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KOMNO3MLUMA KOMBUHVUPOBAHHOW BAKLIMHbI, COOEPXALLASA YMEHBLUEHHYIO
A03Y MHAKTUBUPOBAHHOIO MONMOBWUPYCA, U CNOCOB EE MONYYEHUSA

OBJNACTb TEXHUKUN, K KOTOPOMN OTHOCUTCA M3OBPETEHUE
HacTtoswee nsobpetreHne otHocuTcA k obnactn 6uotexHonornn, 6onee KOHKPETHO, OHO
OTHOCUTCA K cnocoby MOMy4YeHUs KOMMO3ULUM MHOroA030BON KOMOMHUPOBAHHOW BaKLUWHbI,
cogep)xalien rpynny aHTUreHoB/MMMYHOreHOB N KOHCepBaHT. HacTosiwee nsobpereHne Takke

OTHOCUTCSA K YNYYLUEHHOW METOA0M0rMM B 0611acT NponsBoaCcTBa KOMOUHNPOBAHHOWN BaKLMHbI.

YPOBEHb TEXHUKHA

KombuHnpoBaHHas BakuuHa, kKOTopas MOXeT obecneyntb MMMYHOr€HHOCTb MPOTUB
fonbLworo konuyectsa 3aboneBaHun, BCeErga MMEET NPeuMyLlecTBO nepes MOHOBAaNeHTHOW
BaKUWHOW, TMOCKOSIbKY OHa CHWKaEeT KOMMYECTBO BBOAUMBIX WHBEKYUA, YMEHbLUAeT
OCMOXHEHWUSA, CBA3a@HHbIE C MHOXECTBEHHbIMW BHYTPUMbILLEYHBIMU WHBEKUUSAMU, CHUXKAET
3atpatbl Ha BBEAEHWE W MPOU3BOACTBO, CHWXKAET 3arpaTbl HA XPaHEHWEe, CHWKAeET pPUCK
OTNOXEHHOW WM NPONYLUEHHOW BakuymHaumm M ynydwaeTr cobniogeHne nayveHToMm pexvma
BakUuMHaUMM 3a CYEeT COKpalleHMs KONu4ecTBa OTAENbHbIX BakyvHauymn. Kpome Toro,
MOMHOCTBIO XUAKME npenapatbl KOMOMHUPOBaHHOW BaKLUWHbI UMEIOT ABHbIE NpeumyLlecTsa no
CpaBHEHMIO C npenapaTtamu, TPebyroLWmnMN BOCCTaHOBNEHUS. Bbino ycTaHOBNEHO, YTO cpeHee
BPEMSI MPUrOTOBIMEHUA MOMHOCTLIO >KUAKOW BaKLUWHbl COCTaBMNSAET MOYTW MOMOBUHY MO
CPaBHEHUIO C HE MOSTHOCTLHIO XKMAKOM BakUMHOW. [ouTn BeCb MeamumHCcKkni nepconan (97,6%)
3a9BunNK, YTO OHM npeanoynn Obl MCNOMb3oBaTh MOMHOCTLIO XWUAKYKO BakUuMHY B CBOEW
noscegHeBHoOW npakTuke. (cMm. Soubeyrand B, et al; Assessment of preparation time with fully-
liquid versus non-fully liquid paediatric hexavalent vaccines. A time and motion study; Vaccine
2015; 33:3976-82).

N3BeCTHble B HacTosLee BpeMsi N AOCTYMNHbIE KOMOMHMPOBAHHbIE BaKUMHbI MOTYT HE
cogepxatb MOAXOASALMX COCTaBOB COOTBETCTBYIOLMX &aHTUFEHOB B COOTBETCTBYHOLYMX
UMMYHOTEHHbIX popmax ANs JOCTUXKEHMS XKenaembiX YPOBHEN 6e30nacHoCTH, 3PPEeKTUBHOCTH
N UMMYHOT€HHOCTM B BOCMPUMMHYMBOWN YE€MOBEYECKOW nonynsuum ans psga 3abonesaHun 3a
OAHO BBEAEHNe. Konnyectso pasnnyHbIX KOMOMHaLMN BaKUMH, KOTOPbIE MOTYT ObiTb CO34aHbl C
MOMOLLbIO BCEro0 NULb HECKOMbKUX [OMOMHUTENbHbIX aHTUrEHOB, SBNSAETCS 3HAYUTENbHbIM.
[obaenssa oT 1 0 4 4pyrux aHTUFEHHbIX KOMMNOHEHTOB (Hanpumep, HIB (nnodunmanposaHHbIi
unu xnagkunn), HBV, IPV, HAV) k DTwP unu DTaP, MOXHO nony4nTb 44 BO3MOXHbIX Pas3nn4YHbIX
KOMBMHaUMM BakUmMH. 3TO YMCno yBENNYMIOoCh Obl O ThICAY, €CNN paccMarpuBaTtb OTAEMNbHbIE
KOMMOHEHTbl OT pasHbiX npoussoauTenen. [lockonbKy Kakaaa oThenbHas HoBas
KOMBMHMpPOBAHHAsA BakUuHa (C y4€TOM pasnmyni B KOMMNOHEHTaX B 3aBUCUMOCTU OT UCTOYHUKA)
JOImKHa paspabaTbiBaTbCs OTAENbHO ANS  AeMOHCTpauun 6e3onacHoCTH, CcTabunbHOCTY,
COBMECTMMOCTM U 3PPEKTUBHOCTU, paspaboTka BCEX 3TUX BaKUWH CTaHOBUTCH CIOXHOW

3apa4en.
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AHTUreHbl KOMOMHUPOBAHHOW BAaKUMWHbI:

AHTUreHbl gudTepnmn n CToNGHAKa

Oudptepna un cronbHsk npeacrtaBnsaloT cobOM OCTpble MHMEKUUKM, Bbl3blBAaEMbIE
Corynebacterium diphtheriae wn Clostridium tetani cootBeTCTBEHHO. B 060MX criyyasax npu4mMHon
KNUHU4YeCKoro 3aboneBaHusi SBNSETCA MOLYHbIN  3K30TOKCUH 3Tux Oakrtepun. BakyuHbl,
obecneuvBaroyme 3awmTy OT 3TUX OakTepuin, cogepxat TOKCUHbI, KOTOPbl€ XUMUYECKM
MOANULMPOBaHbI C 0OpPa3OBaHNEM aHATOKCMHOB, XUMUYECKM MOANMPULMPOBAHHOIO TOKCUHA,
KOTOPbI B0OnbLUE HE TOKCUYEH, HO NO-NPEXHEMY SBNAETCH aHTUreHHbIM. TOKCUHbI AUPTEPUN U
cTonbHAKa NpoayuupytoTca npu BbipawmsaHun Corynebacterium diphtheriae w Clostridium
tetani B cpege, cogepxawlen Oblumin IKCTPakT. TOKCMHbI MHAKTUBUPYIOTCA C UCMOMb30BaHNEM
cnepywowen obpaboTkn, koTopas BknwyaeT B cebs  HarpesBaHue, Bo3gencTeme YO,
dhopmanuHa/copmanbaernga, rnytapansiernaa, aueTunaTUNneHUMuHa 1 1.4. ANA NonyyYeHus
aHaTOKCVMHOB [AnTepUnHBIN aHatokcuH (D) n ctonbHsauHbIn aHaTokcuH (T)]. OnaceHus B
OTHOWeEHUN rybyaTton 3Huedanonatum KpynHoro poraTtoro ckota (BSE), TpaHCcMuccuBHOM
rybuaton aHuyedanonatum (TSE), 6onesHn Kpeutudenvara-Akoba (CJD n sapuant CJD)
MOTYT BO3HWKaTb W3-3@ TOrO, YTO KOMMOHEHTbI XMBOTHOMO MPOUCXOXAEHWSA, UCMOMb3yeMble B
nUTaTenbHOM cpeae, coaepkallen OblMben SKCTPAKT, PACNPOCTPAHSAIOTCS Yepes BakUUHY. (CM.
WHO Guidelines on Transmissible Spongiform Encephalopathies in relation to Biological and
Pharmaceutical Products; 2003 & EMEA/CPMP/BWP/819/01; 24 April 2001).

AHTUreHbI KOKoLWwa

BeegeHne B 1940-x rr. UENbHOKMNETOYHbIX BAaKUWH, COCTOALWMX U3 OpPraHmsmMoB
Bordetella pertussis, WHaKTUBUPOBAaHHbLIX XMMWYECKN WU HarpeBaHWEM, MPUBENO K Pe3KoMy
CHUXKEHMIO 3a60NeBaeMOCTM KOKMNIOLEM, Bbi3blBaeMbIM B. pertussis.

LlenbHokneTouHble BakumHbl AKOC 0OblMHO CBSiI3aHbl C HECKONbKUMW MECTHbIMMU
noboYHbIMN 3hhekTammu (Hanpumep, IPUTEMON, OTEKoM K Bonbio B MECTe WHBbEKUUN),
NNXOpPagkon u APYrMMU NErKMMU CUCTEMHbLIMU MPOSBNEHMAMM (HaNpUMep, COHMUBOCTbIO,
pasapaxvTenbHOCTbi0 U aHopekcnen) (cm. Cody CL, Baraff LJ, Cherry JD, Marcy SM,
Manclarck CR; The nature and rate of adverse reactions associated with DTP and DT
immunization in infants and children. Paediatrics 1981; 68:650-60) n Long SS, DeForest A,
Pennridge Pediatric Associates, et al. Longitudinal study of adverse reactions following
Diphtheria-tetanus-pertussis vaccine in infancy. Paediatrics 1990; 85:294-302). bonee
CEpPbE3Hble CUCTEMHbIE MPOSIBNEHUS (Hanpumep, cyaoporn {C nuxopagkon mnu 6e3 Hee} u
TMNOTOHNYECKUE-TUNOPEAKTUBHbBIE 3MN304bl) BCTPEYAKOTCHA peXe (COOTHOLUEHME OAWH Cry4yau
Ha 1750 BBeA&HHbIX A03) Y AETen, nonyyasBLumMX LenbHokneTouHyo BakymHy AKOC (cm. Cody
CL, Baraff LJ, Cherry JD, Marcy SM, Manclarck CR; The nature and rate of adverse reactions
associated with DTP and DT immunization in infants and children. Paediatrics 1981; 68:650-
60). OcTtpas sHuedanonatna scTpevaeTca ewé pexe (cooTHoweHune 0-10,5 cnyyaes Ha oguH
MUINIVMOH BBEAEHHbIX A03). OKCNepTbl COrfacHbl C TEM, YTO LEMbHOKMNETOYHAs KOKIOLIHAasA

BaKUyMHa B HEKOTOPbIX peiKkunx cnydyaax Bbl3blBaeT CTOnKOe nospexageHne ronoBHOro moasra.



(cm. Institute of Medicine; DPT vaccine and chronic nervous system dysfunction, a new
analysis; Washington D.C., National Academy Press, 1994).

Heckonbko OTYETOB, B KOTOPbIX YNOMWHAETCH B3aMMOCBA3b MEXAY LENbHOKNETOYHON
BakUuWHaUmMen NpoOTMB KOKMIOLA, PEeakTOreHHOCTbIO U Cepbe3HbIMM MOBOYHBIMU 3hdeKTamu,
MPVBENW K CHUXKEHUIO NPUEMIEMOCTU BAKLMHbI W, Kak cCneacTBue, K BO30OHOBMEHUIO aNuaeMun
(Miller, D.L., Ross, E.M., Alderslade, R., Bellman, M.H., and Brawson, N.S.B. (1981). Pertussis
immunization and serious acute neurological iliness in children: Brit Med. J. 282: 1595-1599).

MNMobouHble peakumn, CBSI3aHHble C L|ENbHOKMNETOYHBbIMA BakUMHaAMU NPOTMB KOKMOLLA
(WP), aBnstoTCa NpenaTtcTBMeM ANS UX AanbHEWLWero NCnofb3oBaHUA BO BCEM MUPE, NO3TOMY
B MPOMbILLNEHHO PasBUTbIX CTpaHax KOMOWHUPOBAaHHbIE BakUWHbI HA8 OCHOBE WP nocTeneHHo
BbInNn 3ameHeHbl 6eCKNETOUYHbIMM KOMOUHUPOBAHHBIMW BaKLUMHaMu NPOTMB KOKIOLIA.

Coscem HepgasHO Obinn paspaboTaHbl BakUWHbI NPOTUB KOKMOLWA C OnpeAeneHHbIMU
KOMMOHEHTamn. PaHee coobLjanocb O MOMHOCTBbIO KUAKUX LUECTUBANEHTHbIX BECKNeTOYHbIX
BakUuHax npotus koknowa (DTaP IPV PRP-T-HBsAQ) (EP 1028750).

Infanrix® Hexa (GSK) B HacTtosiee Bpemsa SBNAETCA €4MHCTBEHHOW AOCTYMHOW Ha
MUPOBOM pPbIHKE rekcaBaneHTHON KOMOMHMPOBaHHOW BakUWHOW ANS AeTen, cogepxawen Salk
IPV. 3Otot npogykt (DTaP3-IPV-HBV//Hib) npoaaetca B Bmuae wnpuya, npeaBapuTenbHO
3aMnoONHEHHOro NATMBANEHTHbIM MPOAYKTOM, YNAaKOBAHHOrO BMECTE C NMOUNU3NPOBAHHBIM
KOHbtoratom aHtureH Hib PRP-T B oTtaenbHOM hniakoHe Ansi BOCCTAHOBMEHUS C OCTarbHOW
4acTbiO BaKUMHbI Nepes NCnonb30BaHNEM.

Bropasa rekcaBaneHTHas BakyumHa, Hexyon® (Takke HasbiBaemas Hexacima® wu
Hexaxim®), npepcraBnser cobOW MOMHOCTBIO KUAKYIO reKcaBaneHTHY BakuuHy ot Sanofi
Pasteur; ogHako 310 Takke BeckneTodHas BakuyuHa. 3T1a BakuymHa, BeposTHO, OyaeT HaueneHa
Ha 4acTHble pbiHKK B EBpone 1 Bo BCEM mMupe.

Komnanusa  Bharat Biotech International paspabartbiBaeTr  renTaBaneHTHYH
KOMOMHMPOBAHHYO BakLMHy, koTopasa coctouT m3 DT, GecknetoyHoro kokniowa, Sabin [PV
(tvin 1: 40 DU, tvn 2: 8 DU, tun 3: 32 DU), ogHoro wramma MHakTMBUPOBAHHOrO poTasupyca
(wramm G9, T.e. Wrtamm 116E), koHviorata PRP Haemophilus influenza Tuna b ¢ TT wu
pPeKOMBUHaHTHOW BakUMHbI NPOTUB renartuTa B.

OpHako BO3HMKaKOT OMaceHuss Mo NOBOAY  AOMrOCPOYHON  3(PIEKTMBHOCTM
B6eckneToyHbiX (aP) KOKMIOWHbIX BakKUWH, OCOOEHHO B YCHOBUSAX pa3BUBAKOWMXCS CTpaH. B
HeLaBHUX UCCNEeAOBaHNAX AeNaeTcsa NpeanonoXeHne, YTO UMMYHUTET K KOKMowy ocnabesaeT
B NOAPOCTKOBOM BO3pacTe, U YTO 3TO ABMSETCA NPUYMHOWN yBENNYEHNS crnyvyaes 3abonesaHus
y MnageHueB B BO3pacTe A0 LWeCTU MecdaueB, npexae 4Yem OHU OyayT MNOnHOCTbIO
BaKUWHNPOBaHbl. SPEKTMBHOCTb BaKLMHbI OLeHMBanack B 24 npouyeHTa y AeTen B Bo3pacTe
oT 8 Ao 12 neT, UMMYHMU3MPOBaHHbLIX B MnajeHyectBe aP BakuyuHon. O6cepBaynoOHHOE
nuccneposaHne, NpoBeAeHHOe B ABCTpanuu, Takke BbIABMNO Oonee BbICOKME nokasarTenu

3ab0neBaemMoCT cpefn MOAPOCTKOB, KOTOPbIM B MNajeH4YecTBe BBOAWNM aP BakuyuHy, Mo
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CPaBHEHUIO C Temu, KTO nonyyan wP BakyuHy (OTHocuTenbHbIA puck 3,3, 95-NMPOLUEHTHbLIN
AOBEpUTENbHLIN MHTEpBan 2,4—4,5).

C TOYKM 3peHUa CTOUMOCTW, aHTUreHbl aP wucTopmyecku npesbiany CTOMMOCTb
aHTureHos wP B 10-30 pa3s u3-3a pasnuuni B NPOU3BOACTBE U CTOMMOCTU JTMLUEH3MOHHbIX
OTUYNCNEHMA W, CnefoBaTenbHO, 3TO npeacTaBnseT cobonm 3koHoMum4yeckoe Opemsi Ans
passBuBalOWMXCH CTpaH. B pesynbTaTe CTOMMOCTb rekcasarieHTHbIX BakuuMH Ha ocHoBe wP
nyywe noaxoauT ANS UCNOMb30BaHUSA B rOCYAapCTBEHHOM CEKTOPE CTPaH C HMU3KUM YPOBHEM
pecypcos.

CnepgoBartenbHO, WCMOMb30BaHUE LENbHOKNETOUHbIX KOKMIOWHbIX BakuyuH (WP) B
rekcaBarieHTHbIX BakyMHax, NpeaHa3HavYeHHbIX ANS PasBMBaOLLMXCA CTPaH, CTano BaXHbIM U3-
3a CTOMMOCTM W BO3HUKAKOLMX OMaceHMn MO MOBOAY AO0NrocpodHon adpdektmHoCcTM aP
BaKLUWH, 0COBEHHO B YCIOBUSIX Pa3BNBaIOLNXCSA CTPaH.

M0 CpaBHEHUK C NyYLIMMU LENbHOKNETOUYHbIMA KOKMIOWHbIMK BakumHamn (wP) aP
BaKUMHbI HE Tak 3adpdekTuBHbI B Nporpammax maccoson nmmyHusauum (Vickers et al. 2006;
Cherry 2012).

HepaBHne wnccnepoBaHWst  BCMbIWEK CPEAUM  BbICOKOMMMYHU3UPOBAHHbBIX — rpynn
HaceneHns nokasanu, YTo NPOAOIMKUTENBHOCTL 3almThl aP BakyuH crnvwkom kopoTtka (Klein et
al., 2012; Misegades et al., 2012), 4TO NPUBOAUT K CHMKEHUIO UMMYHUTETA Yy AETEN CTapLUEro
BO3pacTa M NoAPOCTKOB W, COOTBETCTBEHHO, K POCTY uucna crnyyaes 3aborneBaHus B 3TOU
BospacTHon rpynne (Skowronski et al. 2002; Klein et al. 2012). OT1o pesko oTnuyaer aP
BakUWHbl OT WP BakuuH, KOTOpble obecneuymBaloT 3awuTy Jae B NOAPOCTKOBOM BO3pacTe
(Klein et al. 2012). B pesynbtarte 3TMX HeAOCTATKOB B CTpaHax, KOTOpble nepewwnu Ha aP
BakuyuHy B 1990-x rogax, y Hac Tenepb €CTb MOKONEHWe AETEN, KOTOPble HE TOMbKO XyXe
3alWMLeHbl OT KOKMLWA, HO Takke MOryT OblTb MEeHee BOCMPUUMYMBBI K OycTepHOW
UMMYHM3aLUUN, NOCKONbKY BaKUMHa, KOTOPOW pebeHoK Obin NPUMUPOBaH, MOXET OnpeaensTb
€ro MMYHHbIA OTBET Ha Bonee no3gHwo OycTepHyto BakynHauuio (Podda et al. 1995; Mascart
et al. 2007; Sheridan et al. 2012; Liko, Robison and Cieslak 2013; Smits et al. 2013).

OaHuM 13 Hanbonee BaXkHbIX PaKTOPOB, BNUSIOLNX HA PeaKkTOreHHOCTb WP, sBnaeTca
npucytcTeme nunoonurocaxapuga (LOS), SHAOTOKCMHA BHELLUHEN MmembBpaHbl BakTepun.

NHakTvBauns TOKCMHOB B WP BakuMHax MOXET OCYLWECTBASATLCA pPasnnyHbIMU
MeTogamMu, HO B KOHEYHOM TMpPOAYKTE He JOMMKHO OOHapyXmBaTbCs  aKTMBHOIO
TepmonabunbHOro TOKCMHA. B maccoBom npouecce W3roTOBMEHUA  LENbHOKNETOYHON
KOKMIOWHOM BakuuHbl (WP) ans uvHaktMBauMm TOKCMHOB WP MHOMMMKU NpPOM3BOAUTENSMU
npumeHsieTcst Tepmuyeckas obpabortka/obpaboTka opmannHom. B Heckonbkmx coobLyeHnsx
YNOMMHAETCA UCNONb3OBaHWe TUMepocana Ana uHaktueauum wP. OgHako vcrnonb3oBaHue
TUMepocana Bbi3blBaeT NOTEPK aHTUreHHoctun IPV (Vaccine 1994 Volume 12 No. 9 851 - 856.
Deleterious effect of thimerosal on the potency of inactivated poliovirus vaccine), n nostomy B
cnyyae KOMOMHMPOBaHHOW BaKUWHbI, cogepxaiwjen IPV, MOXeT BO3HUKHYTb HEOOXO4MMOCTL B

TOM, 4TODbI AN COXpaHEHNsA cBoen 3AMPEKTUBHOCTM C TedyeHMeM BpemeHun IPV Haxoaunca B



OTAENBHOW amnyne OoT amnynbl ¢ WP, cogepxawlerd Tumepocan, Unn usMeHeHue cnocoba
obLien UCXOAHOW MHakTMBauuu BO3OyauTEns KOKMWa. HekoTopbie aHTUreHbl, Hanpumep,
akTMBHbIM PT, Takke MOryT CnyxuTb mMogudukaropamm UMMYHHOro oTBeTa, u Habnwganucb
3Ha4uTEenbHbIE Pa3NUUUA B MMMYHHbIX OTBETAX Ha pPasfMyHble aHTUreHbl MeXAy pPasHbIMU
BakynHamu (BOS3, 1993).

Xumunuyeckas akctpakyms LOS npuBena Kk 3HaUMTENbHOMY CHUKEHMIO COAEpKaHus
3HAO0TOKCUHA (20%) U PE3KOMY CHMKEHWUIO TOKCUYMHOCTW, CBSI3@HHOW C 3HAOTOKCUMHaMK (40
97%), B 3aBMCUMOCTW OT MCMOMb3yemMoro Tecta in vitro mnu in vivo. Okctpakyma LOS He
noBnusna Ha LenoCTHOCTb NPoAyKTa M, YTo Bonee BadKHO, HE NOBNUsiNa Ha 3(PPEKTUBHOCTb
n/unu ctabunbHoctb DTP. Bonee Toro, NoYTn He Habnaanuch pasnUUNsa B aHTUTENbHOM U T-
knetoyHom oteeTax. (cm. Waldely Oliveira Dias et. al; An improved whole cell pertussis vaccine
with reduced content of endotoxin; Human Vaccines & Immunotherapeutics 9:2, 339-348;
February 2012).

AHTUreHbI renatuta B

CyLecTBYIOT pasnmyHbie WTaMMbl BMpyca renatuta. [enatut B npeacrasnaer cobon
3aboneBaHne, Bbi3biBaeMoe BMpycom renatuta B (HepB), koTopbid nopakaeT nedeHb
JyernoBeka W BbI3bIBAET BOCMNaneHuWe, HasblBaemoe renatutom. BakyvHa npotms 3Toro
3aboneBaHnst CoaepKUT oanH 13 6enkos 060MoYKM BUPYCA, NOBEPXHOCTHLIN aHTUrEH renaTtuta
B (HBsAg). B HacTosiLee Bpems 4OCTYMHbI BaKUWHbI, KOTOPbIE UCNONb30Banuch Asi MacCoBOu
UMMyHU3auun, Hanpumep, npogykt Recombivax HB® n Comvax® ot Merck, Engerix-B® wu
Pediarix® ot Glaxo SmithKline Biologicals. KombGuHupoBaHHas BakuyuHa, cogepxalias
KOMMNOHEHT renatuta B, 6bina ceasaHa kak ¢ 6onee BbiCOKOM 3hhEKTUBHOCTLIO, Tak U ¢ Bonee
BbICOKOW KOMMMAEHTHOCTbIO MO CPaBHEHUIO C O4HOAHTUreHHOW BakuymHon HepB. (cm. Kurosky.
et. al; Effect of Combination Vaccines on Hepatitis B Vaccine Compliance in Children in the
United States; The Pediatric Infectious Disease Journal. 36(7):e189-e196, JUL 2017). B
HECKOMbKMX UCTOYHUKAX ynomMuHaeTcs agcopbums noOBEPXHOCTHOrO aHTureHa renatmta B Ha
docdare anoMUHUS B COMETaAHUU C APYruMn aHTureHamu. Hexavac® npepcraBnseT cobou
KOMBMHMPOBAHHYIO BaKLMHY, koTopas Obina O0To3BaHa C pblHKA M3-3a HU3KOW MMMYHOrE€HHOCTU
KOMnoHeHTa renatuta B. CneposartenbHo, cyuwecTByeT MOTPEOHOCTL B KOMMO3MLMM
KOMOVMHMPOBAHHOW BaKUMHbI, cojepxawen aHTureH renatmta B ¢ ageksaTtHom uvnn
MOBbILLEHHON MMMYHOIE€HHOCTbIO.

AHTUreHol Haemophilus influenzae (Hib)

Haemophilus influenzae npepcraBnseT cobon rpamMoTpuLaTenbHY KokkoSauyunny,
KOTOpasl SIBMSIETCA HOPMAarbHOW 4acTblo (hnopbl BEPXHMX AbiXaTenbHbIX NyTen. Haemophilus
influenzae Tvna b (Hib b) saBnseTtca OCHOBHOW NPUYMHON WHBA3MBHbIX WHEKUMI,
nepeaasaembixX Yepes KpoBb, Y AETEN MMajLUero Bo3pacTta U OCHOBHOW MPUYMHON MEHUHIUTA B
nepsble ABa roga xmsHu. UmmyHusauma npotme Haemophilus influenzae Havanacb B KaHage B
1987 r. c nonucaxapuaHou BaKLWHbI [nonupubosepubutondocdar (PRP)].

Monnpmnbosunpudutondocdar (PRP) «kancynbl Hib «aBnserca OCHOBHbIM  (hakTopom
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BUPYINEHTHOCTU Ans opraHmama. AHTutTena k PRP BHOCAT OCHOBHOW Bknag B OakTepuymgHyto
aKTMBHOCTb CbIBOPOTKW, @ MOBbILEHNE YPOBHSA aHTUTEN CBA3AHO CO CHWKEHWEM pucka
nHBasuBHoro 3abonesaHuns. PRP 4gaBnsetca T-KNETOYHO-HE3ABUCUMMbIM  @HTUMEHOM U,
crnepoBsaTenbHO, XapakTepusyeTca a) MHAyKuuen cnaboro aHTUTENbHOro OTBETA Y MNajeHLEeB
n geten B Bospacte o 18 wmecauyes, b) BapmabenbHbiM M KONMUYECTBEHHO MEHbLLUNM
aHTUTENbHBIM OTBETOM, YeM Y T-KNEeTOYHO-3aBMCMMOrO aHTUreHoB, C) BbipaboTkon 6Gonee
BbICOKOW fonn nmmyHornobynmHa M (IgM) u d) HecnocoBHOCTLIO Bbi3BaTh OYCTEPHbIN OTBET.

[MepBOHa4anbHble BakUWHbI, OCHOBaHHbIE TONMbKO Ha KomnoHeHTe PRP, okasanucb
HeappekTMBHbIMM Y MnageHues. [danbHenwme ycunusa Obinv HanpasneHbl Ha Co3jaHue
KOHBbIOrMpoBaHHON BakuuHbl PRP, B koTopon PRP koHblormpoBaH ¢ 6enkamu, HasbiBaeMbIMU
6enkamu-HocuTenamMu, Takumum kak ©Oenok BHewHen wmembpaHbl Neisseria meningitides,
ANDPTEPUNHBIN aHATOKCUH, CTONOHAYHBLIN aHaTokcH u CRM 197. BknioYeHMe KOMMOHEHTOB
Hib-koHblorata B KOMOMHMPOBAHHbIE BaKLMHbI ObINO CBSA3aH CO CHUXEHWEM UMMYHOrEHHOCTHU
Hib. Kpome Toro, Hib-koHbloratbl HecTtabunbHbl B BOAHOW CpeLe M He MOryT BblAepXaTb
ANUTENBbHOrO XpaHeHus B 3Ton popme. CneposatenpbHo, nonucaxapug PRP Haemophilus
influenzae b (Hib) 4yacTto roToBAT B BUAE CYXOro TBEPAOro BeELLECTBA, KOTOpoe nepej
BBEEHMEM BOCCTAHaBMMBAKOT XXUAKMM COCTaBOM APYrMX aHTureHoB. Hanpumep, B Infanrix®
hexa (W099/48525).

AHTUreH nonuomuenura

[ocTynHbl pasHble BUAbl BaKLUHbI:

*XXnBass  atTteHympoBaHHast (ocnabneHHas)) nepopanbHas  BakyuMHa  NpPoOTuB
nonnomunenuta (OPV), paspaboTtaHHas goktopom Anbbeptom CabuHom B 1961 rogy. OPV,
cogepaljas Wwrammbl Sabin, BBOgUTCA nepoparbHO.

* MHakTmBupoBaHHas (ybutas) BakymHa npotms nonvomuenuta (IPV), paspabotaHHas B
1955 . poktopom WMonacom Cornkom. IPV, copepxawmii wrammel Salk, BBOAMTCS B BUAe
NHBEKLUN.

* HepaBHO WHaKTMBMPOBaHHBLIM MNonmnosupyc Sabin, koTopbit Obin NonyyYeH nyTém
WHaKTMBayMmM nonuvosumpyca wrammoB Sabin cdopmanvHom, Obin co3jaH ANS WMHbEKUUn, a
TaKKe OH CTan A4OCTYNEH B KOMMEPYECKUX NPOAYKTaxX.

Kak >xuBble atTeHyuposaHHble (OPV), Tak u nHaktnsmposaHHblie (IPV) BakynHbl NpoTmB
nonMoMmenniTa okasanucb 3PdEeKTMBHbIMA B Oopbbe C NONMOMMENUTOM BO BCEM MUpE.
BakyuHa npotus nonvomuenuta MoXeT cogepartb wrammbl Salk nnu Sabin.

B 1955 rogy aokropy xoHacy Conky yaanocCb MHakTMBUMPOBAaTb MONMOBUPYC AUKOro
TVNa, YTO MO3BONUMO UCMONb30BaTb €ro B NEKAPCTBEHHON (POPME UHBEKLNOHHOIO TUNa, U OH
HasBan ero wrammom Salk, koTopbi BktovaeT Tun 1 Mahoney, Tun 2 MEF u tvn 3 Saukett,
KOTOpble MCnonb3oBanacb B BakuyuHe npoTtms nonuomuenuta. LUtammbl Sabin BknovaoT B
cebs wrammbl Sabin 1 u Sabin 2.

Mpnemnemaa B HacTosLWee Bpemsa CTaHjapTHas [fgo3a MNoMMOBaKUWUHBI  (BaKLWH)

cogepxut 40 egmHuy aHtureHa D wmHakTuBmposaHHOro nonuosupyca tvna 1 (Mahoney), 8



eanHuY aHtureHa D nHaktnsmposaHHoro nonuosmpyca tuna 2 (MEF-I) n 32 eanHnubl aHtureHa
D wuHaktuBMpoBaHHOro nonuosupyca Tuna 3 (Saukett) Hanpumep Infanrix-hexa®
(W099/48525).

IPV B HacTtosiwee Bpemsa poctynHa nubo B BMAE OTAENbHOro npenapara 6e3
aabloBaHTa, NMOO B pasnuyHbIX KOMOMHaumsx, Bkntovasa BakyuHel DT-IPV (C andTeprnHbiM U
CTONGHAYHBbIM aHATOKCMHAMM) U LUECTUBANEHTHbIE BakUMHbI |PV (4ONONHUTENBHO C KOKMIOLEM,
renatutom B, Haemophilus influenzae b wn apbioBaHToM) Hanpumep Infanrix® hexa
(W099/48525).

OpHako no cpasHeHuto ¢ OPV obwas crommocTb npowussogctsa |PV 3HauutenbHo
BbllLe. OTO B OCHOBHOM CBSI3@aHO CO cnejylowmmmn npuymnHam: (i) HeobxogumocTb GonbLuero
KonuyecTtea Bupyca Ha goay; (i) HeobXoAUMOCTb AOMNOMHUTENBHOW nocneayowen obpaboTkn
(T.e. KOHUEHTpaumMs, o4nCTKa M MHaKTUBauus) U ceAsaHHoe ¢ atum QC-tectuposaHue; (iii)
noTeps aHTUreHa unm nnoxoe U3BnevYeHne npu nocneaytowen obpaboTke u iv) caep>kMBaHue.
[o cnx nop dwuHaHcosble npobnembl ObiNM OCHOBHbLIM MPENATCTBMEM ANS WHHOBaLUUW W
BHeapeHua IPV B cTpaHax ¢ HUSKUM 1 CPeaHUM YPOBHEM A OXOA40B.

B Oyaywem rnobaneHbin cnpoc Ha IPV nocne nukemgauum MNONMUOBUPYCOB MOXKET
YBENMUYUTLCA C HbIHELWIHEro ypoBHA B 80 munnuoHoB J03 A0 450 MUNNMOHOB [03 B roj.
CnepoBarenbHO, BEPOSTHO, NOTPEDYIOTCA NOAXOAbI K «PacTArMBaHUIO» noctasok IPV.

ABTOpbI HAcToALEro n3obpeTeHns HEOXKMAAHHO OBHAaPYXXUNK, YTO YMEHbLUEHHaa f03a
IPV obecneunBaeT HE MEHbLLYIO/3KBMBANEHTHYIO 3aLMTy OT NOSIMOMMENUTA MO CPABHEHMIO CO
CTaHgapTHOM 0301 aHTureHa IPV. SddekTMBHbIE BaKUUHHBIE KOMMO3MLUUN C YMEHbLUEHHbLIMU
403amMu, KOTopble obecneymBaroT 3amTy OT MHAIEKLUM C UCNonb3oBaHnemMm Bonee HU3KOM A03bI
aHtTureHa |PV, >xenaTenbHbl B CUTyauusix, Kkorga MoCTaBku TPagULUMOHHOM BaKUUHbI
HeLOCTaTOuHbl ANS yAOBNETBOPEHMS rnobarnbHbiXx NOTPEOHOCTEM WNKU Korga CTOMMOCTb
NpOM3BOACTBA TPaAULMOHHOW BaKLUMHbl HE MO3BOMSIeT BaKUMHE MNpojaBaTbCs MO LEHe,
AOCTYMHOMN ANS pasBMBalOLIMXCA CTpaH. Takke Bo3gencteBne bonee Hmskon aosbl IPV, no
CPaBHEHMIO C CYLLECTBYOLWMMN NPOAaBaeMbiML HA PbIHKE KOMMO3ULUSMN, MOXET ObiTb Gonee
B6esonacHbiM. Takum obpasom, HeOOXOAMMO OLEHWUTb pasfnyHblie CTpaTternun, no3BonswoLme
caenatb IPV pgoctynHom no 6onee AOCTynHbIM UeHam. CneaoBaTenbHO, KOMOMHMpOBaHHAas
BaKUMHA, cogeprkallas YMeHbLUEHHY 03y IPV, moxeT caenaTbh ee ewé 6onee geweson U
NPOCTON B NPUMEHEHNN.

B cnyyae BakymH nNpOTUB MNAHAEMWYECKOrO rpunna MWCMNOnb3OBaHUE a4blOBaHTOB
MO3BOMUIIO CHU3UTb A03Y, MOBbLICUTb AOCTYMHOCTb M CHU3UTb CTOMMOCTb BakUuHbl. [ToaTomy
6bINo BbICKA3aHO NPEAMNONOXEHNE, YTO COCTaB BakUMHbl [PV ¢ aabioBaHTOM CHU3UT CTOMMOCTb,
a TakKe yBenunumuT KONMYeCcTBO AOCTYNHbIX 403 IPV BO BCeM Mupe.

Kpome Toro, conu anommHns, cuutarowmecs 6e3onacHbiMy 1 yXXe NCMOMb3YyIoLWMNecs B
KOMOMHMPOBAHHbIX BakuuMHax, cogepxawux IPV, MMelT HauMeHblune npenaTtcTBus Ans
paspaboTkn u Heagoporn B npounssoactse. OfHaKo M3BECTHO, YTO antOMUHUEBbLIE a4 bIOBaHThI

He No3BONAKT 3HAYUTETbHO CHU3UTb A403Y.



Kpome TOro, LUENbHOKMETOYHbIA  KOKIIOWHbBIA  aHTUreH, NPUCYTCTBYIOLMA B
rekcaBarieHTHOMN BaKLuWHe, okasarncs CUIMbHbIM UMMYHOCTUMYNATOPOM. N3-3a
UMMYHOCTMMYNMpYIOLEro addekta agbioBaHTa docdara anioMmHUs U LENbHOKNETOYHON
KOKIMIOLUHOW BakUWHbI aBTOPbl HACTOALEro M3obpeTeHus npeanonararT MonyYnuTb XOPOLUWK
WMMYHHBbIN OTBET NMPW CHWKEHUN J03bl IPV.

Opyrue aHTUreHbI

K apyrum aHTureHam, KoTopble MOryT ObiTb BKIHOYEHbI B KOMOWMHUPOBAHHYKO BaKLMHY,
oTHocaTca Haemophilus influenzae (cepotunbl a, ¢, d, e, f N HEMHKaNCYNUMPOBaHHbIE LUTaMMbI),
renatut (wrtammbl A, C, D, E, F n G), Neisseria meningitis A, B, C, W, X, Y, rpunn,
MHEBMOKOKKW, CTPENTOKOKKN, cnbupckas a3sa, AeHre, Mansapusi, Kopb, 3nMaeMnYeckni napoTuT,
kpacHyxa, BLK, anoHckmun aHuedanut, poTaBupyc, ocna, entas nuxopagka, optowHon tud,
ONOSAICLIBANOLLMIA NLLAN, BUPYC BETPSHOM OCMbI U gpyrue.

[nanasoH n TN aHTUreHoB, UCMONb3YEMbIX B KOMOUHUPOBaAHHOW BakUWHE, 3aBUCAT OT
BO3pacTa LEneBOW rPynnbl HACENEHUs, Takoro kak mMnajeHubl, AeTW A0 Tpex neT, AeTw,
NoOAPOCTKM U B3pocnble. M3BecTHa camas paHHAs M3BECTHas KOMOWHMPOBAHHas BaKUWHa,
KOTopasa MOXET npejoTepawlatb 3apaxeHne Bordetella pertussis, Clostridium tetani,
Corynebacterium Diphtheriae n, BO3MOXHO, WHaKTUBMPOBAHHbLIM nonuosupycom (IPV), w/unu
BUpycom renatuta B, wunn uHdekynen Haemophilus influenzae tnna B (cm., Hanpumep,
WO093/24148, WO97/00697, WQ02000/030678, W(02008/028956, US6013264 n
WO02005089794).

OpaHako XOpoLUO 3a40KYMEHTUPOBAHHbBIA (PEHOMEH aHTUFEHHOW KOHKYPEHLUN YCNOXHWM
N 3aTpyaHUN pas3paboTky NONUBaNEHTHbIX BakUWH. OTOT DEHOMEH OTHOCUTCSA K HabnoaeHuio,
YTO BBEAEHWE HECKONbKMX aHTUrEeHOB BMECTE 4acTO MPUBOAUT K CHWKEHWIO OTBETa Ha
OnpeaeneHHble aHTUreHbl MO CPaBHEHMIO C MMMYHHbIM OTBETOM Ha 3TW aHTUreHbl npu
pasgenbHOM BBEAEHUN.

Mexay Tem, MHOro4030Bas BakLMHa LOIMKHA COAEPKaTb KOHCEPBAHT, YTOObI n3bexartb
3apaeHnst BPEAHbIMM MUKPOOpraHnsmamn. [ns BakyuH, 3KCNOPTUPYEMbIX B MEHEE pasBUTbIe
CTpaHbl, NPEeANOYTUTENbHBI MHOrMOAO030BblE BaKUWHbI, COAEPXKAaLMe KOHCEepPBaHT, C Yy4EeTOM
YyCNoBMM B CTpaHax, rae OyayT MCnonb3oBaTbCA 3T BaKUMHbI, METOAOB PacrnpoCTPaHEHMSA U
T.4. [lpumepbl MCNONb3yembliX KOHCEPBAHTOB BKMYalT B ceba OeHseToHua xnopug
(dbemepon), Tnomepcan, deHon, dopmanbaerng n 2-peHokcuataHon (2-PE), nsBecTHble B
JaHHOM obnactm TexHukn. KoHCepBaHTbl, MNOAXOAAWME ANS BakuywH, AOMKHblI ObiTb
akonornyeckn 6esonacHbiMn, 3HMEKTUBHLIMIN NPOTMB BakTepUN, APOACKEN N APYrnX rpnubos n
He LOMKHbI OTPULATENbHO BIMATE HA UMMYHOTEHHbIA 3 EKT BaKLMHbI.

Tnomepcan npeactaeBnseTr CcobOW MNPOU3BOAHOE  ITUNPTYTW, KOTOPOE  LUMPOKO
NCNONb3YeTCA BO MHOMMX BakUMHax B KayeCTBE KOHCEpBaHTa. Tumepocan U3BECTEH TEM, YTO
npeaoTBpaliaeT PoCT KOHTaMUHUPYIOLLUX MUKPOOPraHM3MOB W MNOAAEPXKUBAET CTEpUrnbHbIe
YCNOBUS BO BPEMSA XPAHEHUA WNU UCMOMb3OBaHUA BakUWH, U MHOMME KOMOWHMPOBaHHbIE

BakuuHbl, npowegwmve npeksanudukaymio BO3 (PQ), cogepxar Tumepocan B KadecTse



koHcepBaHTa. OpHako umeroTca cooblieHua ob onpeaerneHHbIX annepruyecknx peakunax
(npymepHO y 16% HaceneHust) Ha TuUoOMepcar, B OCHOBHOM B BWAE MECTHbIX peakuuu
rMNepYyBCTBUTENBHOCTM 3aMEANEHHOr0 TWUMa, BKMOYas MOKPACHEHWE W OTeK B MecTe
NHBEKLUN.

Kpome TOro, B WHakTMBUPOBAHHOW BakUWHE MNPOTMB MONMMOMUENUTaA B KayecTse
KOHCEpBaHTa BMECTO Tuomepcana OOblMHO ucnonb3yetcs 2-PE NOCKONbKY W3BECTHO, 4TO
NCNonNb3oBaHME TMOMEpPcana B Ka4yeCcTBEe KOHCepBaHTa B MHaKTMBUPOBaHHOW BaKLUMHE NPOTUB
nonuomMmenuTa cHmkaet 3pdeKkTUBHOCTb BakuuHbl Ha 50% wunu Gonee B TeuyeHWe Hegenwu,
Aaxe npu xpaHeHun B xonoaunbHuke. (Vaccine 1994 Volume 12 No.9 851 - 856. Deleterious
effect of thimerosal on the potency of inactivated poliovirus vaccine).

B kombuHupoBaHHbIX BakuuHax (Bknwouwas D, T, wP, Hib, HBsAg wn IPV) Takke
ucnonesyetca 2-PE B koHueHTpauymm 5 wmr/mn (WO2010046934, WO02008020322 wu
W02012093406).

OpHako Obino obHapyxeHo, uto 2-PE wnmeetr 6Gonee cnabyio aHTMMUKPOOHYHO
aKTUBHOCTb, YeM TUMepOocan, NPOTUB APOXNCKEN N rpnboB B KOMOMHUPOBAHHOW BakUMHE Ha
ocHoBe DPT npu Ttemnepartype 2-8°C. [loBbllleHMe KOHCepBUpYOLWEN 3PIEKTMBHOCTU
KOMOMHMPOBAHHOW BakUWHbl NYTEM yBenuyeHus konudectsa 2-PE pgna cooTBeTcTBUS
TpebyeMbiM KpUTEPUAM SBNAETCH OAHMM U3 BO3MOXHbIX BapuvaHToB. OAHaKo MNOBbILEHUE
KOHUeHTpauun 2-PE moxeT Bbi3BaTb npobrnembl ¢ 6e30MacHOCTbO Y ManeHbKUX JeTen,
KoTopbiM OyAyT BBOAUTLCA KOMOWHWPOBAHHbLIE BaKUWHbI, W TEM CamMbiM MPUBECTU K
HOPMAaTMBHbIM MPENATCTBUAM ANS YTBEPXKAEHUSA TAKOW BaKUUHbI (BaKLWUH).

CneposatenbHo, Obino Obl BbIFOAHO YMYYLWWUTb KOHCEPBUPYIOLLYIO 3(PdEKTUBHOCTb
KOMOMHMPOBAHHOW BaKUWMHbI NyTEM KOMOWHMpoBaHMs 2-PE, no MeHbllen mepe, C OAHUM
APYTMM  KOHCEPBAHTOM, KOTOpPbIA OTBeYaeT KkpuTepusim 6e30MacHOCTM U HOPMAaTMBHbIM
TpeboBaHnsamMm. [lpumMepbl KOHCEPBAHTOB, OTNWUYHbIX OT 2-PE, «koTopble moryt ObiTb
MUCnonb3oBaHbl, BKMOYaOT B cebs OeHseToHna xnopug (dhbemepon), CRoXHbie 3dupsbl
napabeHa, peHon, popmanbaerni, N3BeCTHbIE B AaHHON 06nacTn TEXHUKN.

Bbino obHapyXeHOo, 4TO MeTuMn- u nponunnapabeHbl, GEH3UNOBLIN CAMPT MPOLLNU
aHTUMUKPOBHbIE ncnbiTaHusa B cooTBeTcTBuM ¢ USP, BP n EP. Kpome Toro, 3T KoHCepBaHThbI
HETOKCUYHbI, HO 3(PPEKTMBHbI. TOKCUYHOCTb nNapabeHOB OTHOCUTENbHO HEBbICOKA W3-3a
NErkoCTU M CKOPOCTW, C KOTOPOW opraHmam usbaensaetca OT 3tmx npenapartos. LD50
mMeTunnapabena y Mbillen npu BHYTPMOPIOWUNMHHOM BBeAeHMM coctasnsaeT 1 r/kr. Cmecb metun-
1 nponunnapabeHoB HMKOr4a HE UCNONb3oBanack B KOMMEPYECKMX BaKLMHAX.

ABTOpbl  HacToswero  mnsobpeTteHns  oBHapyxunu, 4YTO  KOHCepBupyoLlas
3(PPEKTMBHOCTL CMecH 2-heHOKCMITaHONa M CNOXHbIX 3¢dupoB napabeHoB (Hanpumep,
METWIN-, nponun-napabeHoB) oTHocuTENbHO Gonee adppekTMBHA NO CPaBHEHMIO C OHUM
2-EHOKCUITaHOSIOM.

Kpome Toro, aBTOpbl HacTosiero u3obpereHus OBHapy>Xunu, YTO WUMMYHOrEeHHOCTb,

peakTOreHHOCTb, CTabUNbHOCTb U NoAAepXKaHne NPaBUNbHON (POPMbl aHTUIEHOB B KOMMO3ULUA
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KOMOVMHMPOBAHHOW BaKUMHbI 3aBUCAT OT crnocoba CcocTaBneHUss KOMMO3MuMK, KOoTopas
BKItO4aeT B ceb4:

a) MNpouyecc nony4yeHns MHANBMAYaNbHbIX aHTUreHOB

b) MNMocnepoBaTtenbHOCTL f00aBNEHNS aHTUIEHOB

c) icnonb3oBaHWe onpeaeneHHbIX aAbloBaHTOB B ONPefeneHHOM KonuyecTse AnA
onpeaeneHHbIX aHTUreHoB,

d) MHguBmayanbHyto aacopbums mnm KOMOMHUPOBAHHYIO afacopbuUui0 aHTUIFEeHOB Ha
aabloBaHTax, rae KOMOUMHUPOBaHHas afcopbuns UMeeT CBOU NMPEMMYLLECTBA C TOYKU 3PEHMS
MPOCTOTbl MNpouecca, a K Heaoctatkam OTHOCUTCA TO, YTO nepBble nNpeaBapuTenbHO
aacopbupoBaHHble aHTUreHbl MOryT 4ecopbupoBaTbCs YacTMHHO UMM MOSMHOCTBIO BO BPEMS
AobaBneHnsa nocneayLwmx aHTUreHoB. AHTUrEHbI, Ao6aBnNeHHbIE Ha NOCNEeAHEM 3Tane, MoryT
He aacopbupoBaTbCA MOMHOCTBLI, MOCKOMbKY MNPEAbIAYLUME aHTUreHbl MOryT MpPMBECTU K
HacblweHuo aacopbuynoHHon cnocobHocTn. Cnabo aacopbupoBaHHbIE aAHTUrEHbl MOTYT
aecopbnpoBaTbCsi NP XpaHEHUN.

e) CteneHb agcopbuymm aHTUreHa Ha agbloBaHTax.

f) Ucnonb3oBaHne MMHManbHOW KOHLEHTpayum KBacLoB

g) Ncnonb3oBaHne onTUManbHOW KOHLEHTPaUMN 1 TUNa KOHCEpBaHTa

h) Micnonb3oBaHne pasnuyHbIX NapameTpoB, BKNIOYaa NepemelunBaHme, Temneparypy u
pH.

3AOAYUN N3OBPETEHUA

HekoTopble ©3 3ajay HacTosawero u3obpeTeHusi, KOTOpbIM YAOBMETBOPSET, MO
MEHbLUEWN Mepe, OAMH BAPUaHT OCYLLECTBMNEHUS, ABMNAIOTCA CNeAYOLWLMMU:

3apgaven HacToswero M3obpeTeHUs SBNSAETCA pelleHne OAHOW WM HECKOMbKUX
npobnem npeaLUeCcTBYOLWEro YPOBHS TEXHMKA WNW, NO MEHbLUEW Mepe, NpefocTaBneHue
NONEe3HON anbTePHaTUBbI.

[pyron 3apgayen HacTosilero nsobpeTeHus SBMSETCA CO34aHue MONHOCTLIO XXUAKOW
KOMOVHMPOBAHHOW BaKLUWHbI, NOAXOASLEN ANS NpeaoTBpaeHns n npounakTukn MHOEKUnn,
BbI3BaHHbIX AudTepuen, CTonOHAKOM, KOKMOWEM, NonnoMuennTom, Haemophilus influenzae w
renatutom B, wnu gna npepoteBpawieHnsi, OBNEryeHus unm OTCPOYKM MOSIBNEHUA UMK
NPOrpecCcnpoBaHns UX KINMHNYECKUE NPOSIBIEHMS.

Ewwé ogHon 3agayen HacTosALWEro n3obpeTeHnsa ABnsSeTCs CO34aHNEe NONMHOCTLIO XKNA KON
KOMOMHMPOBAHHOW BakUWHbI, COAEpXKalen pasfnuyHble aHTUreHbl WHaKTUBMPOBAHHOIO
nonuosumpyca (IPV) B YMEHbLUEHHbIX  A03ax, KoTopass  AEMOHCTpuUpyeT He
MEHbLLYHO/3KBUBANEHTHYIO 3aluTy OT MNOMMOMUENNTa NO CPaBHEHUIO CO CTaHAAPTHOW 030U
aHTurena IPV.

Ewé ogHon 3agayen HacTosALWero n3obpeTeHns SABnseTCs Co34aHNe NONHOCTLIO XKNA KON

KOMOWHMPOBAHHOW BaKUMHbI, COAEpPXaLLEN, NO MEHbLUEN Mepe, OAMH napabeH, TO eCTb METUI-
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unu nponunnapabeHOBbIN KOHCEpBAHT U 2-theHokcuataHon (2-PE), ans  ynydlweHus
KOHCepBupyroen 3pPeKTUBHOCTU MHOTO4,030B0N KOMOMHUPOBAHHOW BaKUWHbI.

Ewé opgHom 3agayen Hactoswlero usobperteHus sBnsieTcs paspaboTka ynyuyleHHOro
cnocoba nony4YeHns Takon komnosnymmn/penentypbl KOMOMHMPOBAHHOW BaKUMHbI, T4E€ BakUWHa
AEMOHCTPUPYET YMYYLUEHHYO WMMMYHOI€HHOCTb, CHWKEHHYIO PEaKTOreHHOCTb, YMyYLLEHHYIO
CTabunbHOCTb W, KPOME TOro, OTBEYAET KPUTEPUIO CEPOMPOTEKLUN ANSA KAKLOrO U3 yKa3aHHbIX
UMMYHOTE€HHbIX KOMMOHEHTOB.

Opyrvne 3agaum n npemmyLecTsa HacTosALWero n3obpeTeHus ctaHyT 6onee o4eBMaHbIMU
N3 CrieayroLero onmcaHus, KOTopoe He npeaHasHa4YeHo 4ns orpaHuyeHnsa obbéma HacTosLero

nsobpeTeHus.

CYWHOCTb N3OBPETEHUA

Komnosnyms KoMOBUHNMPOBAHHOW BaKUWHbI, COAEPXKaLLAs YMEHbLUEHHYIO A03Y aHTUreHa
WHaKTMBMpPOBaHHOro nonmosupyca (IPV) B komBuHaUmMm ¢ Apyrmmmn aHTureHaMmm/MMmmMmyHOoreHamm
W, MO MEHbLUEN Mepe, OAUNH CNOXHbIN 3chup napabeHa, TO eCTb MeTUn- nnu nponunnapabdeH v
2-cbeHokcuataHon (2-PE), mncnonebsyemble B KadecTBE KOHCeEpBaHTa, rae KOHCcepBupyroLlas
3(PPEKTMBHOCTL MHOrO4030BOM KOMOWHMPOBAHHOW BaKUWHbI ynydweHa, un crnocob ee
Nony4YeHus.

Hactoswee un3006peTeHne OTHOCUTCS K KOMMO3UUUN KOMOWHMPOBAHHOW BaKUWHbI,
copeprrawlen:

a) BbicokoounLleHHble ndTEPUAHBLIN aHaToKCUH (D) n cTtonbHsYHbIN aHaTokenH (T),
NoOnyYeHHble c ncnonb3oBaHneM NONYCUHTETUYECKON cpeabl, BMNOCMNEACTBUN
JeTokemduumupoBaHHble N MHAMBUAYanbHO aacopbupoBaHHble Ha aabloBaHTe docdar
antoMUHUSA, YTO NPUBOAUT K YCUMNEHUIO UMMYHOrE€HHOCTH.

b) HakTMBMPOBAHHbIN LIENBbHOKMNETOUHbIM KOMNOHEHT B. pertussis (WP), nony4YeHHbIn C
NCNONb30OBaHMEM KOMOMHaUMM TENMOBOM M XMMMYECKOW WHaKTMBauuW, cneymdunyeckux
wrammoB Bordetella pertussis B onpeaeneHHOM COOTHOLLUEHMW, YTO NMPUBOAUT K MOHUXKEHHOW
peaKkToreHHOCTU M NOBbILLEHND 3D EKTUBHOCTMU.

¢) KancynbHbii nonmcaxapuaHeii antureH (PRP) Haemophilus influenzae tuna b (Hib),
KOHBIOrMpoBaHHbIN ¢ 6enkom-Hocutenem (CP)

d) YmeHbleHHyto ao3y [PV (uHaktuBmpoBaHHoro nonuosupyca) Salk wnm Sabin,
AEMOHCTPUPYIOLLYIO CPaBHUMYKO 3(PIEKTUBHOCTE MO CPaBHEHUIO CO CTaHAapPTHOW A030W,
MOMYYEHHYIO C UCMOMNb30BAHMEM YNYULLEHHbBIX METOL0B NMHAaKTUBaLMK hopManbiernaom n, npu
HeobXxoaMMOCTHN, aacopbumm Ha agbioBaHTe hocdaT antOMUHNS.

€) MNoBepxHOCTHbIN aHTureH renatuta B (HepB) nHanemnayansHoO agcopbupoBaHHbIv Ha
aabloBaHTe hocdaT antoMUHNS, YTO NPUBOAUT K YCUNEHUNIO UMMYHOTEHHOCTMW.

f) MMHUManbHOe  KONMMYecTBO  KkBacuoB, 4YTO  obBecneynmBaeT  MOHWKEHHYIO

pPeakTOreHHOCTb.
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g) Mo meHbLen mepe, OAWH CROXHbIA 3dup napabeHa, TO €CTb MEeTUN- WUnu

nponunnapabeH, OTNUYHLIN OT 2-peHokcnataHona (2-PE), B kauecTse koHCepBaHTa.

nogrPOBHOE OMNCAHME M3OBPETEHNA

XoTa HacTosee n3obpeTeHne MOXeT OblTb peanuM3oBaHO pPasfMyHbIMKM BapuaHTamu
OCYLLIECTBMNEHNs, OnpefeneHHble BapuaHTbl OCYLIECTBMNEHUS W300peTeHus npuBOAATCA B
cneayowem nogpobHoM o6CyKaeHUM C NOHUMAHUEM TOrO, YTO HacTosiLee obCyaeHne MOXeT
paccmaTpuBaTtbCsl  Kak MnpuMep MpUHLUMMNOB M300peTeHMss U He npegHasHayYeHo Ans
orpaHnyeHns o6bEMa HacTosALEero n3obpeTeHns 40 TO, YTO NPOUMMIOCTPUPOBAHO U PaCKPbITO B
3TOM onucaHuu. BapmaHTbl ocyulecTBneHmns m3obpeTeHns nNpeaocTaBneHbl ANS TOro, YToobl
BCECTOPOHHE M NMOMHOCTLIO Nepeaatbh 00bEM HACTOSALLEro N3obpeTeHns cneyunanmcty B 4aHHON
obnactm TEexHUKN. PackpbiTbl MHOrOYUCNEHHbIE AeTanu, OTHOCALWMECH K KOHKPETHbIM
KOMMOHEHTam n cnocobam, 4Tobbl obecneunTb NONHOE NOHUMAHNE BapUaHTOB OCYLLECTBEHNS
HacTosiwero nsobpeteHus. [Ins cneynanucrta B gaHHom obnactn TexXHUKN 6yaeT O4YEBUAHO, YTO
AeTann, nNpeAcCTaBneHHble B BapuaHTax OCYyWeCTBMeHus un3obpeTeHus, He cnegyet
WCTONKOBbIBaTb Kak orpaHnuymsarwwme obbém Hactoswero usobpeteHua. B HekoTopbix
BapuaHTax ocyLlecTBNeHNs N300peTeHNss XOPOLLO U3BECTHaA KOMMO3NLMS, XOPOLLO U3BECTHbIE
cnocobbl 1 XOPOLLO U3BECTHbIE METOAMKN NOAPOBHO HE ONMUCLIBAKOTCS.

TepMmuHonorms, ucnonb3yemasi B HacTosieMm W300peTeHun, npegHasHavyeHa TONbKo
AN yenu obbACHEHNS KOHKPETHOrO BapuaHTa ero OCyLEeCTBMEHWS, N Takaa TEPMUHOSOMUS He
JOMKHA paccmaTpmBaTbCA Kak orpaHuvumsalowias  obbéM HacToswero usobpeteHus.
Ncnonb3yemble B HacTodAweM u300peTeHun (OpMbl €AMHCTBEHHOro 4ucna MOryT Takke
BKIto4aTb B cebs1 POPMbl MHOXECTBEHHOIO YUCa, €CrM KOHTEKCT ABHO HE npeanonaraeT UHoe.

TepMuHbl «NEPBbIN», «BTOPOW», «TPETUM» WU T.A4. HE CneayeT paccMmaTpuBaTtb Kak
orpaHmumsaroLne obbéma HacTosiLero n3obpeTeHns, NOCKONbKY BbILLEYNOMSIHYTbIE TEPMUHDI
MOMyT WCMNONb30BaTbCA TOMNbKO ANS PasnUYEHMs OAHOrO 3nemMeHTa, KOMMOHeHTa, obnactu,
cnosi nnn pasgena oT 4pyroro KOMMNOHeHTa, obnacTtun, cnos unu pasgena. Takme TEPMUHbI, Kak
«MNEepBbIN», KBTOPOWY», «TPETUM» U T. 4., KOr4a OHU MUCMONb3YITCA 34EeCh, HE NoApasymeBatoT
KOHKPETHYIO MOCNeAOoBaTENbHOCTE UNN MOPSAOK, €CNM 3TO SIBHO HE yKasaHO B HaCTOSLEM
nsobpeteHun. Hacrosawee nsobpeteHne OTHOCUTCH K MMMYHOFEHHOW KOMMO3uumMmM 1 cnocody
ee nony4eHus.

TepMmuH «BakynHa» Heoba3aTenbHO MOXET ObiTb 3aMEHEH TEPMUHOM «MMMYHOreHHas
KOMMO3ULUS» 1 HA0bOopPOT.

«EanHnybl D-aHTureHa» (Takke HasblBaeMble «MEXAYHAPOAHbIMW €AuHULaMn» Unu
ME): AHTuUreHHasa opma D nonuosmpyca MHAYUMPYET 3aLUUTHbIE HEUTPANU3YIOLLME aHTUTENA.
YnomsHyTble 3aecb eauHuybl D-anTureHa (Hanpumep, B BakUMHaX HacToAwero n3obpereHus)
NnpeacTaBnsoT cobon N3MEpPEHHbIE obuwme eAMHULbI D-aHTurena Kaxgoro
HeaacopbuposaHHoro Tvna aHtureHa IPV B obwen macce [0 COCTaBMNEHUS OKOHYaTEeNbHOW

BaKLUWHbI, KOTOpble [00aBnSOTCA B KaXK4yl0 A03Y COCTaBMNEHHOW BaKuWHbl ANs 4YenoBeka
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(06bl4HO 0,5 KOHeuHbI O06béM Mn). HagexHble meToabl uamepeHus eguHuy D-aHTurena
XOPOLUO M3BECTHbI B AaHHOM o0nacTu TexHUMKM n onybnmkoBaHbl, Hanpumep, EBponenckon
thapmakoneeln. Hanpumep, egmHnubl D-aHTUreHa MOXHO M3MeEpPUTL € NomMoLLbto Tecta MDA, kak
onucaHo Hmxke B [lNpumepe 1 («KonuyectBeHHasa oueHka D-aHTureHa c nomowybio NDAY).
EBponeiickas dapmakones npefoctasnsieT TecToBbi obpasely (6Monornyecknin 3TanoHHbIN
npenapat EBponenckon hapmakoneun, 4OCTYMHbIA B cekpeTapuate EBponernickon dapmakonemu,
Hanpumep, nog kogom P 2160000) ana craHaapTM3auunm Takux METOAOB MEeXAy
nponssogutensmn (Pharmeuropa Special Issue, Bio 96-2). Takum obpasom, BenununHa
eanHULbl D-aHTUreHa XopoLlo n3BecTHa B AaHHOW 00NacTn TEXHUKN.

Ncnonb3yembin 3gecb TEPMUH «o3a» OObIMHO O3Ha4aeT OAHO BBEAEHWE BaKUWHbI
HacTosero n3obpeTeHns, koTopoe obbIMHO NpeacTaBnseT cobon OgHY MHBEKUUIO. TunnyHas
Josa ansa venoseka coctasndet 0,5 mn. KoHeyHO, B Cxemy BBEAEHMS BaKLUMHbl MOXHO
BKIHOYaTb pasnnyHble 403bl.

Mcnonb3yembin 34ecb TEPMUH «IPV» uUnM MMMyHOreHHasi komnosmumsi, copepkailas
3TV KOMMOHEHTbI NpeaHasHayeH Ansa ob6o3HaYeHNss MHaAKTUBMPOBAHHOIO nonvosupyca Tvna 1
(Hanpumep, Mahoney, KOTOPbIA NPEANOMTUTENBHO NCNONb3yeTcs), Tuna 2 (Hanpumep, MEF-1)
unun Tuna 3 (Hanpumep, Saukett), nnn cepotmnos Sabin 1, 2, 3 - komMBUHaUMKM ABYX UNK BCEX
Tpex u3 aTnx TMnos. MNpumepom nNonHon (unu craHgapTHon) 4o3bl (40-8-32 egunHny D-aHTurena
IPV Ha ocHoBe Salk Tmnos 1, 2 n 3 COOTBETCTBEHHO) UMMYHOreHHoW komnosuyun IPV ans
Lenen Hactoswero nsobpeteHnsa Mmoxet cnyxuTb Poliovac® (Serum Institute of India Pvt. Ltd.).
Takum obpasom, ecnu 34ecb YyKasaHo, YTO B WMMYHOMEHHOW KOMMO3ULMUW HACTOSLLEro
n300peTeHNa NMEeEeT MEeCTO OAHO-, ABYX-, TPEXKpaTrHOe YMEHbLUeHME A03bl (CHWXEHWE) no
CpaBHEHMIO CO CTaHgapTHon go3om IPV Ha ocHoBe Salk, TO 3TO O3Ha4aeT, YTO B KaXAoN f03e
yKa3aHHOW BakuUWHbl cogepxatca eauHuubl D-aHTureHa npupaBHeHHble K X% YMEHbLUEHUS
aosbl 40, 8 w/nnn 32 eanHnubl D-aHTturena tunos 1, 2 w/mnmn 3 IPV CcOOTBETCTBEHHO (Mpwn
N3MEPEHUN ANA KaXK40ro Tuna aHtureHa IPV B obuwen macce).

Ncnonb3yembll 34ecb TEPMUH «caxapug» MOxeT o6o3HayaTb nonvcaxapug wunu
onvrocaxapug v BknwoyaeT B ceba oba 3Tux TvMna caxapugoB. KancynbHbI caxapuaHbIN
aHTUreH MOXET nNpeAcTaBnaTb coboM  nomHOpasMeEpHbIA  nonucaxapug Wnu - MOXET
npeactaenste cobon  OakTepumanbHble  «caxapuabl — ONPEeAEneHHOro  pasmepa» W
«onurocaxapuabl» (KOTOpble, €CTECTBEHHO, UMEIOT HEOOMbLUOE KONMUYECTBO MOBTOPSIOLLNXCS
€4AVHUL, UNKN KOTOpble NPeACcTaBnsaioT cobon nonucaxapuibl, YMEHbLUEHHbIE NO pasmepy AnNs
yao6cTBa MaHUNyNsLMA C HAMK, HO BCE K& CMOCOBHbIe BbI3biBaTb 3ALUUTHLIA MMMYHHbIA OTBET
Y XO36MHa).

B cooTBeTcTBMM C NEpPBbIM BapuUaHTOM OCYLLECTBIIEHUS HACTOSLEro unsobpeTreHus
KOMMO3nuna KOMOMHMPOBAHHOW BakUWHbI BKNtovaeT B cebs rpynny aHTUreHOB/MMMYHOrEHOB,
BbIOpaHHbIX K3, HO ©e3 orpaHudeHnn, pudTepunHoro aHatokcuHa (D), cTonbHs4YHOro
aHartokcuHa (T), yenbHokneTouHoro B. pertussis (wP), Haemophilus influenzae tnna b (Hib),

koHbtorata PRP-CP, renatuta B (HepB), ymeHblleHHOW [03bl WHAKTUBUPOBAHHOIO
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nonuosupyca (IPV), n [ONOMHUTENBHO COAEPXUT KOMOMHAUMIO 2-heHOKCM3TaHona u, no
MEHbLLUEN Mepe, OAHOro KOHCEPBAHTa Ha OCHOBE CMNOXHOro adupa napabeHa.

B cooTBeTCcTBUM CO BTOPbIM BapuUaHTOM OCYLLECTBNEHWS HaCTOALEero mnsobpereHus
KOMMO3ULUUA KOMOWHUPOBAHHOW BaKUWMHbl MOXET AOMNOSMHUTENBHO CofepXaTb OAWH Unu
HECKOIbKO aHTUreHOB, BbIOpaHHbIX U3 rpynnbl, COCTOALEN U3, HO 6€3 OorpaHMYeHUn, aHTUreHoB
Haemophilus influenzae (cepotunbl a, ¢, d, €, f N HEMHKaNCyNMPOBaHHbIE LUTaMMbl), renatuTa
(wtammbl A, C, D, E, F n G), Neisseria meningitidis A, B, C, Y, W-135 unu X, rpunna,
30MOTUCTOrO  cTadunokokka, aHtureHa(os) Salmonella typhi, ©eCKNeTOYHOro aHTureHa
KOKNiowa, MOAMDULUMPOBaAHHON ajeHunaTuyuknasbl, MansdpuiHoro antureHa (RTS, S),
aHTUreHOB MHEBMOKOKKOB, CTPEMNTOKOKKOB, CUOMPCKOW €3Bbl, [AEHre, Manspuu, Kopw,
3NMMAEMMYECKOrO napoTuTa, KkpacHyxu, BLPK, Bupyca nanunnombl 4ernoBeka, SINOHCKOro
sHuedbanuta, peHre, nuxopagkm 3uka, S060nNbl, YMKYHIYHbM, POTaBUPYCA, OCMbl, >KENTOW
nmnxopagku, pnasmeupyca, onoACbIBAKOLLEro NuLLIAs, BUpPYca BETPSHOW OCMbl, COOTBETCTBEHHO.

B cooTBeTCTBMM C TpPETbMM BapuaHTOM OCYLLECTBIIEHUS HacToAWEero msobpereHus
wrammbl 1PV, ncnonesyembie B KOMNO3NLMN KOMOUHUPOBaHHOW BaKUMHbI, BKNOYaT B cebs
WHaKTUBMPOBAHHbIE WTaMMbl Sabin, BbIOpaHHble M3 rpynnbl TMNA 1, TMNa 2 v TMna 3, unu
WHaKTUBMpPOBaHHbIE WTamMbl Salk, BbibpaHHble 13 rpynnel TMna 1 Mahoney, tTnna 2 MEF u
Tvna 3 Saukett.

B ogHOM 13 acnekToB TPEeTbero BapuaHTa OCYLIECTBMEHMA U300peTeHns NonmoBupyc
MO>HO BblpaLLMBaTh CAeAYLMM CrnocobomMm:

» KnetoyHas nuHnsa CCL81-VERO (noukn o6e3bsiHbl) MCNOMb3yeTCA B KAYECTBE KMNETOK-
X035€B ANA BblpalLMBaHUA NONMOBMPYCOB NOMMOMUENNUTA, TO €CTb WTammos Sabin n Salk.

*[locne WHMUUMPOBAHNS KIETOK-XO3AEB >XernaembiM LUTaMMOM MonuoBMpyca u
nHkybaumm B TeyeHme 72 4yacoB cpedy, CoAepXKaLlyto BUPYC N OCTaTKU KIeTOoK, OOBbEANHSAIOT U
cobupatoT B O4UNH KOHTENHEP.

» dunbTpaT NoABeEpralT TaHreHuManbHoOM noTouHoW dhunbTpaumm ¢ kacceton Ha 100
kda; anadunbTpyloT ¢ ucnonb3oBaHnem docdatHoro Oydepa v oumwaldT € MOMOLLbLIO
aHMOHOOBMEHHOM XpomaTorpacum.

*Nepen BBeAeHMEM naymeHTam  BUPYCbl  JOMKHbI  OblTb  MHAKTMBUPOBAHbI
COOTBETCTBYOLUMN METOAAMMN UHAKTMBALMN.

OpHako aBTOpbl HacToALEro U3obpeTeHUs HEOXMAAHHO OBHapYXUNKU, YTO BbICOKas
npouyeHTHasa noteps D-aHTUreHa nocne uHakTusauymm opmanbiernaom MoXeT ObiTb CBA3aHa
¢ npucytcteueMm docatHoro Oydepa, KOTOPbLIM HEOXMAAHHO BbI3bIBAET HEXENATEMNbHYIO
arperayuio 4actuy nonvosumpyca.

CnepoBarenbHO, BaXXHbIM acCnekToOM HacToALWEero n3obpeTeHns SBnaeTca ynyylleHHbI
cnocob nHakTMBaumm opmManuHomM, BKnovaLwmi B cebsa crnepyowmne stanbl:

a) OuuweHHbIn Nyn BUpyca nogsepratoT 3ameHe Oydepa ¢ docdatHoro Bydepa Ha
Tpnc-6yhep B gnanasoHe (ot 30 go 50 mM) cpH oT 7 o 7,5,

b) K ykasaHHown Bbilwe cmecn gobasnatoT cpeny M-199, cogepxxaiyto rnmymH (5 r/n).
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c¢) pobasnstot 0,025% hopmanbaernga n satem nepemMeLLnsatoT,

d) 3atem cmecb uHkYOupyoT npu Temneparype 37°C B TedeHue 5-13 cyTtok npwm
HenpepbIBHOM NepeMeELLMBaHUN MaccChbl BUpYCa Ha MarHUTHOW MeLuarke.

e) Cmecb nocrie uHkybauum nogsepraroT MNPOMEXYTOYHOW TaHreHUnanbHOW MOTOYHOWU
dunbTpayum (100 kOa, 0,1 M?) Ha 7 CyTKMU M OKOHYaTENbHOW hUNbTPaLMM NOCNEe MHAKTMBALUN.

f) 3atem oTunbTPOBaHHLIN 06BEM XpaHAT npy Temnepartype 2-8°C,

g) Mpoeoasat MDA D-Ag ans onpeaeneHna eguHuny D-aHTurena.

B cooTBeTCTBMM C 4YeTBEPTLIM BApMaHTOM OCYLLECTBNEHUS HaCTOAWEro nsobpeTteHuns
wrammbl 1PV, ncnonbsyembie B KOMNO3NLMA KOMOWUHUPOBaHHOW BaKUMHbI, BKNOYaT B cebs
YMEHbLUEHHYIO 403y MHaKTUBMPOBAHHbIX LWTaMMoB Sabin, BbIOpaHHbIX U3 rpynnbl Tuna 1, Tuna
2 1 TUNa 3, NN MHaKTMBMPOBaHHbIX WTammoB Salk, BbiBpaHHbIX U3 rpynnbl Tna 1 Mahoney,
Tvna 2 MEF n tnna 3 Saukett.

B cooTBeTCTBUM C NATBHIM BapMaHTOM OCYLUECTBMNEHUA HacTodAwero nsobpetenus IPV
(wrammbl Sabin nnu Salk) He moxeT agcopbupoBaTbCa WMHAMBUAYANbHO Ha KakoMm-nmbo
agbloBaHTE W BMOCNEACTBMM A00aBMASATLCA K KOHEYHOW KOMMO3UUMKM  KOMOMHMPOBaHHOW
BaKUWHbI.

B cooTBeTCcTBUM C NPeanoYTUTENbHBIM ACMEKTOM MHATOr0 BapuaHTa OCYLLECTBMEHUS
ns3obpetenuna IPV (wrammbl Sabin nnu Salk) moxeT agcopbupoBatbCs Ha agbloBaHTe, Bbonee
NPeanoYTUTENBHO, antoMUHMEBON conu B dopme dhoccdhata mnu rugpokcnaa antoMuHuS,
NPUCYTCTBYIOLLEN B KOMOMHMPOBAHHOW BakuMHe, rae npoueHT agcopbuum aHtureHa IPV gns
IPV tTuna 1 moxet Haxoautbcs B ananasoHe 10-30%, IPV Tvna 2 MOXeT HaxoauTbCa B
ananasoHe 60-100%, a IPV tvna 3 moxeT HaxoanTbea B AnanasoHe 0—-25%.

B cooTBeTCTBUM C LUECTbIM BapUMaHTOM OCYLLECTBIIEHUS HacTosAWero usobpeteHus
kOoMNOHeHT(bl) IPV (wTtammbl Sabin nnn Salk) moxeT ObiTb MHAMBUAYaNbHO aacopbmpoBaH Ha
ajbloBaHTe, BbIOPAHHOM W3 TPYMMbl, COCTOALlEN M3 conmu anomuHua (APY), Takon Kak
rugpokeng antommHus (Al(OH)s) nnn cocdar antommnma (AIPO4), kBacybl, hocdata kanbums,
MPLA, 3D-MPL, QS21, CpG-copgepxallero onnrogesokCUHYKNEOTUAHOrO anbloBaHTa,
AMNOCOMbI UNW 3MYNbCUSE TUNA Macno B BoAE UNKU ux kombnHauymu (Hanpumep, 40 Unn nocne
CMELLUMBAHUA C APYTMMW KOMMOHEHTaMu, eCrnn OHW ecTb). B cnyvae agcopbuum oguH mnu
HECKONbKO KOMMOHEeHTOB |IPV MoryT agcopbupoBarbCs OTAEMNbHO UMW BMECTE B BUAE CMECU Ha
rugpokenge anommHmns (Al(OH)s) unu poccare antomMuHmS.

KomnoHeHnT(bl) IPV (wtammbl Sabin nnn Salk) moxeT 6biTb agcopbuposaH Ha comnu
anioMUHUA C MOMOLLbIO CrieayroLLen NpoLeaypbl:

» Baatne xenaemoro ob6wvéma asToknaeumpoBaHHoro Al(PO)s wnun Al(OH): ansa
MOMy4YeHNs KOHeYHOW KoHUeHTpauun kBacuos (AlP*) ot 0,1 4o 0,8 Mr Ha 403y B KOHTENHEpEe Ha
50 mn.

» [lo6asneHue obuen maccel IPV ¢ onpegeneHHbIM KONMYeCcTBOM eanHuy, D-aHTureHa m

aosegeHne obvéma pasbasurenem (10x M-199 + 0,5% rnuumH),
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» [loBeageHne 3Ha4yeHmsa pH KOHEYHOW KOMMO3MLUU N MOSTyYEHNE KOHEYHOW KOMMO3ULUA
cpHoTr6 07,5

B oaHOM M3 acnekToB LUECTOro BapuaHTa OCYLUeCTBreHus u3obpeteHua agcopbums
IPV, WHaKTMBMPOBaHHOrO HOpManuHOM, MOXET OCYLIeCTBNATbLCA Ha kBacuax (APFY) ¢
KOHUeHTpaumen, soibpaHHon ns 0,1 mr Ha gosy, 0,2 mr Ha go3sy, 0,3 mr Ha gosy, 0,4 mr Ha 403y,
0,5 mr Ha o3y, 0,6 mr Ha go3sy, 0,7 mr Ha go3y n 0,8 Mr Ha o3y, npeanoyTutTensHo ot 0,1 Mr Ha
Ao3y Ao 1,25 mr Ha o3y ANS KaKAoro ceportuna u npu 3HadeHun pH, seibpanHHom us 6,2, 6,3,
6,4,6,5,6,6,6,7 16,8, npeanoyTuTensHO 6,5.

B ewé ogHOM acnekte LWECTOro BapuwaHTa OCYLEeCTBNEHUs W30OpPETEHUS NPOLEHT
BOCCTaHOBNeHuss D-aHTureHa nocne nHaktmsauyum opmanmHom B NPUCYTCTBUN Tpuca MOXET
coctaBnatb 50%, 60%, 70% vnn 80%, a npoueHT agcopbumm nocne agcopbumm Ha docdaTe
antoMnHMa MoxeTt coctaensaTb oT 70% go 80%, ot 80% po 90% wmnun ot 90% Ao 99% wunm ot
95% a0 99%.

B cootsBerctBMM C CeAbMbiM BapuaHTOM OCYLLECTBMEHMSA HACTOALWEro unsobpereHus
ANPTEPUNHBIA TOKCUH (3K3OTOKCMH) U CTOMNBOHSYHBIA TOKCUH (3K30TOKCUH) Obinn NOny4YeHbl U3
Corynebacterium diphtheria w Clostridium tetani COOTBETCTBEHHO W BMOCNEACTBUM
AEeTOKCMPUUMPOBaHbI C UCMOMb30BaHMEM MOAXOAALLEro MeToAa MHakTusauuwu. onyyeHHble
Takum obpasom ANPTEPUHbIA aHaTOKCUH (D) n cTonbHAYHBLIM aHATOKCUH (T) MOXHO OYUCTUTL
C nMOMOWbK renb-punbTpaumoHHon xpomartorpachun. [lonyyeHHbln Takum  obpasom
ounweHHein DT B panbHenwem MCnonb3oBanu AnNst NPUroTOBMEHUS KOMOMHMPOBaHHOW
BaKLWHbI.

B ogHomM w©3 acnekTtoB CeabMOro BapuaHTa OCYLECTBNEHUA un3obpeTeHus
AVNPTEPUNHBIN  TOKCUH MonyyarT nytém BblpawmsaHus Corynebacterium diphtheriae B
MONMYCUHTETUYECKON CpeAe, COCTOSALEN U3 CMEeAYILWUX WHIPEAUEHTOB B  OMNTMMAarbHbIX
KOHUEHTpaunsx B Niobor 13 cneayowmx KomonHaymn:

KombuHaums 1:

Mvaponu3ar kasewHa, MOHOrumapaT ManbTo3bl, NejsHas YKCyCHasi KucnoTa, nakrar
HaTpus, cynbdart marHus, R-anaHuH, NMMENMHOBas KMCNOTa, HUKOTMHOBAasA KUCNOTa, Cynbdar
Meaun, cynbdart uyumHka, Xnopug mapraHuya, L - UuCTuH, aurngpat XnopucToro Kanbuus,
aurngpooptodocdat kanus, rugpodocdar gukanus, cynbar xenesa v Boga 4N MHbEKLUA.

KomBuHaums 2:

MMaponu3ar kasewHa, MOHOruMApaT ManbTO3bl, NejaHas YKCYyCHas KucnoTa, nakrar
HaTpus, cynbdar marHud, B-anaHuH, NMMENUHOBAsA KUCMOTa, HUKOTUHOBAS KWCMOTa, Xropua
MapraHuya, L-yuctuH, aurmgpaTr XIOpUCTOro  Kanbuud, aurugpooprtodocdar  kanus,
rmagpoocdar gukanus, cynbdar xenesa n soga 4ns MHbEKLUN.

KombuHaums 3:

MMaponu3ar kasewHa, MOHOorumapaT ManbTo3bl, NejsHas YKCYCHas KucnoTa, nakrar

HaTpus, B-anaHuH, NMMEeNMHOBas KUCMNOTa, HUKOTMHOBAs KWCMOTa, cynbdar mean, cynbdar
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UWHKa, Xnopwug MmapraHua, L-UucTuH, gurngpat Xnopuctoro kanbuusi, auringpooptodoccar
kanus, rmgpodocdaT gukanus u Boga Anst MHbEKUUN.

KombuHaums 4:

[poxoKeBON 3SKCTPAaKT, MOHOrMApPaT ManbTO3bl, NeasiHas YKCyCHas Kucnota, nakrar
HaTpus, cynbdaTt marHus, R-anaHuH, NMMENMHOBas KUCMNoTa, HUKOTMHOBasA KUCMOTa, cynbdar
Meaun, cynbat uuMHKa, Xnopua Mapradya, L-UuCTuH, Aurmgpart  XropucToro  Kanbuus,
avrngpooptodocdat kanus, rugpodocdar agmkanus, cynbdar xenesa n soga Ans UHbEKUUN.

B CoOOTBETCTBMM CO BTOPbIM acnekToOM CEeAbMOro BapuaHTa OCYLECTBMEHUS
n3obpeTeHnsa CTonBHAYHbIA TOKCMH nony4varoT nyTéMm BbipawmsaHusa Clostridium tetanus B
NONYCUHTETUYECKON Cpeae, COCTOSILEeNn W3 Cneaylowmx WHIPeAWEeHTOB B  ONTUMAarbHbIX
KOHUEHTpaumnsx B Niobour 13 cneayowmx KomonHaymn:

KombuHaums 1:

Mmoponusart kasenHa, xnopua kanoeumsi, rmgpodocdar gukanuns, 6e3sogHasa 4EKCTPO3a,
Xnopug, Hatpus, cynbdar MarHus, pubodnaBuH, MAPOXNOPUL TUAMUHA, TMAPOXIIOPUA
NMAPUAOKCMHA, NAaHTOTEHaT KanbUMs, HUKOTUHOBas KuUCNoTa, L-UMCTuWH, xnopug xeneasa,
pacteop BuTammHa B12, 6uotuH, koHy. HCI, NaOH, abconioTHeid 3TaHOn M Bojga Ans
WNHBEKLNI.

KombuHaums 2:

Mmoponusar kasenHa, xnopug kanbyusi, B-anaHuH rugpodocdar aukanus, 6e3sogHas
AEKCTpo3a, Xropua Hatpus, cynbdar marHms, cynbdar xenesa, pnbodnasuH, rmapoxnopus
TUaMUHa, TMAPOXNOPUA NUPUAOKCMHA, NaHTOTEHAT KanbLUsl, HUKOTUHOBas KUCnoTa, L-UncTtuH,
Xnopua, xxenesa, pactsop sutamuHa B12, 6uotuH, koHy. HCI, NaOH, abcontoTHbIn 3TaHon u
BOAA ANS MHBEKLUA.

KombuHauyms 3:

Mmaponuaart kaseuHa, xnopua kanbums, rugpodocdar gukanus, 6e3BoaHas A4EKCTPo3a,
Xnopua Hartpus, cynbdar UuuHka, pubodnaBuH, rMAPOXNopua TUaMMHA, TMAPOXITIOPUA
NMAPUAOKCMHA, NAaHTOTEHAT KanbUus, HUKOTUHOBAas KucnoTta, L-uMCTuH, xnopug xeneasa,
pacteop BuTammHa B12, 6uotuH, koHy. HCI, NaOH, abconioTHbid 3TaHom W Boga Ans
WHBEKLUIA.

KombuHaums 4:

Mmoponusart KkasenHa, Xxnopua kanoeuusi, rmgpodoctar gukanuns, 6e3sogHasa 4EKCTPO3a,
Xnopua, Hatpusa, cynbdar MarHus, xnopug mapradHua, pnbognasuH, rmapoxnopui TUaMmmHa,
rMMAPOXNOpuna NMUPUAOKCUHA, MaHTOTEHAT KamnbUus, HUKOTUHOBAs KUCNOTa, L-UnCTuH, xnopug
xenesa, pactsop sutammHa B12, 6uotuH, koHy. HCI, NaOH, abGcontoTHeIn 3TaHon 1 Boga 4ns
NHBEKLNI.

B ewé opHOM acnekre ceabMOro BapuaHTa OCYLIECTBNEHUS U300peTeHus
ANPTEPUNHBIA N CTONBHSAYHBIA TOKCKMH AeTokcnnymposann ¢ UCNONb30BaHNEM OA4HOro UNnn
KoMBMHaUMM cneayowmx cnocoboB WHaKTMBaUMK, KOTOpble BKMYaloT B ceba HarpesaHue,

obpaboTky YO, dhopmanvHom/opmanbierniom, aueTunaTuneHMMMHOM 1 T.4.
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B cooTBeTCTBUM C BOCbMbIM BapuaHTOM OCYLLECTBMEHMS HACTOALEro nsobpereHus
aHTureH renartura (Hep), ncnonb3yembi B KOMMO3MLMN KOMOUHUPOBAHHOW BaKLMHbI, BKIOYAET
B cebs aHTUreHbl renatuta, Nosly4eHHble C NOBEPXHOCTU WTamma renatmuta B (HBsAQ).

B ogHOM 13 acnekToB 4EeBATOro BapmaHTa ocyljectsneHunst nsobpeteHna HBsAg moxer
ObITb MNOMNYyYEH OAHUM M3 CneayLmx cnocobos:

* [lyTéM OuUUCTKM aHTUreHa B POPMEe YacTuy M3 Nnasmbl HOCUTENEW XPOHUYECKOrO
renatuta B, Tak kak Gonblme konunyectsa HBSAQ CUHTE3MPYIOTCA B MEYEHW U NOnagatoT B
KpOBOTOK BO BpeMs nHgekymm HBV.

* [MyTém akcnpeccum 6enka npy NoMoLUM MeToaoB pekombuHaHTHon OHK.

B cooTBeTcTBMM C AEBATHIM BapvaHTOM OCYLLECTBIEHUS HACTOALEro n3obpeTeHus,
AndpTepninHbin aHaTtokcuH (D), cTonbHAYHBIM aHaTOKCKH (T), MOBEPXHOCTHBIA aHTUrEH renaTtuta
B (HBsAQ) wvHamBMayanbHO agcopOupyloTcs Ha aabloBaHTe, BbIOPAHHOM U3  rpynnbl,
cocToALen U3 conu anomuHma (Al*Y), Takoi kak ruapokeug antoMuHnsa (Al(OH)s) nnm docdar
aniomuHua (AIPQOs), kBacuybl, dpoccaTta kanbuyusa, MPLA, 3D-MPL, QS21, CpG-cogepxaLyero
ONUro4e30KCUHYKIEOTUAHOrO aabloBaHTa, NMMMOCOMbI UMW 3MYNbCUS TUMa Macno B BOAE UNu
nx komOmnHayumn.

MpepnoyTuTenbHO, YTOOL! AN TEPUIAHLIM aHaTokeuH (D), cTonbHAYHBI aHaTOKCUH (T) v
NOBEPXHOCTHbIN aHTureH renatuta B (HBsAQ) nHanmemngyaneHo agcopbuposanuch Ha dpocdarte
anioMUHUS.

B ogHOM ¥3 acnekTtoB [EeBATOr0 BapuaHTa OCYLUECTBIEHUA W30OPETEeHUs aHTUreH
antepunHoro aHatokcuHa (D), agcopbupoBaHHbin Ha docdaTte antoMMHUSA, UMEET MPOLEHT
aacopbumnm He meHee 50%.

B aApyrom acnekte AeBSATOrO BapuaHTa OCYLIECTBMEHUS WU300PETEHUS aHTUreH
cTonbHaYHOro aHarokcuHa (T), agcopbupoBaHHbIM Ha docdaTte antoMUHUSA, UMEET NPOLEHT
aacopbumu, no meHbLuen mepe, 40%.

B ewé ogHOM acnekte [eBATOrO BapuvaHTa OCYLWECTBMNEHMs K300peTeHus
NOBEPXHOCTHbIN aHTureH renatuta B (HBsAQ), agcopbupoBaHHbI Ha docdaTte antomMuHus,
nMmeeT npoueHT agcopbumnm He meHee 70%.

B cooTtBeTCcTBUM C JEeCATbIM BapuaHTOM OCYLLECTBNEHUS HacToswero mnsobpereHuns
aHTureH Hib, ncnonbsyembin B KOMOUHUPOBAHHOM BaKLMHE HACTOSLLEro N300peTeHns], NONy4eH
W3 KancynbHoro nonucaxapuga wramma 760705 Haemophilus influenzae tTuna B (Hib).

B cooTBeTCTBMM C OgHMM acrnekToMm AECATOro BapuaHTa OCYLECTBNEHNA n3obpeTeHuns
aHTureH PRP Hib koHbitorvposaH ¢ Genkom-HocuTenem, BbIOpaHHbIM M3 rpynnbl 6enkos-
HOocuTEnen, coctoswen, Ho 6e3 orpaHudeHud, n3 CRMig7, ANMDTEPUNHOINO aHaTOKCMHA,
KoMnnekca BHewHen wmembpaHbl Neisseria meningitidis, dparmeHta C cTonBHAYHOro
aHaTOKCWHa, KOKIIOLIHOro aHaTtokcuHa, 6enka D H. influenzae, LT E. coli, ST E. coli u
3k30oTOKCMHa A u3 Pseudomonas aeruginosa, komnnekca BHewHen membpanbl ¢ (OMPC),
MOPVHOB,  TpaHcdeppuH-cBa3biBaOWMX  OenkoB,  MHEBMOMM3WHA,  NMHEBMOKOKKOBOIO

nosepxHocTHoro 6enka A (PspA), MHEBMOKOKKOBOrO MNOBEPXHOCTHOro agresvHa A (PsaA),
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NHEBMOKOKKOBOrO PhtD, NHEBMOKOKKOBbBIX MOBEPXHOCTHbIX Oenkos BVH-3 n BVH-11,
sawutHoro aHTtureHa (PA) Bacillus anthracis W JeToKCMdULMPOBaHHOIO  hakTopa,
Bbi3biBatowwero otek, (EF) w netanvHoro chaktopa (LF) Bacillus anthracis, oBanbbymuHa,
remoumanmHa numdbl pucypennsl (KLH), cbiBopoTo4HOro anbbymumHa uvenoseka, Oblubero
cbiBOpOoTOYHOro anbbymmHa (BSA) wn ounweHHoro npowussogHoro TyBepkynuHa (PPD),
CUHTETUYECKNX nentugos, OenkoB TEnnoBOro LWoka, OenkoB KOKMLWA, LWUTOKUHOB,
NMMOKMHOB, TFOPMOHOB, (PakTOpPOB  pPOCTa, WCKYCCTBEHHbIX ©OenkoB, coaepMalymx
MHOXECTBEHHble CD4+ T-KneTo4Hble 3NUTOMbl YenoBeka ANSA PasnUYHbIX NaTOreHHbIX
aHTureHoB, Takux kak N 19, 6enkoB 3axsarta enesa, TokcuHa A unu B ns 6enkos C. difficile n
S. agalactiae.

MpepgnoututensHo PRP Hib koHblOrMpoBaH co CTONOHAYHbIM aHaTokcuHoMm (TT) npu
nomow CNBr xumumn, Xumum BOCCTAHOBUTENBHOIO aMWHUPOBAHMWS, XUMUU LNAHUINPOBAHNS
unun nobon apyron xummm, yxe packpbiton B Kniskern et al., «Conjugation: design, chemistry,
and analysis» B Ellis et al., Development and clinical uses of Haemophilus influenzae type B
conjugate vaccines. New York: Marcel Dekker, 1994: 37-69.

B cooTBeTcTBMM CO BTOpPbIM acnekToM AECATOro BapuaHTa OCyLeCTBNEHUS
n3obpeteHna 6enok-HoCUTENb NPUCYTCTBYET B KOMMO3MLMU HACTOALLEro N30OpeTeHns Kak B
cBOOOAHON, TaK N B KOHBIOTMPOBAHHOW POPME, HEKOHBIOTMPOBaHHas oopmMa NpeanoYTUTENBHO
coctaBnseT He 6onee 20% ot obuiero konudectsa 6enka-HocUTeNs B KOMNO3ULMX B LIENOM U
fonee nNpegnoYTUTENBHO B KONM4YecTee MmeHee 5% no macce.

B cootBeTcTBUM C TpEeTbMM acnekToM JEeCATOro BapuaHTa OCYLLECTBIIEHUS
nsobpeteHus aHtureH Hib npaktuyeckn He agcopbupoBaH Ha KakoM-nMbo agbloBaHTe.

B coorBeTcTBUM C YETBEPTbIM acnekToM [AECATOro BapuaHTa OCyLEeCTBNEHUs
nsobpeteHna aHtureH Hib He noaBepraeTcs CnNaHMPOBaAHHOM UMM  NpeaHaMEepPEHHON
aacopbumn Ha Kakom-nNnbo aabIoOBaHTeE.

B cooTBeTCTBMM C NATBIM aCNeKTOM AECATOro BapuaHTa OCYLECTBIEHUS n3obpeTeHuns
npoueHT agcopbunm aHtureHa Hib Ha niobom agbioBaHTe coctaBnsaeT meHee 20%.

B coortBeTtcTBUM C ogvHHaguatbiM BapuMaHTOM  OCYLLECTBMEHMS  HacTOosLero
n3obpeteHnsa npenapat LENbHOKMNETOYHOrO KOKMIOWHOro aHTureHa (wP), ncnonb3yembin B
KOMMO3ULUUN  KOMOMHUPOBAHHOW BaKUWHbl HacToAWero u3obpeTteHns, npeanoyvTUTENbHO
nonyvalT M3 wrtammoB Bordetella pertussis 134, 509, 25525 n 6229, cMelaHHbIX B
onpeaeneHHOM COOTHOLLEHUN U BMOCNEACTBUN UHAKTUBMPOBAHHbBIX C MOMOLLbIO YIYYLLEHHbIX
crnocob0B MHAKTMBaUMM, B KOTOPbIX HE MCMOMb3yeTCa TUOMEpCar, YTO MPUBOAUT K CHUKEHUIO
PEaKTOreHHOCTU M MOBbLILLEHWNIO aKTUBHOCTW, U aHTUreH wP moxeT BbITb agcopbupoBaH unum He
agcopbupoBaH Ha afbloBaHTax Ha OCHOBE antOMUHUS.

B cootBeTCcTBMM C OAHUM acnekToM OAWHHAALATOro BapuaHTa OCYLECTBIEHUS
n3obpeteHna npenapaT LEnbHOKNETOYHOrO KOKMIOWHOro aHtureHa (wP), ncnonb3yembin B

KOMMO3NLMN  KOMOWHUPOBaAHHOW BaKLUUHbl HacTOSLLEro U3o0peTeHns, npesnovTUTENbHO
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nonyvaloT mM3 wrtammoB Bordetella pertussis 134, 509, 25525 n 6229, cMmelaHHbIX B
cooTHoweHunn 1:1:0,25:0,25.

B cooTBeTCTBUM CO BTOPbIM acCMneKkTOM OAMHHAALAaTOro BapuaHTa OCyLLEeCTBMNEHUS
n3obpeteHna npenapaT LEnbHOKNETOYHOrO KOKMIOWHOro aHtureHa (wP), ncnonb3yembin B
KOMMO3ULUUN  KOMOVHMPOBAHHOW BaKUWHbI, WHAKTUBMPOBAH OHWM WMW HECKONMbKMU U3
cneayrowmx cnocoboB MHAKTUBAaLUW, KOTOPbIE BKIIOYaKOT B cebsa HarpesBaHne, obpabotky YO,
dhopmanmHom/bopmanbiernaom, aueTunaTUuneHUMMHOM N T.4.

MpeanoyTUTENEHO nNpenapaTr UenbHOKMNETOYHOrO  KOKMOWHOrO  aHtureHa (wP),
NCNONb3yeMbI B KOMMO3ULUN KOMONHUPOBAHHOW BaKLMHbI, NHAKTUBMPOBAH C UCMOMb30BaHNEM
KOMOMHaUMM TEennoBoW M Xumudeckon o06paboTtkn. Tem He MeHee, NpPeanoYTUTENbHO
NPOBOAUTE MHaKTUBaUMIO HarpeBaHuem npu temneparype 56 + 2°C, ot 10 go 15 mMuHyT B
nNpuCyTCTBMM popmanbaernaa, npy 3TOM OCHOBHash macca WP ocTaeTtca He KOMKOBAaToOu U
NEerko roOMOreHU3NpyeTCHa, YTO MPUBOAUT K CHWKEHMIO PEaKTOreHHOCTM W AaeT Nyullyro
achbbekTMBHOCTL WP B Te4yeHne 6onee onnTenbHOro BPEMEHMN.

B cooTBeTcTBMM C TPETbUM acnekToM OAMHHAALATOro BapuaHTa OCyLLeCTBNEHUS
n3obpeteHna npenapaT LEnNbHOKNETOYHOrO KOKMIOWHOro aHTureHa (wP), ncnonb3yembin B
KOMMO3NLUN KOMOVHNPOBAHHOW BakKUUHbI, MOXET ObiTb agcopbupoBaH nnn He agcopbupoBaH
Ha agbloBaHTE Ha OCHOBE antOMUHWUA, TaKOM Kak MMAPOKCUL anoMuHus, docdat antoMUHNS
nnun nx kombrHayma (Hanpumep, 40 UM NOCre CMELLUMBAHUSA C APYTMMU KOMMOHEHTaMK1, ecrnu
OHU ecTb). B cnyvae agcopbumm oanH nnn Heckonbko wrammos wP (T.e. 134, 509, 25525 u

6229) moryT agcopbumpoBaTbCs N0 OTAENBHOCTM UNM BMECTE B BUAE CMECN.
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B cooTtBeTtcTBUM ¢ ABEHaguatbiM  BApMaHTOM  OCYLUECTBMEHUS  HACTOSLLEro
n3obpeTeHns komnosnyus/peyentypa MHOro403080M KOMOUHUPOBAHHOW BaKLMHbI BKIOYaAET B
cebs:

Tabnuua 1
Ne Eanrmua Konmfeiinsgo: Tvl: ::nb:liil reHa
- KOMMOHEHTbI KOMNO3ULUn aHTuUreHa Ha AMHAL z
n.m. Ha gosy 0,5 mn (B ntobon
aosy 0,5 mn
KOMBUHaLMmn)
N 10-25 Lf* MpegnoyTuTensHO ogHo u3 10
1 OudbTepninHbin aHatokcuH (D) A 20 wAv 25 L
5 CronBHsUHbI aHaTokenH (T) 02-10 Lf MpeanoyTUTENBHO OAHO U3 2
mnn 4 nnn 10 Lf
3 NHakTBUpOBaHHbIM aHTureH B. | 12-16 IOU** MpeanoyTUTENbHO OAHO K3 12
pertussis (wWP) unun 14 nnn 16 10U
4 AHTUreH HBS 7-15 mKkr MpeanoyTUTENBHO OAHO M3 8
mnn 10 unn 15 mkr
5 KoHblormposaHHbin aHtureH Hib | 7-13 mkr PRP MpeanoyTUTENBHO OAHO M3 8
PRP-TT mnn 10 unn 13 mkr PRP
MHakTuBmupoBaHHbi nonuosupyc (IPV) cepotuna
Sabin
1-50 DU*** MpeanoyTUTENBHO OAHO M3 5
. Tun 1 (egnHuUUpbl D-aHTUreHa) v 10 v 20 DU
1-50DU MpeanoyTUTENBHO OAHO M3 8
Tun 2 (egnHuUUpbl D-aHTUreHa) unv 4 vnv 16 DU
1-50DU MpeanoyTuTensHO ogHo u3 10
Tun 3 (egnHuUUpbl D-aHTUreHa) w16 vnu 32 DU
O6bwwee coagepxaHmne antommHms | 0,1 —-0,6 mr MpepnoytutensHo He 6Gonee
7 (AP 0,3 unu He Gonee 0,55 nnu He
(B BUAE chocdara antoMmHmns) 6onee 0,63
8 2-dheHOKCUITAHON 1-6Mr MpeanoyTUTENbHO OAHO ©3 2
wnu 2,5 unu 3 mr
9 MeTunnapabeH 0,1-15wmr MpegnoutuTenbHO ogHo m3 0,7
unu 0,9 unu 1 mr
0,05-02wmr MpeanoyTUTENBHO O4HO  ”3
10 MNponunnapaben 0,05 unn 0,1 nnn 0,15 mr

*Lf — EAVHUUBI dNOoKKynsaymnm
**|OU — MexayHapoaHble eAVNHULbI HENPO3PaYHOCTH

***DU — EauHuybl D-aHTuUreHa
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B cooTBeTCTBMM C TPUHALaTbIM BapyaHTOM OCYLLECTBINEHUS HACTOSLLEro n3obpeTeHns

KoMnosnyus/peyentypa MHOrog,03080M KOMOMHUPOBAHHOW BaKUWMHbI BKITIOYAET B cebs:

Tabnuua 2
EqmHiua MpeanoyTuTEnbHOE
Ne KomMnoHeHTbI komno3nymnm aHTureHa Ha KOMMHECTBO EANHIL AHTUTCHA
n.n. 03v 0.5 M Ha gosy 0,5 mn (B ntobon
AO3Y T, koMOuHaymm)
.. 10-25 Lf MpegnoyTuTensHo ogHo n3 10
1 OudTepninHbin aHaTtokcuH (D) A 20 vnn 25 L
5 CTonGHSuHBIA aHaTokenH (T) 02-10 Lf MpeanoyTUTENBHO O4HO U3 2
mm 4 unn 10 Lf
3 NHakTnBupoBaHHbI aHturen B. | 12-16 10U MpeanoyTUTENbHO OAHO M3 12
pertussis (wWP) unun 14 nnn 16 10U
4 AnTvren HBs 7-15 mkr MpeanoyTUTENBHO OAHO M3 8
unm 10 unn 15 mkr
5 KoHblormposaHHbi aHtureH Hib | 7-13 mkr PRP MpeanoyTUTENBHO OAHO M3 8
PRP-TT unn 10 unn 13 mkr PRP
NHakTneuposaHHbI nonunosmpyc (IPV) cepotuna Salk
Mahoney Tun 1 (eauHunyel D- | 1 50 DU MpeanoyTUTENbHO OAHO U3 7,5
6 aHTureHa) unu 10 nnn 20 nnn 40 DU
MEF-1 Tun 2 (eauHuybl D- | 1-50 DU MpeanoyTuTENbHO O0aHO M3 1,5
aHTureHa) unu 2 unn 4 nnn 8 DU
Saukett Twn 3 (eauHuybl D- | 1 —-50 DU MpeanoyTuTENbHO OAHO U3 6
aHTureHa) unu 10 nnn 16 nnn 32 DU
O6bwwee copepxaHne anommuams | 0,1 — 0,6 mr MpepnoytutensHo He Gonee
7 (AP 0,3 unu He Gonee 0,55 nnu He
(B BUAE dhocdara antoMmHUS) 6onee 0,63
8 2-(hEHOKCHM3TaHON 1-6Mr MpeanoyTuTENbHO O4HO M3 2
unm 2,5 nnn 3 mr
9 MeTunnapaben 0,1-15wmr MpeanoytnuTenbHO ogHo us 0,7
unu 0,9 unu 1 mr
10 Mponunnapabex 0,05-02wmr MpeanoyTUTENBHO  OAHO  ”3

0,05 unn 0,1 nnn 0,15 mr




B coortBeTcTBMA

C yYeTblpHaguaTbim
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BapuvaHTOM OCYLLEeCTBMEHMUS

HacToALLEero

n3obpeTeHns komnosnyus/peyentypa MHOro403080M KOMOUHUPOBAHHOW BaKLMHbI BKIOYaAET B

cebs:
Tabnuuya 3
EavHuya MpeanoYTUTENBHOE KONUYECTBO
Ne n.n KOMMOHEHTbI KOMMO3ULMK aHTuUreHa Ha €AWHWL aHTUreHa Ha 403y
ao3y 0,5 mn 0,5 mn (B no6on komBuHaumm)
N 10-25 Lf MpegnoyTuTenbHO ogHo M3 10
1 OundTepninHbin aHaTtokcuH (D) amn 20 v 25 L
o CTonGHSuHbIA aHaTokeuH (T) 02-10 Lf MpeanoyYTUTENBHO OAHO M3 2
mnn 4 nnn 10 Lf
3 NHakTnBupoBaHHbI aHTureH B. | 12-16 10U MpeanoyTUTENbHO OAHO K3 12
pertussis (wWP) unun 14 nnn 16 10U
4 AnTvren HBs 7-15 mKkr MpeanoyTUTENBHO OAHO M3 8
mnn 10 unn 15 mkr
5 KOHBIOrMpOBaHHbIN aHTureH | 7-13 mkr PRP MpeanoyTUTENBHO OAHO M3 8
Hib PRP-TT unn 10 unn 13 mkr PRP
MHaktusmuposaHHbii nonuosupyc (IPV) cepotmna
Sabin
1-50 DU MpeanoyTUTENBHO OAHO M3 5
6 Twun 1 (eanHuLbl D-aHTUreHa) v 10 vAv 20 DU
1-50DU MpeanoyTuTenbHO ogHo m3 10
Twn 3 (eanHuybl D-aHTUreHa) a6 vAv 32 DU
Obwwee cogepxanue | 0,1 —-0,6 mr MpepnoytuTensHo He H6onee 0,3
7 anomuHnsg (AlP*) unn He 6Gonee 0,55 wnn He
(B BUAE hocdara antoMuHus) 6onee 0,63
8 2-dhEHOKCMITAHON 1-6mMr MpeanoyTUTENbHO OAHO M3 2
wnu 2,5 unu 3 mr
9 MeTunnapaGe 0,1-15wmr MpeanoytuTenbHo ogHo mn3 0,7
unu 0,9 unu 1 mr
0,05-0,2 mr MpegnouTuTensHo ogHo 13 0,05
10 MponunnapabeH wAn 0.1 i 0,15 mr
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B cooTBeTCTBMM C NSTHaALATbIM BapMaHTOM OCYLLECTBINEHUSI HACTOSILLEro n3obpeTeHus

KoMnosnyus/peyentypa MHOro4,03080N KOMOMHNPOBAHHOW BaKUWHbI BKIIOYaeT B cebs:

Tabnuua 4
EqmHiua MpeanoyTuTEnbHOE
Ne KomMnoHeHTbI komno3nymnm aHTureHa Ha KOMMHECTBO EANHIL AHTUTCHA
n.n. 03v 0.5 M Ha gosy 0,5 mn (B ntobon
AO3Y T, koMOuHaymm)
.. 10-25 Lf MpegnoyTuTensHo ogHo u3 10
1 OudTepninHbin aHaTtokcuH (D) A 20 vnn 25 L
5 CTonGHSIuHBIN aHaTokeuH (T) 02-10 Lf MpeanoyTUTENBHO O4HO U3 2
mm 4 unn 10 Lf
3 NHakTnBupoBaHHbI aHturen B. | 12-16 10U MpeanoyTUTENbHO OAHO M3 12
pertussis (wWP) unun 14 nnn 16 10U
4 AnTvren HBs 7-15 mkr MpeanoyTUTENBHO OAHO M3 8
unm 10 unn 15 mkr
5 KoHblormposaHHbi aHtureH Hib | 7-13 mkr PRP MpeanoyTUTENBHO OAHO M3 8
PRP-TT unn 10 unn 13 mkr PRP
NHakTneuposaHHbI nonunosmpyc (IPV) cepotuna Salk
5 Mahoney Tun 1 (eauHuubl D- 1-50 DU MpeanoyTUTENBHO OAHO M3 7.5
aHTureHa) unu 10 nnn 20 nnn 40 DU
Saukett Twn 3 (eauHuybl D- | 1 —50 DU MpeanoyTuTENbHO OAHO U3 6
aHTureHa) unu 10 nnn 16 nnn 32 DU
O6bwee copepxaHne anommHms | 0,1 — 0,6 mr MpegnoytutensHo He Gonee
7 (AR 0,3 unu He Gonee 0,55 nnu He
(B BUAE hocdarta antoMuHus) 6onee 0,63
8 2-(hEHOKCHMATaHON 1-6mMr MpeanoyTUTENbHO O4HO U3 2
wnu 2,5 unn 3 mr
9 MeTunnapa6eH 0,1-15wmr MpeanoytutensHo ogHo u3 0,7
unu 0,9 unu 1 mr
10 Mponunnapabex 0,05-0,2 mr MpeanoYTUTENBbHO  OAHO U3

0,05 unun 0,1 nnn 0,15 mr
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B cooTtBeTcTBMM C LIECTHagUaTblM BapPWAHTOM  OCYLLUECTBMNEHUSI HACTOSLLEro
ns3obpeTeHns komnosnyus/peyentypa MHOro403080M KOMOUHUPOBAHHOW BaKLMHbI BKIOYaET B
cebs:

Tabnuua 5
Ne EanHmLa Konmfee:?rggo; Tvl: ::nb::;elzl reHa
- KOoMMOHEHTbI KOMNo3nLun aHTuUreHa Ha AMHAL z
n.n. Ha gosy 0,5 mn (B ntobon
aosy 0,5 mn
KoMOBUHaLMK)
N 10-25 Lf MpeagnoyTuTensHO ogHo u3 10
1 OudbTepninHbin aHatokcuH (D) A 20 wAv 25 L
5 CronBHSUHbIA aHaTokeuH (T) 02-10 Lf MpeanoyTUTENBHO OAHO U3 2
mnn 4 nnn 10 Lf
3 NHakTBupoBaHHbIM aHTureH B. | 12-16 10U MpeanoyTUTENbHO OAHO M3 12
pertussis (wWP) umnun 14 nnn 16 10U
4 AnTuren HBs 7-15 mKkr MpeanoyTUTENBHO OAHO M3 8
mnn 10 unn 15 mkr
5 KoHbtormposaHHbi aHtureH Hib | 7-13 mkr PRP MpeanoyTUTENBHO OAHO M3 8
PRP-TT mnn 10 unn 13 mkr PRP
MHakTuBupoBaHHbii nonuosupyc (IPV) cepotuna
Sabin
1-50 DU MpeanoyTUTENBHO OAHO M3 5
. Tun 1 (egnHuUupbl D-aHTUreHa) v 10 v 20 DU
1-50DU MpeanoyTUTENBHO OAHO M3 8
Tun 2 (egnHuUUpbl D-aHTUreHa) unv 4 vinv 16 DU
1-50DU MpeanoyTuTensHO ogHo u3 10
Tun 3 (egnHuUUpbl D-aHTUreHa) w16 vnu 32 DU
O6bwee coagepxaHmne antomuHms | 0,1 —0,6 mr MpepnoytutensHo He 6Gonee
7 (AR 0,3 unu He Gonee 0,55 nnu He
(B BUAE hocdara antoMmHns) 6onee 0,63
8 2-(EHOKCHATaHON 1-6mMr MpeanoyTuTEnbHO OAHO U3 2
wnu 2,5 unu 3 mr
9 MeTunnapabe 0,1-15wmr MpeanoyTuTenbHO ogHo m3 0,7
unu 0,9 unu 1 mr
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B coortBeTcTBMM C cemHaguatbiM BapuvaHTOM  OCYLLECTBMEHMS  HacCTOSALLEro
n3obpeTeHns komnosnyus/peyentypa MHOro403080M KOMOUHUPOBAHHOW BaKLMHbI BKIOYaAET B
cebs:

Tabnuua 6
E MpeanoyTuTensbHOE
Ne AvHILA KONMNYeCTBO €4UHWL aHTUreHa
- KomMnoHeHTbI koMno3nymnm aHTUreHa Ha z
n.n. 03v 0.5 M Ha gosy 0,5 mn (B nto6on
A3y ©, KomMOuMHaLmn)
.. 10-25 Lf MpegnoytuTensHo ogHo u3 10
1 OudTepninHbin aHaTtokcuH (D) A 20 mAv 25 Lf
5 CronBHsUHbIA aHaTokenH (T) 02-10 Lf MpeanoyTUTENBHO O4HO U3 2
unn 4 unn 10 Lf
3 NHakTnBupoBaHHbI aHtureH B. | 12-16 10U MpeanoyTUTENbHO OAHO M3 12
pertussis (wWP) unun 14 nnn 16 10U
4 AHTUren HBs 7-15 mkr MpeanoyTUTENBHO OAHO M3 8
unn 10 unn 15 mkr
5 KoHblormposaHHbi aHtureH Hib | 7-13 mkr PRP MpeanoyTUTENBHO OAHO M3 8
PRP-TT unn 10 unn 13 mkr PRP
NHakTneuposaHHbI nonunosmpyc (IPV) cepotuna Salk
Mahoney Tun 1 (eauHuysl D- | 1 50 DU MpeanoyTuUTENbHO OAHO U3 7,5
6 aHTureHa) unu 10 nnn 20 nnn 40 DU
MEF-1 Tun 2 (eauHuuybl D-| 1 -50 DU MpeanoyTuTEnbHO 0gHO M3 1,5
aHTureHa) unu 2 unn 4 nnn 8 DU
Saukett Twn 3 (eauHuybl D- | 1 —-50 DU MpeanoyTuTENbHO OAHO U3 6
aHTureHa) unu 10 nnn 16 nnn 32 DU
O6bwwee copepxaHne anommums | 0,1 — 0,6 mr MpegnoytutensHo He Gonee
7 (AR 0,3 unu He Gonee 0,55 unu He
(B BUAE hocdara antoMmHnS) 6onee 0,63
8 2-(hEHOKCHATaHON 1-6Mr MpeanoyTuTeEnbHO O4HO U3 2
unm 2,5 nnn 3 mr
9 MeTunnapaben 0,1-15wmr MpeanoytuTenbHo ogHo us 0,7
unu 0,9 unu 1 mr




B coortBeTcTBMA

C BOCeMHaauaTbiMm
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BapuvaHTOM OCYLLECTBMeHUS

HacToALLEero

n3obpeTeHns komnosnyus/peyentypa MHOro403080M KOMOUHUPOBAHHOW BaKLMHbI BKIOYaAET B

cebs:
Tabnuua 7
MpeanoyTuTEnbHOE
Ne EauHuua KONMUYECTBO €4UHUL, aHTUreHa
KOMMNOHEHTbI KOMMO3ULMK aHTureHa Ha N
n.n. Ha o3y 0,5 mn (B ntobon
aosy 0,5 mn
KoMBUHaLmmn)
L 10-25 Lf MpeanoyTuTensHO 0aHO K3 10
1 OudbTepnintHbin aHatokcuH (D) A 20 v 25 L
5 CTONGHSHbINA aHaTOKCHH (T) 02-10 Lf MpeanoyTUTENBHO OAHO U3 2
mnn 4 nnn 10 Lf
3 NHakTnBupoBaHHbIM aHTureH B. | 12-16 10U MpeanoyTuUTENbHO OAHO K3 12
pertussis (wWP) unun 14 nnn 16 10U
4 AHTUreH HBs 7-15 mKkr MpeanoyTUTENBHO OAHO M3 8
mnn 10 unn 15 mkr
5 KoHblormposaHHbi aHtureH Hib | 7-13 mkr PRP MpeanoyTUTENBHO OAHO M3 8
PRP-TT mnn 10 unn 13 mkr PRP
MHakTuBmupoBaHHbi nonuosupyc (IPV) cepotuna
Sabin
1-50 DU MpeanoyTUTENBHO OAHO M3 5
6 Tun 1 (egnHuUUpbl D-aHTUreHa) v 10 vAv 20 DU
1-50DU MpeanoyTuTensHO ogHo u3 10
Tun 3 (egnHuULpbl D-aHTUreHa) a6 vAv 32 DU
O6bwee coagepxaHmne anommHms | 0,1 —0,6 mr MpepnoytutensHo He 6Gonee
7 (AP*) 0,3 unn He Gonee 0,55 unu He
(B BUAE hocdara antoMmHmns) 6onee 0,63
8 2-dheHOKCUITAHON 1-6Mr MpeanoyTuTenbHO OAHO M3 2
wnu 2,5 unu 3 mr
9 MeTunnapate 0,1-15wmr MpeanoyTuTEnbHO oaHO M3 0,7
unu 0,9 unu 1 mr




B cootBeTcTBUU

C AeBATHagUaTbIM
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BapuvaHTOM  OCYLLEeCTBNEHUS

HacToALLEero

n3obpeTeHns komnosnyus/peyentypa MHOro403080M KOMOUHUPOBAHHOW BaKLMHbI BKIOYaAET B

cebs:
Tabnuua 8
Ne Eanrnya Konmfeiinsgo: T::znb:r%?/lreHa
- KOMMOHEHTbI KoMNo3nLum aHTuUreHa Ha AMHAL z
n.m. Ha gosy 0,5 mn (B ntobon
aosy 0,5 mn
KOoMOMHaLmn)
N 10-25 Lf MpegnoytutensHo ogHo u3 10
1 OudTepninHbin aHaTtokcuH (D) A 20 v 25 L
5 CronBHsUHbIA aHaTokenH (T) 02-10 Lf MpeanoyTUTENBHO O4HO U3 2
mnn 4 nnn 10 Lf
3 NHakTnBupoBaHHbI aHtureH B. | 12-16 10U MpeanoyTuUTENbHO OAHO M3 12
pertussis (wWP) unun 14 nnn 16 10U
4 AHTUreH HBS 7-15 mKkr MpeanoyTUTENBHO OAHO M3 8
mnn 10 unn 15 mkr
5 KoHblormposaHHbi aHtureH Hib | 7-13 mkr PRP MpeanoyTUTENBHO OAHO M3 8
PRP-TT vnn 10 unn 13 mkr PRP
NHakTtnsuposaHHbI nonunosmpyc (IPV) cepotuna Salk
g | Mahoney Tun 1 (eanhnuel D- 1-50 DU MpeanoYTUTENLHO OAHO M3 7,5
aHTureHa) unu 10 nnn 20 nnn 40 DU
Saukett Twn 3 (eauHuybl D- | 1 —-50 DU MpeanoyTuTEnbHO OAHO U3 6
aHTureHa) unu 10 nnn 16 nnn 32 DU
O6bwwee copepxaHne anommumsa | 0,1 —0,6 mr MpegnoytutensHo He Gonee
7 (AR 0,3 unu He Gonee 0,55 unu He
(B BUAE hocdaTta antoMUHnS) 6onee 0,63
8 2-(hEHOKCHMATaHON 1-6mMr MpeanoyTuTENnbHO O4HO U3 2
wnu 2,5 nunn 3 mr
9 MeTunnapaben 0,1-15wmr MpeanoytuTenbHo ogHo us 0,7
unu 0,9 unu 1 mr
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B cooTBeTcTBMM C ABajuaTbiM BapMaHTOM OCYLLECTBIEHUS HacTosILLero n3obpeTeHus

KoMnosnyus/peyentypa MHOrog,030B0M KOMOMHUPOBaAHHOW BaKUWMHbI BKITKOYAET B cebs:

Tabnuua 9
E MpeanoyTuTEnbHOE
Ne AnHhLa KONMUYECTBO €4UHUL, aHTUreHa
- KOoMMOHEHTbI KOMMNO3nLUn aHTuUreHa Ha z
n.n. 03v 0.5 Mn Ha gosy 0,5 mn (B ntobon
AO3Y T, komOnHaymm)
N 10-25 Lf MpeagnoyTuTensHO ogHo n3 10
1 OudbTepnintHbin aHatokcuH (D) A 20 mAv 25 L
5 CronBHSUHbI aHaTokenH (T) 02-10 Lf MpeanoyTUTENBHO OAHO U3 2
mnn 4 nnn 10 Lf
3 NHakTvBupoBaHHbIM aHTureH B. | 12-16 I0U MpeanoyTUTENbHO OAHO K3 12
pertussis (WP) umnun 14 nnn 16 10U
4 AnTuren HBs 7-15 mkr MpeanoyTUTENBHO OAHO M3 8
mnn 10 unn 15 mkr
5 KoHblormposaHHbi aHtureH Hib | 7-13 mkr PRP MpeanoyTUTENBHO OAHO M3 8
PRP-TT mnn 10 unn 13 mkr PRP
MHakTuBmnpoBaHHbii nonuosupyc (IPV) cepotuna
Sabin
1-50 DU MpeanoyTUTENBHO OAHO M3 5
. Tun 1 (egnHuUupbl D-aHTUreHa) v 10 v 20 DU
1-50DU MpeanoyTUTENBHO OAHO M3 8
Tun 2 (egnHuUUpbl D-aHTUreHa) unv 4 vinv 16 DU
1-50DU MpegnoyTuTensHO ogHo u3 10
Tun 3 (egnHuUUpbl D-aHTUreHa) w16 vnu 32 DU
O6bwwee coagepxaHmne antommHms | 0,1 —-0,6 mr MpepnoytutensHo He 6Gonee
7 (AP 0,3 unu He Gonee 0,55 nnu He
(B BUAE chocdara antoMmHmns) 6onee 0,63
8 2-(hEHOKCHATEHON 1-6mMr MpeanoyTuTENbHO OAHO M3 2
wnu 2,5 unu 3 mr
9 Mponunnapabex 0,05-0,2 mr MpeanoyYTUTENbHO  OJHO U3

0,05 unun 0,1 nnn 0,15 mr
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B cooTBeTcTBMM C [ABajuaTtb NEPBbIM BapuvaHTOM OCYLLECTBIEHUS HaCTOSILLEro

n3obpeTeHns komnosnyus/peyentypa MHOro403080M KOMOUHUPOBAHHOW BaKLMHbI BKIOYaAET B

cebs:
Tabnuua 10
Ne Eavhuya Konmfeliinago: T::znb:liireHa
- KOMMNOHEHTbI KOMMO3ULIUK aHTuUreHa Ha AnHAL -
n.n. Ha o3y 0,5 mn (B ntobon
aosy 0,5 mn
KoMBUMHaLmn)
L 10-25 Lf MpeagnoyTuTensHo ogHo n3 10
1 OudTepninHbin aHaTtokcuH (D) A 20 v 25 L
5 CronBHsUHbIA aHaTokenH (T) 02-10 Lf MpeanoyTUTENBHO O4HO U3 2
unn 4 unn 10 Lf
3 NHakTnBupoBaHHbI aHtureH B. | 12-16 10U MpeanoyTuUTEnbHO OAHO M3 12
pertussis (wWP) unun 14 nnn 16 10U
4 AHTUreH HBs 7-15 mKkr MpeanoyTUTENBHO OAHO M3 8
unm 10 unn 15 mkr
5 KoHblormposaHHbi aHtureH Hib | 7-13 mkr PRP MpeanoyTUTENBHO OAHO M3 8
PRP-TT unn 10 unn 13 mkr PRP
NHakTneuposaHHbi nonunosmpyc (IPV) cepotuna Salk
Mahoney Tun 1 (eguHunyel D- | 1 50 DU MpeanoyTUTENbHO OAHO U3 7,5
6 aHTureHa) unu 10 nnn 20 nnn 40 DU
MEF-1 Tun 2 (eauHuybl D-| 1 -50 DU MpeanoyTuTenbHO 0gHO M3 1,5
aHTureHa) unu 2 unn 4 nnn 8 DU
Saukett Tun 3 (eauHuybl D- | 1 —-50 DU MpeanoyTuTenbHO OAHO U3 6
aHTureHa) unu 10 nnn 16 nnn 32 DU
O6bwwee copepxaHne anommumsa | 0,1 — 0,6 mr MpepnoytutensHo He Gonee
7 (AP 0,3 unu He Gonee 0,55 nnu He
(B BUAE hocdaTa antoMuHus) 6onee 0,63
8 2-dhEHOKCMITAHON 1-6Mr MpeanoYTUTENbHO OAHO ©3 2
unu 2,5 unu 3 mr
0,05-02wmr MpeanoyTUTENBHO  OAHO  ©3
° MNponunnapabe 0,05 unun 0,1 nnn 0,15 mr
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B cootBetcTBMM C pABajuaTb BTOPbIM BapUMaHTOM OCYLLECTBIEHUS HAaCTOSILLEro

n3obpeTeHns komnosnyus/peyentypa MHOro4030B0M KOMOUHNMPOBAHHOW BaKUMHbI BKIIOYAET B

cebs:
Tabnuua 11
MpeanoyTuTEnbHOE
Ne EauHuua KONMUYECTBO €4UHUL, aHTUreHa
KOMMNOHEHTbI KOMMO3ULMK aHTureHa Ha N
n.n. Ha o3y 0,5 mn (B ntobon
aosy 0,5 mn
KoMBUHaLmmn)
L 10-25 Lf MpeanoyTuTensHO 0aHO K3 10
1 OudbTepnintHbin aHatokcuH (D) A 20 v 25 L
5 CTONGHSHbINA aHaTOKCHH (T) 02-10 Lf MpeanoyTUTENBHO OAHO U3 2
mnn 4 nnn 10 Lf
3 NHakTnBupoBaHHbIM aHTureH B. | 12-16 10U MpeanoyTuUTENbHO OAHO K3 12
pertussis (wWP) unun 14 nnn 16 10U
4 AHTUreH HBs 7-15 mKkr MpeanoyTUTENBHO OAHO M3 8
mnn 10 unn 15 mkr
5 KoHblormposaHHbi aHtureH Hib | 7-13 mkr PRP MpeanoyTUTENBHO OAHO M3 8
PRP-TT mnn 10 unn 13 mkr PRP
MHakTuBmupoBaHHbi nonuosupyc (IPV) cepotuna
Sabin
1-50 DU MpeanoyTUTENBHO OAHO M3 5
6 Tun 1 (egnHuUUpbl D-aHTUreHa) v 10 vAv 20 DU
1-50DU MpeanoyTuTensHO ogHo u3 10
Tun 3 (egnHULbl D-aHTUreHa) a6 vAv 32 DU
O6bwwee coagepxaHmne antomuHms | 0,1 —-0,6 mr MpepnoytutensHo He 6Gonee
7 (AP*) 0,3 unn He Gonee 0,55 unu He
(B BUAE hocdara antoMmHmns) 6onee 0,63
8 2-dheHOKCUITAHON 1-6Mr MpeanoyTuTenbHO OAHO M3 2
wnu 2,5 unu 3 mr
0,05-0,2 mr MpeanoyTUTENbHO  OJHO U3
9 MponunnapabeH 0,05 unun 0,1 nnn 0,15 mr
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B cooTtBeTcTBUM C [ABajuatb TPETbUM BapUaHTOM OCYLLECTBIEHWSI HaCTOSILLEro

n3obpeTeHns komnosnyus/peyentypa MHOro4030B0M KOMOUHUPOBAHHOW BaKLMHbI BKMIOYAET B

cebs:
Tabnuua 12
Ne Eanrnya Konmfeiinsgo: T::znb:r%?/lreHa
- KOMMOHEHTbI KoMNo3nLum aHTuUreHa Ha AMHAL z
n.m. Ha gosy 0,5 mn (B ntobon
aosy 0,5 mn
KOoMOMHaLmn)
N 10-25 Lf MpegnoytutensHo ogHo u3 10
1 OudTepninHbin aHaTtokcuH (D) A 20 v 25 L
5 CTonBHSUHbI aHaToKCHH (T) 02-10 Lf MpeanoyTUTENBHO O4HO U3 2
mnn 4 nnn 10 Lf
3 NHakTnBupoBaHHbI aHtureH B. | 12-16 10U MpeanoyTuUTENbHO OAHO M3 12
pertussis (wWP) unun 14 nnn 16 10U
4 AHTUreH HBS 7-15 mKkr MpeanoyTUTENBHO OAHO M3 8
mnn 10 unn 15 mkr
5 KoHblormposaHHbi aHtureH Hib | 7-13 mkr PRP MpeanoyTUTENBHO OAHO M3 8
PRP-TT vnn 10 unn 13 mkr PRP
NHakTtnsuposaHHbI nonunosmpyc (IPV) cepotuna Salk
g | Mahoney Tun 1 (eanhnuel D- 1-50 DU MpeanoYTUTENLHO OAHO M3 7,5
aHTureHa) unu 10 nnn 20 nnn 40 DU
Saukett Twn 3 (eauHuybl D- | 1 —-50 DU MpeanoyTuTEnbHO OAHO U3 6
aHTureHa) unu 10 nnn 16 nnn 32 DU
O6bwwee copepxaHne anommumsa | 0,1 —0,6 mr MpegnoytutensHo He Gonee
7 (AR 0,3 unu He Gonee 0,55 unu He
(B BUAE hocdaTta antoMUHnS) 6onee 0,63
8 2-(hEHOKCHMATaHON 1-6mMr MpeanoyTuTENnbHO O4HO U3 2
wnu 2,5 nunn 3 mr
0,05-0,2 mr MpeanoYTUTENBHO  OAHO U3
° MNponunnapaben 0,05 unn 0,1 nnn 0,15 mr
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B cootBeTcTBUM C ABajuaTtb YeTBEPTbIM BapvaHTOM OCYLLECTBIEHUS HaCTOSILLEro

n3obpeTeHns komnosnyus/peyentypa MHOro4030B0M KOMOUHUPOBAHHOW BaKLMHbl BKMIOYAET B

cebs:
Tabnuua 13
Ne EanHmua Konmfeiinago: TS :jnb:l-ﬂireHa
" KOMMNOHEHTbI KOMMO3ULMK aHTUreHa Ha A 4 M
n.n. Ha o3y 0,5 mn (B ntobon
aosy 0,5 mn
KOMBUHaLMKn)
N 10-25 Lf MpeanoyTuTensHO 0aHO K3 10
1 OudbTepninHbin aHatokcuH (D) A 20 v 25 L
5 CronBHsUHbIA aHaTokewH (T) 02-10 Lf MpeanoyTUTENBHO OAHO U3 2
mnn 4 nnn 10 Lf
3 NHakTnBupoBaHHbIM aHTureH B. | 12-16 10U MpeanoyTuUTENbHO OAHO K3 12
pertussis (wWP) unun 14 nnn 16 10U
4 AnTuren HBs 7-15 mKkr MpeanoyTUTENBHO OAHO M3 8
mnn 10 unn 15 mkr
5 KoHbtormposaHHbi aHtureH Hib | 7-13 mkr PRP MpeanoyTUTENBHO OAHO M3 8
PRP-TT mnn 10 unn 13 mkr PRP
MHaktuBmupoBaHHbi nonuosupyc (IPV) cepotuna
Sabin
1-50 DU MpeanoyTUTENBHO OAHO M3 5
. Tun 1 (egnHuUupbl D-aHTUreHa) v 10 vAv 20 DU
1-50DU MpeanoyTUTENBHO OAHO M3 8
Tun 2 (egnHuULpbl D-aHTUreHa) Ann 4 vnv 16 DU
1-50DU MpeanoyTuTensHO ogHo u3 10
Tun 3 (egnHuUupbl D-aHTUreHa) unv 16 vAv 32 DU
O6bwwee coaepxanHmne antommHms | 0,1 —-0,6 mr MpepnoytuTenbHO He 6Gonee
7 (APP*) 0,3 unn He Gonee 0,55 unu He
(B BUAE chocdara antoMmHns) 6onee 0,63
8 MeTunnapaben 0,1-15wmr MpeanoytuTenbHO oaHO m3 0,7
unu 0,9 unu 1 mr
0,05-02wmr MpeanoyTUTENBHO OQHO  ©3
9 MponunnapabeH 0,05 unn 0,1 nnn 0,15 mr
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B cootBetcTBUM C [ABajguatb MNATbIM BapuaHTOM OCYLLECTBIIEHUS HaCTOSILLEro

n3obpeTeHns komnosnyus/peyentypa MHOro4030B0M KOMOUHMPOBAHHOW BaKLMHbI BKIMIOYAET B

cebs:
Tabnuua 14
Ne Eanrnya Konmfeiinsgo: T::znb:r%?/lreHa
- KOMMOHEHTbI KoMNo3nLum aHTuUreHa Ha AMHAL z
n.m. Ha gosy 0,5 mn (B ntobon
aosy 0,5 mn
KOoMOMHaLmn)
N 10-25 Lf MpegnoytutensHo ogHo u3 10
1 OudTepninHbin aHaTtokcuH (D) A 20 wAv 25 L
5 CronBHsUHbIA aHaTokenH (T) 02-10 Lf MpeanoyTUTENBHO O4HO U3 2
mnn 4 nnn 10 Lf
3 NHakTnBupoBaHHbI aHtureH B. | 12-16 10U MpeanoyTuUTENbHO OAHO M3 12
pertussis (wWP) umnun 14 nnn 16 10U
4 AHTUreH HBS 7-15 mKkr MpeanoyTUTENBHO OAHO M3 8
mnn 10 unn 15 mkr
5 KoHblormposaHHbi aHtureH Hib | 7-13 mkr PRP MpeanoyTUTENBHO OAHO M3 8
PRP-TT mnn 10 unn 13 mkr PRP
NHakTtneuposaHHbi nonunosmpyc (IPV) cepotuna Salk
Mahoney Tun 1 (eauHunyel D- | 1 -50 DU MpeanoyTuTENbHO OAHO U3 7,5
6 aHTureHa) unu 10 nnn 20 nnn 40 DU
MEF-1 Tun 2 (eauHuuybl D- | 1-50 DU MpeanoyTuTEnbHO 0aHO M3 1,5
aHTureHa) unu 2 unn 4 nnn 8 DU
Saukett Twn 3 (eauHuybl D- | 1 —-50 DU MpeanoyTuTEnbHO OAHO U3 6
aHTureHa) unu 10 nnn 16 nnn 32 DU
O6bwwee copepxaHne anommums | 0,1 —0,6 mr MpegnoytutensHo He Gonee
7 (APP*) 0,3 unu He Gonee 0,55 unu He
(B BUAE hocdaTa antoMuHus) 6onee 0,63
8 MeTunnapaben 0,1-15wmr MpeanoytuTensHo ogHo us 0,7
unu 0,9 unu 1 mr
0,05-02wmr MpeanoyTUTENBHO OAHO  ”3
9 MponunnapabeH 0,05 unn 0,1 nnn 0,15 mr
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B cooTBeTcTBMM C ABajuaTtb LUECTbIM BapuaHTOM OCYLLECTBIEHUS HACTOSILLEro

n3obpeTeHns komnosnyus/peyentypa MHOro403080M KOMOUHUPOBAHHOW BaKLMHbI BKIOYaAET B

cebs:
Tabnuua 15
EqvHALE MpeanoyTuTEnsbHOE
Ne AR KONMMYEeCTBO €4MHUL aHTUreHa
KoMNOHEHTbI koMno3nymnm aHTUreHa Ha N
n.n. Ha gosy 0,5 mn (B ntobon
aosy 0,5 mn
komOnHaymm)
N 10-25 Lf MpeagnoyTuTensHO ogHo n3 10
1 OudbTepnintHbin aHatokcuH (D) A 20 mAv 25 L
5 CronBHSUHbI aHaTokenH (T) 02-10 Lf MpeanoyTUTENBHO OAHO U3 2
unm 4 unn 10 Lf
3 NHakTvBupoBaHHbIM aHTureH B. | 12-16 I0U MpeanoyTUTENbHO OAHO K3 12
pertussis (WP) umnun 14 nnn 16 10U
7-15 mkr MpeanoyTUTENBHO OAHO M3 8

4 AHTUreH HBs
unm 10 unn 15 mkr
KoHblormposaHHbi aHtureH Hib | 7-13 mkr PRP MpeanoyTUTENBHO OAHO M3 8

PRP-TT mnn 10 unn 13 mkr PRP
MHakTuBmupoBaHHbii nonuosupyc (IPV) cepotuna
Sabin
1-50 DU MpeanoyTUTENBHO OAHO M3 5
6 Tun 1 (egnHuUupbl D-aHTUreHa) v 10 vAv 20 DU
1-50DU MpeanoyTuTensHO ogHo u3 10
Tun 3 (egnHuUUpbl D-aHTUreHa) unv 16 vAv 32 DU
O6bwee copgepxaHmne antomuHms | 0,1 —0,6 mr MpepnoytutensHO He Gonee
7 (AP 0,3 unu He Gonee 0,55 nnu He
(B BUAE hocdara antoMmHnS) 6onee 0,63
8 MeTunnapa6eH 0,1-15wmr MpeanoytuTenbHo ogHo u3 0,7
mnn 0,9 unn 1 mr
0,05-0,2wmr MpeanoyTuTENbHO  OAHO U3

° MNponunnapabe 0,05 unun 0,1 nnn 0,15 mr
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B cooTBeTcTBMM C [ABajuaTb CEeAbMbIM BapuWaHTOM OCYLLECTBIIEHUS HAaCTOSILLEro

n3obpeTeHns komnosnyus/peyentypa MHOro403080M KOMOUHUPOBAHHOW BaKLMHbI BKIOYaAET B

cebs:
Tabnuua 16
EqvHALE MpeanoyTuTEnsHOE
Ne AMAAL KONMNYeCTBO €4UHWUL aHTUreHa
KomMnoHeHTbI koMno3nymnm aHTUreHa Ha z
n.n. Ha gosy 0,5 mn (B ntobown
aosy 0,5 mn
kOoMOuHaLmm)
. 10-25 Lf MpegnoyTuTensHo ogHo u3 10
1 OudTepninHbin aHaTtokcuH (D) A 20 wAv 25 L
o CTonGHSHBIA aHaTokenH (T) 02-10 Lf MpeanoyTUTENBHO O4HO U3 2
unn 4 unn 10 Lf
3 NHakTnBupoBaHHbI aHtureH B. | 12-16 10U MpeanoyTUTENbHO OAHO M3 12
pertussis (wWP) umnun 14 nnn 16 10U
4 AnTvren HBs 7-15 mKkr MpeanoyTUTENBHO OAHO M3 8
unn 10 unn 15 mkr
5 KoHblormposaHHbi aHtureH Hib | 7-13 mkr PRP MpeanoyTUTENBHO OAHO M3 8
PRP-TT unm 10 unn 13 mkr PRP
NHakTneuposaHHbi nonunosmpyc (IPV) cepotuna Salk
5 Mahoney Tun 1 (eauHuubl D- 1-50 DU MpeanoyTUTENBHO OAHO M3 7.5
aHTureHa) unu 10 nnn 20 nnn 40 DU
Saukett Twn 3 (eauHuybl D- | 1 —-50 DU MpeanoyTuTEnNbHO OAHO U3 6
aHTureHa) unu 10 nnn 16 nnn 32 DU
O6bwee copepxaHne anommHms | 0,1 — 0,6 mr MpepnoytutensHo He Gonee
7 (AR 0,3 unu He Gonee 0,55 nnu He
(B BUAE hocdara antoMUHUS) 6onee 0,63
8 MeTunnapa6eH 0,1-15wmr MpeanoytuTensHo ogHo m3 0,7
mnn 0,9 unn 1 mr
0,05-0,2mr MpeanoyTuTEnbHO  OAHO U3
° MNponunnapaben 0,05 unn 0,1 nnn 0,15 mr
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B cooTBeTcTBMM C ABajuaTb BOCbMbIM BapUaHTOM OCYLLECTBIEHUS HACTOSILLEro

n3obpeTeHns komnosnyus/peyentypa MHOro403080M KOMOUHUPOBAHHOW BaKLMHbI BKIOYaAET B

cebs:
Tabnuua 17
MpeanoyTuTEnbHOE
Ne K EanHmua KONMUYECTBO €4UHUL, aHTUreHa
OMMOHEHTbI KOMMO3ULMK aHTureHa Ha N
n.n. Ha o3y 0,5 mn (B ntobon
aosy 0,5 mn
KoMBUHaLmmn)
L 10-25 Lf MpeanoyTuTensHO 0aHO K3 10
1 OudbTepnintHbin aHatokcuH (D) A 20 v 25 L
5 CTONGHSHbINA aHaTOKCHH (T) 02-10 Lf MpeanoyTUTENBHO OAHO U3 2
mnn 4 nnn 10 Lf
3 NHakTnBupoBaHHbIM aHTureH B. | 12-16 10U MpeanoyTuUTENbHO OAHO M3 12
pertussis (wWP) unun 14 nnn 16 10U
7-15 mKkr MpeanoyTUTENBHO OAHO M3 8

4 | AHTureH HBs unu 10 unm 15 mkr

KoHblormposaHHbi aHtureH Hib | 7-13 mkr PRP MpeanoyTUTENBHO OAHO M3 8

PRP-TT mnn 10 unn 13 mkr PRP
MHakTuBmupoBaHHbi nonuosupyc (IPV) cepotuna
Sabin
1-50 DU MpeanoyTUTENBHO OAHO M3 5
Tun 1 (egnHuUUpbl D-aHTUreHa) v 10 vAv 20 DU
6 1-50DU MpeanoyTUTENBHO OAHO M3 8
Tun 2 (egnHuULpbl D-aHTUreHa) unn 4 vinv 16 DU
1-50DU MpeanoyTuTensHO ogHo u3 10
Tun 3 (egnHuUupbl D-aHTUreHa) w16 vnu 32 DU
O6bwwee copepxanHme antommHms | 0,1 —-0,6 mr MpepnoytutenbHO He 6Gonee
7 (AP 0,3 unu He Gonee 0,55 nnu He
(B BMAE docdara antoMmHus) 6onee 0,63
1-6Mr MpeanoyTUTENbHO OAHO ©3 2

8 2-thbeHoKcuaTaHon
® unu 2,5 unu 3 mr
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B cootBeTCcTBUMM C Apaguartb AeBATbIM BapuaHTOM OCyLUeCTBNeHNA HacTodllero

n3obpeTeHns komnosnyus/peyentypa MHOro403080M KOMOUHUPOBAHHOW BaKLMHbI BKIOYaAET B

cebs:
Tabnuua 18
MpeanoyTuTEnbHOE
Ne Eavhuya KONMYECTBO €AUHUL, aHTUreHa
KOMMNOHEHTbI KOMMO3nLUK aHTureHa Ha N
n.n. Ha o3y 0,5 mn (B nobon
aosy 0,5 mn
KoMBUMHaLmn)
L 10-25 Lf MpeagnoyTuTensHo ogHo n3 10
1 OudTepninHbin aHaTtokcuH (D) A 20 v 25 L
5 CTONGHSIHBI aHaTokeuH (T) 02-10 Lf MpeanoyTUTENBHO O4HO U3 2
mnn 4 nnn 10 Lf
3 NHakTnBupoBaHHbI aHtureH B. | 12-16 10U MpeanoyTuUTEnbHO OAHO M3 12
pertussis (wWP) unun 14 nnn 16 10U
7-15 mKkr MpeanoyTUTENBHO OAHO K3 8

4 | AHTuren HBs unu 10 unm 15 mkr

KoHblormposaHHbi aHtureH Hib | 7-13 mkr PRP MpeanoyTUTENBHO OAHO M3 8

> | PRPTT wv 10 unn 13 mkr PRP
NHakTneuposaHHbI nonunosmpyc (IPV) cepotuna Salk
Mahoney Tun 1 (eauHunyel D- | 1 -50 DU MpeanoyTuTENbHO OAHO U3 7,5
aHTureHa) unu 10 nnn 20 nnn 40 DU

6 MEF-1 Tun 2 (eauHuybl D-| 1 -50 DU MpeanoyTuTenbHO 0gHO M3 1,5
aHTureHa) unu 2 unn 4 nnn 8 DU
Saukett Tun 3 (eauHuybl D- | 1 —-50 DU MpeanoyTuTEenbHO OAHO U3 6
aHTureHa) unu 10 nnn 16 nnn 32 DU
O6bwwee copepxaHne anommumsa | 0,1 — 0,6 mr MpepnoytutensHo He Gonee

7 (APP*) 0,3 unu He Gonee 0,55 unu He
(B BMae hoctara antoMmmHns) bonee 0,63

1-6Mr MpeanoYTUTENbHO OAHO ©3 2

8 2-tbeHokcuaTaHon
® wnu 2,5 unu 3 mr
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B cooTBeTcTBUMM C TpMAaLaTbiM BapuaHTOM OCYLLECTBINEHUS HaCTOSLLEro n3obpeTeHus

KoMnosnyus/peyentypa MHOrog,030B0M KOMOMHUPOBaAHHOW BaKUWMHbI BKITKOYAET B cebs:

Tabnuua 19
EqmHiua MpeanoytuTensHoe
Ne KOMMOHEHTbI KOMMNO3nLUn aHTuUreHa Ha KOMMHECTBO EANHIL aHTUMEHa
n.n. 03v 0.5 M Ha gosy 0,5 mn (B ntobon
AO3Y T, koMOuHaymm)
N 10-25 Lf MpegnoytntensHo ogHo n3 10
1 OudbTepnintHbin aHatokcuH (D) amv 20 vnn 25 L
o CTONGHSAYHbIA aHATOKCHH (T) 02-10 Lf MpeanoyTuTeENbHO O4HO U3 2
mnn 4 unn 10 Lf
3 NHakTnBupoBaHHbIM aHTureH B. | 12-16 10U MpeanoYTUTENbHO OAHO M3 12
pertussis (WP) unu 14 nnn 16 10U
4 AHTUren HBs 7-15 mkr MpeanoyTUTENBHO OAHO M3 8
mnun 10 unmn 15 mkr
5 KoHbtormposaHHbi aHtureH Hib | 7-13 mkr PRP MpeanoyTUTENBHO OAHO M3 8
PRP-TT vnun 10 unmn 13 mkr PRP
MHakTuBmpoBaHHbi nonuosupyc (IPV) cepoTtuna
Sabin
1-50 DU MpeanoyTUTENBHO OAHO M3 5
6 Tun 1 (egnHuUupbl D-aHTUreHa) unv 10 v 20 DU
1-50DU MpeanoytntensHo ogHo u3 10
Tun 3 (egnHUUpbl D-aHTUreHa) unn 16 vnn 32 DU
O6bwee coagepxaHmne antomuHms | 0,1 —0,6 mr MpegnoytutensHO He ©Gonee
7 (AP 0,3 unu He Gonee 0,55 unu He
(B BUAE thocdara antoMnHns) 6onee 0,63
8 2-(EHOKCHATEHON 1-6Mr MpeanoyTuTenbHO OAHO U3 2
wnm 2,5 unn 3 mr
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B cooTBeTcTBMM C TpuauaTb NEpPBbIM BapUaHTOM OCYLLECTBINEHUS HAaCTOSILLEro

n3obpeTeHns komnosnyus/peyentypa MHOro403080M KOMOUHUPOBAHHOW BaKLMHbI BKIOYaAET B

cebs:
Tabnuua 20
Ne Epnrinya Konmfe%?rnsgo: T::inb:;'?/lreHa
- KOMMOHEHTbI KoMNo3nLum aHTureHa Ha AnHAL z
n.m. Ha gosy 0,5 mn (B ntobon
aosy 0,5 mn
KOoMOMHaLmn)
N 10-25 Lf MpegnoytutensHo ogHo u3 10
1 OudpTepunHein aHatokcuH (D) A 20 v 25 L
5 CronBHSUHbIA aHaToKCHH (T) 02-10 Lf MpeanoyTUTENBHO O4HO U3 2
unn 4 unn 10 Lf

3 NHakTnBupoBaHHbI aHtureH B. | 12-16 10U MpeanoyTuUTENbHO OAHO M3 12
pertussis (wWP) unun 14 nnn 16 10U

4 AHTUren HBS 7-15 mKkr MpeanoyTUTENBHO OAHO M3 8

unm 10 unn 15 mkr

5 KoHblormposaHHbi aHtureH Hib | 7-13 mkr PRP MpeanoyTUTENBHO OAHO M3 8
PRP-TT unn 10 unn 13 mkr PRP
NHakTtnsuposaHHbI nonunosmpyc (IPV) cepotuna Salk

g | Mahoney Tun 1 (eanhnuel D- 1-50 DU MpeanoYTUTENLHO OAHO M3 7,5
aHTureHa) unu 10 nnn 20 nnn 40 DU
Saukett Twn 3 (eauHuybl D- | 1 —-50 DU MpeanoyTuTEnbHO OAHO U3 6
aHTureHa) unu 10 nnn 16 nnn 32 DU
O6bwwee copepxaHne anommumsa | 0,1 —0,6 mr MpegnoytutensHo He Gonee

7 (AR 0,3 unu He Gonee 0,55 unu He
(B BUAE hocdaTta antoMUHnS) 6onee 0,63

1-6mMr MpeanoyTuTENnbHO O4HO U3 2
wnm 2,5 nnn 3 mr

8 2-eHOKCU3TaHoN
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B coorBetcTBMM C TpuauaTb BTOPbIM BapUaHTOM OCYLLECTBINEHUS HAaCTOSILLEro

n3obpeTeHns komnosnyus/peyentypa MHOro403080M KOMOUHUPOBAHHOW BaKLMHbI BKIOYaAET B

cebs:
Tabnuua 21
Ne Eanrmua Konmfeiinsgo: Tvl: ::nb:liil reHa
- KOMMOHEHTbI KOMNO3ULUn aHTuUreHa Ha AMHAL z
n.m. Ha gosy 0,5 mn (B ntobon
aosy 0,5 mn
KOMBUHaLMmn)
N 10-25 Lf MpegnoyTuTensHO ogHo u3 10
1 OudbTepnintHbin aHatokcuH (D) A 20 v 25 L
5 CronBHsUHbI aHaTokenH (T) 02-10 Lf MpeanoyTUTENBHO OAHO U3 2
mnn 4 nnn 10 Lf
3 NHakTBupoBaHHbIM aHTureH B. | 12-16 I0U MpeanoyTUTENbHO OAHO K3 12
pertussis (wWP) unun 14 nnn 16 10U
4 AnTuren HBs 7-15 mKkr MpeanoyTUTENBHO OAHO M3 8
mnn 10 unn 15 mkr
5 KoHblormposaHHbin aHtureH Hib | 7-13 mkr PRP MpeanoyTUTENBHO OAHO M3 8
PRP-TT vnn 10 unn 13 mkr PRP
MHaktuBmupoBaHHbii nonuosupyc (IPV) cepotuna
Sabin
1-50 DU MpeanoyTUTENBHO OAHO M3 5
6 Tun 1 (egnHuUupbl D-aHTUreHa) v 10 vAv 20 DU
1-50DU MpeanoyTUTENBHO OAHO M3 8
Tun 2 (egnHuUupbl D-aHTUreHa) U 4 v 16 DU
1-50DU MpeagnoytutensHo ogHo u3 10
Tun 3 (egnHuupbl D-aHTUreHa) unv 16 vAv 32 DU
O6bwwee coaepxaHmne antomuHms | 0,1 —-0,6 mr MpepnoytutenbHo He 6Gonee
7 (APP*) 0,3 unn He Gonee 0,55 vunu He
(B BMAE docdara antoMmHms) 6onee 0,63
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B cooTBeTCTBMM C TpuauaTb TPETbMM BapWaHTOM OCYLLECTBIEHUS HACTOSILLEro

n3obpeTeHns komnosuyus/peyentypa MHOro403080M KOMOUHUPOBAHHOW BaKLMHbI BKIOYAET B

cebs:
Tabnuua 22
Ne Epnrinya Konmfe%?rnsgo: T::inb:;'?/lreHa
- KOMMOHEHTbI KoMNo3nLum aHTureHa Ha AnHAL z
n.m. Ha gosy 0,5 mn (B ntobon
aosy 0,5 mn
KOoMOMHaLmn)
N 10-25 Lf MpegnoytutensHo ogHo u3 10
1 OudTepninHbin aHaTtokcuH (D) A 20 v 25 L
5 CronBHsUHbIA aHaTokenH (T) 02-10 Lf MpeanoyTUTENBHO O4HO U3 2
unn 4 unn 10 Lf
3 NHakTnBupoBaHHbI aHtureH B. | 12-16 10U MpeanoyTuUTENbHO OAHO M3 12
pertussis (wWP) unun 14 nnn 16 10U
4 AHTUren HBS 7-15 mKkr MpeanoyTUTENBHO OAHO M3 8
unm 10 unn 15 mkr
5 KoHblormposaHHbi aHtureH Hib | 7-13 mkr PRP MpeanoyTUTENBHO OAHO M3 8
PRP-TT unn 10 unn 13 mkr PRP

NHakTtnsuposaHHbI nonunosmpyc (IPV) cepotuna Salk

Mahoney Tun 1 (eauHunyel D- | 1 -50 DU MpeanoyTUTENbHO OAHO U3 7,5
aHTureHa) unu 10 nnn 20 nnn 40 DU
6 MEF-1 Tun 2 (eauHuuybl D- | 1-50 DU MpeanoyTuTEnbHO 0aHO M3 1,5
aHTureHa) uwnu 2 unn 4 nnn 8 DU
Saukett Twn 3 (eauHuybl D- | 1 —-50 DU MpeanoyTuTEnbHO OAHO U3 6
aHTureHa) unu 10 nnn 16 nnn 32 DU
O6bwwee copepxaHne antommHnsg | 0,1 — 0,6 mr MpegnoytutensHo He Gonee
7 (APP*) 0,3 unu He Gonee 0,55 unu He

(B BUAE hocdaTa antoMmHus) 6onee 0,63
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B cootBeTcTBMM C TpuiuaTb YETBEPTbIM BapWaHTOM OCYLLECTBINEHUS] HACTOSILLEro

n3obpeTeHns komnosnyus/peyentypa MHOrog4030B0M KOMOUHUPOBAHHOW BaKLUMHbI BKIIOYAET B

cebs:
Tabnuua 23
Ne Eanrnya Konmfe%?rnsgo: Tvl: ::nb:rﬁ'?/l reHa
- KOMMOHEHTbI KOMNO3ULUn aHTUreHa Ha ANMHAL z
n.m. Ha gosy 0,5 mn (B ntobon
aosy 0,5 mn
KOMBUHaLMmn)
N 10-25 Lf MpegnoyTuTensHO ogHo u3 10
1 OudbTepnintHbin aHatokcuH (D) A 20 v 25 L
5 CronBHsUHbI aHaTokenH (T) 02-10 Lf MpeanoyTUTENBHO OAHO U3 2
unn 4 unn 10 Lf
3 NHakTnBupoBaHHbIM aHTureH B. | 12-16 I0U MpeanoyTUTENbHO OAHO K3 12
pertussis (wWP) unun 14 nnn 16 10U
4 AnTuren HBs 7-15 mKkr MpeanoyTUTENBHO OAHO M3 8
unm 10 unn 15 mkr
5 KoHblormposaHHbin aHtureH Hib | 7-13 mkr PRP MpeanoyTUTENBHO OAHO M3 8
PRP-TT unn 10 unn 13 mkr PRP
MHakTuBmupoBaHHbi nonuosupyc (IPV) cepotuna
Sabin
1-50 DU MpeanoyTUTENBHO OAHO M3 5
6 Tun 1 (egnHuUUpbl D-aHTUreHa) v 10 vAv 20 DU
1-50DU MpeanoyTuTensHO ogHo u3 10
Tun 3 (egnHuUUpbl D-aHTUreHa) w16 vnu 32 DU
O6bwwee coagepxaHmne antomuHms | 0,1 —-0,6 mr MpepnoytutensHo He 6Gonee
7 (AP 0,3 unu He Gonee 0,55 nnu He

(B BUAE hocdara antoMmHns) 6onee 0,63
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B cooTBeTcTBMM C Tpuauatb NSATbIM  BapuMaHTOM  OCYLLECTBINEHUS HaCTOSILLEro

n3obpeTeHns komnosnyus/peyentypa MHOro403080M KOMOUHUPOBAHHOW BaKLMHbI BKIOYaAET B

cebs:
Tabnuua 24
Ne Eavhvya KOJ‘IW-II-IGF;:?I'ABZOS Tﬂjnb:;ewreHa
- KOMMOHEHTbI KOMNo3nLum aHTuUreHa Ha AMHAL z
n.n. Ha gosy 0,5 mn (B ntobon
aosy 0,5 mn
KoMOUMHaLmn)
N 10-25 Lf MpegnoyTuTensHo ogHo u3 10
1 OudTepninHbin aHaTtokcuH (D) A 20 wAv 25 L
5 CronBHsUHbIA aHaTokenH (T) 02-10 Lf MpeanoyTUTENBHO O4HO U3 2
mnn 4 nnn 10 Lf
3 NHakTnBupoBaHHbI aHtureH B. | 12-16 10U MpeanoyTuUTENbHO OAHO M3 12
pertussis (wWP) umnun 14 nnn 16 10U
7-15 mKkr MpeanoyTUTENBHO OAHO M3 8

4 AHTUreH HBs
unn 10 unn 15 mkr
KoHblormposaHHbi aHtureH Hib | 7-13 mkr PRP MpeanoyTUTENBHO OAHO M3 8

5 PRP-TT unn 10 unn 13 mkr PRP
NHakTneuposaHHbi nonunosmpyc (IPV) cepotuna Salk

6 Mahoney Tun 1 (eauHuubl D- 1-50 DU MpeanoyTUTENBHO OAHO M3 7,5
aHTureHa) unu 10 nnn 20 nnn 40 DU
Saukett Twn 3 (eauHuybl D- | 1 —50 DU MpeanoyTuTENbHO OAHO U3 6
aHTureHa) unu 10 nnn 16 nnn 32 DU
O6bwwee copepxaHne anommHamsa | 0,1 — 0,6 mr MpegnoytutensHO He Gonee

7 (AR 0,3 unu He Gonee 0,55 nnu He
(B BUAE hocdarta antoMuHUS) 6onee 0,63

B cooTtBeTcTBMM C Tpuuatb LECTbIM BapWaHTOM OCYLLECTBMEHUS HacTOSALEro
N300pEeTEHNA OAWH WM HECKONbKO aHTUIEHOB KOHEYHOW KOMMO3UUMKM KOMOWHMPOBAHHOM
BakUWHbl MOryT He ObiTb B 3HAUUMTENbHOW CTeneHn agcopbupoBaHbl Ha KakoM-nmMbo
afbloBaHTe.

B cootBeTCcTBMM C TpuauaTb Ce4bMbIM BapUaHTOM OCYLLECTBMEHUS HacTOSLEero
n306peTeHns 3HaveHe pH MMMYHOreHHOM KOMMNO3ULMN MOXKET Haxo4UTbCS B AnanasoHe ot pH
6,0 po pH 8,0; 6onee npeanoytTuTENbHO B AnanasoHe ot pH 6,0 go pH 7,5; ewé Gonee
npeanoYTUTENBHO B AmanasoHe ot pH 6,2 po pH 7,2; u Hanbonee npeanodTUTENBHO B
AwvanasoHe ot pH 6,3 go pH 6,8.

B cootBeTcTBUM C Tpuiuatb BOCbMbIM BapuUaHTOM OCYLLECTBMEHUSI HAacCTOSILLEro
N300pETEHNSS MMMYHOTEHHAst KOMMO3ULMS MOXET AOMOMHUTENLHO coaepxatb OydepHbIn
areHT, BblOpaHHbIA U3 TPyNnbl, COCTOAWEn u3 kapboHaTta, hocdaTa, auertarta, CykuuHaTa,
Bopata, yutpaTta, naktara, rriKoHaTa M TapTpaTa, a Takke 6onee CroXHbIX OpraHU4eCKUx
OydepHbix areHToB, BkNtovas octhaTHbin OypepHbIA areHT, KOTOpbIA COAEPXKUT ocdar
HaTpus wwnum docdar kanus B COOTHOLUEHMW, BbIOPaAHHOM AN AOCTUXKEHUS >KENAEMOro
3HayeHus pH. B apyrom npumepe OydepHbld areHT CcopzepXumt Tpuc (rMapoKCMMeTun)
amuHOMEeTaH unn «TpUC», BKIIOYEHHbIN B COCTaB PeLenTypbl ANS AOCTUNKEHUS >KENaemoro

3HadyeHua pH. Ewé B ppyrom npumepe OydepHbI areHT MOXET npeactaBnatb coboun
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MUHUMAnbHY NUTaTenbHyO cpefy c conamu XeHkca. Opyrve 6ydepol, Takne kak HEPES,
nunepasuH-N,N'-6uc (PIPES) u 2-ataHcynbdoHoBas kucrnorta (MES), Takke npesycMOTpeHbl
HacTosawum nsobpeteHnem. bydep nomoraet crabunuanposatb UMMYHOTFEHHYIO KOMMO3ULMIO
HacTosiLero nsobpeteHns. Konnyectso Bydepa MOXKeT Haxoautbea B gunanasone ot 0,1 mM go
100 mM, npeanoyTutensHo BbibnpaHHoe us 5 mM, 6 mM, 7 mM, 22 mM, 23 mM, 24 mM, 25 MM,
26 MM, 27 MM, 28 mM, 29 MM 1 30 mM.

B ewé oaHOM acnekte BapuaHTa OCyLEeCTBNEHUst WU300PETEeHUs, UMMYHOreHHas
KOMMO3ULMA  MOXET  AOMOSHUTENbHO  coaepxaTtb  (bapmayeBTUyeckn  npuvemnemble
BCMOMOraTenbHble BELWeCcTBa, BbIOpaHHbIe U3 rpynnbl, COCTOALEN N3 NOBEPXHOCTHO-AaKTUBHbIX
BELLECTB, MONMMMEpPOB 1 conen. Npumepbl NOBEPXHOCTHO-AKTUBHbBIX BELLECTB MOTYT BKOYaTh B
ceba HEMOHHbIE MOBEPXHOCTHO-aKTMBHbIE BELLecTBa, Takme kak nonucopbar 20, nonucopbar
80 n T.4. Mpumepbl NoNUMEpPoB MOryT BKMOYaTh B ceba agekcTpaH, kapboKCUMeTUNLENnonoay,
rManypoHOBYIO KUCMNOTY, LUMKNOAEKCTPUH U T.4. [Nprumepbl conen moryT Bknoyate B ceba NaCl,
KCl, KHzPO4, NazHPO4e2H,0O, CaCl;, MgCl: n T1.4. lNpeanodyTUTenbHO COMbH  MOXET
npeactaenste cobon NaCl. OB6bIlMHO KONMMYECTBO COMM MOXET HaxoAUTbCA B AManasoHe OT
100 MM go 200 mM.

AMWHOKUCNOTBI, TAKWe Kak MTMCTUAWH, FMULUWH, apPrMHUH U NTM3KUH, MOTyT ObiTb AoBaBneHbI
ansa crabvnusagum UMMyHOr€HHOW KOMMO3ULUM.

B cooteBeTrctBMM C Tpuauatb AEBATbIM BapUaHTOMYy OCYLLECTBIIEHUA HAaCTOSLLEro
N300pEeTEHNa WUMMYHOreHHasi KOMMO3ULUWUS MOXET JOMOMHUTENbHO codep)aTb OAWMH Unu
HECKOIbKO aAblOBaHTOB, BblIOPaHHbIX U3 rpymnbl, COCTOSALEN U3 conn antoMmubua (Al3+), Takon
kak rugpokeug anomuvHua (Al(OH)s) nnun docdat anomuHna (AIPOs), kBacubl, docdara
kanbums, MPLA, 3D-MPL, QS21, CpG-cogepxallero Onuroae3okCUHYKNeoTULHOro
aAbloBaHTa, NMMMNOCOMbI UMW 3MYNbCUKN TUMa Macno B BOAE.

MpeanoyYTUTENBHO KOMMO3NLUSA COAEPKUT B Ka4YeCcTBe agbioBaHTa docdar antoMUHUS
(AIPOs).

MNpeanoYTUTENBHO KOMMO3ULUUS COAEPKUT B KayecTBe ajbloBaHTa IMAPOKCUA
aniomuHua (AIOHs).

B ogHOoM 3 acnektoB TpuauaTb AEBATOrO BapuaHTa OCYLLECTBIEHUS M306peTeHus
AHTUreHbl KOHEYHOM KOMNO3uLUumM MoryT BbiTb agcopbuposaHbl Ha rene gocdaTa antoMUHUa in
situ unn rotoBom rene gocdara antoMUHUSA UK Ha X KOMBUHaLUK.

B oaHOM w©3 npeanoyTUTEmNbHBIX acnekToB Tpuauatb AEBATOrO  BapuaHTta
OCYLLIECTBNEHNS WM300pEeTEHNs KOMMO3MUMS HAaCTOALEro n3obpeTeHns MOXET COAepXaTb
afbloBaHT B Konuvectse 2,5 mr Ha 0,5 Mn nnu meHee, a KOHKPETHO, B Konnyectse oT 1,5 Mr Ha
0,5mn go 0,1 mr Ha 0,5 mn.

B cooTBeTCTBMM C COPOKOBBIM BapUaHTOM OCYLLECTBEHUA HacTOALEro n3obpereHus
WMMYHOI€HHass KOMMO3MLMA MOXET [OMOMHUTENbHO COoAepXaTb WMMYHOCTUMYMMPYIOLLMNA

KOMMOHEHT, BbIOpaHHbIA U3 TPynmnbl, COCTOALEN M3 MACMSHOW M BOoAHOW amynbcuu, MF-59,
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AMNOCOMbI,  NuUnononucaxapuga, CcanoHuHa, nvnuaa A, npouMsBOAHbIX nunuaa A,
MoHodpochopunnunuga A, 3-geayunuposaHHoro moHodocdopunnunmnga A, AS01, ASO03,
ONMUrOHYKNEeoTMAa,  ONUroHyKNeoTuaa, cojepaillero, no  MeHbleW Mepe, OAWH
HemeTunmpoBaHHbin CpG w/mvnn nunocomy, agbloBaHTa dpenHga, MNOMHOrO ajbloBaHTa
®penHpga, HenonHoro agbloBaHTa dPpenHga, noONMMEPOB, COMOMMMEPOB, TaKUX Kak
MONMOKCUITUNEH-NONNOKCUNPONWUIEH CONOMNMMEPDI, BKIOYas BGrok-cononvmepsl, nonvmepa p
1005, apbtoBaHTa CRL-8300, wmypamungunentuga, aroHuctoB TLR-4, dnarennuHa,
donarennnHoB, NOMNyYeHHbIX U3 rpamoTpulaTenbHbix 6akTepun, aroHnctoB TLR-5, dparmeHToB
dnarennmnHos, CNOCOBHbIX CBA3bIBATLCA c peuenTopamu TLR-5, anba-C-
ranaktosunuepammga, XutosaHa, WHTepnenkuHa-2, QS-21, ISCOMS, cmecen ckBaneHa
(SAF-1), Quil A, cybbeauHuubl xonepHoOro TokcuHa B, nonudocdaseHa n npousBOAHbIX,
npenaparoB KMETOYHOM CTEHKM MUKOBaKTepun, NpPOU3BOAHLIX MUKONMHOBOW KUCHOThI,
HENOHHbIX MOBEPXHOCTHO-aKTUBHbIX 6riok-cononumepos, OMV, fHbp, komBrHauumn canoHnHa co
cTeponamu 1 nunugamu.

B cootBeTcTBMM C COpPOK NEPBbIM BapMaHTOM OCYLLECTBIEHUA HAacCTOSALLEro
N300pETEHNA MMMYHOr€HHas KOMMO3ULUS MOXET AOMOMHUTENbHO COAEPXaTb KOHCEPBAaHT,
BbIOpaHHLIN U3 rpynnbl, COCToALWEN 3 BeH3eToHUa xnopuga (dhemepona), eHona, M-kpesona,
Tnomepcana, dopmansgernga, 6eHsankoHua xnopuga, 6eH3nnoBoro cnmpTa, xnopbytaHona,
n-xrnop-m-kpesoan unu 6eH3nnoBoro cnupTa, Unu ux kombuHayuu. BakuymHHas komnosnyms
MOXET COfepXaTb KOHCEPBAHT ANS OAHOKPATHOW MMMYHM3aLUMM UMW MOXET copepXarb
KOHCEPBAHT AN MHOXECTBEHHOW MWMMyHMu3aumm (TO €eCTb «MHOrojo3oBbl» Habop). B
MHOro030BbIX CXeMax NpeanovTUTENbHO BKMIOYEHNE KOHCEpBaHTa. B kayecTse anbTepHaTuBbI
(MM B JOMOMHEHWe) K BKIIOYEHUIO KOHCEPBaHTa B MHOrO4030Bble KOMMO3ULUWA, KOMMO3ULUK
MOTyT OblTb MOMELLEHbI B KOHTEWHEP, VMELMA acenTUYecKui agantep ANnS yAaneHus
maTtepmana. OBbl4HO KONMUYECTBO KOHCEPBAHTa MOXET HaxoaAuTbCs B AnanasoHe ot 0,1 mr go
50 wr.

B cooTtBeTcTBMM C COPOK BTOPbIM BapuUaHTOM OCYLLECTBMNEHWS HacTOosLero
n3obpeteHunsa WMMYHOreHHas KoMno3unyus MOXET  AOMOMHUTENBHO cogepxarb
BCMOMOraTenbHble BELYEeCTBa, TakMe Kak CMadvMBalome Wnn 3SMYNbrupyrlowme areHThbl,
OydepHble areHTel pH, reneobpasywwme WM nNoBblLAKOWME BS3KOCTb  A00aBku,
apomaTtumsaTopsbl, KpacuTenu n Tomy nogobHoe, B 3aBUCMMOCTM OT NYTU BBEAEHUSA U XKENAeMOoro
npenapara.

B cooTtBeTCTBMM C COpPOK TPETbUM BaAPUMAHTOM OCYLLECTBMEHUA HAacCTOSLEro
nM300pEeTEHNa MMMYHOrEeHHas KOMMO3MUMA MOXET OblTb MOMHOCTbIO KUAKOW, HO He
orpaHmumBaeTca 3TuM. llogxoaswme opmMbl XULKOro npenapata Moryt Bknouvatb B cebs
pacTBOpPbl, CYCMEH3UW, 3MYMbCUK, CUPOMbl, WU3OTOHMYECKMNE BOAHbIE pPacTBOPbI, BA3KME
KOMMO3ULUKN N HACTOMKN, KOTOpbIE 3abydepeHbl J0 XKenaemoro 3HavyeHms pH.

NMMyHOreHHaa KOMMo3vuma HacToswero usobpeteHns MoOXeT ObiTb B opme

TpaHcAepMarbHbIX MNpenapartoB, BKMOYas TNOCbOHbI, renu, Ccrnpew, Masu wunu Apyrue
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nogxogsawme opmbl. Ecnu xenartenbHO BBeAEHWE Yepe3 HOC UInn AbiXaTernbHble NyTn (Yepes
cnusnctole 060MnoYKM) (Hanpumep, asposonbHas wHranauust unu  uHcyddnsayms), 10
KOMMOo3nyumn moryT 6bITb B hOpME M pacnpeiensiTbCa C NOMOLLbIO CKUMAEMOro pacnblnnTens,
pacnbIfUTENa HACOCHOrO TUNa UM aspo30ribHOro pacnbinuTensa. A3po3onn obbl4HO HAXOAATCS
noj AasneHnem, co3faBaeMblM C MOMOLLBIO yrnesojopoga. PacnbinuTenu HacoCHOro Tuna
MOTYT NPEeAnOYTUTENBHO A03UPOBATb OTMEPEHHYIO A03Y UMM A03Y, WUMEIOLLYIO KOHKPETHbIV
pasmep vactuy. Korga komnosuuum Haxogutca B hOpMe pacTBOPOB, CYCMEH3UA U renewn, B
HEKOTOPbIX BapuMaHTax OCYLIECTBNEHUA WU30OPETEHUS, WMMYHOr€HHbl€ KOMMO3MUuK B
AOMOMHEHNe K akTUBHOMY WHrpeauneHty(am) cogepxar 6Oonbluoe KONMYeCcTBO BOAbI
(NpeanoYTUTENBHO OYULLEHHOW BOAbI).

B cooTBeTCTBMM C COPOK 4YETBEPTHIM BapWaHTOM OCYLLECTBIIEHUS HacCTOSLEro
n3obpeteHns ykasaHHasi KOMOWHMpOBAHHAs BakyMHa MOXeT ObiTb cTabunbHOM npwu
Temnepartype 2-8°C B TeueHue ot 12 ao 36 mecsues; npu Temnepatype 25°C ot 2 go 6
mecsaues; npu Temnepatype 37°C ot 1 Hegenu Jo 4 Heaenb.

B cooTBeTCTBUM C COPOK NATLIM BAPMAHTOM OCYLLECTBIEHWNS HacTosLero nsobpeTenHns
UMMYHOIEHHass KOMMO3MuMs MOXeT ObITb CcocTaBneHa pAnd WCMNonb3oBaHus B cnocobe
ocnabneHna HacTynneHua WUnu npeaoTBpaLleHNss NaTororMyeckoro COCTOSHUS 340POBbS,
BkMovarowero B cebs gudpteputo, CTONOHSK, KOKMIOW, WHGpekuMo Bupycom renatuta B,
Haemophilus influenzae Tnna b, BMpycoM nonvommenuTa, Bkro4awowem B cebda BeBeaeHue
UMMYHOMOrM4Yeckn 3pPEKTUBHOrO KONMYECTBa MUMMYHOrE€HHOW KOMMO3ULUKN CyObeKTy-4yernoBeky
NyTéMm napeHTepanbHOro, MOAKOXHOrO WNN  BHYTPUKOXHOMO, BHYTPUMBILLEYHOTO UMK
BHYTPUOPIOLUMHHOMO UMW BHYTPUBEHHOTO BBEAEHWUS, UMW WHBLEKUMOHHOTO BBEAEHWUS, WU
MPOSIOHIMPOBAHHOIO BbICBODOXAEHUS U3 UMNNAHTATOB, UNN BBEAEHWS B BUAE MasHbIX Kanenb
WNNU  HasanbHOro, pekTanbHOro, OyKKanbHOr0 WNU  BarMHanbHOro, MNepopanbHOro  Unu
BHYTPWKENYLOYHOrO, UMM YPE3CnM3UCTOro, WM  MNOADBA3bIYHOIO, arnbBEOMSAPHOrO  Unu
AECHEBOro, UNN OBOHATENBHOrO, NN B CIIM3UCTYIO OBOMOYKY AbIXaTeNbHbIX NYyTEN BBEAESHUS,
unun nodoro 4pyroro NyTm MMMyHU3aLun.

B cootBeTcTBMM C COPOK LIECTbIM BapwaHTOM OCYLLECTBIIEHUA HacCTOsLLEro
N300pEeTEHNSA, MMMYHOreHHas KoMnosuuusa moxeT ObiTb MonyyeHa B BUAE amnyn C OAHOW
AO30M Mnn amnyn C HeCcKonbkumu posamn (2 pgosbl, 5 go3 unu 10 go3 B amnyne), unm
MHOrofo30Boro Habopa, unu B Buie npeaBapuTeribHO 3anonHEHHbIX LWNPULEB, F4e YkasaHHas
UMMYHOTF€HHass KOMMO3NLUMUS MOXET BBOAUTLCA MO CXeME OfHOKPaTHOMW [AO3bl  MMW,
NPeAnOYTUTENBHO, MO CXEME MNpUeMa HECKOMNMbKMUX 403, MPU KOTOPOW 3a MEPBUYHBLIM KYPCOM
BakynHauum cneayet 1-3 oTAenbHble 403bl, BBOAUMbIE C MOCNEAYIOLMUMU WHTEpBanamu
BpeMeHU 4vepes 1-3 roga, ecnm 3To HeobxoaMmo. Pexum 403UpoBaHMS Takke, MO MEHbLUEN
Mepe, 4YacTnyHo ByaeT onpenenartbca HeoBXoanmocTbio BycTepHOM A03bl, HeOBXoaMMon Ans
CO34aHuUS 3alUTHOro UMMYHUTETA.

MNpeanoYTUTENBHO UMMYHOrE€HHaa KOMMNO3ULUA MOXET ObITb COCTaBneHa ANs BBELEHUS

CYyOBbeKTy-4enoBeky Unu SeTam B Bo3pacTe 2 neT unu mnajlie B COOTBETCTBUM CO CXEMOW
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npuema AByx 403, COCTOSILLEN U3 NEPBOM 403bl U BTOPOM 4,03bl C NOCMEAYIOWVMN MHTEPBanamm
BpemMeHu Yepes 1-3 roga.

MNpeanoYTUTENBHO WMMYHOIEHHYIO KOMMO3ULMIO MOXHO BBOAWTb OAHOBPEMEHHO C
APYrMMn nekapCTBEHHbIMN CpeacTBammn unu nobon 4pyromn BakLMHON.

B cooTBeTcTBUM C COpPOK Ce€AbMbIM BapUaHTOM OCYLLECTBIIEHUA HAacCTOSALLEro
n306peTeHNs aBTopbl OOHAPYXXUMK, YTO MHOrOA030Basi MOMHOCTLIO XUAaKas KOMOMHUPOBAHHAaSA
BakUuHa C YINyYLWEHHON WMMYHOr€HHOCTbIO U MOHMKEHHOW PEeaKTOreHHOCTBbIO MOXET ObITb
nornyveHa, Korga BakuuHa npousBoaMTCS CNocobOM, ONMCaHHbIM HUXE, C YY4ETOM i) npouecca
NONy4YeHns UHAMBUAYArNbHbIX aHTUrEHOB ii) nocneaoBaTenbHOCTU A00aBNeHNa aHTUrEHOB iii)
NCMNONb30BaHNS KOHKPETHbIX aAblOBAHTOB B ONPEAENEHHOM KONMUYeCcTBE ANS OnpefeneHHbIX
aHTUreHoB, iv) nHaguBMAyansHOW agcopbumm unm KoMOMHNPOBaHHOM aacopbunn aHTUTEHOB Ha
agbloBaHTax V) CTeneHn agcopbumm aHTUreHa Ha apbioBaHTax Vi) UCMONb30BaHUS
MWHUManbHOW KOHLEHTPaLUUN KBACLIOB Vii) MICNONb30BaHUSA ONTUMarbHOW KOHLUEHTpaUMM 1 Tuna
KOHCepBaHTa W Viii) UCMNONb30BaHUS pasfU4YHbIX MapameTpoB, BKNIOYas nepemellnBaHue,
Temneparypy u pH.

BUONOrM4YeckMn MUCTOYHMK LWTAMMOB, WCMOMb3YyEeMbIX B KOMOMHMPOBaHHOM
BakuuHe SIIPL:

OndpTepruinHbIN aHaTOKCUH:

Wramm  Corynebacterium  diphtheriae  PW8 CN2000 6bin nonyyeH u3
uccneposatenockon nabopatopum  Wellcome, [loHgoH, CoeanHeHHoe KoponescTBo
LleHTpanbHbIM  MCCreaoBarenbCkUM  MHCTUTYTOM  HauMoHanbHOro KOHTPOIbHOrO  opraHa
(C.R.l.), Kacaynu, Xumavan-lpagew, NHans, B nnodunmsnposaHHon opme B 1973 roay.

CTONGHAYHbIA aHATOKCUH:

LWramm Clostridium tetani Harvard wramm Ne 49205 Obin nonyyeH m3 nHctutyTa Rijks
Institute Voor de Volksgezondheid (HuaepnaHabl) HaynoHanbHbIM KOHTPOMbHLIM OPraHoMm
C.R.l., Kacaynu B nuocunmnsmposaHHon opme.

Koknowu:

Mpou3BOACTBO MapTUM KOKMOWHOW BakuuHbl SIIPL npeanonaraetr wucnonb3oBaHue
yeTblpex wTammoB Bordetella pertussis, a UMeHHO wTtammoB 134, 509, 6229 un 25525.
McxopgHbin maTtepuan wrammoB 134 un 509 msHavanbHO Obin nony4veH B MHCTUTYTE Rijks
Institute, HwuaepnaHgbl, u 6bin  NonydeH u4epe3 HayMoHanbHbLIA KOHTPOMbHLIM  OpraH
LleHTpaneHOro unccnepoBaTenbCkoro WHCTUTyTa, Kacaynu, Xumavan-MNpagew, WHauns.
McxopgHbi matepman wrammos 6229 n 25525 nepsoHavanbHO Obinv NONyYEHbl U3 UHCTUTYTA
Lister Institute, AHrnus.

lenatut B:

Komnanuss Rhein Biotech (FepmaHuns) ckoHCTpympoBana pPeKOMOMHAHTHBIA LUTaMM
Hansenulapolymorpha, cogepxxawimin reH noBepxHOCTHOro aHTureHa HBsAg. KomnaHmsa Rhein
Biotech Takxe cosgana ocHosHoM GaHk kneTok (MCB Hansenulapolymorpha K3/8-1, wramm

ADW, 12/94) 1 BbInonHuna Bce TECTbl ANS ONpeaeneHns xapakTepUCcTuk B 3Tom 6aHke.
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Haemophilus influenzae Tuna b:

OpraHnsmMomM-UCTOMHUKOM ~ ANS  MNONyYeHWUs  KNEeToyHoro  cyberpata  gaBnsieTca
Haemophilus influenzae tnna b, wramm 760705. NepBoHavanbHO wTamm Obin BblENEH y
Marb4uka B Bo3pacte 2 roga u 2 mecsua (poamswieroca 14-8-74) B Hosbpe 1976 roga. beino
npoBeAeHO TpW nepecesa 3TOr0 LWTaMMa nepes MNOMELWEHNEM €ro Ha XpaHeHue npu
Temnepatype -70°C B AkagemMuyeckom mMeauuuHckom LeHTpe (AMC) AmcTtepaamckoro
yHuBepcuteta. J1oT wramm Obin nepegaH SIIPL B pamkax cotpygHudectsa SIIPL un
Hunaepnanackoro unctutyta sakumH (NVI, Hnaepnangbi).

IPV:

LLItamm n ncroununk nonuosmpyca Salk ykasaHbl HUXe.

MonuoBupyc Tuna 1:

LWTamm: Mahoney

McTouHuk: Bilthoven Biologicals, Hnaepnangbi.

MonuoBupyc TMNa 2:

Wramm: MEF1

McTouHuk: Bilthoven Biologicals, Hnaepnangbi.

MonuoBupyc Tuna 3:

Wramm: Saukett

McTouHuk: Bilthoven Biologicals, Hnaepnangbi.

B 4aHHOM OonucaHumM TEPMUH «COAEPXKaTb» WUMN €ro BapuaHTbl, TakKne Kak «COLEpXUT»
UNn «coaepxawun», cneayet MNOHMMATb Kak nojpasymeBarolue BKMOYEHUE YKa3aHHOro
3MNemMeHTa, Lenoro ynucrna unu atana, unm rpynmnbl 3NeMeHTOB, LienblX YUCen UMnn 3Tanos, HO He
NCKMOYeHne noboro Apyroro afnemMeHTa, Lenoro Ymcna unu atana, unu rpynnbl 3NEMEHTOB,
LenblxX Yucen unm aTanos.

Mcnonb3oBaHne TepMUHA «NO MEHbLUEN MEpe» WM «NO MEHbLUEN Mepe OAUH»
npeanonaraet WCNONb3OBaHWE OJHOrO WM HECKOSbKMX 3MEMEHTOB, WHIPEAUEHTOB UMK
KONMYeCTB, NOCKOMbKY MCMOMb30BaHNe MOXET ObiTb B BapuaHTe OCyLLeCTBNEHNS N3obpeTeHns
ANSA JOCTMXKEHMSI OAHOW WM HECKONbKMX KenaembiX 3agad wunu pesynbratoB. XoTa Obinu
OonncaHbl OMPEAENEHHbIE BapuaHTbl OCYLECTBNEHUS U30OpEeTeHusi, 3TW  BapuaHThbl
ocyLjecTBneHns Obinn NpeacTaBneHbl TOMNBKO B KAYECTBE NpUMepa U He NpeaHasHayveHbl 4ns
orpaHudeHnss obbvéma un3obpeteHmin. Bapuaumm wnu mogudbmkaumm coctaBa AaHHOro
nsobpeteHns B npegenax obvéma unzobperteHus moryt ObITb CAaenaHbl cneynanuctamn B
AaHHOM 06nacTy TEXHMKWN MOCIe O3HAKOMIMEHMS C JaHHbIM onucaHuem. Takve Bapuayum unm
MOANUKALMN NONHOCTLIO COOTBETCTBYHIOT CYLLHOCTU HACTOSALLEro nsobpereHuns.

Uncnoeble 3HA4YeHWsi, NPUBEAEHHbIE ANA PasfUYHbIX (PU3MYECKMX napameTpos,
pasMepoB M  KOMWYECTB, HABMAIOTCA  TOMbKO  NPUONU3UTENBbHBIMA  3HAYEHUAMKU, U
npeanonaraeTcsd, u4TO 3Ha4yeHus, MpeBblaWMe YUCMOBOE 3HAYEHWEe, MPUCBOEHHOE
dusmnyecknm napameTpam, pasmepam u KonnmyecTsam, BKNIOYEHbI B 06BbEM n3obpeTeHuns, ecnm

MHOE He yKa3aHO B ONMUCaHuN.
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XOTSa B @HHOM OMUCaHUWN 3HAYUTENbHbIN aKLEHT CAENaH Ha OTNINYMTENbHbIX NPU3HaKax
NpPeAnoYTUTENBHOrO BapuaHTa OCYLLECTBNEHUA U30OpeTeHUs, crieaqyeT NOHMMaTb, YTO MOXET
ObITb 06aBNEHO MHOrO LOMOMHUTENbHbLIX NPU3HAKOB, U YTO B NPEANOYTUTENbHLIA BapuaHT
OCYLLIECTBNEHNS U30OPETEHNS MOXHO BHECTU MHOXECTBO WM3MEHEeHMW 6e3 OTCTYNneHusa oT
MPVHUMNOB HacToswero u3obpeteHns. 3TU U ApyrMe MU3MEHEHWss B NpPeanoyvTUTENbHOM
BapuaHTe OCYLLECTBMNEHNS HacToswero m3obpeTteHms OyayT O4eBMAHbI Ccneyuanuctam B
AAHHOM 0BnacTn TEXHMKN M3 AAHHOrO OMMCaHWs, NPU 3TOM CrefyeT YeTKO MOHMMAaTb, YTO
BbILUEN3NOXXEHHOE OMNUCaHWEe crnejyeT WHTEePnpeTMpoBaTb TOMbKO Kak  UNACTpayumio
n300peTEHNS, a He Kak ero orpaHnYeHmne.

MpenmyiecTBa n3obpeTeHus

Hactosiwee wu3obpeTeHne, OnNMCaHHOE BbIWE, WMEET HECKONbKO TEXHUYECKUX
AOCTKEHMA W NPEeuMyLLecTB, BKMNoYas, HO 0e3 OorpaHuyeHuKr, Co3gaHue KoMMo3nuum
KOMBOVHMPOBaHHOW BakuMHbIl, cogepxawen D, T, wP, HBsAg, koHnbtorat PRP-TT Hib u IPV, a
Take cnocob ee nony4veHus. 10 CpaBHEHMIO C APYrOA KOMMO3MUMEN KOMOWHMPOBAHHOWM
BaKUWHbl HacTosLee nsobpeteHne obecneunBacT cneayowme npemmyLlecTaa:

1. MNonNHOCTLIO Xnakas KOMOMHNPOBaHHANA BaKUMHA.

2. CHmkeHHas pos3a aHtureHa I[PV no cpaBHeHWO CO CTaH4apTHOM 4030M,
AEMOHCTpUpYOLWas CpaBHUMYHO 3(PMOEKTUBHOCTb NO CPAaBHEHUIO CO CTaHAapTHOM o3on (40-8-
32 DU).

3. MNoBbIWEHHas MMMYHOreHHOCTb aHTureHos D, T, wP, HepB, Hib, IPV.

4. MNoBblWeHHasa cTtabunbHOCTb Npu TemnepaTtype 2-8°C M KOMHATHOM Temnepatype,
npwv UCMbITaHUN B Te4YeHue 12 mecales.

5. BbICOKOOUMLLEHHbIE AN TEPUNHBIE aHaToKCUHbI (D) n ctonbHAYHbIE aHaTOKCUHbI (T),
NMONy4YeHHble C UCMONb30BAHNEM MOMYCUHTETUYECKON Ccpeabl, CBOOOAHON OT TPAHCMUCCUBHOWM
rybuaron sHuyedanonatmm (TSE) unu rybuyaton sHuedhanonatum KpyrnHOro poraTtoro ckota
(BSE).

6. LlenbHoKkNeTouHbIM aHTureH B. pertussis (wP) BknovaeT wrammbl Bordetella pertussis
134, 509, 25525 n 6229 B cooTHoweHMM 1:1:0,25 0,25, Tem cambiM yny4wlasa 3¢pPeKTUBHOCTb U
UMMYHOIeHHOCTb NPOTUB B. pertussis.

7. YCOBEpPLUEHCTBOBAHHbIA CNOCO® WMHaKTUBaUMM LENbHOKNETOYHOrO KOMMOHEHTa B.
pertussis (wP) ¢ wucnonb3oBaHMeM  KOMOMHaUMM  WHaKTMBaUMM  HarpeBaHWeM W
dopmanbaernaom. B cnocobe He ncnonb3yetca Tmomepcarn, U LeNbHOKNETOYHbIA KOKMIOLHBIN
aHTUreH OCTaeTCA HE KOMKOBaTbIM, @ OA4HOPOAHbIM, YTO NPUBOAUT K CHUXKEHMIO PEaKTOreHHOCTU
N Jaet nyywyo 3PPEeKTUBHOCTb B Te4YeHne 6onee 4NUTENbHOro BPEMEHM.

8. Huskoe cogepxarne csobogHoro PRP (meHee 7%) B obuien macce koHborata PRP-
TT Haemophilus influenzae Tuna b.

9. MpoueHT agcopbunm aHTureHa Hib Ha ntobom agbroBaHTe cocTasnseT meHee 20%.

10. Yny4yweHHbin npocunb aacopbumm aHTureHa audrtepunHoro anatokcuHa (D),

aHTureHa cronbHayHoro aHartokcmHa (T) U NOBEPXHOCTHOro aHTureHa renatuta B (HepB),
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afcopbrpoBaHHbIX MHAMBMAYaANbHO HA agbloBaHTe docdaT antoMUHNS, TEM CambiM MOBbILIAs
3P PEKTUBHOCTE U UMMYHOTE€HHOCTb.

11. MuHumaneHoe ofuwee cogepxkaHne keacuoB (Al3+), uyto obecneumsaer
MOHW)XEHHYIO PEaKTOrE€HHOCTb.

12. OnTuMmn3npoBaHHaa KoHUeHTpaums 2-deHokcuataHona (2-PE) n, no MeHbLuen
Mepe, OAHOro CroXHOro agupa napabena (metunnapabeHa unu nponunnapabeHa) B kayecTse
KOHCepBaHTa, 4YTO No3BONSAeT 3PPEKTMBHO MOAAEPKUBATL AHTUMUKPODOHYIO CMOCOBHOCTb

MHOr04,030BOW NONTHOCTLIO XXNAKOW KOMOUHUPOBAHHOW BaKLUHbI.

NPUMEPBHI

Cnegyoowme npumMepbl BKMIOYEHbI 4N AEMOHCTPaUMm NpeanoyTUTENbHBIX BapnaHTOB
OCyLLECTBNEHNS HacTosilero umsobpeteHns. Cneymanmctam B AaHHOM 0Onactm TEXHUKU
AOMKHO ObITb MOHSITHO, YTO KOMMO3ULMM N METOAMKWN, PacKpbITble B MPUBELEHHbLIX HUXE
npumepax, npeacTaBnsalT cobon METOAUKM, Mpeanaraemble aBTOpamMu  HaCTOSILLEro
N306peTEHUS1, KOTOPbIE XOPOLLO NPOABMNKN ceba Npu NPakTUYECKON peanu3aymm nobpeTteHus,
N, TakuMm o6pasoMm, OHM MOFYT paccMaTpuMBaTbCA KakK NpPeanovYTUTENbHbIE CMOCOoObl €ero
peanunsaymmn. OgHako cneymannctbl B JaHHOW oBnacTn TEXHUKN AOIDKHbI, B CBETE HAaCTOALLEro
PacKpbITUS, NPUHATE BO BHUMaHWE, YTO MHOTUE U3MEHEHUSI MOTYT ObITb BHECEHbBI B KOHKPETHbIE
packpbITble BapuaHTbl OCYLIECTBNEHUS W30OpETEHMs C NONyYEHUEM nOoZOBGHOro  unm

aHanorMyHoro pesynbTara, He BbIXOA4S 3@ paMKU CYLLUHOCTU 1 06béma n3obpeTeHus.
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Mpumep 1: PasanuyHbie KOMOMHALUUN BAKLUMHHbLIX KOMMO3ULUA B COOTBETCTBUU C

HaCTOSALLUM U3006peTeHuemMm.

Tabnuua - 25: KombuHupoBaHHasa BakuuHa, cogepxawas IPV (wtamm Salk Tuna 1
(Mahoney), unu Tuna 2 (MEF), unu Tuna 3 (Saukett))
KoMbuHupoBaHHasi KOMNO3ULMA B COOTBETCTBMU C HACTOSALWMNM
Ne | KomnoHeHTbl n3obpertenmem [Ha aosy 0,5 mn]
| komnoswummt 4 | 2 | 3| a| 5| 6| 7| 8| 9| 10] 11] 12
1 OndTepuiHbin 10 Lf 10 ( 10 | 10 ( 10| 10| 10| 10| 20 | 20 | 20 | 20
aHaTtokcuH (D) Lf Lf Lf Lf Lf Lf Lf Lf Lf Lf Lf
CTonGHAYHbIN 02 02 02 02 02 02 02
2 | anarokenn (M) | PN L | e | e | uf | Lf | e | e | AL ALT|ALT]4ALS
MHakTneunpo-
3 BaHHbIN 12 12 (12|12 12| 12| 12| 12| 14 | 14 | 14 | 14
aHTureH B. IQU [ IoU| IoU| IoU|IoU| IoU| IOU| IoU| IOU| IoU| IOU | 10U
pertussis (wP)
4 AHTUreH HBs | 8 mkr 8 8 8 8 8 8 8 15 15 15 15
MKI [ MKr | MKF | MKF | MKM | MKM | MKM | MKF | MKM [ MKr | MKP
KoHbtornpo- 8 8 8 8 8 8 8 10 | 10 | 10 | 10
5 BaHHbIN 8 MKF| MKF | MKF | MKF [ MKr | MKF [ MKM | MKF [ MKM | MKF [ MKF | MKF
aHturen Hib | PRP| PR| PR| PR| PR| PR| PR| PR| PR| PR| PR | PR
PRP-TT P P P P P P P P P P P
WHakTnsnpo-
BaHHbIN
NONMOBMPYC
(IPV)
75| 7575|7575 7575|7575 7575|7175
WU | UAW | UAKW | unm | unu | vam | unu | wnm | unu | wnm | unu | umm
Tun 1 10 10 ( 10| 10| 10| 10| 10| 10| 10| 10| 10 | 10
(eauHnubI D- | van | vAU | MAKM | UAW | UAK | UAW | UAK | UAW | UK | UAn | Unn | Unm
aHTureHa) 20 20| 20| 20| 20 | 20| 20| 20| 20 | 20| 20 | 20
WAU | UAW | UAW | MAK | Unu | mam | unu | unm | unu | unu | unu | umm
40 40 | 40 | 40 | 40 | 40| 40 | 40| 40 | 40| 40 | 40
1,5 1,5 1,5 1,5 1,5 1,5
6 Unm unu unu unu unu nnm
Tun 2 2 2 2 2 2 2
(eanHuuybl D- | unu -~ |lvwam| - [wwm| - |wm| - | um| -- | nam| --
aHTUreHa) 4 4 4 4 4 4
unm unu unu unu nunu nnu
8 8 8 8 8 8
6 6 6 6 6 6 6 6 6 6 6 6
WU | MAn | unu | unm | unu | mnm | unu | wnm | unu | nnm | unu | umm
Tun 3 10 10 ( 10| 10| 10| 10| 10| 10| 10| 10| 10 | 10
(eavHnubI D- | vnn | vAu | A | UAW | UK | UAW | UAKM | UAW | WK | UK | UM | unm
aHTUreHa) 16 16| 16| 16 | 16 | 16 | 16 | 16 | 16 | 16 | 16 | 16
UNU | AW | unn | unm | unu | mam | unu | wnm | unu | unm | unu | umm
32 32| 32| 32 ] 32 ([ 32)] 32| 32] 32| 32] 32| 32
Obuee
coaepxaHue He He| He | He | He | He | He | He | He | He | He | He
anioMnHuSA 60- | 60- | Go- | 6o- | 6o- | Bo-| 6oO- | Bo-| 6O-| 60-| GoO- | 6o-
7 (AR nee | nee | nee| nee| nee| nee| nee| nee| nee| nee| nee| nee
(B BUAE 0,55| 0,55| 0,55| 0,55 0,55| 0,55 0,55| 0,55 0,55| 0,55 0,55| 0,55
docpata Mr Mr Mr Mr Mr Mr Mr Mr Mr Mr Mr | Mr
antoMUHKUSR)
8 2-(hbeHokcu- 25125251 25| 25| 25| 25| 25| 25| 25| 25| 25
aTaHon Mr mr | wmr | mr | mr | mr | mr | wmr | mr| mr| wmr| wmr
9 MeTun- 09 | 09(09]| 09| _ _ _ |1 09]|09]| 09|09
napabeH Mr Mr | wmr | wmr Mr | mr | mr | wmr
10 Mponun- 0,1 | 0,1 _ _ | 01 0,1 _ _ 1 01] 01 _ _
napabeH Mr Mr Mr | ™r Mr | Mr
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Tabnuua — 25... MpogonxeHune

K0M6m-mp0|3a|-||-|a;| KOMNO3nuusa B COOTBETCTBUU C HACTOALWUM

Ne | KomnoHeHTe nsobpeteHuem [Ha no3y 0,5 mn]
n.n| KOMMO3ULMKU
13 14 [ 15| 16 | 17 | 18 | 19| 20 | 21 22 | 23 | 24
1 OndTepuitHbin 20 Lf 20| 20| 20| 25| 25| 25| 25| 25| 25| 25| 25
aHaTokcuH (D) Lf Lf Lf Lf Lf Lf Lf Lf Lf Lf Lf
CTONGHAYHbIN 10 | 10 | 10 | 10| 10 | 10 | 10 | 10
2 | awatokcun () | ALT[ALTLALDVALE el el e | L | L | Lf | Lf
MHakTneupo-
3 BaHHbIN 14 14 | 14| 14| 16| 16 | 16 | 16 | 16 | 16 | 16 | 16
aHTureH B. IQU [ IoU| IoU| IoU| IoU| IoU| IOU| IoU| IoU | IoU| IOU | 10U
pertussis (WP)
15 15 15| 15 15| 15| 15| 15| 15| 15| 15| 15
4 AHTUreH HBs
MK | MKr | MKr [ mkr | mkr | mkr| mkr | MKr| MKr | MKr| MKr | MKr
KoHblormpo- 10 10 10| 10| 13 | 13 | 13 | 13 | 13 | 13 | 13 | 13
5 BaHHBIN e | MKT | MKE MK | MKE | MKE | MKE MK MKE | MK MKE | MKT
aHTureH Hib PRP PR| PR| PR| PR| PR| PR| PR| PR| PR| PR| PR
PRP-TT P P P P P P P P P P P
MHakTneupo-
BaHHbIN
MONMOBUPYC
(IPV)
75|75 75| 7575|7575 75|75 75|75]| 75
WU | WA | WA | unm | unu | vmm | unu | wmm | unu | wnm | unu | umm
Tun 1 10 10 ( 10| 10| 10| 10| 10| 10| 10| 10| 10 | 10
(eavHnubI D- | vnu | unu | vnan | AU | UKW | MAKW | WA | UKW | UAK | UK | Uam | unm
aHTureHa) 20 20| 20| 20| 20| 20| 20| 20| 20 | 20| 20 | 20
WU | UAW | UAW | unm | unu | vam | unu | wnm | unu | wnm | unu | umm
40 40 | 40 | 40 | 40 | 40| 40 | 40| 40 | 40| 40 | 40
1,5 1,5 1,5 1,5 1,5 1,5
6 unu unu unu unu nnu nnm
Tun 2 2 2 2 2 2 2
(eanHunuybl D- | wnnu - [ wwm| - [ wm| -- | unn mwm | - | nim| --
aHTUreHa) 4 4 4 4 4 4
unu unu unu unu nnu nnu
8 8 8 8 8 8
6 6 6 6 6 6 6 6 6 6 6 6
UNU | M| unu | unu | unu | mnm | unu | unu | unu | unm | unu | unm
Tun 3 10 10 ( 10| 10| 10| 10| 10| 10| 10| 10| 10 | 10
(eavHubI D- | vnu | unu | wnu | unU | UKW | AU | UKW | UKW | WA | UK | Unu | unm
aHTUreHa) 16 16| 16 | 16 | 16 | 16 | 16 | 16 | 16 | 16 | 16 | 16
MU | MAn | unu | unm | unu | mnm | unu | wnm | unu | nnm | unu | umm
32 32| 32| 32 ] 32 ([ 32) 32| 32] 32| 32| 32| 32
Obulee
coaepkaHue He He| He | He | He | He | He | He | He | He | He | He
anioMUHMA 60- | 60- | 6o- | 60- | 6o- | 6o-| 60O-| B6o-| 6O-| 60-| 6oO-| 6o-
7 (AR nee | nee | nee| nee| nee| nee| nee| nee| nee| nee| nee| nee
(8 BMAe 0,55| 0,55| 0,55| 0,55 0,55| 0,55 0,55| 0,55 0,55| 0,55 0,55| 0,55
doccpata Mr Mr Mmr Mr Mr Mr Mr Mr Mr Mr MF | Mr
antoMUHKUS)
8 2-(hbeHokcu- 25125251 25| 25| 25| 25| 25| 25| 25| 25| 25
3TaHonN Mr mr | wmr | mr | mr | mr | mr| mr| mr| mr| wmr| wmr
091 09| 09| 0,9
9 | MetunnapabeH| -- -- -- -- -- -- -- --
Mr | Mr | mr| wr
10 Mponun- 01| 0,1 _ _ | 01 0,1 _ _ 1 01] 01 _ _
napabeH Mr Mr Mr | ™r Mr | w™r
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[ononHutenbHo A0BoAAT pPH KOMNO3UUMK, Kak onmcaHo Bbilwe, npumepHo 4o 6,0-7,0 ¢

MOMOLLBIO TMapokcuaa Hatpusi/kapboHata HaTpust U [oBOAAT OObEM nyTém aobaBneHus

domsmonornyeckoro pacrtsopa (0,9%).

anbaernga, dopmanbaernia,

NCMONb3YHTCHA B MPOLECCE NPOM3BOACTBA.

BakymHa MoXeT cogepxaTtb crnejbl

HEOMWULMHA, CTPEenToOMUUMHa W NONUMUKCMHA B,

rmyTapoBOro

KOTOpblE

Tabnuua 26: KomGuHupoBaHHasa BakuuHa, cogepxauwas IPV (Lramm Sabin: Tun 1, Tun 2 n Tun 3)

KOM6MHMpOBaHHaﬂ KoOMNno3nuusa B COOTBETCTBUU C HACTOALWLUM

Ne | KomnoHeHTbl nso6perenuem [Ha aosy 0,5 mn]
n.nj  Komnosuumu 1 2| 3| 4| 5| 6| 7| 8| 9| 10] 1] 12
Oudbtepuiibii | 10 10| 10| 10| 10] 10| 10| 20 | 20 20
T awatokemn @) | Lf |TOY| | | wr| | | w| | e | OY| Lk
CTONOHSAYHBIN 02 02 02 02 02 02 02
2| auatokeun () | Lf |O2Y| G| e | e | ur | Le | e | ALFALT| ALE 4L
3 ﬂi?ﬂﬁ'ﬂﬁg:%‘ 12 12 12 12 12| 12| 12| 12| 14| 14| 14 | 14
pertussis (wpy | 10U| 10U | 10U | 10U | 10U | 10U | 10U | 10U | 10U | 10U | 10U | 10U
4 AHTUreH HBs 8 8 MKr 8 8 8 8 8 8 15 15 15 15
MKr MKI MKIr MKI MKI MKI MKl MKI MKI MKI MKIr
Kowsioruposar- | 8 | s | 8| 8| 8| 8| 8| 10| 10] 10]19
. . MKI MKIr
5 HbI aHTured Hib MKIr PRP MKI MKI MKI MKI MKI MKl MKl MKI MKr PR
PRP-TT PRP PRP | PRP| PRP | PRP | PRP| PRP| PRP| PRP | PRP | 'J
MHakTnBupoBaH-
HbI NOSIMOBUPYC
(IPV)
5 5 5 5 5] 5| 5 5] 5| 5 5 | 5
Tun 1 (e YHULIBI UInn UInn Unn UInn Unn Unn Unn UInn UInn nnn nInn UInn
AMHALBL 40 | 10| 10| 10| 10| 10| 10| 10| 10| 10| 10 | 10
D-aHTurena)
UInn UInn Unn UInn Unn Unn Unn UInn UInn nnn nInn UInn
20| 20 | 20| 20| 20| 20| 20| 20| 20 | 20 | 20 | 20
5 4 4 4 4 4 4
Tun 2 (e UHULLBI nnun nnn nnu nnn nnn nnn
AVIHIAL 8| - | 8| -~ | 8| ~| 8| -] 8| -] 8] -
D-aHTureHa)
Unn Unn Unn Unn UInn Nnn
16 16 16 16 16 16
10| 10| 10| 10| 10| 10| 10| 10| 10 | 10 | 10 | 10
Tun 3 (e UHULIBI Unn Unn Unn Unn Unn Unn Unn Unn Unn nnn nnn Unn
AMHAULL | 46 | 16 | 16 | 16 | 16| 16| 16| 16| 16| 16| 16 | 16
D-aHTureHa)
UInn UInn Unn Unn Unn Unn Unn UInn UInn nnn Unn Unn
32| 32| 32| 32| 32| 32| 32| 32| 32| 32| 32| 32
Obulee He He He He He He He He He He He He
coaepaHue 6o-| 60- | 60-| 60-| 60-| 60- | 60-| 60-| 60- | 60-| 60- | 60-
7 | anmomuHua (AR*) | nee | nee | nee | nee | nee | nee | nee | nee | nee | nee | nee | nee
(8 BMAe occata| 0,55| 0,55 | 0,55| 0,55 | 0,55 | 0,55| 0,55| 0,55| 0,55| 0,55| 0,55 | 0,5
aJ'IIOMVIHMFl) Mrr Mr Mr Mr MI Mr Mr Mr Mr Mr Mrr 5wMr
o 2- 25| 25| 25| 25| 25| 25| 25| 25| 25| 25| 25 | 2,5
q:)eHOKCVISTaHOJ'I Mr Mrr Mr Mr MI Mr Mr Mr Mr Mr Mrr Mr
09] 09 ] 09| 009 09| 09| 09|09
9 MeTtunnapabeH -- -- -- --
Mrr Mr Mr Mr Mr Mr Mrr Mrr
10 | MponunnapabeH 0.1 0.1 -- -- 0.1 0.1 -- -- 0.1 0.1 -- --
Mrr Mr Mr Mr Mr Mr
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Tabnuua — 26... NMpogomkeHue

K0M6m-mp0|3a|-||-|a;| KOMMNo3nuusa B COOTBETCTBUU C HACTOALLUM

Ne Komnonentbi usoo6peteHuem [Ha gosy 0,5 mn]
n.n KoMno3uuuun
13 | 14 | 15 | 16 | 17 | 18 | 19 | 20 | 21 | 22 | 23 | 24
1 | Bugrepuanbt | oq o 50 ¢| o0 Lf| 20 Lf| 25 Lf| 25 Lf| 25 Lf| 25 Lf| 25 Lf| 25 Lf| 25 Lf| 25 L
aHaTokcuH (D)
o | CromOusumbid | 4 e 46| 4f | 10Lf| 10 L] 10 Lf| 10 Lf| 10 Lf| 10 Lf| 10 Lf| 10 Lf
aHatokcuH (T)
3 V':;";:::fg:%““ 14| 14| 14| 14| 16| 16| 16| 16| 16| 16| 16 | 16
pertussis (wpy | 10U | 10U | 10U | 10U | 10U | 10U | 10U | 10U | 10U | 10U | IoU | 10U
15| 15| 15| 15| 15 | 15 | 15| 15 | 15 | 15 | 15 | 15
4 AHTUreH HBs
MKI MKl MKI MKI MKI MKI MKl MKl MKTI MKl MKI MKl
KoHbIorupo- 10| 10| 10| 10| 13| 13| 13| 13| 13 | 13 | 13 | 13
5 BaHHbIN aHTUTEH MKI MKl MKI MKI MKI MKl MKl MKl MKI MKl MKl MKl
Hib PRP-TT | PRP| PRP| PRP| PRP| PRP| PRP| PRP| PRP | PRP| PRP| PRP | PRP
MHakTnsunpo-
BaHHbIN
NonMoBUPYC
(IPV)
5 5 5 5 5 5 5 5 5 5 5 5
Tun 1 (e UHULIBI Nnn NInn Nnn Nnn Nnn nnn Nnn Unn nnn nnn nnu Nnn
AMHALBL 40 1 40 | 10| 10| 10| 10| 10| 10| 10| 10| 10 | 10
D-aHTureHa)
NInn Nnn Unn Unn Nnn Nnn NInn Unn nnn nnn 17017 7017
20| 20| 20| 20| 20| 20| 20 | 20 | 20 | 20 | 20 | 20
6 4 4 4 4 4 4
Tun 2 (GD,VIHVIleI NInn Unn nnn Unn nnn nnn
D-aHTureHa) 8 - 8 - 8 - 8 8 - 8 -
NInn Nnn nnn Unn nnn nnu
16 16 16 16 16 16
10| 10| 10| 10| 10| 10| 10| 10| 10 | 10 | 10 | 10
Tun 3 (e UHULIBI NInn Unn UInn UInn nnn nnn Nnn Nnn nnn nnn nnu nnu
AMHALBL 45 | 46 | 16| 16| 16| 16| 16| 16| 16| 16 | 16 | 16
D-aHTureHa)
Unn Unn Unn Unn Unn Unn nnn nnn nnn nnn nnun nnn
32| 32| 32| 32| 32| 32| 32| 32| 32| 32| 32| 32
000663;2:% He He He He He He He He He He He He
Aep s | 00- | 60- | 60- | Bo- | 6o- | 6o- | Bo- | 6o- | Bo- | Bo- | Bo- | Go-
7 anomuHua (APRY)
(B BUe nee nee nee nee nee nee nee nee nee nee nee nee
bocbara 055|055|055|055|055|055|055|055]|055|055| 055|055
Mr Mr Mr Mr Mr Mr Mr MIr Mr Mr Mrr MIr
antoMUHKUSA)
R 2- 25| 25| 25| 25| 25| 25| 25| 25| 25| 25| 25| 25
q:)eHOKCVIGTaHOI'I Mr Mr Mr MIr Mr Mr Mr MIr Mr Mr Mrr MIr
09| 09| 09| 09
9 MeTvmnapaGeH - - - - MF Mr MF MF - - - -
01| 01 01| 01 01 ] 01
10 | Mponunnapa6eH r r -- -- M P -- -- P P -- -

[ononHutTenbHo A0BoAAT PH KOMNO3UUMK, Kak onmcaHo Bbiwe, npumepHo 4o 6,0-7,0 ¢

NMOMOLLbIO ruapokcuaa Hatpusi/kapboHata Hatpust U foBogsT 00bém nyTém aobaBneHus

dumsmonornyeckoro pacrtsopa (0,9%).

anbaernga, dopmanbaernia,

NCMONb3YHTCH B MPOLECCE NPOM3BOACTBA.

BakymHa MoOXeT cogepxaTtb crnejbl

HEOMWULMHA, CTPEenToOMUUMHa WU NONUMUKCUHA B,

rMyTapoBOro

KOTOpblE
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Mpumep 2: Cnocob nony4veHnsa odwen Mmaccbl KOHblorata Haemophilus influenzae
TMnab

Obwun BuA NPOM3BOACTBEHHbIX 3TAnNOB NpeAcTaBneH Ha Onok-cxeme Ha durype 1.
Kaxxabii 13 53 atanos cnocoba Kparko onucaH HUXe:

3Jtan 1. NoceBHaga kynbTypa 3t1an |. BecTpaxusaemas konbda (S1):

Mpobupky ¢ pabouyen napTMen NOCEBHOrO Marepuana MCnonb3ylT AN WHOKYNSUMK
BCTPsIXMBaemMon Konbbl Ha 3Tane MOCEBHOW KyrbTypbl, konba COAepPXUT MOCEBHYK Cpeay,
UnNbTPOBaHHYIO Yepes hunbTp ¢ pasmepom nop 0,22 MKM. MIcnonb3yloT 04HOPa3oBYHO Kondy
n3 NIATr 125 mn ¢ pabounm o6véEMOM 25 mn. ITOT 3Tan NPOBOAAT B LUENKepe-uHkybarTope ¢
KOHTponupyembim nepemewmsannem (200 £ 50 o6/mMuH) n Temnepartypon (36 + 2°C). Nocne
AocTmxeHns cooteeTtcTBytowero pocta 6aktepui (ODsge = 1,0) KynbTypy MNEpPEHOCAT Ha
crneaylowmn  3tan MnoCeBHOW KynbTypbl (3Tan S2), koTopbin onucaH B dTtane 2. [Ansa
obecneyeHnss  YMUCTOTbl  KynbTypbl  (rpamoTpuyaTtenbHble  KOKkobauwmnmbl)  NpPOBOAST
okpaLumBaHue no Npamy B ka4eCTBE NPOU3BOACTBEHHOIO KOHTPOMS.

3Jt1an 2: NoceBHag kynbTypa 3T1an |l. Betpaxusaemas konba (S2):

3Ttan S2 noceBHOW KynbTypbl COCTOUT U3 2-nUTPOBbIX kond depHbaxa (S2A n S2B) ¢
pabounm o6vé€mom 800 mn. Konba S2A ucnonesyetcs ana nsmepenms ODsg 40 TeX nop, noka
ODsgo He ByaeT COOTBETCTBOBATL KPUTEPUSM NpUemnemMocTu, a konda S2B ucnonbsyertca ans
nHokynsaumm Ha atane S3. B obe konbbl 3arpyxalT CTEPUNM3OBaHHYIO (PUNLTPOM cpeay,
KOTOopasa naeHTUYHa cpefe Ha aTane noceBHoW kynbTypbl S1. Konba atana S1 ncnonbayerca
ANa nHokynauum obenx BCTpsixmBaembix konb atana Il. STOT aTan NpoBOAMTCA B LUEUKepe-
NHKybaTope ¢ KOHTponMpyembiM nepemelumsaHmem (200 = 50 o6/mMuH) n Temnepatypon (36 +
2°C). lMocne poctmxeHus cootBeTcTBytowero pocta 6aktepum (ODsgo = 1,0) kynbTypy
NMEPEHOCAT Ha CneayrLmn 3Tan NoCeBHOW KynbTypbl (3Tan S3), KOTOPbIA OnvucaH B dTane 3.
Ons obecnevyeHnss 4YUCTOTbl KynbTypbl (rpamoTpuuyarenbHble  KOKkoGauunnbl) NpoBOASAT
okpaLumBaHue no Npamy B kKa4ecTBe NPOM3BOACTBEHHOIO KOHTPOMS.

3tan 3: NoceBHag kynbTypa 3tan lll. ®depmeHTep:

3tan S3 NOCEBHOW KynbTypbl COCTOUT U3 dhepmeHTepa obbémom 120 n ¢ pabounm
o6vémom 35 n. B dhepmeHTep 3arpy>KatoT cpeaa, UAeHTUYHYIO NpeablayLnm 3Tanam noceBHON
KynbTypbl. Konby stana S2 ucnonb3yoT ANS UHOKYNAUMUM bepMeHTepa NOCEBHOW KyIbTYpbl.
Poct nposoasaTt npu Temnepatype (36 = 2°C), DO (pactBopeHHbIn kucnopoa) (3agaHHoe
3Ha4eHusa 10%), nepemerumsanum (300-600 o6/muH), aspagun (1-5 n/mMunH) 1 NPOTUBOL4ABMNEHN
(0,2 6ap) B hepmeHTEPE NOCEBHOWN KynbTypbl. [1ocne AOCTMXKEHUSI COOTBETCTBYHOLLErO pocTa
Baktepun (ODsgo = 1.0) KyNbTypy NEPEHOCHAT Ha CrEeAyHLMA NPOU3BOACTBEHHbIA 3Tan (3Tan
S4), koTopbI onucaH B atane 4. [lna obecneyeHns YACTOTbl KyNbTypbl (rpamoTpuyatenbHble
kOKkoBaLmnnbl) NPOBOAST OKpalUMBaHue no Npamy B ka4eCcTBE NPOM3BOACTBEHHOIO KOHTPOSS.

3t1an 4: epmeHTauma B o6véme 1200 ni:

MponssoacTBeHHbIN hepmeHTep Ha 1200 n mmeet pabounn ob6vém 800 n. B Hero

3arpy)atoT OCHOBHblE KOMMOHEHTbI Cpefbl W CTEPUNU3YIOT MapoMm Ha mecte. 3atem nocne
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nponyckaHus 4epes dunbtp ¢ pasmepom 0,22 mkm fobaensioT pasnuuHble  pobaBku.
depmMeHTep MHOKYNUPYIOT KynbTypou 3tana S3, nonyyeHHou Ha 3tane 3. PepmeHTayuio
NPOBOAAT MNPWU KOHTPONMMPYEMOM YPOBHE pacTBOpeHHoro kucropoga (20% - 3agaHHoe
3HauveHue), Temnepatype (36 = 2°C), pH (7,1-7,4), nepemewwmaHum (40-400 ob6/MUH. ),
aspauyuum (50 - 300 n/muH) 1 npotmeogasnerHun (0,2 6ap). B npouecce pepmeHTayum gea pasa
A00aBNAOT nuTatenbHble BewecT. 3a poctom cneasat nytém uamepeHuss ODsg (OD590 =
3,5), n depmMeHTayno CUMTaKOT 3aBEPLUEHHON NOCne AOCTMXKEHUS CTauuoHapHou dasbl. Bo
BpeMsi pocTta WU CTauynmoHapHoOW asbl MonucaxapuaHbll NPOAYKT CEeKpeTupyetTcs WU
HakannuMeaeTCsi B KynbTypanbHOW >uakocTu. [na ofecnevyeHnss 4YUCTOTbl  KynbTypbl
(rpamoTpuyaTenbHble  KOKkOBauunnbl) MNPOBOASAT OKpawmBaHne no [pamy B KadvecTse
NPOW3BOACTBEHHOIO KOHTPOMS.

3Jtan 5: ObpaboTka HOPManNUHOM:

CHwkeHne OwnoHarpy3km [JOCTUraeTCs Ha 3TOM 3Tane 3a CYeT MCMOnb30BaHUS
XumMmyeckoro areHta (dopmanuHa). obasnsiot 0,1% dopmanmHa M HepPMEHTUPOBAHHbIN
OynbOH WHKYOMPYIOT B TedeHne 2 vacoB npu Temneparype 37°C. [locne ob6paboTku
dhopmannHom emkocTb BbICTPO oxnaxaarT Ao Temnepatypbl <15°C. [JobasneHne popmanuHa
of00peHo Ans CHWKEHUA OuoHarpyskn. 3TO NOATBEPXKAAETCA MOCEBOM Ha KynbTyparbHble
Yallky nocne uHkybaumoHHOro nepuoga. BynboH ¢ ymeHbLIeHHOM BrnoHarpyskoun rotos k céopy,
Kak ornvcaHo B atane 6.

3t1an 6: COop KyNbTypbl NYTEM HEMPEPLIBHOrO LIEHTPUDYrMpOBaHUS:

HenpepbiBHOE LeHTpudyrnposaHme UCNonb3yoT B Ka4eCTBe OCHOBHOro atana cbopa
KyNbTypbl. OTOT 3Tan BbINOMNHAETCA AN OTAENEHUS HeouuweHHOro OyrboHa, cogepallero
nonucaxapugi, OT MWHaKTUBUMPOBaHHOW Ouomacchl. LleHTpudyry HenpepbiBHOrO AENCTBUS
NCnonb3ylT ¢ Uenbto yaaneHus >90% 6Guomacchl, No AaHHbIM U3MepeHus cHmkeHnss ODsgo.
LleHTpudpyra pabotaer npu npubnmsmtensHo 15000 g m notoke xugkoctu 200-500 n/v.
LleHTpndyrnpoBaHHbIv CynepHaTaHT 40NonHUTENbHO obpabaTbiBatoT, kKak onncaHo B atane 7.

3Stan 7: TnybuHHaga dunbTpaumg Yepes dunstp 50LP:

LleHTpndyrnpoBaHHbIN cynepHaTaHT nponyckarT vyepes rmybuHHbin unetp S50LP ans
yaaneHus rpyboro martepmana, Takoro Kak OCTaTkyM KNeToK. OTOT 3Tan no3BOMSET MPOAYKTY
NpOXoAuTb 4Yepe3 unbTpat M AOMNOMHAETCA AOMNOMHUTENbHBIM TMYOUHHBIM OUNBTPOM, Kak
onucaHo B aTtane 8.

3Jt1an 8: FnybuHHag dunbTpauua Yepes dunsTtp 90LP:

dunbTpat u3 rnybuHHoro dunetpa 50LP 3atem nponyckatoT Yepes rnybuHHbIN HUNbTP
90LP (HOmuHanbHOe 3HadyeHue 0,22 wMKM) 4ns  ganbHemwero yganeHust nwoboro
HepacTBOPUMOro Marepuana, KoTopbil, BO3MOXHO, He Obin 3agepxaH npeablayLum
rNyOUHHBIM PUNBTPOM. 3TOT 3Tan rapaHTUPYET, YTO PUNbTPaT MNPaKTUYECKU HE COAEPXKUT
OCTaTKOB KNETOK N MOXET HageXHO npoxoaunTb vepes dounbTtp 0,22 mkm. Mocneayowmn atan

dounbTpayum onncax B atane 9.
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3tanbl 9 1 10: PunbTpauusa Yepes hunbTp ¢ pasmepom nop 0,22 MKM:

dunbtpar u3 mybuHHoro cwunbtpa 90LP panee nponyckatloT 4depes unbTp C
pasmepom nop 0,22 MkmM, n cunbTpat cobumpatoT B cOOpHLINA pesepsyap.

Sranbl 11 n 12: KoHuUeHTpupoBaHWe dpakumm ¢ maccon Oonee 100 kda wu

anacounnbTpauns:

OTOT 3Tan NpoBOAAT ANSA yAaneHUs KOMMOHEHTOB Cpefbl U MPUMECEN C HU3KOW
MOIEKYNAPHOM Maccoin. Kpome Toro, NpoBOAAT KOHLUEHTPUPOBaHNE ANS YMEHbLUEHUS paboyero
obbéma. Otceuka no monekynspHon macce 100 k[da BbiOpaHa, MOCKONbKY MOMEKynsipHas
macca nonucaxapmga Hib (PRP) coctasnsieT = 500 k[da. BynbOH KOHUEHTPUPYIOT NPUMEPHO B
10 pa3s n 3aTem nogsepraroT gnadpuneTpayum He meHee Yem 5 obvémamm 0,01 M 6ydpepa PCHE
(pH 7,2). NMony4yeHHbIN NPOAYKT B peTEeHTaTe HasblBAeTCH «HeouuweHHbIn PRP», n ganee ero
obpabatbiBatoT, kak onucaHo B dtane 13. KOHUEHTpUpoBaHHbIM OynbOH NEPEHOCUTCS B 30HY
JanbHenwen obpaboTku Yepes nopT 4N nepeHoca Yepes hunbTp ¢ pasmepom nop 0,22 MKm,
yTOObI FAPaHTMPOBATb, YTO HUKaKNE BakTepun HE NONaAaoT B 30HY AanbHenwen obpaboTku.

3tan 13: Ocaxaenune CTAB:

CTAB (uetnn-TpumetTunammonusa 6pomug) npeacraBnaeT cobon KaTUOHHbBIN 4ETEPreHT,

KOTOPbIA UCMONb3YeTCHa ANA ocaxaeHus nonucaxapuaos. CTAB coctouT 13 ruapodunbHON
obnactn, a Takke rmgpocdobHoMm 4Yactn n ocaxgaeT Oenkn, HYKNEMHOBbIE KUCIMOTbl W
nonucaxapuabl. HeounweHHbin PRP, nony4eHHbIM Ha 3Tane 12, ocaxaarT Npy KOHUEHTpauum
CTAB 1% v uHkyBupytoT B TedeHune > 2 yacos. Cbop ocagka CTAB onucaH Ha atane 14.

Stanbl 14, 15 n 16: LleHTpudyrnposaHue, cbop 1 xpaHeHue ocagka CTAB:

Ocapgok CTAB ueHTpudyrmpytoT Ha LeHTpudyre HenpepbiBHOro gencrteusa npu 15000
o6/mmH B SEZ-3, FF. Ocagok CTAB cobupatoT, B3BELLUMBAKOT, PasfensitoT Ha anukBoTbl U
XpaHAaT npu Temneparype < -20°C ana ganbHenwen odpaboTkn. OTO NepBbIN 3Tan OCTaHOBKA B
npouecce.

Stanbl 17 1 18: OtTamBaHue u pactesopeHue nactel CTAB:

3amopoxeHHyto nacty CTAB pasmopaxuBaloT A0 KOMHarHOW TemnepaTypbl.
Otragswmnn ocagok pacteopsaoT B 5,85% pacteope NaCl. PactBopeHne nposogatT B
pesepByape C MELIankoW, U NonucaxapuaHbli NPOAYKT pacTBOpsitoT B BogHou dhase. B
pesepByape COAEPKUTCH HEPACTBOPEHHLIN MaTepuarn, COCTOSALMA U3 OCaK4EHHbIX OenkoB u
HYKNENHOBbIX KACMOT. 3Ty cycrneH3unto ganee obpabarbiBatoT, kak onucaHo B atane 19.

3tan 19: LleHTpudyrupoBaHue:

MaTepuan, nonyyeHHbIn Ha 3Tane 18, ueHTpudyrnpytot npu temneparype 2-8°C, 5000-
6500 ob6/mMmmH B TeueHme 20-30 MUMHYT AnNsa  ydaneHust HepacTBOPEHHOro Marepuana.
LleHTpndyrnposaHHbIv cynepHaTaHT cobupatoT u obpabarbiatoT, kak onucaHo B atane 20.

3t1an 20: OcaxaeHne 72% 3TaHONOM:

72% aTaHon wucnonb3ylT Ana ocaxaeHns PRP. 96% 3TaHon uWCnonb3ylT Ans

NONYYEeHNS KOHEYHOW KOHLEHTpayumn ataHona 72% B cynepHaTaHTe, Nofy4YeHHOM Ha aTane 19.
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3TO ocaxaeHue npoBoAAT npu Temneparype 2-8°C B TedeHume Houu. [lornyyeHHbIn 0capok
cobuparoT, kak onucaHo B atane 21.

Stanbl 21 1 22: LleHTpudyrmpoBaHne 1 pacTBOPEHME ocajKa:

Ocapok, nony4YyeHHbl No gencremem 72% ataHona, cobuparoT LeHTpUdyrnposaHnem
npu Temnepatype 2-8°C, 5000-6500 o6/MuH B TeyeHue 20-30 mMuHYT. [lonyyeHHbIN OCapok
pacTBOPSIOT B BOAE ANS UHBEKLUMN A0 COCTOSIHUS BU3yarbHOM Npo3payHocTu. [ocnegyowjas
obpaboTka conobnnmManpoBaHHOro ocagka onncaHa B atane 23.

3tan 23: OcaxaeHne DOC v 32% 3TaHOMOM:

K marepuany, nonydeHHoMy Ha 3atame 22, pobasnsawoT 6% auetat Hatpua n 1%
aesokcmxonar Hatpus (DOC). 96% ataHOn MCNOMb3ylT ANA  MOMYYEHUS KOHEYHOW
KOHUeHTpauymn ataHona 32%. W DOC, u 32% cnupT BbI3blBaOT ocaxgeHne OenkoBbixX
npvMecein, NO3BONAS NONMcaxapuay HaxoauTbCH B Kugkon dase. OcaxgeHne npoBOAAT npu
Temneparype 2-8°C B Te4eHne Houm (He meHee 8 yacos).

3Jt1an 24: LleHTpudyrupoBaHue:

MaTepuan, nony4YeHHbIn Ha 3Tane 23, ueHTpudyrnpytoT npu temneparype 2-8°C, 5000-
6500 ob/mvH B TeuveHme 20-30 mMuHYT Ana yaaneHus ocaaka. LeHTpudyrupoBaHHbI
cynepHaTtaHT cobupatoT u obpabarbiBaloT, kak onucaHo B atane 25.

3Jtan 25: [nybunHHaga v yronbHag dunbTpauus:

PactBop cynepHaTaHTa, NOny4YeHHbIA Ha aTane 24, coaeput pactsopumbin PRP u
nogsepraetca rnyouHHOM dunbTpauyum € nocrneaywwen unbtTpadnen 4depes yronb Ans
yAaneHus HYKNeWHOBbIX KUCMNOT U KpacAwmx BewecTs. 3a yganeHUem HyKNenHOBbIX KUCMOT
CNepsaT, Nepuognvyecku U3Mepasa ONTUYECKYIO MNIOTHOCTb NPU ASiMHe BOMHblI 260 HM (Azeo).
MNocne AOCTWKEHUA LIeneBoro 3HavyeHmsa Azso pacTBop punbTPyOT Yyepes punbTp ¢ pasMepom
nop 0,22 MKM, MU 3TOT OT(UMLTPOBAaHHbLIA PacTBOP AOMNONHUTENBHO oOOpabaTbiBaloT, Kak
onucaHo B atane 26.

3Stan 26: OcaxaeHne 64% 3TaHONOM:

OTUNbTPOBAHHLIN Matepuarn, NonNy4YeHHbI Ha aTtane 25, 4oNONHUTENBHO ocaxaatoT
96% 3TaHONMOM O KOHEYHOW KOHUEHTpauum 64% aTaHona. 37O ocakaeHue NpOBOAST Mpu
Temneparype 2-8°C B TeueHme Houu. [onyyeHHbIn ocafok cobuparoT LEHTPUAYrMPOBaHMEM U
obpabatbiBatoT, kak onucaHo B atane 27.

3Otan 27: C6op 1 pacTtBopeHue ocaaka:

CynepHaTaHT AeKaHTMPYIOT 1 yaanstoT, yTobel cobpaTb ocagok. Ocagok pacTBOpSAOT B
BOAE ANSl MHBEKUWUIA NP KOMHATHON TeMnepartype.

3tan 28:; KoHueHTpupoBaHue dpakumm c maccon 6onee 300 kda v anadunbTpauus:

PactBop ocagka KOHLEHTPUPYIOT C MWCMONb30BaHMEM MeMOpaHbl C HOMMHanbHbIM
oTrcevyeHmem no monekynspHon macce (NMWCOQO) 300 ka. Ero gononHuTensHO noasepraroT
avadmnbTpauum He meHee yem 8 obbémamu BoAbl ANS MHBEKUWMA. [MONyYeHHbI peTeHTar

obpabatbiBatoT ganbLue, kak onnucaHo B atane 29.
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Stanbl 29 1 30: dunbTpayuma Yepes dunbTp c pasmepom nop 0.22 MKM U XpaHeHue

ovuLeHHoro PRP:

PeteHTtatr nocne ynbTpadpunetpadumn (UF) ¢ NMWCO 300 k[da nponyckailoT yepes
GunbTp ¢ pasmepom nop 0,22 MKM Ha 3Tane O4YMCTKM, YTOObI MUHUMU3NPOBATL BUOHArpysKy.
Mony4eHHbIn ounweHHbIn PRP pasaensioT Ha annkBoTbl U XpaHaT npu Temneparype < -20°C
AO AanbHeuWwero mncnonb3oBaHus, kak onucaHo B dtane 31. O6pasey ounweHHoro PRP
OTNPAaBnAT HA aHanNu3 4NA KOHTPONS KavecTBa.

3tan 31: Pasmopa)kmpaHue n oobeanHeHUe:

B 3aBncumocTn OT pasmepa napTMM KOHblorata pasmopakmbBaroT COOTBETCTBYHOLLES
KONMMYeCTBO HaTMBHOroO nonucaxapuga, nonyveHHoro Ha atane 30. O6befuHEHHbIN MaTepuran
aHanmanpyeTca Ha cogepxkaHne PRP, kotopoe TpebyeTcs ana panbHenwen obpaboTku, kak
onucaHo B atane 32.

3Jtan 32: KoHueHTpupoBaHue Yepe3 UF membpany ¢ NMWCO 100 ka:

OObeAUHEHHBIN  OYMLLEHHBbIW  Monucaxapwug  AOMKEH  UMETb  MMHUMAarnbHYHO
KOHUeHTpauyuto (8-12 mr/mn) ans ganbHenwen obpaboTkn. ECnv kOHUEHTpaums nonucaxapmaa
B 00beANHEHHOM PacTBOpE HMXKE LeneBoro 3HayeHns, 06 beAUHEHHbIN pacTBOpP nonucaxapuaa
KOHLeHTpupytoT, ncnonedys UF membpanHy ¢ NMWCO 100 ka. O6pasey otbupatoT nocne
KOHLEHTPUPOBAHNSA, 4TOObI rapaHTUpoBaTb AOCTWKEHME MUHUMANbHOW KOHLUEHTpauum Ha
nocneaywowmx atanax (atan 33).

3tan 33: Llleno4yHasa aenonvmepusaums:

KoHueHTpupoBaHHbIM nonucaxapug (aksueaneHTt 74 r/110 r), nony4YeHHbIn Ha aTane 32,
AEnONMMEPU3YIOT B MAMKMX  LUEMOYHbIX YCMOBUAX C  UCMOMb30BaHWEM kapOoHaTHO-
BbukapboHaTHOoro Oycbepa. [locne [OCTMXKEHWS LENEeBOro pasmepa nonucaxapuaa
AENONMMEPU30OBaHHbIN Nonmcaxapua akTMBUPYIOT, Kak onncaHo B dtane 34.

3Stan 34: AkTMBauug nonucaxapuaa:

[enonumepunsoBaHHbI  Nonucaxapug, MNOnyYeHHbI Ha a3tane 33, akTUBMPYKT C
NOMOLLbIO BPOMUCTOro LUuaHa. AKTUBaUWSA OCYLLECTBNSIETCS B as30THOM cpepe. bBpomucTbin
LUnaH ABNSETCA BbICOKOTOKCUYHBIM XMMUYECKMM BELLECTBOM, 1 Npu obpaLleHnn C HUM cneayeT
cobnogartb COOTBETCTBYIOLME MEPBI MPEAOCTOPOXKHOCTH.

3Jtan 35: MpucoegnHEHUE NTINHKEPA:

CBexenpuroToBneHHbIN  pacTBop  aurngpasvaa agunuHoson  kucnotbl  (ADH)
[ob6aBnsaT B Te4eHne 6-10 MUHYT K peakyMOHHOW CMeCK, NOonyyYeHHON Ha atane 34. Peakyuto
npoBoAaAT B TeueHne 16 yacos npu Temnepartype 2-10°C. Ponb nuHkepa ADH 3aknoyaetca B
CO34aHUK B Nonucaxapuae ammHorpymnmn, HeobxoAnUMbIX ANS peakymm KOHbIorayun.

3Jtan 36: KoHLEeHTpUpoBaHue 1 anadbunbtpauus:

PeakuyMOHHYIO CMeCb, MONYYEeHHYID Ha a3Tane 35, KOHUEHTPUPYT U noaseprarT
avacdunstpaymm no obvémy ¢ docdarHo-conesbim bydepom (PBS) ¢ ucnonb3osaHnem UF
membBpaHel ¢ NMWCO 10 kJa ans yaaneHus csoboaHoro ADH. YaaneHne ADH koHTponupytoT

¢ nomowybto BEXKX, n auadunbTpayuio npojormkaT 4O TeX Nop, Noka ypoBeHb CBOOOLHOro
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ADH He pocTturHeT ypoBHSI Hwke 5%. [NonyyeHHbIn peTeHTaT AOMNONHWUTENBHO MNOABEPratoT
avacdunbTpaymm He meHee yem Oydepom 5 obvémamm MES-NaCl. Ero gononHutenbHo
KOHLUEHTPUPYIOT  ANA  OOCTWXKEHWS  KOHUeHTpaumm He MeHee 20 wmr/mn.  3TOT
KOHLeHTpUpoBaHHbIN obpaboTaHHbin PRP xpaHaT npu Temnepatype 2-8°C Ao ganbHewnwero
MCNONb30BaHUSA, Kak onncaHo B atane 37.

Otanbl 37 n 38: dunbTpauus vepes dunbTp ¢ pasmepom nop 0,22 MKM U XpaHeHue

obpaboTaHHoro PRP:

PeTteHTar 13 atana 36 nponyckatoT yepes chunbtp ¢ pasmepom nop 0,22 MKM, KOTOPbIN
UCMONb3YKOT Ha 3Tane oO4YUCTKU. 3TO Takke rapaHTUpyeT, 4YTO YPOBHU OGUOHarpysku
KOHTPONUPYIOTCA BO BpPEMsi MNpouecca, KOTOPbIA BbINONHAETCA B 30He knacca C.
OTUNBbTPOBAHHbIN aKTMBUPOBaHHbLIA nonucaxapug cobupatot, otbuparoT npobbl, pasgensaoT
Ha anukeBoTbl M XpaHAT npu Temnepatype 2-8°C po panbHenwen obpabotkn. Obpasey
oTbumpatoT n3 nyna obpaboTaHHbIX NONMCaxapuaoB ANA aHanusa, KOTOPbIA BKMOYaeT B cels
onpegeneHne pasmvepa monekynel PRP (kda), coaepxaHne PRP u creneHb aktmsauun PRP.
HanbHenwasn obpaboTtka obpabotaHHoro PRP onucaHa B atane 40.

Jtan  39: KoHueHTpupoBaHue TT dyepe3 UF membpadHy ¢ NMWCO 10 kda wu

anadbuneTpauus:

Peakuns koHblorayum tTpedbyeT ABYX KOMMOHEHTOB, 3TO0 06paboTaHHbI nonmcaxapug v
B6enok-HocuTenb (TT). Benok-HOCUTENb KOHLEHTPUPYIOT U NOABEprawT guadunstpagumn ¢
6ydepom MES-NaCl c¢ wucnonbsosanvem UF membpansl ¢ NMWCO 10 kda. Otor
aAnacunbTpoBaHHbI ~ Oenok-HocuTenb  3aTeM  AOMNOMHUTENbHO  KOHLUEHTPUPYIT Ao
KOHLEeHTpauun He meHee 20 Mr/mMn ¢ NCNoNb30BaHMEM TOW e MeMOpaHbl.

Stan 40: KoHbloraums:

Peakyns koHblorayum TpedyeT ABYX KOMMOHEHTOB, 3TO 00paboTaHHbIM nonucaxapua v
6enok-HocuTenb (TT). AKTUBUPOBAaHHbLIN NONUcaxapuaHbii KOMNOHEHT NMONy4yatoT Ha atane 38.
Benok-HocuTenb nony4vatoT Ha atane 39. [1Ba KOMMNOHEHTa CMELUMBAaKOT B COOTBETCTBYHOLUMX
Konumyectsax B cooTHoweHun PRP:TT = 1:1 (mac./mac.) B npucytctBum 1-3tun-3-3-
anvetnnamuHonponun-kapbogunmunga (EDC) npu nepemelwumsarnm. 3a peakymen KOHbrorayum
cnegat ¢ nomowbio BOXX n npogomkaloT p0 goctmkeHns = 85% koHBepcum Gernka
(koHBepcum cBobogHOro 6enka B KOHBbIOraT).

3tan 41: OcTaHOBKa peakunu:

MNocne TOro, Kak peakuusa KOHbloraymm [JOCTUraeT KpUTepueB MNPUEMINEMOCTU ANS
KoHBepcun (aTtan 40), peakyuio OCTaHaBnMBarT NyTEM raweHus. Peakymio KOHbIoraumm racar,
ncnonb3ysi pocatHein Sydhep EDTA. MpoaykT peakummn koHbloraumm satem obpabartbisaioT,
Kak onvcaHo B aTane 42.

3J1an 42: dunbTpaunsg Yepes dounstp 30SP 1 0,22 MUKPOH:

KoHbtorar, nonyyeHHbin Ha atane 41, punbTpytoT vepes punetp 30SP ¢ nocneayoLen
dunbTpayunen yepes punbTp ¢ paamepom nop 0,22 MKM. ITO rapaHTUpyeT yaaneHue nobbix

KpyrnHbIx arperato. OTUNbTPOBaHHbIW KOHbloraT obpabartbiBatoT, kKak onucaHo B aTane 43.
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Jtan_ 43: YnbTpadunbTpauma 4Yepes UF membpany ¢ NMWCO 300 kda w

anaduneTpauus:

PeakyMOHHYIO CMeCb KOHbIOrauuu, MONyyveHHylo Ha J3tane 42, noasepraroT
anacunstpaymm ¢ 0,05% dusmonornyeckum pactsopom, ncnonbdya UF membpaHy ¢ NMWCO
300 k[a. [HOvadwunbTpaumio nNpoBOAAT AN yAaneHWa peareHTOB KOHborauum wu
Henpopearnposaswero TT. [onydeHHbIn peTeHTaT ganee obpabaTtbiBaloT, Kak ONUCaHoO B
atane 44.

Stanbl 44 n 45: dunbTpaumna Yepes dunbTp ¢ pasmepom nop 0.22 MKM U XpaHeHue

HeOoYULLIEHHOro KoHbrorara:

PeTteHTar co ctagum 43 nponyckatoT yepes dunbTp ¢ pasmepom nop 0,22 MKM, KOTOPbIN
UCMONb3YIOT Ha 3Tane oO4YMCTKU. 3TO TaKke rapaHTMpyeT, 4YTO YPOBHU OuOHarpysku
KOHTPONUPYIOTCA BO BpPEMsS Mpouecca, KOTOpPbIA BbINOMHAETCA B 30He knacca C.
OTPUNBTPOBAHHBIN HEOYULLEHHBIA KOHBIOraT cobupatoT, oTbmpaloT npobbl U XPaHAT npu
Temneparype 2-8°C o panbHenwen obpabotkn. OanbHenwas obpaboTka HEOYULLEHHOrO
KOHblOrata onucaHa B atarne 46.

3JT1an 46: PasseaeHne HeOUMLLEHHOMO KOHbOrara:;

HeouunweHHbIn koHbIOraT M3 sTana 45 pasbaeBnsoT BOAOW ANS UHBEKUMA 4O LENEBOU
KOHUeHTpauun 4 = 1 mr/mn, ecnn Tpebyetcs, n gansHenwen obpaboTkM C NMOMOLLBK 3Tanos
OCaXJEeHUS, ONMUCaHHbIX B 3Tane 47.

3tan 47: OcaxaeHue cynbparom aMMOHUS:

PasbaBneHHyl0 peakLyMOHHYKD CMeCb KOHblorata AononHuTenoHo obpabaTbialoT Ans
yaanenus csobogHoro PRP ¢ ucnonb3oBaHuem cynbdarta ammoHus (50% wmacca/ob6bém
MaTOYHbIN PacTBOp). IJTan OCaXAEHUS MNPOBOAAT npu Temnepatype meHee 15°C npwm
nepemelmBaHnn. Ha atane ocaxaeHusi KOHbloraT BbiNagaer B 0caaok, a csobogHbii PRP
OCTaeTCa B HagocapouHou xmakoctn. Nocne gobasneHns cynbdara aMMOHUSA MOMNYyYEHHYHO
CYCMEH3UIO XpaHAT npu Temnepartype Hmke 15°C 6e3 nepemelunBaHuns B Te4eHNe He meHee 12
4yacos.

3tan 48: CH60op 1 pacTBopeHUe ocaaka:

CycneHsunio, nonyyeHHylo Ha atane 47, ueHTpudpyrmpytot npu ~7000 g npwu
Temneparype 2-8°C B TeueHne 40 + 10 muHyT. CynepHaTtaHT yhandaloT AeKaHTUpPOBaHWEM, a
MOMYYEHHbIA OCaf 0K PacTBOPSIOT B TPUC-PU3MONOrM4YECKOM PacTBOpE.

3Jtan 49: AnadunbTpauunsg Yepes membpany ¢ NMWCO 300 ka:

MonyyeHHbIN Ha 3Tane 48 pactBop UNLTPYIOT 4Yepe3 rmybuHHbIN punbTp 30SP U
noasepraot agunacdpunetpaummn ¢ 20 MM TpUC-CONEBbLIM PacTBOPOM C  MCMOMb30BaHUEM
membpaHel ¢ NMWCO 300 k[a.

3t1an 50: OQuncTKka npy NOMOLLM refib-POunbTPaLMoHHOW XpomaTorpaduen:

PactBop, nonydeHHbin Ha 3tane 49, sarpyalT B KOMOHKYy ans [PX obbémom
npumepHo 70 n, copaepxalwylo rpaHynbl rMAPOKCUNUPOBAHHOrO METaKpUOBOro nonvmepa

Toyopearl HW-65F, pans  3kCKMO3MOHHOM  xpomartorpachun. Mcnonb3osaHue  renb-
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unbTpaynoHHon xpomarorpacdmm ans obpaboTaHHOro KoHborata (nocrne OCaXkaeHUs
cynbaTtom aMmmMoHUs) CHUKaeT ypoBHU cBobogHoro PRP B nonyyeHHoM martepuane. KonoHky
anonpyot 20 MM Tpuc 0,9% NaCl, n dpakyumn cobupatoT Ha OCHOBE ONTUYECKOW MIOTHOCTU
Azgo. Ppakyumn, COOTBETCTBYIOLUME KpUTEPUSIM npuemnemoctn no cesobogHomy PRP,
COOTHOLLUEHUIO W pasmepy MOnekyn, obbeanHaT, U  obbeAUHEHHbIN nyn  janee
obpabaTbiBatoT, kak onnucaHo B atane 51.

3tan 51: nacdunbtpaums Yepes membpanHy ¢ NMWCO 300 k[a:

MonyyeHHbIn Ha atane 50 o6beguHEHHbIN aMaT KOHblorata noAaBepraroT
avadcdunbtpaymm ¢ 20 MM Tpuc, ncnonbdya UF membpaHy ¢ NMWCO 300 k[la. 31oT 06bEMm
peTeHTaTta paccunTtaH Takum obpasom, 4Tobbl cogepxaHume PRP B Hem cocTtaBnsano
npnénmManTensHo 1 mr/mn.

Jtanbl 52 n 53: dunbTpauma Yepes dunbTp ¢ pasmepom nop 0,22 MKM:

OObwyro maccy KoHbilorara, NoflydeHHoro Ha atane 51, dunbTpyloT vepes punbTp €
pasmepom nop 0,22 mkm B 30He knacca A ana obecneyvyeHus CTepunbHOCTU. PuUnbTp €
pasmepom nop 0,22 MKM Obln NPOTECTMPOBAH Ha LEenocTHOCTb. [Mpoby oThmnnbTPOBaHHOMO
KOHborata OTMPaBNAT Ha KOHTPOMb Kayectsa AN NOMHoro aHanusa. OTgunbTPOBaHHbLIN
KOHBbtorat nome4varoT kak «CtepunbHbii obwun koHbrorat Hib» n xpaHaT npu Temneparype 2-
8°C. Obwmn koHbIOraT XpaHAaT npu Temneparype 2-8°C makcumym o 3 mMecsues, a nocne
3TOro, €Cnu OH HE UCMONb3YETCH, OH MOXET XpaHUTbCA Npu Temneparype -70°C B TeuyeHue
nepvoaa BpeMEHN MakCMManbHOW MPOAOIKUTENBHOCTBLIO 1 roa,.

KayecTBeHHble XapaKTepPUCTUKU MOSTYYEHHOro KOHBLIOMMPOBAHHOrO aHtureHa Hib
PRP-TT 6binu cneayrowmmm:

Coaeparue PRP (mkr Ha 0,5 mn): 8,1

CooTtHoweHnue (PRP:TT): 0,5

Ceob6oaHbih PRP (%): 4,8%

PMW (kda): 983

CpegHsaa MW (k[a): 752

Mpumep 3: Cnocob nony4yeHnss NHaAaKTUBUPOBAHHOIO aHTUreHa wP.

Cnocob MHakTMBaUMN LIENbHOKNETOYHOrO KOKMIOLLIHOIO aHTUreHa:

Ontumusaymsa cnocoba WHAKTMBAUWM BbINOMNHAOT MOCNE NPOBEAEHUS PasfNYHbIX
3KCNEPUMEHTOB, KOTOpPbIE BKIOYaIOT B ceba uHakTueaymio npu temneparype 56°C B TeueHune
10 MVMHYT B NpUCYTCTBUM hopmanbaernaa, nHakTusaymo npu temneparype 56°C B teuenune 15
MWHYT B NPUCYTCTBMU popmanbaerunaa, nHaktmsayuio npu temneparype 56°C B teueHune 10
MWHYT B MPUCYTCTBUM TMMWHA, MHaKTMBaUuo npwu Temneparype 56°C B TeueHue 15 MUHYT B
NMPUCYTCTBMM TMMMHA W TOMbKO HarpesaHwe npu TemnepaTtype 56°C B TeueHne 30 MUH.
CylwectBeHHON pasHuubl B 3PdeKTMBHOCTM 3TUX cnocoboB He Habnwogaetca. M3 aTux
crnocobos Obina BbibpaHa wHakTMBauus npu TemnepaTtype 56°C B TeueHume 10 MUHYT B

npucyTcTBUM opManbaervaa, MOCKONMbKY KINETOYHask Macca KOKMoLwa, MonyyYeHHas ¢
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ncnonb3oBaHnem 3Toro crnocoba, 6onee ogHOpoOAHA MO CPaBHEHWUIO C Apyrumu crnocobamuy,
YNOMSHYTbIMU BbiLLE.

Cnoco6 nony4yeHMss WHAKTUBUPOBAHHOrNO aHTureHa wP Bknwo4yaer B cebsA
crnepyrowme atanbl:

a). MHakTneBauusa npu Temnepatype 56°C B TeyeHne 10-15 MUHYT B npucCyTCTBUM
dopmanbaernga wramma Bordetella pertussis 134

b). uHakTMBaums npu Temnepartype 56°C B TedeHnme 10-15 MUHYT B NpUCYTCTBUM
dopmanbaernga wrtamma Bordetella pertussis 509

C). nHakTMBayma npu Temneparype 56°C B TeyeHme 10-15 MUHYT B npuUCYTCTBUM
dopmaneaernaa wrammos Bordetella pertussis 25525 n 6229

d). vHakTmBauusa npu Temnepatype 56°C B TeyeHne 10-15 MUMHYT B npucyTCcTBUM
dopmaneaernga wramma Bordetella pertussis 6229

€). nocneaywuiee cMeLIMBaHNE UHaKTMBMPOBaHHbIX WTamMmoB Bordetella pertussis 134,
509, 25525 n 6229 B cooTHowenmn 1:1:0,25:0,25.

f). HeoBsa3aTenbHaga agcopbupums Ha aabloBaHTE HA OCHOBE artoOMUHUS.

B paHHOM cnocofe He MCnonb3yeTrcs TMoMepcan, U LenbHOKNETOYHbIN KOKMHOLUHbIN
aHTUreH OCTaeTCHa HE KOMKOBaTbIM, @ O4HOPOAHbBIM, YTO NPUBOAUT K CHUXKEHMIO PEaKTOreHHOCTU
N Jaet nyywyo 3PPEKTUBHOCTb B Te4YeHne 6onee 4NUTENbHOrO BPEMEHM.

Mpumep 4: Cnocob nonyyeHnss MTHaKTUBUMPOBAHHOro nonuosupyca (IPV)

1. MonuBUpPYC MOXHO BblpaliMBaTh CrieayloLWmMM Cnocooom:

a) KnetouHyto nuHuio CCL81-VERO (noykn o6e3bsiHbl) MICNOMNb3YIOT B KAYEeCTBE KNEeTOoK-
X035€B ANA BblpalLMBaHUA NONMOBMPYCOB, TO €CTb WTammos Sabin n Salk.

b) NMocne uWHMUUMPOBAHNA KNETOK-XO351€B XenaembiM LUTaMMOM MONMosmMpyca u
nHKyGaumMm B TeYEeHMe 72 4acoB Cpeay, COAEPKaLLyIO BMPYC M OCTaTKM KNeToK, 00beaNHAIT U
cobupatoT B O4UNH KOHTENHEP.

¢) dunbTpaT NoaBepraroT TaHreHUnanbHOW NOTOYHOW dunbTpaumm ¢ kaccetom Ha 100
kda; anadunbTpyloT ¢ ucnonb3oBaHnem docdatHoro Oydepa M ouMwaldT € MOMOLLbLIO
aHMOHOOBMEHHOM XpomaTorpacum.

d) Nepen BBegeHMEM nayveHTam BUPYCbl  AOMKHblI  OblTb  MHaKTMBUPOBAHbI
COOTBETCTBYHOLUMU crnocobamm MHaKTUBaLMW.

2. UHakTuBauusa opmManmMHOM BKITIOYAET B cebA cneayrowime aTanbi:

a) OunweHHbIn  o6beAMHEHHbIM Nyn  BUPYCOB NoaBeprawoT 3ameHe Oydepa ¢
docdartHoro 6ydepa Ha Tpuc-Oydep B gnanasoHe (ot 30 go 50 mM) c pH oT 7 go 7,5,

b) K ykasaHHown Bbilwe cmecn gobasnatoT cpeny M-199, cogepxxaidyto rmmymH (5 r/n).

c¢) do6asnstot 0,025% hopmanbaernga n satem nepemMeLlnsatoT.

d) 3atem cmecb uHkYOupyoT npu Temneparype 37°C B TedeHue 5-13 cyTtok npwm
HenpepbIBHOM NepeMeLLMBaHUN MaccCbl BUPYCca Ha MarHUTHOW MeLuarnke.

e) Cmecb nocrie mHKybauum nogseprarT NPOMEXYTOYHOW TaHreHUnanbHOW MOTOYHOWU

dunbTpayum (100 kda, 0,1 M?) Ha 7 CYTKM 1 OKOHYaTENBHOM OUMLTPALMM NOCME UHAKTMBAaLWMW.
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f) 3atem oTcbunbTpOBaHHBLIM 06BEM XPaHAT nNpu Temneparype 2-8°C,

g) MNpoBoaat onpepeneHne D-Ag npu nomowm UPA ana onpepeneHns egunHuy D-
aHTureHa

h) Obwyo maccy moHoBaneHTHoro nyna IPV Ttuna 1, tuna 2 v tuna 3 3arem
CMELLUMBAIOT C 0Opa3oBaHWEM TpexsBareHTHoro unu asyxsaneHtHoro IPV (cepotun Salk vnu
Sabin).

i) JoBoaaT 3HauyeHne pH KOHEYHOW KOMMO3ULUM N MOMy4YatoT KOHEYHYHO KOMMO3ULMIO C
pH oT 6 8o 6,8.

j) AHTUren IPV (wtammbl Sabin nnu Salk) 3atem go6aBnsaoT K KOHEYHOM KOMMO3ULUn
KOMOWHMPOBAHHOW BaKLUMHbl B aacopbMpoOBaHHOM Ha agbloBaHTe (dhocdaT anioMuUHUS) Buge
(aaboBaHT NpUCYTCTBYET B KOMOWHWPOBAHHOW BaKUMHE), rae nNpoueHT agcopbumm aHTureHa
IPV ansa IPV tvna 1, kak Obino yCTaHOBMEHO, Haxoautcs B avanasoH 10-30%, IPV tvna 2 B
ananasoHe 60-100% wu IPV tuna 3 B gnanasoHe 0-25%.

3. Mpouenypa nony4yenus IPV (wtammbl Sabin n Salk) npu vwHauBuayanoHoOn
apcopbummn Ha conu antOMUHUA:

a) OtbuparoT xenaembin 06b€M aBToknasnposaHHoro AIPO4 4na nonyyYeHns KOHEYHON
KoHLeHTpaumm ksacyos (Al**) ot 0,1 Ao 0,8 Mr Ha 03y B KOHTeHepe Ha 50 mn.

b) Jo6aBnstor oOCHOBHYKO Maccy |IPV ¢ onpegeneHHbiM KOnmM4ecTsoM eauHuy D-
aHTureHa u gosoaat ob6vém pasbasurenem (10x M-199 + 0,5% rnvyuHa).

¢) dosoasaT 3HavyeHne pH KOHEYHOW KOMMNO3ULMX U MONYy4aloT KOHEYHYIO KOMMO3NLUIO C
pH oT 6 go 6,8.

4. AncopbupoBaHHbIA Ha KBacLax MOHOBASI€HTHbIA Myrl COOTBETCTBEHHO B
TpexBaneHTHON unu AByxBaneHTHon komnosuuum IPV (cepotun Salk unu Sabin)

Pe3ynbTarthbl:

Mpun aTom npoueHTHas agcopbuymsa IPV Tuna 1, 2 n 3 (Sabin n Salk) Ha conu docdar
anomuHus (AIPO4) coctasuna He meHee 90%.

ABTOpbl HacToswero m3obpeTeHns CMOrnn [o0UTbCA ABYKPATHOrO CHMXKEHUS L403bl
aHTUreHoB NonvoBMpyca (Toraa Kak cCTaHaapTHas 4o3a aHTMreHoB nonuosumpyca gnsa tuna 1 -
40 DU, ana tvina 2 - 8DU, ana tvna 3 - 32DU).
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Tabnuua 27: WccnepoBaHua apcopbuum IPVY wramma Sabin Ha ¢ocdare

anoMUHNUA
Tutp BupycHbie % cBO6OAHbIX %
O6paseun (Ha yacTuubl B AacopobupoBaHHbIX
[o3y) (B TbIC.) cynepHaraHrte Ha rene
KoHTponb 5,84 691 He npumeHsaeTcs
AR
125 3,49 3 0,43 99,57
MKr/go3a
Tun 1, AR
AIPO4 250 3,09 1,2 0,17 99,83
MKr/go3a
AP
500 2,94 0,87 0,12 99,87
MKr/go3a
KoHTponb 5,49 309
APt
125 3,15 1,41 0,45 99,5
MKr/go3a
Tun 2, AP
AIPO4 250 3,09 1,23 0,39 99,6
MKr/go3a
AP*
500 3,09 1,23 0,39 99,6
MKr/g03a
KoHTponb 5,59 389 He npumensaeTcs
AP*
125 5,34 218 56,04 43,94
MKr/po3a
Tun 3, AP*
AIPO4 250 5,24 173 44 47 55,53
MKr/pg03a
AP
500 5,16 144 37,01 63,9
MKr/go3a

Mpumep 5: Cnocod nony4yeHnss KOMOUMHUPOBAHHOW BaKLUHbI

B aTtom npumepe npuBoauTCA Kpartkoe onucaHue cnocoba nonyyYeHusi KOMMo3nuymm
KOMOMHMPOBaHHON BakuuHbl, cogepxawen D, T, wP, HBsAg, koHbtorat Hib PRP-TT, IPV u
KOHCEpPBAaHT:

KOMMOHEHT | - AndhTepUnHLIA aHaTOKCUH, aaCcopbupoBaHHbIN Ha KBacLax

KomMnoHeHT Il - CTONGHSYHBIA aHATOKCUH, aacopbupoBaHHbIA Ha KBacLax

KomnoHeHT Il - aHTureH wP (kak onncaHo B Npumepe 3)

KoMnoHeHT IV - NOBEPXHOCTHBIN aHTUreH renaTtuTa B, agcopbupoBaHHbIi Ha kBacLax

KomnoHeHT V - koHbtorat Hib PRP (kak onucaHo B Npumepe 2)

KomnoHeHT VI - aHTureH IPV (kak onncaHo B MNpumepe 4)

1. Mony4yeHne KomMnNOHeHTa |, coaepxawero agcopobupoBaHHbIA Ha KBacuax
ANpPTEepUNHbLIN aHaTOKCUH:

a). MNepeHoc hochaTa antoMmMHUS B KOHTENHEP/EMKOCTb
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b). Lo6aBneHne gudptepninHoOro aHaTokcmHa

c). loseaeHne 3HaueHns pH po gmnanasoHa ot 4,5 po 55 ¢ NOMOLbD YKCYCHOW
KMCnoTbl/rmapokcuna Hatpus

d). OxungaHne crabunusayum

e). loeeageHne sHayeHus pH o gmanasoHa oT 5,5 go 6,5 ¢ nomowpblo rmapokcnga
HaTpusi/kapboHaTa HaTpus

f). OxnaaHve ctabunusayum

2. MonyyeHne komnoHeHTa Il, copepxawero aacopbupoBaHHbIN Ha KBacuax
CTONOHAYHbIN AHATOKCUH:

a). MNepeHoc ochaTa antoMmMHUS B KOHTENHEP/EMKOCTb

b). Jo6aBneHne cTonOHAYHOrO aHaTOKCUHA

c). loseaeHne 3HaueHus pH o gmnanasoHa ot 4,5 po 55 ¢ NOMOLBID YKCYCHOW
KMCNoTbl/rmapokeunga Hatpus

d). OxungaHne crabunusayum

e). [loBegeHne 3HaueHums pH o auanasoHa ot 5,5 go 6,5 ¢ nomowpo rnapokcuaa
HaTpusi/kapboHaTa HaTpus

f). OxxuganHvne ctabunmsayum

3. MonyyeHune komnoHeHTa |V, cogepxawero ancopoObuMpoBaHHbLIM Ha KBacuax
NOBEPXHOCTHLIN aHTUreH renatuTa B:

a). MNepeHoc ochara antoMmMHUS B KOHTENHEP/EMKOCTb

b). Jo6aBneHne NOBEPXHOCTHOrO aHTUreHa renatuTta B

c). loseaeHne 3HauveHus pH o gmnanasoHa ot 4,5 po 55 C NOMOLLBIO YKCYCHOW
KMCnoTbl/rmapokeuga Hatpus

d). OxugaHue crabunusaymm

e). [loBegeHne 3HayeHmss pH po amanasoHa ot 5,5 go 6,5 ¢ nomowpo rugpokcuaa
HaTpus/kapboHaTa HaTpus

f). OxugaHne crabmnmsayum

4. Cnoco6 nony4yeHnst KOMNO3NLUMN KOMOMHUPOBAHHOW BaKLUMHbI, cogepxawen D,
T, wP, HBsAg, koHbtorat Hib PRP-TT, IPV n KoHcepBaHT.

1. Job6aBneHne prnsnonornyeckoro pacTeopa B EMKOCTb/KOHTEVMHEP AN CMELUMBAHUS;

2. JobaBneHne KOMMNoHeHTa |

3. CmewwmBaHne komnoHeHTa |l ¢ koMnoHeHTOM | 1 nepemelumBaHmMe nNpM KOMHaTHOW
Temneparype B TeveHne 30-45 MUHyT.

4. lo6aBneHne komnoHeHTa |lI B ykasaHHylO BbllLE CMECb C MOCNEAYIOLNM
nepemMelInBaHnEM Npu KOMHaTHOW Temnepartype B TedeHmne 30-60 MUHYT.

5. Jo6aBsneHne komnoHeHTa |V k cmecn, nony4eHHOW Ha 3Tane 4, C nocneaylLmm
nepemMeLInmBaHnEM Npu KOMHaTHON Temnepartype B TedeHmne 30-60 MUHYT.

6. JobaBneHne komnoHeHTa V K CMECU, MOMy4YeHHOW Ha 3Tane 5, ¢ nocnegylowmm

nepemelmsaHuem npu temneparype 6-16°C B TeyeHue 30-60 MUHYT.
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7. ob6aBneHne komnoHeHTa VI k cmecn, nomy4yeHHOW Ha aTane 6, C nocneaywLmm
nepemelumsaHuem npu temneparype 6-16°C.

8. [lo6aBneHne k cmecu, NOny4YeHHON Ha aTtane 7, 04HON U3 KOMOMHaLMIA KOHCEPBAHTOB,
onncaHHbIX HWXe, Npy Temneparype 6-16°C.

a) 2-peHOoKCMaTaHon B Konmyectse npumepHo ot 1 mr Ha 0,5 mn go 6 mr Ha 0,5 mn
(06./06.); unn

b) 2-dbeHokcnataHon B konuyectee npumepHo ot 1 mr Ha 0,5 mn go 6 mr Ha 0,5 mn
(06./06.) n meTunnapabeH, ucnonb3yembin B koHUeHTpadun 0,1-1,5 mr Ha 0,5 mn (mac./06.);
nnm

C) 2-bEeHOKCUITaHON B Konuyectee npumepHo ot 1 mr Ha 0,5 mn go 6 mr Ha 0,5 mn
(06./06.) n nponunnapabeH, ncnonb3yemblin B KoHUeHTpauun 0,05-0,2 mr Ha 0,5 mn (mac./0b.);
nnm

d) 2-cpbeHokcmaTaHon B konudectse npumepHo oT 1 mr Ha 0,5 mn go 6 mr Ha 0,5 mn
(06./06.), meTnnapabeH, ucnonb3yemoli B KoHUeHTpayum 0,1-1,5 mr Ha 0,5 mn (mac./06.), u
nponunnapabeH, ncnonb3yembii B KOHUeHTpauusa 0,05-0,2 mr Ha 0,5 mn (mac./06.).

9. MNpoeepka 3HayeHne pH, npu HeobxogumocTn p[oBeaeHME 3Hadenmss pH  go
AnanasoHa ot 6,0 5o 7,5 ¢ nomMoLbto rmapokcuaa Hatpus/kapboHaTa HaTpus.

10. JoBeneHne nonydeHHOM Ha atane 9 CMECUM A0 KOHEYHoro ob6béma

dmsmnonoruyecknm pactsopom (0,9%) ¢ nocneayowmm nepemeLlnBaHnemM B Te4eHne 3 4acos.
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Mpumep 6: Mpodunb agcopdbunn, akKTUBHOCTU U CTAOUNBHOCTU aHTUNEHOB

Tabnuua 28: B aston Tabnuua npuBOAUTCS KpaTkoe onucaHue npoueHta aacopbuum
OTAENbHbIX aHTUreHOB, MPOUNS aKTMBHOCTU U CTAOWNBLHOCTM OTAENbHbIX aHTUrEHOB B

kombuHnposaHHoun BakuymHe SIIPL npu 2-8°C B TeyeHne 12 mecsaues.

antoMnHNA

MNMokasatenb Mpeaenti/ DeHb 0 6 12
Xapakrepucruka MecsaueB | MecsueB
lenatut B in-vivo CoOTBETCT-
akTuBHocTb *R.P (95% (0,61-1,12) 0,83 H.A.
wCL) ByeT
Coaepxanune Hib PRP DAKTUIECKOS 9,3 8,46
(mxkr/0,5 mn) 3HAuYEHUE mkr/0,5 mkr/0,5 10,03
(Bcero PRP) M MI
CeoboaHbin PRP (%) 8 H.A. H.A.
98,5120
. ME Ha 95,8463
AKTUBHOCTb AUPTEPUNHOIO He meHee
komnoHeHTa (ME Ha p03y) 30 ME Ha po3y AO3y H.A. ME Ha
' (69,9650- 403y
137,247)
139,030
ME Ha 382,079
AKTUBHOCTb CTONBHAYHOrO He meHee 103y Ha ME Ha
komnoHeHTa (ME Ha p03y) 40 ME Ha posy (88.2850- 103y
208,688)
4,6749 4,8410
ME Ha ME Ha
AKTUBHOCTb KOKMIOLLHOMO He meHee 103y 103y 5131
komnoHeHTa (ME Ha p03y) 4 ME Ha po3sy (2.6492- | (2.7331-
8,2763) 8,6081)
dakTnyeckoe
N 0,
Aacopbuunsa renatuta-B (%) 3HAYSHME 89,44 82,65 75,52
Apcopbuns cTonbHAYHOro dakTnyeckoe
komnoHeHTa (%) 3Ha4YeHne 63,0 59.0 H.A.
Aacopbuunsa audTepunHoOro dakTudeckoe 810 72.0 H.a.
komnoHeHTa (%) 3Ha4YeHmne
D-aHTureH (DU Ha 0,5 mn) CooT- Coot-
(= 75% ot HomumHanbHoro | Tun 1= 20 DU Ha 0,5 mn 22,414
BETCTBYET | BETCTBYET
3Ha4YEeHNSa NpUemMnemo)
Tin2=4DUnaO5mn | 4692 | ST Coor-
BETCTBYET | BETCTBYET
Tn3=16DUHa 05mn | 22,084 | C°T Coor-
BETCTBYET | BETCTBYET
Obwee cogepxaHne He Gonee
0,6 Mrha 0,5 Mn 0,2768 H.A. H.A.

*R.P — OTHocuTenbHaga akTUBHOCTb

**CL — YpoBeHb A4OCTOBEPHOCTU

H.A. — HeT paHHbIX
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Tabnuua 29: Kpatkoe onucaHuMe npoueHTa agcopbumm OTAeNbHbIX aHTUIEHOB, NPOGOUIS

aKTUBHOCTU U CTabWNbHOCTU OTAENbHbLIX aHTUFEHOB B KOM6I/IHI/IpOBaHHOl7| BakUunHe npu

Temneparype 25 + 2°C B TeueHune 12 mecsues.

Mpepenbl/

MNMokasatenb X OdeHb 0 6 MecsiueB 12 MecsiueB
apakTepucTuka
enatut B in-
ViVO aKTMBHOCTb He meHee 1.0 CootBeTtcTBYyeET H.4. CootBetcTBYeET
*R.P (95% **CL)
CopepxaHue
Hib PRP dakTuyeckoe 8.20 mkr/0,5
8.6 mMkr/0,5 mn H.A.
(mkr/0,5 mn) 3Ha4eHune M
(Bcero PRP)
ﬁqETTZBmf;ro Ho vence 30 ME | 985120 ME Ha 96.5482 ME Ha
AKOMI‘ICF))HeHTa Ha 103y ao3sy (69.9650- H.4. 4o3y (65.9292-
' 137.247) 137.687)
(ME Ha poasy)
AKTUBHOCTb
CTONBHSAYHOrO He meHee 40 ME 139.030 ME na
4o3sy (88.2850- H.A. H.A.
KOMMOHEHTA Ha o3y 208.688)
(ME Ha poasy) '
AKTUBHOCTb 46749 MEHa | 45170 ME Ha | 3.4899 ME Ha
KOKMIOLLUHOro He meHee 4 ME 4o3y 4o3sy 403y
KOMMOHEHTa Ha f03y (2.6492- (2.4894- (1.8699*-
(ME Ha posy) 8.2763) 8.2672) 6.4750)
Aacopbunsa dakTnyeckoe 89.44 83.92 83.00
renatuta-B (%) 3Ha4YeHune
Aacopbuuns
cTonbHAYHOro Paktuyeckoe 59.0 31.0 40.0
3HayeHve
KomMmrnoHeHTa (%)
Apcopbuuns
ANTEPUIIHOTO dakTuyeckoe 79.0 720 69.0
3HayeHve
KomMmnoHeHTa (%)
D-aHTuren (DU Tun 1= 20 DU
Ha 0.5 Mn) Ha 0.5 mn 22.414 CootBetctByeT | CooTBETCTBYET
— 0 =
(= 75% ot Tun 2= 4 DU 4.692 CootetctByeT | CooTBETCTBYET
HOMWHAInbLHOro Ha 0,5 mn
3Ha4YeHus Twun 3= 16 DU
npreMnemo) Ha 0.5 A 22.082 CootetctyeT | CooTBETCTBYET
Obwee
He 6onee 0,6 mr
cogepxaHue Ha 0.5 Mn 0.2846 H.A. H.A.
antoMUHUA

H.A. — HeT paHHbIX
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Tabnuua 30: SPPeKTUBHOCTL KOMOUHUPOBAHHOW BAKLMHbI C NMOHWXXEHHOW U CTaHZapTHoOW fosoun 1PV

in vivo
Ne Monuosunpyc Tnna 1 Monnosunpyc Tnna 3
n.n. Onucarine Oppektn | HwxHUn | BepxHumn Ohdek- | HmxkHun | BepxHun PesynuTar
BHOCTb npegen npegen TUBHOCTb | npejen | npegen
LLecTtusane
HTHasa c 40- | 253,3% | 1249 % | 7056 % 2122 % | 953 % | 755,5% | Mpnemnem
8-32 DU IPV
LWecTtuBane
HTHasa c 20- | 1644 % | 63,9 % 571,3 % 143,2% | 64,3% | 418,6 % | Npuemnem
4-16 DU IPV
WecTtuBane
HTHas ¢ 20- | 170,0 % 76,4 % 472,5 % 132,3% | 62,6 % | 340,5 % | Npuemnem
4-16 DU IPV
Poliovac ¢
MOMNHON 98,5% 30,9% 279,4 122,8 57,3% | 269,8% | MNprnemnem
poson IPV
Pe3ynbTarthbl:

* [lapTun rekcaBaneHTHON BaKUWHbI, W3rOTOBIIEHHbIE C MOMOBMHHOW KOHLUEHTpauunen
IPV, B ucnbiTaHnsx nokasanun MmHoroobellalowme pesynbTaTbl.

* In vivo 3dpdektmBHOCTb IPV WeCTMBaANeHTHON BaKUWHbI, MNPOU3BELEHHON C
NMONOBWHHOW KOHLUEHTpauuen |IPV, okasanacb cOnocTaBuMoOn ¢ 4OCTYMNHOW B HACTOSLLEE BPEMS

BakyuHown (Poliovac Ha pbiHke, npounssogumon SIIPL) ¢ nonHon goson IPV.

Mpumep 7: UcnbiTaHME aHTUMUKPOOHBLIX CBOMCTB

ABTOpPbI HactosLero nsobpeteHnsa npu paspaboTke MHOrog4030BbIX KOMOUHUPOBAHHbIX
BaKUMH, cogepxawmx BakyuHbl D, T, wP, Hib, HBsAg u IPV, nposenn wucnbiTaHus ux
aHTUMUKPOOHbIX CBOWCTB, Ao00aBuB cHadana 2-peHokcuataHon (2-PE), koTopbii 0ObIYHO
NCMNONb3YyeTCs B Ka4eCTBE KOHCEpBaHTa B 4aHHON 06nacT TEXHWKU B KOHLUEHTpauymm 2,5 Mr Ha
0,5 mn gosbl. OaHako O6bino obHapyxeHo, 4To 2-PE nmeet 6onee cnabyro aHTUMUKPOOHYHO
aKTUBHOCTb, YeM Tuomepcan, NpPoTUB APOdCKEN N rpnboB B KOMOMHUPOBAHHOW BakUMHE Ha
ocHose DPT.

YBenuyeHune konudectaa 2-PE (koHcepBaHTa) 0 cOOTBETCTBUSA TPebyeMbIM KpUTEPUSM
MOXET BbI3BaTb Npobnembl ¢ 6€30NacHOCTbIO Y ManeHbKNX AeTEN, KOTOPbIM BBOAAT BaKUMHY, a
Takke MOXET MNOBMUSATb Ha CTabUNbHOCTb KOHEYHbIX MPOAYKTOB. Kpome TOoro, KOnmyectso
KOHCepBaHTa(0B), COAEpKallerocs B BakLMHaX, AOMMKHO COOTBETCTBOBaTb TpeboBaHuAM,
onpeaeneHHbiM B ®apmakonee CLUA, Esponenckon capmakonee, ®apmakonee BO3 mnnu unx
KOMBUMHaLUMM B OTHOLLEHMM ©€30MaCHOCTU BaKLVWH.

B cBA3n Cc 3TM aBTOpblI HACTOALEro M306peTeHnss NPOBENU IKCNEPUMEHTbI C LEnbio
paspaboTkm HOBOW  KOMMO3ULMK, KOTOpas MOXET YAOBMNeTBOpUTb TpeboBaHus no
AHTUMUKPOBOHOW aKTMBHOCTW 3a cyeT obbeauHeHns 2-PE ¢ ApyruMm KOHCEPBaHTOM, TakmMm Kak
napabeH,

B MHOrogo30BOM KOMOWHMPOBAHHOW BaKUWHE, KOTOpas OTBEYaET KpUTEPUSM
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6e30nacHOCT M aHTUMUKPOOHOW akTUBHOCTW. B HacTosiwem M300peTeHMM TecT Ha
aHTUMMKPOBHYIO akTUMBHOCTIO Obin NpoBeAeH B COOTBETCTBMM C KpuTepusimn EBponenckon

dapmakoneun kateropum B (EP-B), 3anpoLieHHbiMn BO3 ans BakLMHHBIX NPOAYKTOB.

Tabnuua 31: lNMogpobHas MHoOpMaUna O pasnUYHbIX KOMOUHAUMAX W KOHLEHTpauusax

KOHCEPBAHTOB, NPOTECTUPOBAHHbIX C KOMOVHNPOBAHHOW BaKLMHOW

KombuHauum 1 2 3 4 5 6
MeTtunnapabeH (MP) - 0,18% | 0,18% 0,18% -- 0,18%
MponunnapabeH (PP) - 0,02% | 0,02% -- 0,02% 0,02%

2-cpeHokcmataHon (PE) | 0,5% 0,5% 0,4% 0,5% 0,5% -

CKPUHUHI aHTUMMUKPOOGHOMN 3¢PpPEeKTUBHOCTH:

[MpenapaTbl rekcaBaneHTHOW KOMOWHUPOBAHHOW BaKUMHLI, onucaHHble B [Mpumepe 1,
ObIMM MHOKYNNPOBaHbl B ODOLLEN CMOXHOCTU LUECTbIO MUKPOOPraHusmMamu, BKMYasi yeTbipe
pasnunyHbix Buga baktepun - Staphylococcus aureus (ATCC NO.- 6538), Pseudomonas
aeruginosa (ATCC NO.- 9027), Escherichia coli (ATCC NO.- 8739) u Staphylococcus arlettae
(n3onaT obvekToB BHewHen cpeabl EMI); ognH gpoxckeson rpmbok - Candida albicans (ATCC
NO.- 10231) u oauH rpub - Aspergillus brasiliensis (ATCC NO.- 16404) B konnyectBe oT 10° go
10® KOE/mn B npenapatbl BakyMHbl B 0 YacoB COOTBETCTBEHHO. 3atem obpasubl GakTepui,
rpubos, apoxcken cobupann vepes 0 vyacos, 24 vaca, 7, 14 n 28 gHewn, KynbTMBUMpPOBanu B
TBEPAOW Cpeae, NOACUUTLIBANM KONMMYECTBO KOMOHUM Mexay 3 U 5 AHAMW 1M NoacYMTbIBanm
norapyPMUYECcKN YMEHbLLEHHOE KONMNYECTBO KONMOHWUIA. Pe3ynbTaTthbl nokasaHbl HUxe B Tabnuuye
38.
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Tabnuua 32: Pe3ynbrarbl TECTUPOBAHUA aHTUMUKPOOHON 3¢ heKTUBHOCTHU

Bbigeneno KOE /

Kon-Bo BbiaeneHHbix KOE/mn

Mmn
Ne n.n. KynbTypa NOJIOXUTESIbHOIO 24 4 7" 144 28" | Pe3ynbTaTtbl
KoHTpons (0 OeHb | AeéHb | AeHb
yacosB)
- S.aureus 2 X 10%/mn 87000 | 900 |O -
E- Ibl_J P.aeruginosa 1.8 X 105/mn 28000 | 100 0 -
g E.coli 10 X 105/mn 9000 0 - - Mpuemnen
s 3\1 S.arlettae (EMI) 2.8 X 105/mn 114000 | 1600 | 100 0
§ e C.albicans 1.9 X 105/mn H.O. 400 |0 -
x A brasiliensis 2.4 X 105/mn H.O. 1600 | 100 0
~ S | S.aureus 2 X 105/Mn 0 - - -
= é P.aeruginosa 1.8 X 105/Mn 0 - - -
=
§ 3 2 & E.col 10 X 105/mn 0 - |- i R—
r @ X
LE e o N| S.arlettae (EMI) 2.8 X 105/mn 0 0 - -
+
€ W | C.albicans 1.9 X 10%/mn H.A. 0 - -
N A.brasiliensis 2.4 X 10%/mn H.A. 0 - -
- g. S.aureus 2 X 10%/mn 10 0 - -
= a P.aeruginosa 1.8 X 105/mn 0 - - -
Je E o E.coli 10 X 105/mn 0 - - -
S ;".3‘3 | S.arlettae (EMI) 2.8 X 105/mn 10 0 - - Mpuemnem
) ~ O
g b C.albicans 1.9 X 10%/mn H.A. 0 - -
S w
~ .brasiliensis . M H.O. - -
& A brasiliensi 2.4 X 109/ 0
<« o | S.aureus 2 X 105/mn 10 0 - -
- E° P.aeruginosa 1.8 X 105/mn 170 10 0 -
Je % | E.coli 10 X 105/mn 0 - - -
z "c’. ;» S.arlettae (EMI) 2.8 X 105/mn 20 0 - - MNpuemnem
€ i | C.albicans 1.9 X 105/mn H.A. 0 - -
o o
% ™ | Abrasiliensis 2.4 X 10%/mn H.AO. 0 - -
w g | S-aureus 2 X 10%wmn 20 0 - -
T o P.aeruginosa 1.8 X 105/mn 0 - - -
T & | E.coli 10 X 105/mn 10 0 - -
T 0 g S.arlettae (EMI) 2.8 X 105/mn 100 0 - - Mpuemnem
o
C 7 I | C.albicans 1.9 X 105/mn H.A. 0 - -
o) o
X N | Abrasiliensis 2.4 X 10%/mn H.A. 10 0 -
© o S.aureus 2 X 10%/mn 70000 | 700 |0 -
- P.aeruginosa 1.8 X 105/mn 21000 | 0O 0 -
sa o E.coli 10 X 105/mn 6000 0 0 -
é § 2 | S.arlettae (EMI) 2.8 X 105/mn 101000 {900 | O - MNpuemnem
2 3‘2 C.albicans 1.9 X 105/mn H.O. 100 |0 -
x o A.brasiliensis 2.4 X 10%/mn H.A. 700 0 -

H.A. — HeT aanHbix; 0.5% 2PE — 2,5 mr/0,5 mn go3sbl; 0.4% 2PE — 2 mr/0,5 mn go3sbl;
0.18%MP — 0.9 mr/0,5 mn gosbl; 0.02%PP — 0.1 mr/0,5 mn p03bl; KOE - konoHueobpasytoLas

eauHuLa
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Pe3ynbTarthl

* Bbino  obHapyXeHo, 4YTO BCe LECTUBANEHTHble BaKUWHbI, MNPOU3BEAEHHbIE B
pPasnuyHbIX KOMOMHaUMAX, COOTBETCTBOBANM KOHCEpBMpYOLEen 3MPEKTUBHOCTU COrnacHo
Esponenckon dapmakonenHon kareropum B. OgHako Obino obHapy»KeHo, YTo 3P PEKTUBHOCTb
BapbupoBara npu UCnornb3oBaHUN PasnmyHbIX KOMOUHaLWN.

» KoHcepBupyowas 3deKTUBHOCTb LUECTUBANEHTHON BaKuuHbl, cogepxaiwjen 2PE,
MP un PP, okasanacb oO4eHb 3(O(PEKTUBHOM NO CPaABHEHUIO C APYIMMU KOMOUHaLMSIMU
KOHCEpPBaHTOB, a UMeHHO, Tornbko 2PE, 2PE ¢ PP, 2PE ¢ MP n PP ¢ MP.

* Take ObINO OTMEYEHO, YTO KOHCepBupylowas 3MPEKTUBHOCTb LUECTUBANEHTHON
BakUMHbI, cogepxxailen 0,5% 2PE ¢ PP n MP, okasanack 6onee aheKkTMBHOW NO CPaBHEHUIO
C TaKuMK e kombuHayusmm, Ho ¢ 0,4% 2PE.

Mpumep 8: CpaBHEHME KOMOMHUPOBaHHOM BaKuuHbI SIIPL ¢ yMeHbLIeHHON [030M
¢ BakuuHoun Easy Six (Panacea)

Tabnuua 33: B aton Tabnuue npeacTaBneHO CpaBHEHME MpoueHTa aacopbumm
OTAENbHbIX aHTUrEHOB, aKTUBHOCTU, cogepxaHma csobogHoro PRP mexay KomMOGuHMpoBaHHON

BaKUWHOW C ymeHbLueHHon go3on SIIPL n sakuymHon Easy Six (Panacea):

LLlectuBaneHTHasa BakumHa | KombuHupoBaHHas BakLMHaA
OnucaHue TecTA SIIPL ¢ ymMeHbLueHHOoM Panacea Easy-Six™ ¢
aoson IPV nonHon go3somn IPV
AktmHocte HB in  vitro 46,969 23167
(MKr/mn)
Aacopbuna HB (%) 91,8 Bonee 90,0
AkTnBHOCTb HB in vivo 1,18 0,71(0,42-1,13)
Obwee copepxaHne PRP 9.18 13.20
(mkr/0,5 mn)
CsoboaHbin PRP (%) 9.0 19,45
CsoboaHbIn
dopmanbaerng (% | 0,0011 0,0011
mac./06.)
2-PE (% mac./06.) 0,499 0,660
Aacopbuna gudptepun (%) | 82 38
Aacopbuuna ctonbHska (%) | 63 30
Twun 1 (DU/0,5 mn) 22,414 43,504
Twun 2 (DU/0,5 mn) 4,692 8,056
Twun 3 (DU/0,5 mn) 22,084 39,84
AnoMnHUA (Mr/5,03a) 0,2846 0,6034
OpheKTNBHOCTL in Vivo
IPV Tun-1 170,0% He nposepsanoch
IPV Tun-3 132,3%
AKTUBHOCTb AudTepunHoro | 98,5120 ME/posa
KOMMOHEHTa rep (69,9650-137.247) Bonee 40
AKTUBHOCTb cTonbHs4Horo | 139,030 ME/po3a Bonee 50
KOMMOHEHTa (88,2850-208,688)
AKTUBHOCTb KokntoLwHoro | 4,6749 ME/po3a
KOMMOHEHTa (2,6492-8,2763) 3,2221(1,8032-5,7706)




®OPMYIIA N3OBPETEHUA

1. MONHOCTLIO XNAKas MHOrof4030Bas UMMYHOreHHas KOMMNO3NLKS, CoAepKaLLas:

() AndpTepuninHbI aHaTokCcuH, (D);

(i) cronBHs4HbIN aHaTokcuH (T);

(iii) NHAKTUBMPOBAHHDBIN LENbHOKNETOYHbIN KOKMIoW (WP) nnn 6ecKneTouHbIA KOKIHOLL
(@P);

(iv) NOBEPXHOCTHbIN aHTUreH Bupyca renatuta B (HBsAQ);

(v) anTureH Haemophilus influenzae tTnna b (Hib);

(vi) nHakTMBUpPOBaHHbIN aHTureH nonuosupyca (IPV), roe IPV tuna 1 npucytcTByeT B
konunyectee 1-50 DU Ha 0,5 mn, u IPV T1na 3 npucytcreyeT B konnyectse 1-50 DU Ha 0,5 mn; u

(vii) koMOMHaUM  2-peHoKCMaTaHona U, MO MEHbLUEW Mepe, OLHOro Apyroro

KOHCepBaHTa.

2. MMmMyHOreHHass komnosvymst no n. 1, rae MHaKTMBMPOBAHHbBIA LIENbHOKMNETOYHbIN
KOKMIOL B KOMMO3uuuK npeacrasnaet cobon wrammel Bordetella pertussis 134, 509, 25525 u
6229 B cooTHoweHun 1:1:0,25:0,25.

3. IMmyHOreHHasa komnosvumst no n. 1, rae OecKneTOYHbIA  KOKMIOWHbBIA aHTUreH
BKrtoyaeT B cebs OAWH WNU HECKONbKO AaHTUreHOoB, BbIOPaHHbIX M3 MOAUMPULMPOBAHHON
ageHunaTynknasbl, KOKNOLWHOro aHartokcuHa (PT), dunameHTHOro remarrnotuHuHa (FHA),

neptaktmuHa (P69 unm PRN) nnu dumbpumaneHbix 6enkos (FIM 1, 2 n 3).

4. ImmyHOreHHas komno3uuma no n. 1, rae aHTureH Hib npeacrasnser cobow
nonucaxapug nonupubosunpubutondocdar (PRP) Hib, KoHblorMpoBaHHbli € Oenkom-
HOCUTENEM C WCMOSMb30BaHUEM XUMWUW KOHBIOrauunm MyTéM LMaHUNUPOBAHUA UMM XUMUU
KOHbloraymm nyTém BOCCTAHOBUTEMbHOrO  aMWHUPOBaHUSA, T[A€ YKa3aHHbIA  peareHT
UuaHunmpoBaHus  BbibpaH 13  OpomucTtoro  uumaHa, TetpadpTopbopar  1-ymaHo-4-
anvetnnamuHonupuandmns  (CDAP), Tetpadptopbopat  1-ymaHo-4-nnpponmanHONUpuaNHUS
(CPPT), 1-umaHoummpasona, a umeHHo (1-Cl), 1-ymaHobensotpuasona (1-CBT) wnmn 2-
ynaHonupugasuH-3(2H)-oHa (2-CPO); n 6enok-HocuTenb BbIGpaH U3 rpynnbi, BKNOYAKOLWEN B
ceba cTtonbHaYHbIM aHaToKCuH, CRMig7, ANMPTEPUAHBIA aAHATOKCWH, KOMMIEKC BHELLHEN
membpaHbl Neisseria meningitidis, dparmeHT C CTONOHAYHOrO aHaTOKCUMHA, KOKITHOLUHbIN
aHaTtokcuH, 6enok D H. influenzae, LT E. coli, ST E. coli n 3k30TOKCUH A 13 Pseudomonas
aeruginosa, komnnekc BHewHen membparbl ¢ (OMPC), nopuHbl, TpaHcheppuH-CBA3bIBaOLNE
6enkn, NHEBMONU3MH, MHEBMOKOKKOBLIW MOBEPXHOCTHLIA 6enok A (PsSpA), MHEBMOKOKKOBLIN
NOBEPXHOCTHbIN aaresvH A (PsaA), NHEBMOKOKKOBbIN PhtD, MHEBMOKOKKOBbLIE MOBEPXHOCTHLIE
6enkn BVH-3 n BVH-11, 3awmtHbin aHtured (PA) Bacillus anthracis n geTokCnuynpoBaHHbIN
hakTop, Bbi3biBawoWwmn otek, (EF) n netancHbin aktop (LF) Bacillus anthracis, oBansOymuH,
remoumanvH nmmdbl  ducypennsl (KLH), cbiBOPOTOYHbIM anbbymuH 4enoseka, Obluun

CblBOPOTOYHbIN anbbymuH (BSA) w©n ouuweHHoe npoussogHoe TybBepkynuHa (PPD),
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CUHTETUYECKne nentuabl, 6enkn TennoBoro Loka, 6enkn KokmoLwa, LUTOKUHBI, NUMAOKUHBI,
FOPMOHbI, (PaKToOpbl POCTA, UCKYCCTBEHHble Oenku, coaepxawme MHOXeCTBeHHble CD4+ T-
KNETOYHbIE 3MUTONMbI YeNoBeKa ANA Pas3nUYHbIX NATOreHHbIX aHTUreHoB, Takux kak N 19, 6enku

3axBara xernesa, TokcuH A nnm B us 6enkos C. difficile n S. agalactiae ¢ nuHkepom nnm 6e3 Hero.

5. UmmyHOreHHas komnosvyma no n. 1, rae KoMnos3nuusa AononHUTENbHO cogepxut IPV

Tuna 2 B konuyectee 1-20 DU Ha 0,5 mn.

6. UmmyHoreHHast komnoavuyma no n. 1 n n. 5, rae IPV tuna 1 npeacraenser cobou
wramm Mahoney unu wramm Sabin; n/vnu rae IPV Tuna 2 npeacraesnset cobon wramm MEF-1

unu wramm Sabin; w/vnn IPV Tuna 3 npeacrtasnset cobon wramm Saukett nnm wramm Sabin.

7. UMMyHOreHHas komnosuuusa no n. 1, rae ykasaHHbIA APYron KOHCEepPBaHT BbliOpaH u3
rpynnbl, cocrosiwen u3s OeH3eToHMs xnopuga (demepona), deHona, M-kpesona,
dopmanbgernga, O6eHsankoHus xnopuaa, 6eHsunosoro cnupta, xnopbytaHona, M-Xrnop-M-
Kpesona, OeH3unoBoro cnmMpta M CroxHOro admpa napabeHa, BbIOPaHHOrO W3 rpPynnbl,

cocTosiwen n3 metunnapabena, stunnapabeHa, nponunnapabeHa n SytunnapabeHa.

8. UMMyHOreHHast Komnosuuus no n. 1, raoe KOMNo3uyms CoaepXUT 2-peHOKCMaTaHonN B
konuyectee 1-6 mr Ha 0,5 mn (06./06.); meTunnapabeH B konnyectse 0,1-1,5 mr Ha 0,5 mn

(mac./06.) u nponunnapabeH B konnyectee 0,05-0,2 mr Ha 0,5 mn (mac./06.).

9. UmmyHoreHHass komnosuvuyuss no n. 1, rae D, T, wP, HBsAg, Hib un IPV He

aacopbupoBaHbl Ha agblOBaHTe.

10. UmmyHoreHHaa komnosvuma no n. 1, rae D, T u HBsSAg wuHaMBMAYanbHO
aacopbupoBaHbl HA aabloBaHTe, BbIOPAHHOM M3 rPyMMbl, COCTOALLEN conu anioMuHma (AlR),
Takon kak rugpokcug anomuHnsg (Al(OH)s) nnn docdat antomuHms (AIPOs), kBacubl, pocdata
kanbuua, MPLA, 3D-MPL, QS21, CpG-coaepxallero onuroge3okCMHYKNeoTULHOrO aabloBaHTa,

JIMNOCOMbI UNMK 3MYINbCUM TUNA Macro B BOAE.

11. UmmyHoreHHas komnosmuma no n. 10, rage D, T, HBsSAQ wuHaMBMAyanbHO

agcopbuposaHbl Ha agbioBaHTe pocdat antommHua (AIPOs).

12. UmmyHoreHHas komnosuyust no n. 10, rae aHtureH D apcopbupoBaH Ha conwu

antoMUHUS, UMEIOLLEN NPOLEHT agcopbuunn, no MmeHbLuen mepe, 50%.

13. UmmyHoreHHas komnosuyust no n. 10, roe antureH T agcopbupoBaH Ha Conu

antoMUHUS, UMEIOLLEN NPOoLEHT agcopbuunn, no meHbLuen mepe, 40%.

14. UmmyHoreHHas komnosuyus no n. 10, roe antureH HBsAQ agcopbuposaH Ha comnu

antoMUHUS, UMEIOLLEN NPOLEHT agcopbuunn, no MmeHbLuen mepe, 50%.

15. UmmyHoreHHas komnosuyms no n.n. 1, 5 u 6, rae antureHsl IPV agcopbupoBaHbl Ha

aniomuHueson conu ruagpokeng (Al(OH)s) nnn pocdat (AIPO4), npuyem npoueHT agcopbuyum IPV



Tuna 1 Haxoautca B gmanasoHe oT 10 go 100%, IPV tMna 2 Haxoautcsa B gnanasoHe ot 60 go

100%, a IPV tuna 3 Haxoautca B gmnanasoHe ot 10 4o 100%.

16. UMmmyHOreHHas komnosuuus no n. 1, rae npoueHt agcopbumm antureHa Hib Ha

ntobom agbroBaHTe coctaBnsaeT meHee 20%.

17. ImmyHOreHHass komnosuumusa no nwobomy u3 n.n. 1-16, roe obwee copepxaHue

antomuHng (AIP*) B komnoanymm coctaensaet ot 0,1 4o 0,6 mr Ha 0,5 mn.

18. UMMyHOreHHasi komnosmuma no n. 1, rae KOMnosmuyus AOMOMNHUTENbHO COAEPXKUT

Oydep, BbIOpaHHbIN U3 xropuga Hatpus unmn dpocgartHo-conesoro dydepa.

19. UMMyHOreHHas komnosuuma no n. 18, rae KoMnosuyms CoOAEPXKUT Xnopua HaTtpus B

kauectBe Oydepa B kOHUeHTpauumn ot 0,5% po 1,5%.

20. UmmyHOreHHasa komnosuumsa no n. 1, rage KoOMnosvumsa AOMNONHUTENBHO COLEPXUT
hapmayeBTUYECKM MPUEMIIEMbIE MNEPEHOCYUK, BCMOMOrarenbHOe BEL|EeCTBpP, CBA3yoLlee

BeLleCTBO, HOCUTESDb, M30TOHUYECKNIA areHT, AMynbratop nnn yesnaxHuUtenb.

21. UmmyHoreHHasa komnosmuma no n. 20, rae KOMnosnuuma CoaepuT doapmaueBTU4ECKN
npveMnemMoe BCMOMOraTenbHOe BELLECTBO, BbIOPaAHHOE U3 rpynnbl CaxapoB, MHOrOATOMHbIX
CrUPTOB, MOBEPXHOCTHO-aKTVMBHbIX BELLUECTB, MNOMMMEPOB, COMEW, aMWHOKUCIIOT  unu

mMoandukaTopos pH.

22. AMmyHOreHHass komnosuymst no nwdomy un3  n.n. 1-21, rae ogHoOA030Bas

MMMYHOreHHaa KOoMno3nyna He Coaep>XUT KOHCepBaHTa.

23. UMMmyHOreHHaa komnosuyma no n. 1, rae Komnosvyma LONONHUTENBHO COAEPXUT
OAWH WNN HECKONbKO aHTUreHOB, BbIOpaHHbIX U3 rpynnbl Haemophilus influenzae (cepoTunsbi a,
¢, d, e, f U HeMHkancynupoBaHHbIe WTamMmmebl), renatut (wrtammel A, C, D, E, F u G), potasupyc,
aHTureH(bl) Neisseria meningitidis A, aHTureH(bl) Neisseria meningitidis C, aHTureH(bl) Neisseria
meningitidis W-135, antureH(bl) Neisseria meningitidis Y, antureH(bl) Neisseria meningitidis X,
aHTureH(bl) Streptococcus pneumoniae, aHTureH(bl) Neisseria meningitidis B, aHTWreH(bl)
Staphylococcus aureus, cubupckaa assa, BLPK, Bupyc nanunnombl yenoseka, aHTureH(bl)
Salmonella typhi, aHTureHbl HeTudonaHon Salmonella, mognduLuMpoBaHHas ageHunaTymnknasa,
aHTureH manspum (RTS,S), aHTUreHbl Kopu, NapoTuTa, KpacHyxu, onasuempyca, [leHre, supyca

3uka, nuxopagkn 36ona, YNKYHIYHbMW, ANOHCKOro 3HUedannTa n AMapenHble aHTUrEHbI.

24. ImmyHOreHHast komnosmumss no nobomy un3 n.n. 1-23, rgae 0,5 mn komMnosuyum
cogepxut aHtureH D B konudectee oT 10 pgo 25 Lf; aHtureH T B konudectse ot 2 go 10 Lf;
aHTureH wP B konmnyectese npumepHo oT 12 go 16 I0U; HBsAg B konnyectse OT 7 4o 15 wmkr;
aHTureH Hib B konnuyectee oT 7 A0 13 Mmkr; antureH IPV, tun 1 (wtamm Mahoney nnn wramm
Sabin) B konnuectee ot 1 4o 50 DU 1 tvn 3 (wramm Saukett nnu wramm Sabin) B konuyectse

oT 1 go 50 DU, cooTBeTCTBEHHO; 06LLee coaepaHue antommums (Al**) B konmuectse ot 0,1 fo
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0,6 mr; 2-cbeHokcnaTaHon B konnyectse oT 1 4o 6 mr (06./06.); meTunnapabeH B KONMYECTBE OT

0,1 a0 1,5 mr (mac./06.).

25. IMmyHOreHHas komnosmumss no nobomy u3 n.n. 1-23, rae 0,5 mn komMnosuyum
cogepxut aHtureH D B konuuectse oT 10 go 25 Lf; aHtured T B konudectse ot 2 go 10 Lf;
aHTureH wP B konnyectse ot 12 go 16 IOU; HBsAg B konuuecTtee ot 7 50 15 Mkr; aHTureH Hib B
konuyectee oT 7 Ao 13 mkr; aHtureH IPV, tun 1 (wramm Mahoney vnu wramm Sabin) B
konu4yectee ot 1 go 50 DU, tvn 2 (wtamm MEF-1 nnn wramm Sabin) B konnyectse ot 1 g0 20
DU u tyn 3 (wtamm Saukett nunu wramm Sabin) B konudectse oT 1 40 50 DU, COOTBETCTBEHHO;
obuee coagepxaHve anomuHua (Al**) B konunyectse ot 0,1 go 0,6 Mr; 2-peHOKCU3TaHon B
konuyectee npumepHo ot 1 go 6 mr (06./06.); metnnnapabeH B konunyectee ot 0,1 go 1,5 mr

(mac./06.).

26. ImmyHOreHHast komnosmumss no nbomy un3 n.n. 1-23, rge 0,5 mn komMnoauymu
cogepxut aHtureH D B konudectse oT 10 go 25 Lf;, aHtureH T B konudectse ot 2 go 10 Lf;
aHTureH wP B konmnyectee o1 12 go 16 IOU; HBsAQ B konuyecTee 0T 7 50 15 Mkr; aHTureH Hib B
konnyectee oT 7 Ao 13 wmkr; aHtureH IPV, Tun 1 (wramm Mahoney unu wramm Sabin) B
konnyectee oT 1 4o 50 DU un tvn 3 (wramm Saukett unu wramm Sabin) B konnyectee ot 1 go 50
DU, cooTBeTCTBEHHO; obLee coaepxaHue antommHus (Al**) B konuuectse ot 0,1 go 0,6 wr; 2-
heHokcuaTaHon B konnyectee o1 1 1o 6 mr (06./06.); nponunnapabeH B konuyectse o1 0,05 go
0,2 mr (mac./06.).

27. IMmmyHOreHHas komnosmumss no nobomy u3 n.n. 1-23, rae 0,5 mn komMnosuyum
cogepxut aHtureH D B konudectse oT 10 go 25 Lf; aHturen T B konuvectse ot 2 go 10 Lf;
aHTureH wP B konuyectse oT 12 go 16 I0U; HBsAQ B konnyectse oT 7 40 15 mkr; aHTureH Hib B
konnyectee oT 7 A0 13 wmkr; aHtureH IPV, tun 1 (wtamm Mahoney unu wramm Sabin) B
konuyectee ot 1 go 50 DU, tvn 2 (wtamm MEF-1 nnn wramm Sabin) B konnyectse ot 1 g0 20
DU 1 tyn 3 (wtamm Saukett nnu wramm Sabin) B konudecTtse oT 1 4o 50 DU, cOOTBETCTBEHHO;
obuwee coagepxaHve anomuHua (Al**) B konuyectse ot 0,1 go 0,6 Mr; 2-beHOKCU3TaHon B

konu4yectee oT 1 8o 6 mr (06./06.); nponunnapadeH B konuyecTtse 0,05 - 0,2 mr (mac./0b.).

28. ImmyHOreHHast komnosmumss no nobomy un3 n.n. 1-23, rae 0,5 mn komMnoauymu
cogepxut aHtureH D B konudectse oT 10 go 25 Lf; aHtured T B konudectee ot 2 go 10 Lf;
aHTureH wP B konnyectee o1 12 go 16 IOU; HBsAQ B konuyecTee 0T 7 50 15 Mkr; aHTureH Hib B
konnyectee oT 7 Ao 13 wmkr; aHtureH IPV, tun 1 (wtamm Mahoney unu wramm Sabin) B
konnyectee oT 1 4o 50 DU un tvn 3 (wramm Saukett unu wramm Sabin) B konnyectee ot 1 go 50
DU, cooTBeTCTBEHHO; obLee coaepxaHue antommHus (Al**) B konuyectse ot 0,1 go 0,6 wr; 2-
heHokcuaTaHon B konnyectae oT 1 50 6 mr (06./06.); meTnnnapabeH B konuyectee ot 0,1 4o 1,5

mr (mac./06.); nponunnapabeH B konu4yectee ot 0,05 go 0,2 mr (mac./06.).

29. UmmyHoOreHHas komnosmumss no nobomy u3 n.n. 1-23, rae 0,5 mn komMnosuyum

cogepxut aHtureH D B konuyectse oT 10 go 25 Lf; aHturen T B konudectee oT 2 go 10 Lf;
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aHTureH wP B konnyectee o1 12 go 16 IOU; HBsAQ B konuuecTtee oT 7 50 15 Mkr; aHTureH Hib B
konnyectee oT 7 Ao 13 wmkr; aHtureH IPV, tun 1 (wtamm Mahoney unu wramm Sabin) B
konu4yectee ot 1 go 50 DU, tvmn 2 (wramm MEF-1 nnn wramm Sabin) B konnyectse ot 1 g0 20
DU 1 tvn 3 (wtamm Saukett nnu wramm Sabin) B konudecTtse ot 1 4o 50 DU, COOTBETCTBEHHO;
obwee coagepxaHve antomuHua (AlP*) B konunyectee ot 0,1 go 0,6 mr; 2-beHoKCUaTaHon B
konnyectee ot 1 go 6 mr (06./06.); meTunnapabeH B konnyectee ot 0,1 go 1,5 mr (mac./06.);

nponunnapabeH B konmyectse oT 0,05 go 0,2 mr (mac./06.).

30. MImmyHOreHHas komnosvymst no ndomy m3 n.n. 1-23, rgae 0,5 mn komMnosuyum
cogepxut aHtureH D B konudectse oT 10 go 25 Lf; aHtured T B konuvectse ot 2 go 10 Lf;
aHTureH wP B konnuyectese npumepHo ot 12 go 16 I0U; HBsAg B konunyectse OT 7 Ao 15 wmkr;
aHTureH Hib B konnuyectee ot 7 A0 13 mkr; antureH IPV, tun 1 (wtamm Mahoney nnu wramm
Sabin) B konnuectee ot 1 4o 25 DU u tun 3 (wramm Saukett nnn wramm Sabin) B konnyecTee
ot 1 no 20 DU, cooTBeTCcTBEHHO; 06LLiee cogepxaHue anommHma (AIP*) B konuyectse ot 0,1 40
0,6 mr; 2-cbeHokcuaTaHon B konndectse oT 1 4o 6 mr (06./06.); meTunnapabeH B KONMYeCTBe OT

0,1 40 1,5 mr (mac./06.).

31. UMmmyHOreHHas komnosvmymsi no ndomy m3 n.n. 1-23, rge 0,5 mn komMnosuyum
cogepxut aHtureH D B konudectee oT 10 go 25 Lf; aHtured T B konudectse ot 2 go 10 Lf;
aHTureH wP B konnyectee o1 12 go 16 IOU; HBsAQ B konuuecTtee oT 7 50 15 Mkr; aHTureH Hib B
konunyectee oT 7 Ao 13 wmkr; aHtureH IPV, tun 1 (wtamm Mahoney unu wramm Sabin) B
konuyectee ot 1 go 25 DU, tvn 2 (wramm MEF-1 nnn wramm Sabin) B konnuectse ot 1 g0 10
DU v Tun 3 (wramm Saukett unu wramm Sabin) B konuyectse oT 1 4o 20 DU cCOOTBETCTBEHHO;
obuee coaepxaHue anomuHua (AlI**) B konunyectee ot 0,1 o 0,6 Mr; 2-peHOKCU3TaHOM B
konunyecTee npumepHo ot 1 o 6 mr (06./06.); metnnnapabeH B konnyectee ot 0,1 o 1,5 mr
(mac./06.).

32. IMmmyHOreHHas komnosvymst no nodomy m3 n.n. 1-23, rge 0,5 mn komMnosuyuu
cogepxut aHtureH D B konudectese oT 10 go 25 Lf; aHturen T B konudectse ot 2 go 10 Lf;
aHTureH wP B konnyectee ot 12 go 16 IOU; HBsAQ B konuyecTtee 0T 7 30 15 Mkr; aHTureH Hib B
konnyectee oT 7 A0 13 wmkr; aHtureH IPV, tun 1 (wtamm Mahoney unu wramm Sabin) B
konnyectee oT 1 40 25 DU un tvn 3 (wramm Saukett unu wramm Sabin) B konnyectse ot 1 go 20
DU, cooTBeTCTBEHHO; obLee coaepxaHue anommHus (Al**) B konuyectse ot 0,1 go 0,6 wr; 2-
heHokcuaTaHon B konnyectee oT 1 40 6 mr (06./06.); nponunnapabeH B konn4yectaee ot 0,05 go
0,2 mr (mac./06.).

33. mmyHOreHHast komnosvmymsi no nwdomy ms n.n. 1-23, rge 0,5 mn komMnosuymm
cogepxut aHtureH D B konudectse oT 10 go 25 Lf;, aHturen T B konudectee ot 2 go 10 Lf;
aHTureH wP B konnyectee o1 12 go 16 IOU; HBsAg B konuuecTtee o1 7 50 15 Mmkr; aHTureH Hib B
konnyectee oT 7 Ao 13 wmkr; aHtureH IPV, Tun 1 (wramm Mahoney unu wramm Sabin) B

konunyectse ot 1 go 25 DU, tnn 2 (wtamm MEF-1 nnn wramm Sabin) B konnuyectee ot 1 go 10
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DU 1 tvn 3 (wtamm Saukett nnu wramm Sabin) B konudecTtse o1 1 o 20 DU, COOTBETCTBEHHO;
obwee coagepxaHve antomuHua (AlP*) B konunyectee ot 0,1 go 0,6 mr; 2-beHoKCUaTaHon B

konuyectee ot 1 8o 6 mr (06./06.); nponunnapabeH B konuyecTtse ot 0,05 go 0,2 mr (mac./06.).

34. ImmyHOreHHas komnosmymst no nodomy m3 n.n. 1-23, rge 0,5 mn komMnosuyum
cogepxut aHtureH D B konudectse oT 10 go 25 Lf; aHtured T B konudectse ot 2 go 10 Lf;
aHTureH wP B konuyectse oT 12 go 16 I0U; HBsAQ B konnyectse oT 7 40 15 mkr; aHTureH Hib B
konnyectee oT 7 A0 13 wmkr; aHtureH IPV, Tun 1 (wtamm Mahoney unu wramm Sabin) B
konnyectee oT 1 40 25 DU un tvn 3 (wramm Saukett unu wramm Sabin) B konnyectee ot 1 go 20
DU, cooTBeTCTBEHHO; 0bLLee cogepxaHue antomuumsa (AlI**) B konuuectse ot 0,1 go 0,6 mr; 2-
heHokcuaTaHon B konn4yectae oT 1 50 6 mr (06./06.); meTunnapabeH B konnyectse ot 0,1 80 1,5

mr (mac./06.); nponunnapabeH B konu4yectse ot 0,05 go 0,2 mr (mac./06.).

35. MmmyHOreHHas komnosvmymst no ndomy m3 n.n. 1-23, rge 0,5 mn komMnosuyum
cogepxut aHtureH D B konudectse oT 10 go 25 Lf; aHtureH T B konudectse ot 2 go 10 Lf;
aHTureH wP B konmnyectee o1 12 go 16 IOU; HBsAQ B konuyecTee 0T 7 50 15 Mkr; aHTureH Hib B
konnyectee oT 7 Ao 13 wmkr; aHtureH IPV, tun 1 (wtamm Mahoney unu wramm Sabin) B
konu4yectee ot 1 go 25 DU, tvn 2 (wrtamm MEF-1 nnn wramm Sabin) B konnyectse ot 1 go 10
DU u tyn 3 (wtamm Saukett nnu wramm Sabin) B konudecTtse o1 1 o 20 DU, COOTBETCTBEHHO;
obuee coaepxaHune anomuHua (Al**) B konunuectse ot 0,1 o 0,6 Mr; 2-dpeHOKCU3TaHOM B
konuyectee ot 1 go 6 mr (06./06.); metunnapabeH B konudectee ot 0,1 go 1,5 mr (mac./06.);

nponunnapabeH B konmnyectse ot 0,05 go 0,2 mr (mac./06.).

36. IMMmyHOreHHas komnosmymsi no nobomy M3 NPeaLUecTBYOWMX NYHKTOB, rae 0,5 mn
KOMMO3NLNUN COAEPXKUT OLUH U3 CreayHoLmnX COCTaBOB:

aHTureH D B konu4yectee 10 Lf, aHTuren T B konuyecTee 2 Lf, aHTMreH wP B konnyecTtse
12 I0U; HBsAg B konu4yectBe 8 mkr; aHtureH Hib B konnuyectBe 8 mkr; aHTtureH IPV, Tuna 1
(wramm Mahoney nnu wramm Sabin) B konnyectee 40 DU n Tuna 3 (wramm Saukett nunm wramm
Sabin) B konunyecTtse 32 DU, cOOTBETCTBEHHO; obLyee cogepkaHue anommHua (Al**) He Gonee
0,55 wr; 2-cheHokcuaTaHon B konmyectee 2,5 mr (06./06.); metunnapabeH B konuyecTtse 0,9 mr
(mac./06.); unn

aHTtureH D B konunyectBe 20 Lf; aHTuren T B konuyecTtse 4 Lf; aHTureH wP B konuyecTtse
14 IOU; HBsAg B konnuectee 15 mkr; aHtureH Hib B konnyectee 10 mkr; aHtureH [PV, tun 1
(wramm Mahoney nnu wramm Sabin) B konuyectse 40 DU un tun 3 (wtamm Saukett nnm wramm
Sabin) B konuyectse 32 DU, cooTBeTCTBEHHO; obLee cogepxaHune anommHus (AlI**) He Gonee
0,55 wrr; 2-cheHokcuaTaHon B konmyectee 2,5 mr (06./06.); metunnapabeH B konuyectse 0,9 mr
(mac./06.); unn

aHTtureH D B konunyectee 25 Lf; aHtured T B konuyecTtse 10 Lf; anTureH wP B konunyecTtse
16 I0OU; HBsAg B konunuectse 15 mkr; aHtureH Hib B konnuectee 13 mkr; antureH [PV, tvun 1
(wramm Mahoney nnu wramm Sabin) B konudectse 40 DU v Tun 3 (wramm Saukett nnu wramm

Sabin) B konuyectee 32 DU, coOTBETCTBEHHO; obLee cogepaHue antomuHus (Al**) He Gonee



0,55 wrr; 2-cheHokcuaTaHon B konmyectee 2,5 mr (06./06.); metunnapabeH B konuyectse 0,9 mr

(mac./06.).

37. IMMmyHOreHHasi komnosmymsi no nobomy M3 npeaLuecTBYOLWMX NyHKTOB, rae 0,5 mn
KOMMO3ULUKN COAEPXKUT OAMH U3 CrIEAYIOLLMX COCTaBOB:

aHTtureH D B konuyectee 10 Lf; anTuren T B konuyecTee 2 Lf; aHTureH wP B konunyecrtse
12 10U; HBsAg B konu4yectse 8 mkr; Ib-anTuren Hib B konnuectse 8 mkr; anturen 1PV, tun 1
(wramm Mahoney unu wramm Sabin) B konuvectse 40 E, Tun 2 (wramm MEF-1 nnun wramm
Sabin) B konnuyectse 8 DU u tnn 3 (wrtamm Saukett nunu wramm Sabin) B konuyectese 32 DU,
COOTBETCTBEHHO; 0fLLlee coaepxaHue antomuHua (Al**) He Gonee 0,55 wmr; 2-cbeHoKCU3TaHoM B
konu4yectee 2,5 Mmr (06./06.); metunnapaben B konnyectse 0,9 Mr (mac./06.); nnu

aHTtureH D B konuyecTtBe 20 Lf; aHTuren T B konuyecTtse 4 Lf; aHTureH wP B konunyecTtse
14 IOU; HBsAg B konnuectse 15 mkr; aHtureH Hib B konuuectese 10 mkr; aHTureH IPV, tun 1
(wramm Mahoney unu wramm Sabin) B konnyectse 40 DU, tun 2 (wramm MEF-1 nnun wramm
Sabin) B konnyectee 8 DU u tnn 3 (wrtamm Saukett unu wramm Sabin) B konuyectese 32 DU,
COOTBETCTBEHHO; obLlee cogepxarve amnommHusa (Al*Y) He Gonee 0,55 wMr; 2-heHOoKCUaTaHOM B
konu4yectee 2,5 mr (06./06.); metunnapabeH B konndectse 0,9 mr (mac./06.); nnu

aHTtureH D B konnyectBe 25 Lf; aHtured T B konuyecTtse 10 Lf; antureH wP B konunyecTtse
16 IOU; HBsAg B konnuectse 15 mkr; aHtureH Hib B konuuectee 13 mkr; aHTureH IPV, tun 1
(wramm Mahoney unu wramm Sabin) B konnyectse 40 DU, tun 2 (wramm MEF-1 nnun wramm
Sabin) B konnyectse 8 DU u tun 3 (wrtamm Saukett unu wramm Sabin) B konuyectse 32 DU,
COOTBETCTBEHHO; o0Llee coagepxaHue antoMmuHua (Al**) He Gonee 0,55 wmr; 2-cheHoKkcUaTaHon B

konudyectee 2,5 Mmr (06./06.); metnnnapabeH B konuyectse 0,9 mr (mac./06.).

38. UMmyHOreHHas komnosnymsi no niobomy 13 npeaLuecTByowmx nyHkTos, rae 0,5 mn
KOMMO3NLIUN COAEPXKUT OLUH U3 CNEeAYHOLMX COCTaBOB:

aHTtureH D B konuyectBe 10 Lf; aHTuren T B konudecTse 2 Lf; aHTureH wP B konuyecTtse
12 IOU; HBsAg B konnyecTse 8 Mkr; aHTureH Hib B konnyectse 8 mkr; aHtureH IPV, Tun 1 (utamm
Mahoney unu wramm Sabin) B konuyectse 40 DU u tnn 3 (wramm Saukett nnun wramm Sabin) B
konmyectse 32 DU, cooTBeTCTBEHHO; obLiee coaepxaHue anomuHus (Al**) He Gonee 0,55 wmr; 2-
heHokcuaTaHon B konudectse 2,5 mr (06./06.); nponunnapabeH B konnyectse 0,1 mr (mac./06.);
unu

aHTtureH D B konunyectBe 20 Lf; aHTuren T B konuvecTtse 4 Lf; aHTureH wP B konunyecTtse
14 I0U; HBsAg B konnuectse 15 mkr; aHtureH Hib B konuuectese 10 mkr; aHTureH IPV, tun 1
(wramm Mahoney nnu wramm Sabin) B konuyectse 40 DU u tun 3 (wtamm Saukett nnn wramm
Sabin) B konuyectse 32 DU, cooTBeTCTBEHHO; obLlee cogepxaHune anommuus (AlI**) He Gonee
0,55 wrr; 2-cbeHokcuaTaHon B konnyectee 2,5 mr (06./06.); nponunnapabeH B konuyectse 0,1 mr
(mac./06.).

aHTureH D B konunyectee 25 Lf; aHtureHd T B konuyecTtse 10 Lf; anTureH wP B konunyecTtse

16 10U; HBsAg B konunuectee 15 mkr; aHTureH Hib B konuuectse 13 mkr; aHTureH [PV tuna 1



(wramm Mahoney nnm wramm Sabin) B konnyectee 40 DU n Tuna 3 (wramm Saukett nunm wramm
Sabin) B konnyecTtse 32 DU, cOOTBETCTBEHHO; obLyee cogepkanve antomuHuna (AP*) He Bonee
0,55 wrr; 2-cbeHokcuaTaHon B konnyectee 2,5 mr (06./06.); nponunnapabeH B konuyectse 0,1 mr

(mac./06.).

39. MMMyHOreHHas komMnosmymsi nNo nbomy M3 NPeaLUeCTBYOLWMX NYHKTOB, rae 0,5 mn
KOMMO3ULUN COAEPXKUT OAWH U3 CreAYIOLLMX COCTaBOB:

aHtureH D B konunyectee 10 Lf; T-aHTureH B konunyectee 2 Lf; aHTuren wP B konuyectse
12 IOU; HBsAg B konnyecTse 8 Mkr; aHTureH Hib B konnyectse 8 mkr; aHtureH IPV, Tun 1 (utamm
Mahoney nnn wramm Sabin) B konnyectse 40 DU, tun 2 (wramm MEF-1 nnn wramm Sabin) B
konnyectee 8 DU n tun 3 (wtamm Saukett mnn wramm Sabin) B konuvectse 32 DU,
COOTBETCTBEHHO; obLlee cogepxarve anommHusa (Al*Y) He Gonee 0,55 mr; 2-peHOoKCUaTaHOM B
konudectee 2,5 mr (06./00.); nponunnapabeH B konuyectse 0,1 mr (mac./06.); unum

aHTtureH D B konuyecTtBe 20 Lf; aHTureH T B konuyecTtse 4 Lf; aHTureH wP B konuyecTtse
14 IOU; HBsAg B konnuectse 15 mkr; aHtureH Hib B konuuectese 10 mkr; aHTureH IPV, tun 1
(wramm Mahoney unu wramm Sabin) B konnyectse 40 DU, tun 2 (wramm MEF-1 nnun wramm
Sabin) B konnyectse 8 DU u tnn 3 (wrtamm Saukett unu wramm Sabin) B konuyectese 32 DU,
COOTBETCTBEHHO; obLlee cogepxarve anommHusa (Al*Y) He Gonee 0,55 Mr; 2-heHOoKCUaTaHOM B
konuyectee 2,5 mr (06./06.); nponunnapabeH B konuyectee 0,1 mr (mac./06.); unm

aHTtureH D B konnyectee 25 Lf; aHtured T B konuyecTtse 10 Lf; anTureH wP B konuyectse
16 IOU; HBsAg B konnuectse 15 mkr; aHtureH Hib B konuuectee 13 mkr; aHTureH 1PV, tnn 1
(wramm Mahoney unu wramm Sabin) B konnyectse 40 DU, Tun 2 (wramm MEF-1 nnun wramm
Sabin) B konnyectee 8 DU u tnn 3 (wrtamm Saukett unu wramm Sabin) B konuyectse 32 DU,
COOTBETCTBEHHO; obLyee cogepxaHve antommHua (Al**) He Gonee 0,55 wmr; 2-heHOKCUITaHOM B

konnyectse 2,5 mr (06./06.); nponunnapaber B konuvectse 0,1 mr (mac./06.).

40. IMMmyHOreHHasi KoMno3nyusa no nobomy 13 NpesLecTBYIOWMNX NyHKToB, rae 0,5 mn
KOMMO3ULUKN COAEPXKUT OAMH U3 CIEAYIOLMX COCTaBOB:

aHTtured D B konuyecTtBe 10 Lf; aHTuren T B konuvecTtse 2 Lf; aHTureH wP B konunyectse
12 IOU; HBsAg B konmnyecTse 8 Mkr; aHTureH Hib B konnuectse 8 mkr; aHTureH IPV, Tun 1 (utamm
Mahoney unu wramm Sabin) B konuyectse 40 DU u tnn 3 (wramm Saukett nnu wramm Sabin) B
konmyectse 32 DU, cooTBeTCTBEHHO; obLiee coaepxaHue anomuHus (Al**) He Gonee 0,55 wmr; 2-
heHokcuaTaHon B konuyecTtse 2,5 Mr (06./06.); metunnapabeH B konudectee 0,9 mr (mac./06.);
nponunnapabeH B konmyectse 0,1 mr (mac./06.); nnn

aHTtureH D B konuyectBe 20 Lf; aHTuren T B konuyecTse 4 Lf; aHTureH wP B konunyecTtse
14 I0U; HBsAg B konnuectse 15 mkr; aHtureH Hib B konuuectese 10 mkr; aHTureH IPV, tun 1
(wramm Mahoney nnu wramm Sabin) B konnyectse 40 DU v Tun 3 (wramm Saukett nnm wramm
Sabin) B konuyectse 32 DU, cooTBeTCTBEHHO; obLlee cogepxaHune anommuus (AlI**) He Gonee
0,55 wr; 2-cheHokcuaTaHon B konmyectee 2,5 mr (06./06.); metunnapabeH B konuyectse 0,9 mr

(mac./06.); nponunnapabeH B konuvectee 0,1 mr (mac./06.); nnu



aHTtureH D B konnyecTtee 25 Lf; aHtured T B konuyecTtse 10 Lf; anTureH wP B konunyecTtse
16 10U; HBsAg B konuyecTtse 15 mkr; aHtureH Hib B konudectse 13 mkr; aHtureH IPV tun 1
(wramm Mahoney nnu wramm Sabin) B konuyectse 40 DU v Tun 3 (wramm Saukett nnu wramm
Sabin) B konuyecTtse 32 DU, cOOTBETCTBEHHO; obLyee cogepkaHue anommHusa (Al**) He Bonee
0,55 wr; 2-cheHokcuaTaHon B konmyectee 2,5 mr (06./06.); metunnapabeH B konuyectse 0,9 mr

(mac./06.); nponunnapabeH B konmyectse 0,1 mr (mac./06.).

41. MMMyHOreHHasi Komnoauyusa no nibomy M3 npegLuecTsyowmx NyHkToB, rae 0,5 mn
KOMMO3ULUKN COAEPXKUT OAMH U3 CNEAYIOLMX COCTaBOB:

aHTtureH D B konuyectBe 10 Lf; aHTuren T B konuvecTtse 2 Lf; aHTureH wP B konuyecTtse
12 IOU; HBsAg B konnyecTse 8 Mkr; aHTureH Hib B konnyectse 8 mkr; aHTureH IPV, Tun 1 (utamm
Mahoney nnn wramm Sabin) B konnyectse 40 DU, tun 2 (wramm MEF-1 nnn wramm Sabin) B
konnyectee 8 DU n tun 3 (wtamm Saukett mnn wramm Sabin) B konuyectse 32 DU,
COOTBETCTBEHHO; obLlee cogepxarve anommHusa (AlPY) He Gonee 0,55 Mr; 2-peHOKCUITaHOM B
konudectee 2,5 mr (06./06.); metunnapabeH B konnyectse 0,9 mr (mac./06.); nponunnapabeH B
konuyectaee 0,1 Mr (mac./06.); unu

aHTtureH D B konunyecTtBe 20 Lf; aHTuren T B konuyecTse 4 Lf; aHTureH wP B konunyecTtse
14 I0U; HBsAg B konnuectse 15 mkr; aHtureH Hib B konuuectese 10 mkr; aHTureH IPV, tun 1
(wramm Mahoney unu wramm Sabin) B konnyectse 40 DU, tun 2 (wramm MEF-1 nnun wramm
Sabin) B konnyectee 8 DU u tnn 3 (wrtamm Saukett nnu wramm Sabin) B konuyectese 32 DU,
COOTBETCTBEHHO; 00Llee coagepxaHue antoMmuHua (Al**) He Gonee 0,55 wmr; 2-cheHoKCU3TaHon B
konuuyectee 2,5 mr (06./06.); metunnapabeH B konnyectee 0,9 mr (mac./06.); nponunnapabeH B
konuyectee 0,1 mr (mac./06.); unu

aHTuren D B konuyectse 25 Lf, aHtured T B konuyectse 10 Lf; aHTureH wP B konuyectse
16 IOU; HBsAg B konnuectBe 15 mkr; aHtured Hib B konuuectee 13 mkr; aHturen IPV, tun 1
(wramm Mahoney unu wramm Sabin) B konnyectee 40 DU, tun 2 (wtamm MEF-1 nnun wramm
Sabin) B konuyectse 8 DU u tun 3 (wramm Saukett nnn wramm Sabin) B konnyectse 32 DU
COOTBETCTBEHHO; 0fLlee coaepxaHue antomuHua (Al**) He Gonee 0,55 wmr; 2-cbeHOKCU3TaHoM B
konudectee 2,5 mr (06./06.); metunnapabeH B konnyectse 0,9 mr (mac./06.); nponunnapabeH B

konuyectee 0,1 mr (mac./0b.).

42. IMMyHOreHHasi KOMNo3nyusa nNo niobomy n3 NpeLecTBYIOLWMNX NyHKTOB, rge 0,5 mn
KOMMO3ULUKN COAEPXKUT OAMH U3 CrEAYIOLLMX COCTaBOB:

aHTtureH D B konunyectBe 10 Lf; aHTuren T B konuyecTse 2 Lf; aHTureH wP B konuyecTtse
12 IOU; HBsAg B konmnyecTse 8 Mkr; aHTureH Hib B konnuectse 8 mkr; aHtureH IPV, Tun 1 (wutamm
Mahoney unu wramm Sabin) B konudectse 20 DU n tvn 3 (wrtamm Saukett nnu wramm Sabin) B
konuuecTee 16 DU, COOTBETCTBEHHO; obLee cogepxaHue antoMuHus (Al**) He Gonee 0,55 mr; 2-
heHokcuaTaHon B konuyecTtse 2,5 mr (06./06.); metnnnapabeH B konudectee 0,9 mr (mac./06.);

nnn
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aHTtureH D B konunyectBe 20 Lf; aHTuren T B konuyecTtse 4 Lf; aHTureH wP B konuyecTtse
14 IOU; HBsAg B konnuectse 15 mkr; aHtureH Hib B konuuectese 10 mkr; aHTureH IPV, tnn 1
(wramm Mahoney nnu wramm Sabin) B konuyectse 20 DU v Tun 3 (wramm Saukett nnu wramm
Sabin) B konuyecTtse 16 DU, cooTBETCTBEHHO; obLyee cogepkaHve antommHmsa (Al**) He Bonee
0,55 wr; 2-cheHokcuaTaHon B konmyectee 2,5 mr (06./06.); metunnapabeH B konuyectse 0,9 mr
(mac./06.); unu

aHTureH D B konuuecTse 25 Lf; anturen T B konudectBe 10 Lf; aHTuren wP B konuyecTtse
16 IOU; HBsAg B konnyecTtee 15 mkr; Ib-aHTuren Hib B konnuectse 13 mkr; aHtureH [PV, tvn 1
(wramm Mahoney nnu wramm Sabin) B konuyectse 20 DU v Tun 3 (wramm Saukett nnm wramm
Sabin) B konuyectse 16 DU, cooTBeTCTBEHHO; obLuee copepxaHue anommHus (Al**) He Gonee
0,55 wr; 2-cheHokcuaTaHon B konmyectee 2,5 mr (06./06.); metunnapabeH B konuyecTtse 0,9 mr

(mac./06.).

43. IMMyHOreHHasi KOMno3nyusa no nobomMy 13 NpesLecTBYOWMNX NyHKTOB, rae 0,5 mn
KOMMO3ULUKN COAEPXKUT OAMH U3 CNEAYIOLLMNX COCTABOB:

aHTtureH D B konunyectBe 10 Lf; aHTuren T B konuyecTtse 2 Lf; aHTureH wP B konunyecTtse
12 IOU; HBsAg B konmnyecTse 8 Mkr; aHTureH Hib B konnuectse 8 mkr; aHtureH IPV, Tun 1 (wutamm
Mahoney nnn wramm Sabin) B konnyectse 20 DU, tun 2 (wramm MEF-1 nnn wramm Sabin) B
konnyectee 4 DU n tun 3 (wtamm Saukett mnn wramm Sabin) B konuyectse 16 DU,
COOTBETCTBEHHO; 00Llee coaepxaHue antoMmuHua (Al**) He Gonee 0,55 wmr; 2-cheHoKCU3TaHon B
konuyectee 2,5 mr (06./06.); metunnapabeHn B konnyectse 0,9 mMr (mac./06.); nnu

aHTtureH D B konuyectse 20 Lf; anTuren T B konuyecTse 4 Lf; aHTureH wP B konunyecrtse
14 I0OU; HBsAg B konnuectse 15 mkr; aHtureH Hib B konuuectee 10 mkr; aHTureH IPV, tun 1
(wtamm Mahoney unu wramm Sabin) B konnyectse 20 DU, tun 2 (wramm MEF-1 nnu wramm
Sabin) B konmyectse 4 DU n Tun 3 (wramm Saukett unn wramm Sabin) B konnyectse 16 DU,
COOTBETCTBEHHO; ofLlee cogepxaHve antomuHua (Al**) He Gonee 0,55 wmr; 2-beHoKCUaTaHon B
konu4yectee 2,5 mr (06./06.); metunnapaben B konuyectse 0,9 Mr (mac./06.); nnu

aHTtureH D B konuyecTtBe 25 Lf; aHtureHd T B konuyecTtse 10 Lf; anTureH wP B konunyectse
16 I0OU; HBsAg B konnuecte 15 mkr; aHtureH Hib B konuuectse 13 mkr; aHtureH IPV, tun 1
(wramm Mahoney unu wramm Sabin) B konnyectse 20 DU, tun 2 (wramm MEF-1 nnun wramm
Sabin) B konnyectee 4 DU u tun 3 (wrtamm Saukett unu wramm Sabin) B konuyectese 16 DU,
COOTBETCTBEHHO; obLlee cogepxarve anommHusa (Al*Y) He Gonee 0,55 Mr; 2-heHOoKCUaTaHOM B

konu4yectee 2,5 Mr (06./06.); metunnapabeH B konundectse 0,9 mr (mac./06.).

44. MMyHOreHHasi KOMNo3nyusa nNo nNiobomy n3 NpeaLecTBYIOWMNX NyHKToB, rge 0,5 mn
KOMMO3NLUN COAEPKUT OLUH U3 CEAYHOLMX COCTaBOB:

aHTtureH D B konunyectBe 10 Lf; aHTuren T B konuyecTtse 2 Lf; aHTureH wP B konunyecTtse
12 IOU; HBsAg B konnyecTtse 8 mkr; |b-aHTureH Hib B konnyectse 8 mkr; aHtured IPV, tun 1
(wramm Mahoney nnu wramm Sabin) B konuyectse 20 DU v Tun 3 (wramm Saukett nnu wramm

Sabin) B konuyectBe 16 DU, cooTBETCTBEHHO; obLee cogepxaHue antommHus (AI**) He Gonee
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0,55 wrr; 2-cbeHokcuaTaHnon B konndyectee 2,5 mr (06./06.); nponunnapabeH B konuyectse 0,1 mr
(mac./06.); unn

aHTtureH D B konuyectBe 20 Lf; anTuren T B konudecTse 4 Lf; aHTureH wP B konuyecTtse
14 IOU; HBsAg B konnuectse 15 mkr; aHtureH Hib B konuuectee 10 mkr; aHTureH IPV, tnn 1
(wramm Mahoney nnu wramm Sabin) B konuyectse 20 DU v tun 3 (wramm Saukett nnu wramm
Sabin) B konnyectee 16 DU, cooTBeTCTBEHHO; obLee cogepxkaHune anommums (Al**) He Gonee
0,55 wmr; 2-dpbeHokcmaTaHon B konnyecTse 2,5 mr (06./06.); nponunnapabeH B konnyectse 0,1 mr
(mac./06.).

aHTtureHd D B konnyectee 25 Lf; aHtureHd T B konuyecTtse 10 Lf; aHTureH wP B konuyecTtse
16 10U; HBsAg B konuyectse 15 mkr; aHtureH Hib B konudectse 13 mkr; aHtureH IPV tun 1
(wramm Mahoney nnn wramm Sabin) B konudectse 20 DU v tun 3 (wramm Saukett nnm wramm
Sabin) B konuyectse 16 DU, cooTBeTCTBEHHO; obLlee coaepaHue anomuHus (Al**) He Gonee
0,55 wr; 2-cbeHokcuaTaHon B konnyectee 2,5 mr (06./06.); nponunnapabeH B konuyecTtse 0,1 mr

(mac./06.).

45. IMMyHOreHHasi KOMNo3nyus no nobomMy 13 NpesLecTBYOWNX NyHKTOB, rae 0,5 mn
KOMMO3ULUKN COAEPXKUT OAMH U3 CNEAYIOLLMX COCTaBOB:

aHTtureH D B konunyectBe 10 Lf; aHTuren T B konuyecTtse 2 Lf; aHTureH wP B konunyecTtse
12 IOU; HBsAg B konmnyecTse 8 Mkr; aHTureH Hib B konnuectse 8 mkr; aHtureH IPV, Tun 1 (wtamm
Mahoney nnn wramm Sabin) B konnyectse 20 DU, tun 2 (wramm MEF-1 nnn wramm Sabin) B
konnyectee 4 DU n tun 3 (wtamm Saukett mnu wramm Sabin) B konuvectee 16 DU,
COOTBETCTBEHHO; o0Llee coagepxaHue antoMmuHua (Al**) He Gonee 0,55 wmr; 2-cheHoKkcUaTaHon B
konudyectee 2,5 mr (06./06.); nponunnapabeH B konuvectee 0,1 mr (mac./06.); unum

aHTuren D B konnyectse 20 Lf, aHTtureHn T B konnyecTse 4 Lf; aHTureH wP B konu4yectse
14 IOU; HBsAg B konnuectBe 15 mkr; aHtured Hib B konuyectese 10 mkr; aHturen IPV, tun 1
(wramm Mahoney unu wramm Sabin) B konnyectee 20 DU, tun 2 (wtamm MEF-1 nnun wramm
Sabin) B konnuectee 4 DU u tnn 3 (wrtamm Saukett nnn wramm Sabin) B konuyectese 16 DU,
COOTBETCTBEHHO; 0fLlee coaepxaHue antomuHua (Al**) He Gonee 0,55 wmr; 2-cbeHOKCU3TaHoM B
konu4yectee 2,5 mr (06./06.); nponunnapabeH B konuyectee 0,1 mr (mac./06.); unum

aHTtureHd D B konnyecTtBe 25 Lf; aHtureHd T B konuyecTtse 10 Lf; aHTureH wP B konunyectse
16 I0OU; HBsAg B konnuectse 15 mkr; aHtureH Hib B konuuectse 13 mkr; aHtureH IPV, tun 1
(wramm Mahoney unu wramm Sabin) B konnyectse 20 DU, tun 2 (wtamm MEF-1 nnun wramm
Sabin) B konnyectee 4 DU u tun 3 (wrtamm Saukett unu wramm Sabin) B konuyectse 16 DU,
COOTBETCTBEHHO; obLlee cogepxarve anommHusa (Al*Y) He Gonee 0,55 wMr; 2-heHOoKCUaTaHOM B

konu4yectee 2,5 mr (06./06.); nponunnapabeH B konn4yectaee 0,1 mr (mac./06.).

46. IMMyHOreHHasi KOMMno3nymns no nobomy 13 NpesLecTBYOWNX NyHKTOB, rae 0,5 mn
KOMMO3NLUN COAEPKUT OLUH U3 CrEeaYHOLMX COCTaBOB:
aHTtureH D B konunyectse 10 Lf; anturen T B konuyecTse 2 Lf; aHTureH wP B konunyecTtse

12 10U; HBsAg B konnyecTse 8 Mkr; aHTureH Hib B konnyecTse 8 Mkr; aHTureH IPV, Tun 1 (wrtamm
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Mahoney unu wramm Sabin) B konuyectse 20 DU u tvn 3 (wramm Saukett nnu wramm Sabin) B
konu4yecTBe 16 DU, coOTBETCTBEHHO; obLee cogepxaHue antomuHus (AlI**) He 6onee 0,55 mr; 2-
heHokcuaTaHon B konuyecTtse 2,5 Mr (06./06.); metnnnapabeH B konuyectee 0,9 mr (mac./06.);
nponunnapabeH B konmyectse 0,1 mr (mac./06.); nnn

aHTtureH D B konuyecte 20 Lf; anTuren T B konuyecTee 4 Lf; aHTureH wP B konunyecrtse
14 10U; HBsAg B konunuyectBe 15 mkr; aHTtureH Hib B konnuectse 10 mkr; aHturen 1PV, Tun 1
(wramm Mahoney nnn wramm Sabin) B konmyectse 20 DU u tun 3 (wramm Saukett nnm wramm
Sabin) B konuyecTtse 16 DU, cOOTBETCTBEHHO; obLyee cogepkaHue anommHua (Al**) He Gonee
0,55 wr; 2-cheHokcuaTaHon B konmyectee 2,5 mr (06./06.); metunnapadeH B konuyectse 0,9 mr
(mac./06.); nponunnapabeH B konnyectse 0,1 mr (mac. / 06.); unu

aHTtureH D B konnyecTtBe 25 Lf; aHtured T B konuyecTtse 10 Lf; anTureH wP B konunyectse
16 10U; HBsAg B konuyectse 15 mkr; aHtureH Hib B konudectse 13 mkr; aHtureH IPV tun 1
(wramm Mahoney nnu wramm Sabin) B konuyectse 20 DU n tnn 3 (wtamm Saukett nnm wramm
Sabin) B konuyecTtse 16 DU cooTBeTCTBEHHO; 00Lee cogepxaHune anomuHusa (Al**) He Gonee
0,55 wr; 2-cheHokcuaTaHon B konmyectee 2,5 mr (06./06.); metunnapabeH B konuyecTtse 0,9 mr

(mac./06.); nponunnapabeH B konn4yectse 0,1 mr (mac./06.).

47. IMMyHOreHHasi KOMno3nyusa no nobomMy 13 NpeaLecTBYOWNX NyHKToB, rae 0,5 mn
KOMMO3ULUKN COAEPXKUT OAVH U3 CrEAYIOLLMX COCTaBOB:

aHTtureH D B konuyectBe 10 Lf; anturen T B konuyecTtse 2 Lf; aHTureH wP B konunyecTtse
12 IOU; HBsAg B konnyecTse 8 Mkr; aHTureH Hib B konnyectse 8 mkr; aHTureH IPV, Tun 1 (wutamm
Mahoney nnn wramm Sabin) B konnyectse 20 DU, tun 2 (wramm MEF-1 nnn wramm Sabin) B
konnyectee 4 DU u tun 3 (wrtamm Saukett mnu wramm Sabin) B konuyectse 16 DU,
COOTBETCTBEHHO; obLyee cogepxaHve anommHua (Al**) He Gonee 0,55 mr; 2-heHOKCUITaHOM B
konnyectse 2,5 Mmr (06./06.); meTunnapabeH B konuyectee 0,9 mr (mac./06.); nponunnapabeH B
konuyectaee 0,1 mr (mac./06.); unu

aHTtureH D B konuyectBe 20 Lf; aHTuren T B konudecTtse 4 Lf; aHTureH wP B konuyecTtse
14 IOU; HBsAg B konnuecte 15 mkr; aHtureH Hib B konuuectse 10 mkr; aHTureH IPV, tun 1
(wramm Mahoney unu wramm Sabin) B konnyectee 20 DU, tun 2 (wramm MEF-1 nnun wramm
Sabin) B konnyectee 4 DU u tnn 3 (wrtamm Saukett unn wramm Sabin) B konuyectese 16 DU,
COOTBETCTBEHHO; obLlee cogepxarve anommHusa (Al*Y) He Gonee 0,55 Mr; 2-heHOoKCUITaHOM B
konu4yectee 2,5 mr (06./06.); metunnapabeH B konnyectse 0,9 mr (mac./06.); nponunnapabeH B
konu4yectaee 0,1 mr (mac./06.); unu

aHTtureH D B konnyecTtBe 25 Lf; aHtureHd T B konuyecTtse 10 Lf; antureH wP B konunyecTtse
16 IOU; HBsAg B konnuectse 15 mkr; aHtureH Hib B konuuectse 13 mkr; aHtureH IPV, tun 1
(wramm Mahoney unu wramm Sabin) B konnyectse 20 DU, tun 2 (wramm MEF-1 nnun wramm
Sabin) B konnuyectee 4 DU u tun 3 (wrtamm Saukett unu wramm Sabin) B konuyectse 16 DU,

COOTBETCTBEHHO; 00Lee coaepxaHue antomuHua (Al**) He Gonee 0,55 wmr; 2-cheHoKCU3TaHon B
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konuyectee 2,5 mr (06./06.); metunnapabeH B konnyectee 0,9 mr (mac./06.); nponunnapabeH B

konudectee 0,1 mr (mac./0b.).

48. IMMyHOreHHasi KoMnosnyus no nNiobomy u3 NpeLecTBYOWMNX NyHKToB, rae 0,5 mn
KOMMO3ULUKN COAEPXKUT OAMH U3 CrIEAYIOLLMX COCTaBOB:

aHTtureH D B konuyectee 10 Lf; anTuren T B konuyecTee 2 Lf; aHTureH wP B konunyecrtse
12 IOU; HBsAg B konu4yecTtse 8 Mkr; aHTureH Hib B konuuectse 8 mkr; antureH I[PV tun 1 (wrtamm
Mahoney nnu wramm Sabin) B konudectse 7,5 DU n tun 3 (wtamm Saukett nnn wramm Sabin)
B KonnyectBe 6 DU, cooTBETCTBEHHO; 06LLUee cogepkaHue antommuumns (Al**) He 6onee 0,55 wmr;
2-cheHokcuaTaHon B konudecTse 2,5 mr (06./06.); meTunnapabeH B konuyectse 0,9 mr (mac./06.);
nnm

aHTtureH D B konunyectBe 20 Lf; aHTuren T B konuyecTtse 4 Lf; aHTureH wP B konunyecTtse
14 IOU; HBsAg B konnuectse 15 mkr; aHtureH Hib B konuuectese 10 mkr; aHTureH IPV, tun 1
(wramm Mahoney unu wramm Sabin) B konuvectse 7,5 DU 1 tun 3 (wrtamm Saukett nnn wramm
Sabin) B konnuyectse 6 DU, cOOTBETCTBEHHO, ObLlee cogepxaHue anomuHusa (Al**) He Gonee
0,55 wrr; 2-cbeHokenaTtaHon B konunyectee 2,5 mr (06./j6.); metunnapabeH B konuvectee 0,9 mr
(mac./06.); unn

aHTtureH D B konnyectBe 25 Lf; antured T B konuyecTtse 10 Lf; antureH wP B konnyectse
16 IOU; HBsAg B konnuectse 15 mkr; aHtureH Hib B konuuectee 13 mkr; aHTureH IPV, tun 1
(wramm Mahoney unu wramm Sabin) B konudectee 7,5 DU 1 tun 3 (wramm Saukett nnn wramm
Sabin) B konnyecTtBe 6 DU, cOOTBETCTBEHHO; obLyee cogepxaHue antommHus (AlP*) He Gonee
0,55 wr; 2-cheHokcuaTaHon B konmyectee 2,5 mr (06./06.); metunnapabeH B konuyectse 0,9 mr

(mac./06.).

49. IMMyHOreHHasi Komnosuuus no nbomy M3 npegLuecTsyowmx NyHkToB, rae 0,5 mn
KOMMO3ULUN COAEPXKUT OAMH U3 CMNEAYIOLLMX COCTaBOB:

aHTtureH D B konuyectBe 10 Lf; aHTuren T B konudecTse 2 Lf; aHTureH wP B konuyecTtse
12 IOU; HBsAg B konnyecTse 8 Mkr; aHTureH Hib B konnyectse 8 mkr; aHtureH IPV, Tun 1 (utamm
Mahoney nnn wramm Sabin) B konnyectse 7,5 DU, Tun 2 (wramm MEF-1 unn wramm Sabin) B
konnyectee 1,5 DU mn tun 3 (wrtamm Saukett wnn wramm Sabin) B konnyectse 6 DU,
COOTBETCTBEHHO; obLlee cogepxarve anmnommHus (Al*Y) He Gonee 0,55 Mr; 2-peHOoKCUITaHOM B
konu4yectae 2,5 Mr (06./06.); meTnnnapabeH B konmnyectee 0,9 mr (mac./06.); nnu

aHTtureH D B konunyectBe 20 Lf; aHTuren T B konuvecTtse 4 Lf; aHTureH wP B konunyecTtse
14 I0U; HBsAg B konnuectse 15 mkr; aHtureH Hib B konuuectese 10 mkr; aHTureH IPV, tun 1
(wramm Mahoney vnu wramm Sabin) B konuyectse 7,5 DU, tvn 2 (wramm MEF-1 unu wramm
Sabin) B konuyectse 1,5 DU u tvn 3 (wramm Saukett nnn wramm Sabin) B konuyectse 6 DU,
COOTBETCTBEHHO; obLlee cogepxarve anommHusa (Al*Y) He Gonee 0,55 mr; 2-heHoKCUaTaHOM B
konu4yectee 2,5 mr (06./06.); metunnapabeH B konnyectse 0,9 mr (mac./06.); nnu

aHTtureH D B konunyectee 25 Lf; aHturen T B konuyecTtse 10 Lf; anTureH wP B konunyecTtse

16 I0OU; HBsAg B konnuectse 15 mkr; aHtureH Hib B konuuectee 13 mkr; aHTureH IPV, tun 1
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(wramm Mahoney vnu wramm Sabin) B konuyectse 7,5 DU, tvn 2 (wramm MEF-1 unu wramm
Sabin) B konuyectse 1,5 DU u tun 3 (wramm Saukett nnn wramm Sabin) B konuyectse 6 DU,
COOTBETCTBEHHO; 00Lee coaepxaHue antomuHua (Al**) He Gonee 0,55 wmr; 2-cheHoKCU3TaHon B

konuuyectee 2,5 mr (06./06.); metunnapabeH B konuyectse 0,9 mr (mac./06.).

50. MMMmyHOreHHas komnosmymsa no nobomy 13 npeaLUecTBYOLWMX NyHKTOB, rae 0,5 mn
KOMMO3NLUN COAEPXKUT OLUH U3 CrEeaYIOLMX COCTaBOB:

aHTureH D B konunyectBe 10 Lf; aHTuren T B konudecTse 2 Lf; aHTureH wP B konuyecTtse
12 IOU; HBsAg B konnyecTse 8 Mkr; aHTureH Hib B konnyectse 8 mkr; aHtureH IPV, Tun 1 (utamm
Mahoney nnu wramm Sabin) B konudectse 7,5 DU n tun 3 (wtamm Saukett nnn wramm Sabin)
B Kornnuyectse 6 DU, cooTBeTCTBEHHO; obLlee cogepxarHue anmnommHma (Al**) He Gonee 0,55 wmr;
2-thbeHokcuaTaHon B konmdectee 2,5 mr (06./06.); nponunnapabeH B konudectse 0,1 mr
(mac./06.); unn

aHTtureH D B konunyectBe 20 Lf; aHTuren T B konuvecTtse 4 Lf; aHTureH wP B konuyecTtse
14 IOU; HBsAg B konnuectse 15 mkr; aHtureH Hib B konuuectese 10 mkr; aHTureH IPV, tun 1
(wramm Mahoney unu wramm Sabin) B konuyectse 7,5 DU 1 tun 3 (wramm Saukett nnn wramm
Sabin) B konnuyectse 6 DU, cOOTBETCTBEHHO, ObLlee cogepxaHue anomuHusa (Al**) He Gonee
0,55 wrr; 2-deHokcmnaTaHon B konmyecTtse 2,5 mr (06./06.); nponunnapabeH B konuyectse 0,1 mr
(mac./06.),

aHTtureH D B konnyectee 25 Lf; aHtured T B konuyecTtse 10 Lf; antureH wP B konunyecTtse
16 10U; HBsAg B konuuectse 15 mkr; aHtureH Hib B konudectse 13 mkr; aHtureH IPV tun 1
(wramm Mahoney unu wramm Sabin) B konuvectse 7,5 DU 1 Tun 3 (wrtamm Saukett nnu wramm
Sabin) B konnyectBe 6 DU, cooTBETCTBEHHO; obLyee cogepxaHue antommHus (AlP*) He Gonee
0,55 wmr; 2-cpbeHokcmaTaHon B konnyecTse 2,5 mr (06./06.); nponunnapabeH B konnyectee 0,1 mr

(mac./06.).

51. IMMmyHOreHHas KomMnosmyms no nodomy M3 npeaLuecTBYOLWMX NyHKTOB, rae 0,5 mn
KOMMO3ULUKN COAEPXKUT OAMH U3 CMEAYIOLLMX COCTaBOB:

aHTtureH D B konuyectBe 10 Lf; aHTuren T B konuvecTtse 2 Lf; aHTureH wP B konuyectse
12 IOU; HBsAg B konnyecTse 8 Mkr; aHTureH Hib B konnuectse 8 mkr; aHTureH IPV, Tun 1 (utamm
Mahoney nnn wramm Sabin) B konnyectse 7,5 DU, Tun 2 (wramm MEF-1 nnu wramm Sabin) B
konnyectee 1,5 DU mn tun 3 (wrtamm Saukett wnu wramm Sabin) B konnyectse 6 DU,
COOTBETCTBEHHO;, obLlee cogepxarve anommHusa (Al*Y) He Gonee 0,55 mMr; 2-heHOoKCUaTaHOM B
konudectee 2,5 mr (06./06.); nponunnapabeH B konuyecTtee 0,1 mr (mac./06.); unn

aHTtureH D B konunyectBe 20 Lf; aHTuren T B konuvecTtse 4 Lf; aHTureH wP B konunyecTtse
14 I0U; HBsAg B konnuectse 15 mkr; aHtureH Hib B konuuectese 10 mkr; aHTureH IPV, tun 1
(wramm Mahoney vnu wramm Sabin) B konuyectee 7,5 DU, tvn 2 (wramm MEF-1 unu wramm
Sabin) B konnuyectee 1,5 DU u tun 3 (wrtamm Saukett unu wramm Sabin) B konuuectse 6 DU
COOTBETCTBEHHO; 00Lee coaepxaHue antoMmuHua (Al**) He Gonee 0,55 wmr; 2-cheHoKCU3TaHon B

konudyectee 2,5 mr (06./06.); nponunnapaben B konuyectee 0,1 mr (mac./06.); unum
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aHTtureH D B konunyectBe 25 Lf; aHturen T B konuyecTtse 10 Lf; anTureH wP B konunyecTtse
16 IOU; HBsAg B konnuectse 15 mkr; aHtureH Hib B konuuectee 13 mkr; aHTureH IPV, tnn 1
(wramm Mahoney unu wramm Sabin) B konnyectse 40 DU, tun 2 (wramm MEF-1 nnu wramm
Sabin) B konnyectee 8 DU u tnn 3 (wtamm Saukett unu wramm Sabin) B konuyectese 32 DU,
COOTBETCTBEHHO; obLee cogepxaHue antoMmuHua (Al**) He Gonee 0,55 wmr; 2-cheHoKkcUaTaHon B

konnyectse 2,5 mr (06./06.); nponunnapabeH B konuyectse 0,1 mr (mac./06.).

52. UMmyHOreHHas komnosnyms no niobomy M3 npeaLlecTByoWmx nyHkTos, rae 0,5 mn
KOMMO3NLUN COAEPXKUT OLUH U3 CNEAYHOLMX COCTaBOB:

aHTtureH D B konuyectBe 10 Lf; aHTuren T B konuvecTtse 2 Lf; aHTureH wP B konuyecTtse
12 IOU; HBsAg B konnyecTse 8 Mkr; aHTureH Hib B konnyectse 8 mkr; aHTureH IPV, Tun 1 (utamm
Mahoney nnu wramm Sabin) B konudectse 7,5 DU n tun 3 (wtamm Saukett nnn wramm Sabin)
B Kornuyectse 6 DU, cooTBeTCTBEHHO; obLlee cogepxarue anmnommHma (Al**) He 6onee 0,55 wmr;
2-theHokcuaTaHon B konudecTse 2,5 mr (06./06.); meTunnapabeH B konuyectse 0,9 mr (mac./06.);
nponunnapabeH B konmyectse 0,1 mr (mac./06.); nnn

aHTtureH D B konunyectBe 20 Lf; aHTuren T B konuvecTse 4 Lf; aHTureH wP B konunyecTtse
14 I0U; HBsAg B konnuectee 15 mkr; aHtureH Hib B konuuectese 10 mkr; aHTureH IPV, tun 1
(wramm Mahoney unu wramm Sabin) B konuyectse 7,5 DU 1 Tun 3 (wrtamm Saukett nnm wramm
Sabin) B konnuyectse 6 DU, cOOTBETCTBEHHO, ObLlee cogepxaHue antomuHusa (Al**) He Gonee
0,55 wr; 2-cheHokcuaTaHon B konmyectee 2,5 mr (06./06.); metunnapabeH B konuyectse 0,9 mr
(mac./06.); nponunnapabeH B konuyectee 0,1 mMr (mac./06.); nnu

aHTureH D B konunyectee 25 Lf; aHtured T B konuyecTtse 10 Lf; anTureH wP B konuyectse
16 10U; HBsAg B konuyectee 15 mkr; aHtureH Hib B konuuectse 13 mkr; aHtureH IPV tun 1
(wtamm Mahoney nnu wramm Sabin) B konuvectse 7,5 DU u Tvn 3 (wrtamm Saukett nnu wramm
Sabin) B konnyecTtBe 6 DU, COOTBETCTBEHHO; obLlee coaepxaHune anomuHua (Al**) He Gonee
0,55 wr; 2-cheHokcuaTaHon B konmyectee 2,5 mr (06./00.); metunnapadeH B konuyectse 0,9 mr

(mac./06.); nponunnapaben B konndectse 0,1 mr (mac./06.).

53. IMMyHOreHHas kKomMnosmumst no ndomy M3 npeaLUecTBYOWMX NyHKTOB, rae 0,5 mn
KOMMO3ULUKN COAEPXKUT OAMH U3 CrEAYIOLLMX COCTaBOB:

aHTtureH D B konunyectBe 10 Lf; aHTuren T B konuvecTtse 2 Lf; aHTureH wP B konuyecTtse
12 IOU; HBsAg B konmnyecTse 8 Mkr; aHTureH Hib B konnuectse 8 mkr; aHtureH IPV, Tun 1 (utamm
Mahoney nnn wramm Sabin) B konnyectse 7,5 DU, Tun 2 (wramm MEF-1 unu wramm Sabin) B
konnyectee 1,5 DU mn tun 3 (wrtamm Saukett wnn wramm Sabin) B konnyectse 6 DU,
COOTBETCTBEHHO; obLlee cogepxarve anommHusa (Al*Y) He Gonee 0,55 wMr; 2-heHOoKCUaTaHOM B
konuyectee 2,5 mr (06./06.); metunnapabeH B konnyectee 0,9 mr (mac./06.); nponunnapabeH B
konuyectee 0,1 mr (mac./06.); unu

aHTtureH D B konunyectBe 20 Lf; anTuren T B konuyecTtse 4 Lf; aHTureH wP B konnyecTtse
14 IOU; HBsAg B konnuectse 15 mkr; aHtureH Hib B konuuectee 10 mkr; aHTureH IPV, tnn 1

(wramm Mahoney vnu wramm Sabin) B konuyectse 7,5 DU, tvn 2 (wramm MEF-1 unu wramm



16

Sabin) B konunyectee 1,5 DU u tvn 3 (wramm Saukett nunu wramm Sabin) B konmyectse 6 DU,
COOTBETCTBEHHO; 00Llee coagepxaHue antomuHua (Al**) He Gonee 0,55 wmr; 2-cheHoKCU3TaHon B
konuyectee 2,5 mr (06./06.); metunnapabeH B konnyectee 0,9 mr (mac./06.); nponnnnapabeH B
konuyectee 0,1 mr (mac./06.); unu

aHTtureH D B konunyectee 25 Lf; antureHd T B konuyecTtse 10 Lf; anTureH wP B konunyectse
16 10U; HBsAg B konun4yectse 15 mkr; Ib-aHTuren Hib B konuuectse 13 mkr; antureH IPV, Tun 1
(wramm Mahoney nnu wramm Sabin) B konuvectse 7,5 DU, tvn 2 (wramm MEF-1 unu wramm
Sabin) B konunuectee 1,5 DU u tvn 3 (wramm Saukett unu wramm Sabin) B konuyectse 6 DU,
COOTBETCTBEHHO; ofLlee coaepxaHue antomuHua (Al**) He Gonee 0,55 wmr; 2-beHoKCU3TaHoM B
konu4yectee 2,5 mr (06./06.); metunnapabeH B konnyectse 0,9 mr (mac./06.); nponunnapabeH B

konudectee 0,1 mr (mac./0b.).

54. Cnocob nony4YeHnsi NONTHOCTBIO KUAKOW MHOrO4030BOV MMMYHOT€HHOM KOMMNO3ULUK,
copepraLlen:

(i) AndpTepuninHbIA aHaTokCcuH, (D);

(i) ctonBHs4HbIN aHaTokcuH (T);

(iii) MTHAKTUBMPOBAHHBIN LIENBHOKMNETOUHbIN KOKNoWw (WP) unyn 6eCKneTOYHbIN KOKIHoLW

(@P);

(iv) NOBEPXHOCTHbIN aHTUreH Bupyca renatuta B (HBsAQ);

(v) anTureH Haemophilus influenzae Tnna b (Hib);

(Vi) MHaKTMBUPOBAaHHbIN aHTUreH nonuosupyca (IPV) n

(vii) komBHaUMO 2-peHOKCHMaTaHoONa N, N0 MEHbLUEN Mepe, OAHOro CrOXHOro admpa
napabeHa;

AaHHbIN cnocob BkniovaeT B cebs cnegyrowme atanbl:

a). [lobasneHne or3nonornyeckoro pactTeopa B EMKOCTb/KOHTENHEP ANS CMELUMBaHUS;

b). Jo6aBneHune komnoHeHTa |, cogepxxallero gnTepPUnHbIA aHaTOKCUH;

¢). dobaBneHne komnoHeHTa I, cogepkawlero cTonOHSAYHbIA aHATOKCUH;

d). Jo6aeneHue komnoHeHTa lll, cogepxawero MHaKTUBNPOBAHHbLIA LE€NbHOKNETOYHbIN
KOKMIOLUHbIW @HTUFEH UM BECKNETOUHbIN KOKIMIOLWHbIN aHTUreH (aP);

e). [lobaeneHune koMnoHeHTa |V, cogep:Kallero NOBEPXHOCTHbBIA aHTUreH renaTtuta B;

f). loGaBneHue koMnoHeHTa V, cogepkawero aHTureH Hib;

g). JobaeneHue komnoHeHTa VI, cogepxawero aHtureH IPV, rae IPV tuna 1 (wramm
Mahoney vnu wramm Sabin) B konuyectse ot 1 go 50 DU Ha 0,5 mn; n IPV Tuna 3 (wramm
Saukett nnu wramm Sabin) B konuyecTtse o1 1 go 50 DU Ha 0,5 mn;

h). Jo6aBneHne koMBUHAL MM KOHCEPBAHTOB, BbIOPaAHHbIX M3:

2-theHokcuaTaHon B konuyectee ot 1 go 6 mr Ha 0,5 mn (06./06.) 1 meTunnapabeH B
konuyectee ot 0,1 5o 1,5 mr Ha 0,5 mn (mac./06.); nnn

2-theHokcnaTaHon B konudectse o1 1 go 6 mr Ha 0,5 mn (06./06.) n nponunnapabeH B

konuyectee 0,05-0,2 mr Ha 0,5 mn (mac./06.); unun
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2-theHokcuaTaHon B konudectee ot 1 go 6 mr Ha 0,5 mn (06./06.), meTunnapabeH B
konuyectee 0,1 - 1,5 mr Ha 0,5 mn (mac./06.) n nponunnapabeH B konnyectee 0,05 - 0,2 mr Ha
0,5 mn (mac./06.);

i). JoBeaeHne 3HaueHua pH po 6,0-7,0 ¢ nomowbio rmgpokcnga Hatpusi/kapboHaTta
HaTpus; n

j). Job6aBneHune hnsmonornyeckoro pacTeopa aAns gosegeHns obveéma.

55. Cnoco6 no n. 54, oTANYaLWKUIACA TEM, YTO KOMMNOHEHT VI AONONMHUTENBHO COAEPXKUT

aHTureH IPV tuna 2 (wramm MEF-1 unu wramm Sabin) B konnyectse ot 1 go 20 DU Ha 0,5 mn.

56. Cnocob no n. 54, oTnnyaroLWmMICs TeM, YTO NONyYeHNe KOMNOHEHTa | BkntoyaeT B cebs
cneayowme atansbl:

a). MNMepeHoc docdaTa antoMMHUS B KOHTENHEP/EMKOCTb;

b). no6aBneHne AUHTEPUNHOIO aHATOKCUHA;

C). poBeaeHne 3HadeHusa pH o 4,5-5,5 ¢ NoMOLb YKCYCHOW KUCMOTbI/rMapokcnga
HaTpus;

d). ctabunmsaums;

€). posegeHne sHadveHms pH pgo 5,5-6,5 ¢ nomowbio rmapokcuaa Hatpusi/kapboHaTta
HaTpus; n

f). ctabvnnsayusa rmctuanHosbimM Bycepom.

57. Cnocob no n. 54, oTnuyaroWwunuca Tem, 4YTo noryyeHne KomnoHeHTta |l BkrovaeTt B
ceb4a cnepyowme sTansbl:

a). MNepeHoc ocara antoMmMHUS B KOHTENHEP/EMKOCTb;

b). nobaBneHne CToNOHAYHOrO aHaTOKCUHA;

C). poBeaeHue 3HadveHuss pH o 4,5-55 ¢ noMoLb0 YKCYCHOW KUCMOTbI/ruapokcuaa
HaTpus;

d). ctabunmsaums;

e). fosegeHune 3HaveHms pH po 5,5-6,5 ¢ nomowbio rmapokcuaa Hatpusi/kapboHaTta
HaTpuS; n

f). ctabvnunsayusa rmcTuanHoBbIM Bydepom.

58. Cnocob no n. 54, oTnmMyaoWmMncs Tem, YTo nonyvyeHne komnoHenta lll BkniovaeT B
cebs cneayowme aTtanbl, Takme Kak:

a). HakTmBayua wrammos Bordetella pertussis 134 npn Temneparype 56°C B TeueHue
10-15 MMHYT B NpUCYTCTBMM hopmanbaernaa;

b). nHakTMBaums wrammos Bordetella pertussis 509 npu Temnepatype 56°C B TeueHue
10-15 MMHYT B NpUCYTCTBMM (hopmanbaernaa;

C). MHaKTnBaumsa wrammos Bordetella pertussis 25525 n 6229 npu temnepatype 56°C B

TeveHne 10-15 MUHYT B NpUCYTCTBUKN hopmManbaernaa;
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d). nHakTnBayua wrammoB Bordetella pertussis 6229 npu Temnepatype 56°C B TeueHue
10-15 MMHYT B NpUCYTCTBMM (hopmanbaernaa;

€). nocneaywuiee cMeLUMBaHue MHaKTMBMPOBaHHbIX WTamMmoB Bordetella pertussis 134,
509, 25525 n 6229 B cootHoweHunn 1:1:0,25:0,25; n

f). HeoBaszaTenbHaga agcopbupuma Ha aabloBaHTE HA OCHOBE artoOMUHUS;

npu 3ToM B cnocobe He ucnonb3yeTcsa TuoMmepcan, W MHaKTUBMPOBAaHHbLIN
LeNbHOKNETOYHbIA KOKMIOWHbIA aHTUreH OCTaeTCsl He KOMKOBaTbiM, a OAHOPOAHbIM, YTO
NMPVMBOAUT K CHUKEHUIO PEaKTOr€HHOCTM N AaeT Nyudwyo 3PdPEKTUBHOCTL B TeveHme Gonee

ANUTENbHOIO BPEMEHMN.

59. Cnocob no n. 54, oTnuuaroLWUnCca Tem, YTO NoryveHne KomnoHeHTa |V BknovaeT B
ceba cnepyowme aTansbi:

a). MNMepeHoc docdaTa antoMmMHUS B KOHTENHEP/EMKOCTb;

b). no6aBneHne NOBEPXHOCTHOrO aHTUreHa renartura B;

C). poBeaeHne 3HadeHusa pH o 4,5-55 ¢ nNomowbl YKCYCHOW KUCMOTbI/rMapokcnga
HaTpus;

d). ctabunmsaums;

e). loBegeHne sHaveHus pH po 5,8-6,8 ¢ nomowblo ruapokcmga Hatpusi/kapboHaTta
HaTpus; n

f). crabvnunsayus.

60. Cnocob no n. 54, otnnyaowmnca Tem, 4To nonyvyeHme KomnoHeHTa V BKIOYAET B
ceb4a cnepyowme sTansbl:

a). PepmeHTauyma Haemophilus influenzae Tuna b;

b). MHakTuBayma npu temnepatype 37°C B TeuyeHme 2 vacoB B npucytctBum 0,1%
dopmanbaernaa;

c). OuncTtka nonucaxapmga nonvpubosunpubnrondocgara (PRP) Hib;

d). KoHblormpoBaHme ovnLLEHHOro NpoayKTa dTana co CTONOHAYHbIM aHaTokcuHom (TT)
C NCMNONb30BaHMEM XMMWUW KOHBIOraUMM LUAHWIMPOBAHUS LMaHoreHbpommaa B MPUCYTCTBUM
NMHKEpa gurngpasmnga agunuHoBon kncnotol (ADH);

€). OuUCTKa KOHblorata atana d; u

f). dunbTpayns oUYULLEHHOrO KOHbIOraTa NpeanoYvTUTENbHO Yepes hunbTp C pasmepom
nop 0,22 MKMm;

npy 3TOM MNPOUEHTHOE coaepxkaHue csobopgHoro PRP cocrtaeBnsiet He Gonee 5% ot
oBLLero Konm4ecTea O4YMLLEHHOMO KOHBbIorata Hib.

61. MonHOCTBIO XMakas MHOrog03oBad WMMYHOreHHas komnosvuma, rge 0,5 mn
KomMnosnuyum cogepxmt aHtured D B konndvectse ot 10 go 25 Lf, aHTureH T B konnyecTse oT 2 A0
10 Lf; anTuren wP B konu4yectee ot 12 go 16 I0U; HBsAQ B konudecTtse oT 7 40 15 MKr; aHTUreH
Hib B konnyectse oT 7 ao 13 mkr; aHtureHd IPV, tun 1 (wramm Mahoney nnu wramm Sabin) B

konunyectse ot 1 go 25 DU, tun 2 (wramm MEF-1 nnn wramm Sabin) B konnuyectse ot 1 go 10
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DU n tnn 3 (wrtamm Saukett nnu wramm Sabin) B konnyectse oT 1 50 20 DU, COOTBETCTBEHHO;
obwee coagepxaHve antomuHua (AlP*) B konunyectee ot 0,1 go 0,6 mr; 2-beHoKCUaTaHon B
konu4yectee ot 1 50 6 mr (06./06.);

rae JaHHas KoMno3uyua nonyyeHa cneayowmm cnocobom:

a). [lobaBneHne hnsnonorMyeckoro pactsopa B EMKOCTb/KOHTEVMHEP AN CMELUMBAHUS,

b). lo6aBneHne KOMNOHEHTa |, coagepallero ANPTEPUINHBIN aHaTOKCUH;

c). Job6aBneHne komnoHeHTa |l, cogepkawero CTonbHAYHbIA aHATOKCWH;

d). Jo6aeneHue komnoHeHTa lll, cogepKallero MHaKTUBUPOBAHHbIN LeNbHOKNETOYHbIN
KOKMIOLLUHbIW @HTUIEeH UM 6EeCKNETOUHbIN KOKMIOLWHbIN aHTUreH (aP);

e). [lobaBneHue koMnoHeHTa |V, cogepKallero NOBEPXHOCTHbIA aHTUreH renaTtuta B;

f). loGaBneHue koMnoHeHTa V, cogepkawero aHtTureH Hib;

g). JobaeneHue komnoHeHTa VI, cogepxawero aHtured IPV, roe IPV tnna 1 (wramm
Mahoney nnn wramm Sabin) B konuyectse ot 1 go 25 DU, tuna 2 (wramm MEF-1 unu wramm
Sabin) B konuyectee ot 1 go 10 DU n tvna 3 (wrtamm Saukett unu wramm Sabin) B konnyecTtse
ot 13020 DU;

h). Jo6asneHne 2-ceHokcmaTaHona B konn4yectee oT 1 40 6 mr Ha 0,5 mn (06./06.)

i). JoBeaeHne 3HaueHusa pH po 6,0-7,0 ¢ nomowblo rmgpokcnga Hatpusi/kapboHaTta
HaTpus; n

j). LobGaBneHne dur3nMonornieckoro pacteopa 4nsa goseaeHns obbvéma.
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