cnyyasx nepeyo pesaxuuHaumio npoeoast ANJC-M-aHaTokcuHoM Yepea 9-12 Mec
nocne nocnegHei npueueku BakuyuHow AK[C-Ten B unu BakuMHOW kOMGUHMPOBaHHOI
renatuta B 1 aHaTokcuHa UG TEPUAHO-CTONBHAMHOMD C YMEHbLLIEHHBIM COAEPXKAHMEM aHTU-
renos. ECnM cunbHan peakuus passunack nocne TpeTber npvsmekd BarHon AKCTen B,
nepayio pesakuMHaLmio nposoasT A[IC-M-aHaTtokcuioMm yepea 12-18 mecayes. Mocneayto-
wue pesakuMHaLMKM NPOBOAAT B NeKpeTUPOBaHHbIX BodpacTax ALlC-M-aHaTOKCMHOM.

Mpu noBbilLeHWY TeMnepaTypb! Boilwe 38,5 °C Gonee, 4em y 1 % NPUBMTLIX UMM BO3HUKHOBEHNM BLIDZKEHHBLIX MECTHBIX
peaKuil (OTex MANKMX TkaHein anameTpom Ganee 5 oM, uidmneTpaTt guametpom Gonee 2 cm) Gonee yem y 4 % NPUBMTLIX, @
TaKke pasBUTMK NOCTBAKLUMHANBHBIX OCNOXHEHWA, NPUBMBKM NPenapaToM AaHHOW CepuM NPeKpaLLaloT.

BaaumopeicTBME ¢ APYrMMM NeKapCTBeHHLIMK npenapatamu. [puBueku BakumHoih AKLC — len B MoxHO
NPOBOAWTL OQHOBPEMEHHO C APYIMMM BaKUWMHAMW HALMOHANbHOMO KaneHaaps NpPoUNaKTUHecKUX NpUBMBOK (3a
Uckno4eHreM BakumHsl BLDK) unu yepes 1 Mec nocne NpMBMBOK NPOTUB APYTUX WHDEKLIWA.

MpuMeHeHne Npu GepeMeHHOCTH U B NepuUop rpyAHOro Bckapmnueakua. He npumeHmo. MNpenapar ucnons3yer-
€A AN BaKUMHaUWK OeTed.

CBefeHWA 0 BO3MOXHOM BIIMAHWM NEKapCTBEHHOIO Npenapara Ha cnocoBHOCTL YNPaBNATL TPAHCNOPTHLIMK
cpeacTEaMK, MexaHusmami. He npumerumo. Mpenapar ucnonb3yeTcs AnNA BakyuHauvu AeTe.

Dopma BbiMycka. NS BHYTPUMBILLIEYHOMD . Mo 0,5 mn (ogHa npueuBouHas [03a) B amnynax w3
crexna. Mo 10 amnyn 8 KoHTeAHepe (Bknagbilue). 1 KOHTeAHep (BKNAABILL) C MHCTPYKLMEN N0 NPUMEHEHMIO 1 CKapUCUKaTo-
pOM amnynbHbIM (Npu HEOBXOAUMOCTH) B NaYKe U3 KapTOHa.

Ycnoeus TpaHcnopTuposanusa. MNpu Temnepatype ot 2 go 8 °C e cooreetcteum ¢ CM 3.3.2.1248-03.
3amopaxuBaHve He AonycKaeTca.

Ycnoeua xpaHenus. MNpu Temnepatype ot 2 ao 8 °C B cootetcteum ¢ CM 3.3.2.1248-03. 3amopaxusa-
HWEe He AonycKkaeTcA. XpaHUTb B HEOCTYNHOM ANA AeTel mecTe.

Cpok rogHocTi. 18 Mecaues. Mpenapar ¢ UCTEKWMM CPOKOM roHOCTU NPUMEHEHUIO HE NOANEXUT.

Ycnoeua otnycka. [ins ne4eSHO-NpodruNakTU4eckux yupexaeHuii.

Bnapeney perucTpauMoOHHOrO yAOCTOBEPEHUA.

AO «HMO «MukporeH»

Poccus, 115088, r. Mockea, yn. [lybposckas 1-a, gana. 15.

Mpouasoautens.

AO «HMO «Mwukporex»

Ploccua. 115088, r. Mockea, yn. [lyb6posckas 1-a, gena. 15, Ten. (495) 710-37-87, cakc (495) 783-88-04,
e-mail: j A

Afpec Npou3BoaCTBa:

Poccusi, 614089, Mepmckuii kpaid, r. Mepmb, yn. Bpatckan, a. 177, Ten. (342) 281-94-96.

Opraxu3ayms, yNnonHOMOYeHHan AepxareneM (Bnagensuem) perucTpauMoHHOrO yAOCTOBEPEHHUA nekap-
CTBEHHOTO Npenapara Ans MeAULMHCKOTO NPUMEHEHNA Ha NPUHATHE NPeTeH3NiA oT noTpebuTenen.

AO «HMNO «Mukporex»

Poccus, 115088, r. Mocksa, yn. [ly6poeckas 1-a, aena. 15, Ten. (495) 710-37-87, cakc (495) 783-88-04,
e-mail: info@microgen.ru.




