MHH3TPAB POCCHH

AN-00141A~ 100518
MHHU COTIACOBAHO
CTEPCTBO 3/IPABOOXPAHEHU I POCCUUCKOU ®EIEPATIVN

MHCTPYKIMA
1O MEJIULITMHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

CUH®JIOPUKC / SYNFLORIX®

(Bakuuna 10-BajieHTHAsi THEBMOKOKKOBAsI MOJIHCAXAPH/IHASI, KOHBIOTHPOBAHHAS €
D-nporennom nerunupyemoii Haemophilus influenzae, cron0usiunbiM 1 1 TepHiHBIM

AHATOKCHHAMH, aucopﬁuposan Haﬂ)

Perucrpanuonnblii Homep:

ToproBoe  HammenoBanue mnpenapara: Cundnopukc  (Bakuuna  10-BaneHTHas
MHEBMOKOKKOBasi TMOJMcaxapujHas, KOHBIOTMPOBaHHAs ¢ D-NpoTeMHOM HETHIHPYEMOi
Haemophilus influenzae, cronOHIYHBIM U QUG TEPHITHBIM aHATOKCMHAMHU, aJIcOpOUpoBaHHas) /
Synflorix®.

I'pynnupoBouHOe HAaWMeHOBaHME: BaKUMHA A8  NPOPUIAKTUKU  ITHEBMOKOKKOBBIX
UHEKUHUH.

JlexkapcTBennasi ¢popma: cycrneH3us st BHy TPUMBILLIEYHOTO BBEACHMS.

COCTAB
1 no3a (0,5 M) copepxKuT:

Haumenosanue komnonenmos Konuuecmeo
Jeiicmeyrouque gewgecmaa
Ionucaxapuow: Streptococcus pneumoniae, KOHbIO2UPOBAHHbIE € DENKAMU-HOCUMENSAMU.!
[Tonucaxapua ceporuna 1 1 mxr / PD
[Tonucaxapua ceporuna 4 3 mxr/ PD
[lonucaxapua ceporuna 5 1 mxr / PD
[Tonucaxapun ceporuna 6B 1 mxr / PD
[Tonucaxapun ceporuna 7F 1 mxr / PD
[Tonucaxapua ceporuna 9V 1 mxr / PD
[Tonucaxapun ceporuna 14 1 mxr / PD
[Tonucaxapun ceporuna 18C 3mkr/TT
[Tonucaxapua ceporuna 19F 3 Mkr /DT
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[Tonucaxapun ceporuna 23F 1 mxr / PD

Benxu-nocumenu (0bwee xoauvecmeso):

PD: D-niporeun Haemophilus influenzae 9-16 Mkr”
TT: aHaTOKCUH CTONOHSYHBIN 5-10 mxr”
DT: anatokcuH audrepuiiHbIi 3-6 Mkr”

Bcnomozamenvhole seuiecmesa

Amomunus docdar (B nepecyere Ha amrOMUHHI) 0,5 mr
Harpus xnopun ~ 4,4 mr
Bopa pis unbekiui 1o 0,5 ma

*
COCTaB IpenapaTta OCHOBAaH Ha COACPIKAHUHU MOJIMCAXaprua0B, a UHAWBUAYAJIBHOE COAEPIKAHUE

OenKa-HOCHUTEIS 3aBUCUT OT OTHOIIEHHS «roJimcaxapun / GenoKy.

OIIMCAHHUE
Cycniensusi Genoro 1Bera, pasjelsiomiascs NMpH OTCTAaMBAaHWM Ha JBa ClOs: OECLBETHYIO
HaZ0CaJ04YHYIO XKHUJIKOCTh U Oelblif 0cafoK, MOMHOCTBIO Pa30UBAIOLIMICS TPHU BCTPSIXUBAHUM

0€3 XJIONbEB U KOHITIOMEPATOB.

XAPAKTEPUCTHUKA IIPEITAPATA

Cundnopukc (Bakuuna 10-BajeHTHas MHEBMOKOKKOBAS MOJIMCAXapUIHAasi, KOHBIOTHPOBAHHAS
¢ D-nporenHom Herunupyemoii Haemophilus influenzae, cronGusuneiM u audTepuiiHbiM
aHAaTOKCHMHaMH, ajcopOupoBaHHasi) (nanee — CuH(IOPUKC) SBISETCS KOHBIOTMPOBAHHOW
BAaKLMHOM, cojepxkamieit nonucaxapuiasl Streptococcus pneumoniae 10 cepOTHIIOB,
KOHBIOTHPOBaHHBIE € O€JIKaMM-HOCUTENISIMM M aJcopOMpoBaHHBIE Ha anoMHHUs (ocdare.
OcHoBHO#  Genok-HOcUTeNb — D-npoTreMH —  SBISETCS  MOBEPXHOCTHBIM  OEIKOM
Hetunupyemoii Haemophilus influenzae. Jlpyrue O€NKM-HOCUTENIM — CTOJNOHSYHBIA MU

audTepuitHbIi aHATOKCHHBI.

DOAPMAKOTEPAIIEBTUYECKAS I'PYIIIIA
MUBII-BakuuHa.

Kopa ATX: JO7TALS2.

UMMYHOJIOTMYECKUE CBOMCTBA

Dnudemuonocuyeckue OaHHle

Bakuuna conepxut anturensl 10 cepotunos Streptococcus pneumoniae (1, 4, 5, 6B, 7F, 9V,
14, 18C, 19F wu 23F), BeI3bIBAIOMX HauOOJbIIEEe KOJMUYECTBO CIIy4aeB WHBAa3MBHOMU

MHEBMOKOKKOBOM HHpekumu (50-96 %) y nereii Mmnaauie 5 neT B MUpe.

C.2u319



[THEeBMOHMSI pa3IM4YHON 3THOJIOTHH SIBJISETCS OCHOBHOM NMPUYMHOMN JeTCKOM 3a00/1eBaeMOCTH U
CMEPTHOCTH BO BceM mupe. [To oueHkam, NpoBeIEHHBIM B MPOCMEKTHBHBIX MCCIIEA0BAHUSIX,
30-50 % cimyvaeB GakTepualbHOM THEBMOHUU BBI3BAHBI Streptococcus pneumoniae.

B mupoBoii npakruke He MeHee 60—70 % KIMHHUYECKMX CIIyyaeB OCTPOro0 CPEJHEro OTHTa
(OCO) wumeror OakrepualbHyl TMPUYMHY W 4allle BCEro BbI3bIBalOTCA Streplococcus
pneumoniae v nerunupyemoit Haemophilus influenzae.

Hmmynonozuueckan 3¢ppexmusnocms

B xnuHuyeckux uccrenoBaHusx BakuuHa CHHQPIOPUKC BBI3bIBAla HMMYHHBIH OTBET KO BCEM
10 cepoTunam, BXOASIIMM B COCTaB BaKLMHBL, OJHAKO BEIMYMHA OTBETa BapbUpoBaia B
3aBUCUMOCTH OT cepoTHrna. OyHKIMOHAIBHBIH UMMYHHBIN OTBET NMPOTHB CEPOTUNOB | U 5 OB
HECKOJIBKO HHKE M0 CPaBHEHMIO C OCTaJbHBIMM CEPOTHNaMH. BiiMsHUE JAaHHOrO SBJIECHUS Ha
KIMHUYECKYI0 3((EeKTUBHOCTh BaKIMHBI [ NMPOGUIAKTHKU 3a00JIeBaHUM, BBI3BAHHBIX
MMEHHO 3THUMH CEPOTHIaMH, HEU3BECTHO.

Taroke ObLIO MPOJEMOHCTPUPOBAHO, YTO BakMHA CHHQIOPUKC UHAYLIMPYET UMMYHHBIH OTBET
NpOTHB cepoTuna Streptococcus pneumoniae 19A, He BXOASLIEro B COCTaB BaKUMHBL. Yepes
OJMH  Mecsll TOcjie  peBakUMHAUMM  Habmojanock  yBenuueHue B 6,1 pa3
cpenHereomerpuyeckux  KoHueHtpauuit (CI'K) awturen k 3TOoMy cepoTurmy |
CpEHEreOMETPUYECKUX TUTPOB (CI'T), onpeaensieMbIX METO0M OLICHKH
oncoHodarouuTupyoieit aktuBHOCTH (ODA).

B pamkax KIMHMYECKMX MCCIIEJOBAHWI MOJATBEpPX/IEHA BBICOKAS MMMYHOT€HHOCTH BaKLIMHBI
Cundropuke npu NpUMEHEHUH JIBYI030BOH U TPEX1030BOM CXeM MEPBUYHON MMMYHHU3ALIUH Y
JIeTei 10 2-X JIeT U 2-5 JeT )KU3HM.

Hmmynonozuueckas namams

Bo Bpems nepuojga HaOmoJeHWs B MCCIEJOBAHMM [0 OLEHKE HMMMYHOJIOTHYECKOM
3¢ HEeKTUBHOCTH MEPBUYHOM MMMYHH3aUMU 2 W 3 103aMU BaKLMHBI NEPCUCTEHLUS AHTUTEI
coxpaHssiach y jeteil B Bo3zpacte 36—46 mecsueB, MOJyYMBIIMX 2 J03bl BaKUWHBI B paMKax
MEepPBUYHOM WMMYHHM3ALMU ¢ nocieayromeit pepakuuHanuei. IIpu stom He menee 83.7 %
BaKLIMHUPOBAHHBIX OCTABAIMCH CEPONO3UTUBHBIMU K BAKLIIMHHBIM CEPOTUIIAM U cepoTurty 19A.
Cpenu jeteif, noiayyMBLIMX 3 J03bl BakKLUMHBI B paMKax TMEPBUYHOW WMMYHM3ALUU C
nocieAyroued  peakuuMHauMed, He MeHee 96,5 %  BaKUMHUPOBaHHBIX  OCTABAJIUCH
CEepOINO3UTHBHBIMU K BaKLIMHHBIM cepoTunam u 86,4 % — k cepotury 19A.

ITpu BBeaeHUM | JOMONHUTENBHOM 103b1 BaKUMHBI CUH(IOPUKC HA YETBEPTOM IOy KM3HU
JETSM, MIPUBUTHIM 2 WK 3 103aMH BaKIMHBI C MOCIEAYIOLIEH peBaKLMHALKMeH, Habm01an0ch

onuHakoBoe MHorokpaTHoe yBenaudeHue CI'K u CI'T anTHTEN KO BCEM BAKLIMHHBIM CEPOTHUITAM
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u cepotury |9A, 4TO MOATBEPXKAAET HATMYME AHAMHECTMYECKOro UMMYHHOro otseta. [Ipu
NMPUMEHEHUH O0EHMX CXeM BaKLMHALMHU Takke HaOIIoJaloch HaJIWYHME aHAMHECTHYECKOTO
MMMYHHOTI0 OTBeTa Ha npoteuH D.

Dpghexkmusnocms 6 npounakmuxe uHBA3UBHBIX NHEEMOKOKKOBBIX UHeKYUll
DddextrHocTs  BakimHbl  CuHuOpHKC A1 NpOPHIAKTUKM — OaKTEpHOJOrMUECKH
MOJATBEPIKICHHBIX CITy4yaeB WHBA3WUBHBIX MHEBMOKOKKOBBIX MHpekuuit (UIIN), BbI3BaHHBIX
CEpOTUNIAMM TMHEBMOKOKKOB, BXOJSALIMMU B COCTAB BAKLMHBI, MMOATBEPHKAEHA B KIMHUYECKUX
uccneaoBanusx. DPPEKTUBHOCTh BaKLMHBI Yy JIeTei B Bo3pacte <7 wMecsueB s
npopuaakTUkU GaxkTepuosoruyecku noareepxaeHHbIx ciyuyaeB MIIM cocraBuna 100 % npu
BakUMHauuu 1o cxeme 3+1 u 91,8 % npu BakumHaumu no cxeme 2+1.

Ipghekmusnocms 6 npopunakmuxe nneemonuu

DddextrBHOCTH BakumHbl CHH(IOPUKC B MPOGUIAKTHKE MPEANIONOKUTENBHO OaKTepHabHON
BHeOOMbHUYHON nHeBMOHMM (BBIT) Opina mokazana B koropre, nojydaBUIeld MEPBUYHYIO
UMMYHH3alIMIO C BBeJeHHEM He MeHee 3 103 BakuuHbl (p <0,002). TlpeanonoxurensHo
O6akrepuansHas BBIl onpenensiiach Kak peHTreHOJOrMYECKH MMOJATBEPXKICHHBIH CIydaid
BHEOOJBHUYHON MHEBMOHMHU C aJbBEOJISPHBIM YIUIOTHEHWEM W/WIIM TUICBPAJIbHBIM BHITIOTOM
WJIH C HeallbBeoJIsipHO uHbuIbTpanueit npu yposae C-peaktuBHoro 6enka > 40 mr/.

D¢ deKTUBHOCTh BaKLMHBI B OTHOILEHHMH MPEANONokKUTeNbHO OaktepuanbHoii BBIT yepes 2
HEJIENIU M0CJIe BBEICHUS TPEThel J03bl BaKIMHbI cocTaBuia 22 %.

D¢ dexktuBHOCTE BakuMHbl B oTHOwWeHWH BBIl ¢ anbBeosnsipHBIM - yIUIOTHEHHEM WM
TUIEBpaIbHBIM BBINOTOM coctaBuia 22,4 % B nepuoj HabmopeHus 48 mecsleB ¢ MOMEHTa
Hayana uccie10BaHusl.

O¢dexkruBHocts  BakuuHbl  CuHbnopukc B npopunaktike — OakTepueMHUYECKOi
NMHEBMOKOKKOBOM IMHEBMOHWM WJIK SMIIMEMBI, BBI3BAHHBIX BaKLMHHBIMK CEPOTHIIAMHU
NMHeBMOKOKKa, coctaBuia 100 %.

D¢ heKTUBHOCTh BAKLMHBI B CHHXKEHHWH KOJIMYECTBA CIIy4aeB IMHEBMOHUH (YCTAHOBIICHHBIX B
coorBeTcTBUM ¢ kogamu MKDB-10 myis nHEBMOHMM), AMArHOCTUPOBAHHOM B CTalMOHape,
cocraBuna: 26,7 % npu BakuMHaimu no cxeme 3+1; 29,3 % npu BakuMHALMK NO cxeme 2+1;
33,2 % npu BakuuMHauuu Aeteil B Bo3pacte 7—11 Mmecsues; 22,4 % npu BaKUMHALMM AETEH B
Bo3pacte 12—18 mecsiues.

Dpgpekmusnocmes 6 npourakmuxe ocmpozo cpeonezo omuma (0CO)

Beenenue Bakimubl CHHGIOPUKC MHAYLMPYET MMMYHHBIH OTBET HE TOJIBKO K CEpPOTHIaM

Streptococcus pneumoniae, BXOJsAIIMM B COCTaB BakKIMHbl WU PpOACTBEHHBIM UM, HO H K
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D-nporeuny, noBepXHOCTHOMY aHTUreHy Hetunupyemoit Haemophilus influenzae, onnomy u3
Bo30yauteneit OCO, KOTOpbIit BXOAUT B cocTaB BakLMHBI CUHGIOPUKC KaK OET0K-HOCUTEb.
DddextuBHocTs BakuuHbl Cundnopuke B mnpodunaktuke OCO noareepikaeHa ABYMs
KJIMHUYECKUMU UCCIIEIOBAHUSIMHU.

B nepBoM KJIMHMYECKOM MCCIIEJOBAaHMU C PUMEHEHUEM KaHAMAATHON BaKLIMHbI, COAEpIKalLEH
10 ceporunos Streptococcus pneumoniae, BXOASIKX B cocTaB BakUMHBI CUH(IOPUKE, U OJUH
JOTNOJIHUTENbHBIA cepoTHIl, 3(GeKTUBHOCTb BakUMHbI it npodunaktuku OCO coctaBuna:
33,6 % — B OTHOLUEHUM KIMHUYEeCKH noarBepkaeHHoro OCO moboii atuonoruu; 51,5 % — B
otHomieHUH OCO, BBI3BAHHOTO JIOOBIM CEPOTHIIOM IMHEBMOKOKKaA; 67,9 % — B OTHOLIECHUM
OCO, BBI3BAHHOTO CepOTHNAaMU Streptococcus pneumoniae, aHTUI€HBI KOTOPBIX BXOJSAT B
coctaB BakiMHbl CunHduopuke; 65,5 % — B otHomeHud OCO, BBI3BAHHOIO CEPOTHIIAMH
Streptococcus pneumoniae, pPOJCTBEHHBIMM CEPOTHUIIAM, BXOJSIIMM B COCTaB BaKLMHBI
Cundnopukc; 35,3 % — B otHomeHun OCO, BbI3BaHHOTO HeTunupyemoii Haemophilus
influenzae; 35,6 % — B otHomenun OCO, BeizBaHHoro Haemophilus influenzae (Bkaouas
Hetunupyemyto Haemophilus influenzae).

Bo BTopom HccrieioBanuM ¢ npuMeHeHueM BakuuHbl CuHdropuke 3¢ GekTHBHOCTE BAKIIMHEI B
npodpunaktuke OCO cocraBuna: 16,1 % — B OTHOLIEHWH KIMHUYECKU IOJATBEPIKIECHHOTO
OCO moboit stnonoruu; 56,1 % — B orHoweHun OCO, BBI3ZBAHHOTO JHOOBIM CEPOTHIIOM
nHeBMokokka; 67,1 % — B orHowenun OCO, BbI3BaHHOrO cepoTunamu Streptococcus
pheumoniae, aHTUTEHbl KOTOPBIX BXOAAT B cocTaB BakuuHbl Cundnopukc; 15% — B
orHoweHuu OCO, BozBaHHoro Haemophilus influenzae (BKOYasi HETUIIMPYEMYIO
Haemophilus influenzae); 15 % — B otHomenun OCO, BBI3BAHHOTO TOJBKO HETHITUPYEMOM
Haemophilus influenzae.

OTMeuyeHO OTCYTCTBHE YBEJIMYEHMs KOJMYECTBA CIy4aeB OCTPOrO OTUTAa CpPEJHEro yxa,
BBI3BAHHBIX HEBAKUWUHHBIMU CEPOTHIIAMHU W/WIIK CEPOTUNAMH, HE POJCTBEHHBIMU CEPOTHIIAM,
BXOJISILIIMM B COCTAB BaKLMHBI, UM JAPYTUMH OaKTepHalbHBIMH MaTOT€HAMMU.

[locne 3aBepiueHMs BaKUMHALMK KaHJUJIATHOW BaKLMHOM, coaepxaiieit 10 ceporunos
Streptococcus pneumoniae, BXOAAMX B coctaB BakUMHbl CHHGIOpPUKC, W  OJMH
JIOTIONIHUTENbHBIH  cepoTun, wvactota peuuausupytomero OCO (=3 oOoctpenuit uepes
6 MecsueB unM >4 oboctpeHuit yepe3 12 mecsiueB) cHukanack Ha 56 %, a KOJIMYECTBO
3MU30/10B KaTeTepU3alMu clryXoBoi TpyOsl — Ha 60,3 %.

Bnusanue na naznayenue aHmumMuxkpoonoit mepanuu

B o0wieit koropre BaKIMHHUPOBAHHBIX JAETeH Mpu BakuWHAauWM mnpenapatoMm CuHdiopuke

Ha0JII0/1aJI0Ch CHW)KEHHE KOJIMYECTBA Ha3HAYEeHHH aMOKCHLMIIIIMHA amOynaTopHo (Haubonee
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yacTo HazHayaeMblii anTuOMOTUK npu OCO) Ha 7.9 % npu BakuuHauuM no cxeme 3+1 u Ha
7,5 % npu BakuuHauMu no cxeme 2+1. B rpynmax nauueHTOB, MOJIyvyaBIUMX BAaKLMHY
Cundrnopukc, HaOmojanach TEHAEHLMS K CHIDKEHUIO BceX aMOy/laTOpHBIX Ha3HaueHUH
AHTUMMKPOOHOM Teparnuu M Ha3HAueHWH MpernapaToB aHTUMHUKPOOHOW Tepanuu, Haubosee
YacTO NMPUMEHSIEMBIX MPH OTUTE CPEJTHETO yXa U PeCUPATOPHBIX HHPEKIMAX.

Bruanue na nocumenbcmeso 6 Hocoznomke

Bnusuue Bakumuel CHHOIOPUMKC Ha HOCHMTENIBCTBO MMATOTEHHBIX MHKPOOPraHU3MOB B
HOCOTJIOTKE OBIJIO U3YYEHO B ABYX KIIMHUUYECKUX MCCIIEIOBAHUSX.

B jaHHBIX HMCCNIEJOBaHMSX TpPH TNpUMEHEHMM BakUMHbl CHHOIOPUKC yMEHBLIMIOCH
HOCHUTEJIBCTBO MHMKPOOPTaHU3MOB, BXOMASIIMX B COCTAaB BAaKLMHBI, C SBHBIM YBEIUYEHHEM
HOCHTEJICTBA TUIIOB MUKPOOPraHU3MOB, HE BXOJSILMX B COCTAB BAKLMHBI (32 UCKIIOYEHHUEM
TaKOBBIX, 00J1a/IAI0IIMX NEPEKPECTHON peaKTUBHOCTHIO), HAaOI0JaeMBIM T10CIIE peBAKLIMHALIMH.
[Tpu paccMOTpeHUH pe3yabTaTOB UCCIIE0BAHHIA B COBOKYITHOCTH OblJa BBISIBIIEHA TEHACHLMS K
YMEHBLIEHHIO OOLIEro HOCUTEIBCTBA MHEBMOKOKKOB. B 000MX HccieoBaHUSAX HAOMOAaNach
3HaYMMas TEHACHLMUS K YMEHBIIEHHIO HOCUTEIBCTBA OT/IEIbHO B3sTHIX cepoTurioB 6B u 19F. B
OJJHOM U3 MHCCIICJOBAaHUI Takke HaOM0JAIOCh 3HAYUMOE YMEHBIIEHHE HOCHUTENILCTBA
OTJENBbHO B34THIX cepoTurnoB 14, 23F u, npu npumeHeHUH 3—1030BOM CXEMbI NMEPBUYHOM
BaKLMHALMK, cepoTuna 19A, obnasarouiero nepeKpecTHOH peakTUBHOCTBIO.

B KJIMHHYECKOM MCCIEJIOBAHUHU, TPOBEACHHOM C LEJIBKO OLIGHKM 4YaCTOThl HOCHUTEIBCTBA
MAaTOT€HHBIX MHUKpPOOPraHu3MOB B HocorioTke y BHWY-nonoxutenbHbIX AeTeil rpyAaHOro
Bo3pacta (N =83) u BHY-orpuuatensHpix pgeTeid TIpyAHOro BO3pacra, pPOKIACHHBIX
BUY-nonoxutensHoi Matepeto (N = 101), nanuune BUY-undpexkunn He Bausno Ha sddexr,
oka3biBaeMblii BakUMHOW CHH(IOPUKC B OTHOIIEHWHM HOCHUTEILCTBA THEBMOKOKKOB, IpH
cpaBHeHuH ¢ 3¢pdekrom y BUY-orpuuatenvHeix aerei, poxaeHHsix BHY-orpuuarensHoit
matepbto (N = 100).

Inudemuosiozuyeckas QQQQ?EKmu()‘HOCMb no 0(_1HHbLM nocmpezucmpauuoHHo20 HAbOA100eHUsA

JlaHHblE TApHOrO MCCIEAOBAaHUS Clly4yal-KOHTPOJIb, B KOTOPOM MCIIOJIb30BaJM JIaHHBIE
SMUIEMHOJIOTHYECKOT0 Ha130pa, HAKOTUIEHHBIE B TEYEHHUE MOYTH 3 JIET C MOMEHTA BKIIFOYEHUS
BakUMHbI CUHQIOPUKC B MporpamMmy MaccoBOi HMMyHW3auuu B bpasunuu, nokazanu
3HAYMMOE YMEHBLICHUE KOJIMYeCTBa ciiyyaeB Oaktepuosornuecku win [P noareepxkaeHHbIX
HIIN, a umeHHO:

- UITHU, BbI3BaHHBIX JIHOOBIM BaKLMHHBIM CEPOTHNOM Streptococcus pneumoniae, Ha

83,8% (aHanu3 OCHOBaH Ha JaHHBIX O ciayyasx Oakrepuonorudecku wuiaum I[P
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noareepxkaeHuelx WIIW, Bbi3Banubix cepotunamu 4, 6B, 7F, 9V, 14, 18C, 19F, 23F):
WHBA3UBHOM MHEBMOHUM MK OakTepreMuu Ha 81,3 %, Mmenunrura Ha 87,7%;

- UIIH, Br3BaHHbIX cepoTunom 6B Streptococcus pneumoniae, na 82,8 %;

- UITH, Be3BanHbIX cepotunoM 14 Streptococcus pneumoniae, na 87,7 %;

— UI1TH, Bei3BanHbIX cepotunoM 19A Streptococcus pneumoniae, na 82,2 %.

CpaBHenue naHHBIX 0 yactoTe BecTpeyaeMoctd MIIU y neteii B Bo3pacte <5 ner 10 u nocne
Hayajlla MacCOBOM MMMYHM3alLMU (B TEYEHWE IMEPBBIX 3 JE€T) MNPOTUB IMHEBMOKOKKOBBIX
Hpekunit B QUHISHAMK CBUJIETEIBCTBYET O 3HAYMMOM CHWKeHUH 3aboneBaemoctu UTTH:

—  OTHOCHTE/IbHBIA ToOKazaTelb 3a00jeBaeMOCTH I 000N  OaKTepHOIOrHYecKu
noarBepxacHHo UMW cuuzuncs nHa 80 %: no maccoBod MMMyHH3auuu 62,9 ciydaeB Ha
100 000 yenoBeko-neT; nocie MaccoBo ummyHuszauuu 12,9 cinyyaes na 100 000 yenoseko-
TeT;

—  OTHOCHTENIbHBIN nokKasarelib 3a00J1eBaeMOCTH ISt 6aKTepHOIOrHIeCcKn
noareepxkaeHHbIX UITU, BBI3BaHHBIX MHOOBIM BaKUIMHHBIM CEPOTUIOM (aHAlM3 OCHOBAH Ha
JAHHBIX O chay4dasx Oakrepuonoruueckd wiu TP noareepxaennsix WITH, BbI3BaHHBIX
ceporunamu 1, 4, 6B, 7F, 9V, 14, 18C, 19F, 23F Streptococcus pneumoniae), CHU3UICS Ha
92 %: no maccoBoid uMMyHu3aumu 49,1 cayyaes Ha 100 000 yernoBeko-JeT; Mocjae MaccoBOM
uMMyHu3auuu 4,2 ciayyas Ha 100 000 yenoBeko-ieT;

- OTHOCHTENIbHBINA MNoka3arenb 3aboneBaemoct Juis UIIHW, Bei3BanHBIX cepotunom 19A
Streptococcus pneumoniae, cHuzuiacs Ha 62 %: 10 MacCOBOW MMMYHM3aLMU 5,5 ciyyaeB Ha
100 000 yenoBeko-neT; nocjie MaccoBoi UMMyHu3auuu 2,1 ciayqas Ha 100 000 yenosexo-er.
B Kanazne Baxkiuny CuH$IopuKc BBOJWIM I'PYJHBIM JETSM B paMKax MPOrpaMMbl MaccoBOi
UMMYHM3aLMU nocsie 4,5 NneT NpuUMEHEHUs] 7—BajJeHTHOW KOHBIOTMPOBAHHON BaKLMHBI U1
npoUIaKTUKK MHEBMOKOKKOBBIX MHGpekuuit. CoriacHo JaHHBIM 3MHAEMHOIOTHYECKOTO
Ha/J30pa, HAKOIUIEHHBIM B TeueHue 1,5 neT ¢ MOMeHTa BKJIIOYeHUs BakiuHbl CHHGIOpPHUKC B
nporpammy ummyHusauuu B Kanane, npu oxsare Bakumuauued 90 % pereit Habmoganochk
yMeHblIeHHe KonuyectBa ciaydaeB MITH, BbI3BaHHBIX BaKLIMHHBIMM CEPOTUNIAMU (B OCHOBHOM
3a cuer ceporuna 7F), Oe3 comyTcTByolIero yBeiauyeHus KoiuuyectBa ciydae WIIN,
BBI3BAHHBIX CEPOTHUIIAMM, HE BXOAALIMMHM B COCTaB BaKUMHBL. B wpemom, wyactora
BcrpeuaemocTi UITH cocrasuna 35 va 100 000 yenoBeko-yiet npu BakuuHauuu Cunbropuke
u 64 Ha 100 000 yenoBeko-NeT NPU BaKLMHALMK 7—BaJICHTHOM KOHBIOTMPOBAHHON BaKLMHOM

1151 PO UITAKTUKY THEBMOKOKKOBBIX MH(pekumii (p = 0,03).
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Hmmynozennocms y HeOOHOWIEHHBIX Oemell

Bakuuna CuH(IOPUKC MPOJAEMOHCTPUPOBAIA BBHICOKYIO WMMYHOI€HHOCTh INPU BaKLMHALIMU
HEJIOHOIIEHHbIX Jered (27-36 Henenb recraumu) 3 jo3aMu 1o cxeme 2—4—6 MmecsleB ¢
peBakuMHaiMe B Bo3pacte 15—-18 mecsueB. B uenom, y He Menee ueM 97.6 % nereit
JIOCTUrajioch MoporoBoe 3Hayenue KoHueHrpauuit antures (CI'K > 0,20 Mkr/mir), u3MepeHHbIX
metonoM MDA, u y He menee yeM 91,9 % nereii Tutpsl onconusupyromux anturen (CI'T)
COCTaBUIIM > 8§ 110 BCEM cepoTHIaM Streptococcus pneumoniae, BXOASIIUM B COCTaB BAKLIMHBI.

HmmyHozeHHOCMb 8 0CODBIX 2PYRNAX NAUUEHHO08

BHY-nonosicumenvuvie oemu epyonozo eospacma (BUY+/+) u BHY-ompuyamenvuvie oemu
2pyoro2o eo3pacma, podxcoennvie om BHY-nonoscumenvuvix mamepeti (BU4+/-)

B kiMHMuYeckoM MccrefloBaHuM, npoBeaeHHOM B FOxHoW  Adpuke, oueHUBAIM
UMMYHOT€HHOCTh BakIMHBI CHH(IOPUKC, BBOJUMON B COOTBETCTBUHM C 3-1030BOW CXEMOM
NepBUYHONW MMMyHM3auuu (B Bo3pacte 6, 10 u 14 neaens) ¢ nocieayrouMM BBEAECHHUEM
peBakUMHUpYIOLIEH 10361 (B Bo3pacte oT 9 10 10 mecsues) y 70 BUY-nonoxxuTenbHbIX JeTel
rpyaHoro Bospacta (BUY+/+) (¢ GeccumnromHoit M jnerkoit ¢opmoii 3aboneBanus), 91
BUY-orpuuarensHoro pedeHka rpyaHoro Bospacra, poxiaeHHoro or BUY-nonoxurenbHOM
marepu (BUY+/-), u y 93 BUU-orpuuarenbHbIX AeTeil rpyaHOro BO3pacTta, pPOXKAEHHBIX OT
BUY-orpunarensHoit matepu (BUY-/-).

Jlns  GONbLIMHCTBA BaKLUMHHBIX CEPOTHMIIOB CpPaBHEHHWE TpYIMIl HE BBIABWIO pasIvyuii
MMMYHHOIO OTBETa MOCJE Kypca MEepPBUYHOM UMMyHM3alMu Mexay rpynnamu BUY+/A+ u
BUY-/- unu mexay rpynnamu BUY+/- u BUY-/-, 3a uckioyeHneM TEHACHUMH K MEHbLIEH
JI0JIe YYaCTHHUKOB, Y KOTOphIX Habmopanoch poctwkeHrne ODA Ttutpa > 8 u Oojee HU3KUX
CI'T O®A B rpynne BUY+/+. KnuHuueckasi 3Ha4MMOCTh TAKOTO MEHEE BBIPAKEHHOTO OTBETA
no O®DA nmnocne Kypca TMEpBUYHOM WMMYHM3alUMM HeusBecTHa. J[lns ceporuna 19A,
o0Nalatomiero MepeKpecTHOM pPeaKTUBHOCTBIO, pPe3yNbTaThl HE YKa3biBalM Ha Kakue-TMdo
pazauuus no CI'K anturen, onpenenennoii merogom MDA, u CI'T ODA mexay rpynnamu.
PeBakuunupytomas no3a Bakuuuel Cunpnopukc y BUY+/A+ u BUY+/- nereit BbI3bIBaET
ycroituuBoe mnobiienue CI'K anruren, onpenenennoit meronom MDA, u CI'T ODA «
KaXJOMYy BaKILMHHOMY cepotury M cepotuny 19A, ykaseiBatomee Ha (OpMHUpOBaHHUE
MMMYHHOro oTBeTa. JIyis OONBIIMHCTBA BAKLIMHHBIX CEPOTUIOB M cepoTurna 19A cpaBHeHue
MEXIy TpyINnaMH He BBISIBMIO Kakux-nubo paszauuui no CI'K anturesn, onpeneneHHOM
metogom MDA, u CI'T ODA mnociie BBeieHUs peBaKIMHUpYOLei 10361 B rpynmnax BUY+/+ u
BUY-/- unu B rpynnax BUY+/- u BUY-/-.
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Pe3ynbrarhl, nojydeHHele s D-npoTeMHa, yKa3blBalOT Ha COMNOCTABUMBIA  YPOBEHb
MMMYHHOTO OTBETA 1OC/IE NMEPBUUHON UMMYHHM3ALIMK U PEBAKLIMHALIMK MEXIY IPYIINIaAMH.
Hemu ¢ cepnosuono-knemounoi anemueti (CKA)

B kiuHHuYECKOM HCCeI0BaHUH, MPOBeJeHHOM B bypkuHa-®Paco, OLeHUBaIM UMMYHOTEHHOCTh
BakiuHbel Cundrnopuke nocie Beeaenus 146 nersm ¢ CKA (48 nereii B BO3pacte mulajliie
6 MecsLEeB MOTYYHIH MEPBUUHYIO BaKIIMHALMIO B Bo3pacte 8, 12 u 16 Heaenb ¢ nocieayroumei
peBakuMHauuei B Bo3pacte 9—10 mecsues, 50 netsm B Bozpacte 7—11 mecsaue u 48 neram B
Bo3pacte 12-23 MecsueB ObT HAYAT KypCc HABEPCTHIBAIOLIEH UMMYHHU3ALUU B COOTBETCTBUH C
BO3pacToOM) 1o cpaBHeHHIO co 143 neremu Toro ke Bo3pacta 6e3 CKA. CKA ne Biusna Ha
UMMYHHBIM OTBET Ha BakUMHY CHHQIOPUKC A KaX/JOr0 BAaKLIMHHOTO CEPOTHIIA U CEPOTHIIA
19A, a taxke as D-nporeuHa.

Jlemu ¢ bonesnsimu ceneseHku

HMmmMyHOreHHOCTE M 6e30macHOCTh BakIMHBI CHHGIOPUKC OLIEHUBAIU B OTPAHUYEHHOM IpyTine
MalMEHTOB C BPOXJIEHHOM WIIM MPUOOPETEHHO# acTieH!el, HapyIeHHeM (YyHKLMH Cele3eHKU
WK 1e(UIIMTOM KOMIIOHEHTOB CHCTEMBI KOMITIEMEHTA: 6 maiueHToB B Bo3pacrte 2—5 net u 40
nauMeHToB B Bo3pacte 6—17 net (BakiHa CMHGIOPUKC NMOKa3aHa [l IPUMEHEHU y JeTei B
Bo3pacte 10 S yer). B jgaHHOM MccieqoBaHWM MOATBEP)KAECHA MMMYHOTE€HHOCTH BaKLMHBI

Cundrnopukc, Kakux-J1u00 HOBBIX MpobseM 0€30MacHOCTH HE BBISBICHO.

INOKA3AHUS K IPUMEHEHUWIO

AKTHBHAasi UMMYHM3aLlMsl JIETei B Bo3pacTte OT 6 HeJesb 0 S5 JIeT ¢ LeNblo MpoduIaKTHKK
3a00JIeBaHUI, BKJIKOYAsH CErNcUC, OAaKTEPUEMHIO, MHEBMOHUIO (MHBA3WBHYIO U HEUHBA3UBHYIO),
MEHHHIUT M OCTPBIN CPeJHUI OTUT, BBI3BIBAEMEIX Strepfococcus pneumoniae cepoTunos 1, 4,
5, 6B, 7F, 9V, 14, 18C, 19F, 23F, 19A (poACTBEHHbIH BaKLIMHHOMY CEPOTHUILY, B OTHOLLIEHHUH

KOTOPOIO MnocJji€ BaKUMHAUHWW [TPOUCXOAUT Bblpa60TKa NEPEKPECTHO pearupyrommx aHTI/lTCH).

IMPOTUBOIIOKA3AHUS

- ['unepuyBCTBUTEILHOCTD K JIIOOOMY KOMIMOHEHTY BaKLIMHBI.

- Octpble H}EKIMOHHbIE U HEMHPEKIIMOHHBIE 3a00J1eBaHus, 000CTPEHUE XPOHUYECKUX
3a00JIeBaHUIl SIBJISIOTCS BPEMEHHBIMH TPOTHBOIMOKA3aHUAMHU Ul TIPOBEJACHUS TPUBUBOK.
[lpuBuBKM mpoBoAsTCs 4epe3 2-4 HeOend TOCJIE BBI3AOPOBIEHHUS MWW B TEPHOJL
pekoHBaneceHuun uiu pemuccun. [pu Hetsbkensix OPBU, ocTpbIX KMIIEUHBIX 3a001€BaHHUAX
M Jp. TPUBHUBKM MPOBOJSTCS Cpasy IMocjie Hopmaau3auuu Ttemneparypbl. [Ipu Hanuuuu

C.Ha6OBb]pa)KCHHbIX CHUMIITOMOB MPOCTYAbl HE CIEAYET OTKJIAABIBATH BaKIIMHALHIO.
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INPUMEHEHUE IIPU BEPEMEHHOCTH MW B [IEPUOJ TIPYJAHOI'O
BCKAPMJIMBAHUS

Ipenapar npeanaznayen s aereid. [Tockonbky Bakuuna CuH(IOPUKC He NpeiHa3HAYEHA IS
MPUMEHEHUSI Y B3POCIBIX, HCCIEAOBAHHMS IO OLEHKE MNPUMEHEHHs BaKIMHBI BO BpEMS

OepeMEHHOCTH W/ B NEPHOJ KOPMIICHHUS I'PYBIO HE NIPOBOIUIIHUCE.

CIIOCOB IIPUMEHEHUSA U 103561

Cnoco6 BBeieHHSsI

Bakuuny ciieyer BBOAHTH TOJBKO BHYTPHMbIIIEYHO!

3anpeuieHo BBOJAUTH BaKLIMHY BHYTPUCOCYAUCTO WJIA BHY TPUKOIKHO.

JlaHHBIE O MOJKOXKHOM BBe/IeHUH BaKLMHBI CHH(IOPUKE OTCYTCTBYIOT.

PekomeHyeMble MecTa BBEICHHUS — BEpXHEHapy)KHasi MOBEPXHOCTh cpeHel yacTu Oeapa y
JIETeH MepBOro roja >KU3HU WK JeJIbTOBUIHAS MBIIILA TUle4a y Aetel crapuie | roja.

[lpy XpaHeHMM BaKIMHA pa3iessercs Ha Oelblid 0CaZiok M MPO3pPayHyI0 HaJ0CaA0UYHYIO
JKHUJKOCTB, UTO HE SIBJISIETCS MOKa3aTesleM YXYAIEHUs KayecTBa npernapara.

JIo ¥ nocnie BCTpAXMBAHUS LITNPULIA UK (J1aKOHA €ro COAEePIKUMOE HEOOXOJMMO MPOBEPUTH Ha
coJiepKaHue BHIMMBIX MOCTOPOHHUX YaCTHMIl M/WIM Ha HaJIM4YHe OTKJIOHEHWH BO BHEIIHEM
BUJIC COJEPIKUMOro mnepes BBeaeHUeM. [Ipy HaTWUMK BUAMMBIX MMOCTOPOHHUX YaCTULl W/WIIK
MpPU HAJIMYUKU OTKJIOHEHUH BO BHEIIHEM BUJIE COAECPIKUMOrO BaKILIMHY HE UCIIOJIB3YIOT.

[lepen npuMeHeHUEM BaKIIMHY CJIEYET XOPOUIO BCTPSAXHYTh.

Hewucnonb3oBaHHBIN NpenapaT ¥ OTXO/Ibl OT €r0 UCMOJIb30BaHUS I0JIKHBI OBITh YHHYTOXKEHBI B
COOTBETCTBUM € TpeOOBaHUSAMH, NPUHATBIMU B Poccuiickoit @eepanuu.

CxeMbl BAKIHHAIHH

Pa3oBas 103a BakiuHbI cocTaBisget 0,5 M.

UmmyHu3aumo BakiMHoW CHHQIOPUKC MPOBOAST € Y4YEeTOM HALMOHAIBHOIO KajeHaaps
npodpunakTuyeckux npuBuBok Poccuiickoit Peaepauuu.

[Ipu HapylieHUM CPOKOB HUMMYHM3ALMM, TPEJYCMOTPEHHBIX HALMOHAJIBHBIM KajleH1apeM
npodunakTuyeckux npuBuBOK Poccuiickoit dDeaepauuu, WMMYHM3ALMIO TPOBOAAT IO
WHUBHU/IyaJbHON CXe€Me B COOTBETCTBMM C YCTAHOBJICHHBIMM TPEOOBAHUSAMH M MHCTPYKLMEH
M0 NPUMEHEHHIO JIEKApCTBEHHOTO Mperapara.

Jluuam, KOTopbie NMOJY4YHIH NEPBYIO 103y BakUMHBI CHHPIOPUKC, pEKOMEHAYETCS 3aBEPIIUTh
MOJIHBIM KypC UMMYHM3aLMHK BakiMHOM CUHIOPUKC.

JleTn B Bo3pacTe ot 6 Hene b 10 6 MecsileB (BKJIIYHTEIbHO)

llepsuunas ummynuzayus 2 003amu 86aKyuHvl

C.10wu3 19



B pamkax MaccoBOil MMMYHH3aLIMH COrNIACHO HALIMOHAIBHOMY KalleHAapIo NPOpUIaKTHIECKHX
npuBuBOK Poccuiickoit DeepalMu nepBUYHBIA Kype UMMYHHU3ALMU TPOBOAAT 2 J103aMH: B
BO3pacTe 2 MecsleB U 4,5 MecsLeB, ¢ Nocneayoulel pepakuMHanuei B 15 mecsues.

B pamkax MHIMBHIyalbHOW BaKLMHALMHK 10 PEKOMEHAALMK Bpaya Meppas J03a MOXET ObITh
BBEJICHa B BO3pacte 6 Hejesb, BTOpas J03a MOXKET ObITh BBEJEHa uyepe3 2 mecsua rnocie
TMEPBOii; peBaKUMHUPYIOLIAs /1032 MOXET OBbITh BBEJIEHAa HE paHee, YeM uepe3 6 MecsleB OT
JIaThl MOC/IeIHEH PUBUBKH NMEPBUYHOTO Kypca UMMYHH3ALMK, HAYMHAs ¢ BO3pacTa 9 MecsLeB.
Tepsuunas ummynuzayus 3 003aMu 6aKyuHvl

B pamkax WHAMBHAyalbHOM BaKLMHALMK [0 pPEKOMEHJALMM Bpaya AN oOecreyeHus
ONTHUMAJIBHOTO YPOBHS 3aIIUTEl MOXKET MPUMEHSTECS ClIeIyolas cXeMa HMMYHU3aLMH.
[lepBuuHBIi Kypc IMMYHM3aLMU COCTOMT U3 3 103 ¢ MHTEPBAJIOM HE MeHee 1 mecsaua Mexay
no3aMu. [lepByro 103y MOKHO BBOAMTE, HAUMHAas ¢ BO3pacTa 6 Heflelb.

PeBakiMHALIMIO pEKOMEHIYETCs MPOBOJUTH HE paHee ueM uepes 6 MecsieB OT AaThl MOCaeHEH
NPUBUBKK TEPBUYHOIO Kypca HWMMYHHU3alMH. PeBaKLMHHUPYIOLIYIO 103y MOXXHO BBOJMTb,
HayMHas ¢ Bo3pacra 9 mecsles.

Heoonowennvie oemu (ne menee 27 nedenb cecmayuu)

PexomeHnoBaHHAsi cXxeMa MMMYHM3aLMU COCTOMT M3 3 103 € MOCJEAyIOlIeld peBaKLMHALMEH.
[lepByr0 103y MOXHO BBOAMTBH C 2 MECSILIEB JKM3HU, BTOPYIO U TPETBIO J103bl — C UHTEPBAJIOM
He MeHee | Mecslia MeXay J103aMH.

PeBakMHUPYIOLIYIO 103y PEKOMEHJI0BAHO BBOJIMTH HE paHee, YeM yepe3 6 MecsleB OT JaThl
nocieiHeH MPUBUBKYU MEPBUYHOIO Kypca MMMYHHU3ALUH.

JleTH, He mpoLIeAIINEe KYPC BAKIIHHALIMH B T€YE€HHE NEePBLIX 6 MecsileB JKH3HH

llemu 6 sospacme 7-11 mecayes

[lepBuuHBIH Kypc UMMYHH3aLMK COCTOMT M3 2 103 C UHTEpPBAJIOM He MeHee | Mecsua Mexay
JI03aMH.

PeBakMHUPYIOULYIO 103y PEKOMEHI0BAaHO BBOJAMTbH Ha BTOPOM TOJy JKU3HM HE paHee, 4eM
yepes 2 Mecsl@a OT ATkl MOC/EAHEH PUBUBKY NEPBUYHOTIO Kypca UMMYHHU3ALIUH.

Jlemu 6 8o3pacme om 12 mecsyes 00 5 nem

[lepBUUHBIH Kypc UMMYHHM3ALMH COCTOUT U3 2 103 C MHTEPBAJIOM HE MEHEE 2 MECALIEB MEXKY
JI03aMH.

BakuuHauus 0coObIX rpynn NamHeHTOB

Bakiuny CuHGIOPUKC MOYKHO BBOAMTH JHLIAM ¢ (DOHOBBIMHU COITY TCTBYIOLIMMHU COCTOSHUAMM,
MpeapacnoiaraloliMMi K pa3BUTHIO MHBA3WBHON MHEBMOKOKKOBOH MH(EKIMH (TaKMMH Kak

uHpeKIMs, BEI3BaHHAs BUPYcOM UMMyHoJeduumta yenoeka (BUY), ceprnoBuaHo-KieToUHas
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anemusi (CKA) unu Oonie3HM celle3eHKH) B COOTBETCTBMM C ONMCAHHBIMU BBILIE CXEMaMU
BaKLMHALIMK 33 UCKJIIOYCHHEM MEPBUYHOM UMMYHH3ALMU JIeTel B Bo3pacTe oT 6 Hejxenb a0 6
MecsLeB (BKJIIOYUTENBHO), I KOTOPOH CledyeT MPUMEHSTh 3-1030BYI0 CXEMY BaKLMHALMU
(cM. paznensl « MMMyHOIOrHUecKHe cBOMCTBaY, «Ocolble yKa3zaHus»).

I/IHCTp)’KuHH 110 BBEACHHIO BAKIIHHBI B IUINIPHIIE

Konmnayok uriist
Urna:

HInpu:

IMopuiens mwnpuna

Tlmmunap mmpuna

Konmavok LrpULa

1. VniepxuBas WWIMHIAP WINIPULIA OJHOM pyKOH (He clieflyeT Jep)KaTh LUTMPHUL] 32 MOPLIEHB),
OTKPYTHTE KOJINAYOK IUTMPULIA, BpaLllasi €ro NPOTHB YaCOBOH CTPEJIKH.

2. Jlnsg coeMHEHUs UIIIbl M MINPULIA KPYTALIUM JBKEHHUEM T10 YaCOBOM CTpENIKE COEJAMHUTE
Uy CO LINMPULEM 0 MOMEHTA, KOTJa Bbl OLLYTUTE MX 3allleIKUBaHUE APYT Ha Apyre (CM.
PUCYHOK).

3. CHumMTE 3aLUTHBIA KOJMA4YOK C MIJIbI (CYLIECTBYET BEPOSTHOCTh, YTO OH 3aKperUieH Ha
UTrJIe HECKOJIBKO TYTO).

4. OOpaboTaiiTe MECTO BBEICHHUSI.

5. Beeaure BakuMHY.

IIOBOYHOE JIEHCTBHUE

JlaHHbIe KIHHHYECKHX HCCIe10BaHui

B pamkax wuccrnepoBaHuii 1o oueHke Oe3onacHOcTH BakUMHY CHHQIOPUKC BBOAMIIM
OJIHOBPEMEHHO C JIpyIrMMH BaKLIMHAMH, PEKOMEHI0BAHHBIMHU JJIs1 JaHHOTO BO3pacTa.

He ormedeHO Kakoro-1u00 yBeaIM4eHHUs YaCTOThl MJIH TSDKECTH HEXKeNaTebHBIX SBIEHHUH Npu
KaXXI0H Mociey olei IPUBUBKE B Kypce BaKLIMHALIK.

Otmeuanachk Gojiee BBICOKasi PeaKTOr€HHOCTh Yy JETed MpU OJHOBPEMEHHOM MPUMEHEHUH
LEJIbHOKJIETOUHBIX KOK/IIOIIHBIX BaKLMH.

CaMbIMM YacTBIMM HEXKEJaTeJbHBIMM pPEaKUMsIMHU TpU TEPBUYHOM Kypce BaKLMHALMH
ABJISITUCH TIOKpacHEHWe B MecTe BBeieHUs (npubnuzutensHo 41 %) U pa3fapakuTebHOCTD
(npubnusurensHo 55 %). Ilpu peBakUMHALMK CaMBIMM  YacCThIMM  HEXeJlaTebHBIMU

peakiMsMH  sBIsMCh 0ok B Mecrte  BBedeHUs  (mpubiausurensHo 51 %) M
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pa3ipaxuTeabHOCTh (Mpubnu3utensHo 53 %). B 0CHOBHOM JaHHbIe peakUMH UMEH JIETKYIO
WJIU YMEPEHHYIO CTEMNEeHb BHIPAKEHHOCTH M HOCUITU MPEXOSALINIA XapaKTep.

HexxenatenbHble peaklMu, T[peICTaBICHHbIE HUXKE, [EPEeYUCICHbl B COOTBETCTBUM C
MOpa)K€HWEM OpPraHOB M CUCTEM OpPraHOB M YACTOTOH BcTpeyaeMOCTH. YacToTa BCTpeyaeMoCTH
omnpezesseTcs CleAylolmM obpa3om: ouens uacmo (> 1/10), uwacmo (=1/100 u < 1/10),
neyacmo (> 1/1 000 u < 1/100), peoko (= 1/10 000 u < 1/1 000), ouvenv peoxo (< 1/10 000,
BKJIIOYAsi OT/ejbHble ciy4yau). Kareropuu yactorel copMHpOBaHBI Ha OCHOBaHMM JaHHbIX
KJIMHUYECKUX UCCIIeJOBAaHUM Mperapara | MoCTPerucTpalMOHHOTO HabMOIeHHUS.

YacToTa BCTpPeyaeMoCTH HeKeIaTe/IbHbIX peaKiui

Hapywenusa co cmoponst uMMyHHOU cucmemsl
Penko: aljepruyeckue peakuuu (aaepruyeckuii AepMatur,

aTONMUYECKUI JepMATHUT, IK3EMA).
Ouensb peako: AQHTMOHEBPOTHUYECKUH OTEK.

Hapywenus co cmoponvl obmena eewjecms u numanus

OueHb yacTo: noTeps arnrneTura.
Hapywenusa ncuxuxu

OueHsb yacTo: pa3apaXKUTEIBHOCTb.
HeuacTo: MaToJOrHYECKHUit ray.

Hapywenus co cmoponsl HepsHoil cucmembl

OueHb yacTo: COHJIUBOCTb.

Penxo: (heGpunbHbIe ¥ adeOpUIIBHBIE CYI0POTH.
Hapywenus co cmoponst cocyoos

Ouenb peako: cunapom Kasacaku.

Hapywenus co cmoponvl ObixamenpHo cucmemyl, OP2aHos 2pyoOHOL K1emKu t cpe0oCmeHus
Heuwacro: arHo? y HEJIOHOIIEHHBIX JaeTel (< 28 Hejenb recTaluum)

(eMm. pazgen «Ocobble yKa3aHusy).

Hapywienus co cmoporbl Jicery00uHO-Kuue Ho20 mpakma
Heuacro: JMapes, pBoTa.

Hapywenus co cmoponbl KodiCU 1 NOOKOJNCHBIX MKaHell
Heuacro: CHhIMb.

Penko: KparnuBHULIA.

Obwue paccmpoiicmea u HapyuieHus 8 Mecme 66e0eHUs
Ouenb yacro: 60J1b, MOKPACHEHUE, MPUIYXJIOCTh B MECTE UHBEKLIUH,

nuxopajika (= 38°C pekranbHO B Bo3pacTte < 2-X JIeT).
Yacro: MECTHbI€ peaKiMd, TaKhe KaK YIUIOTHEHHE B MecTe

UHBEKIMH, auxopanka (> 39°C pekTasbHO B BO3pacTe
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< 2-X JIeT).
Heuacro: MECTHBIE peaKklMM, TaKue KaK reMatoMa B MeCTe
MHBEKLMM, TeMOopparus M YIUIOTHEHHE B MecCTe
UHBEKLIMH.
[Tocsie BBeleHMs pEBAKLMHUPYIOLIEH 10361 B paMKax MEPBUYHOM MMMYHW3ALUM M/UIM Ha
MOMEHT BBEJICHMs TEpPBOM /03Bl JETSAM crapiue 6 MecsueB, JOMOTHUTENBHO CcO00IIANoch O
CIEYIOIIMX HEeKeNaTeIbHbIX peaKusIX:

Hapywenus co cmoponvl HepsHoil cucmembl

Heuacrto: rosioBHasi 60116 (Bo3pact 2—-5 71eT).

Hapywenus co cmoponwi diceny0o4Ho-Kuuiedno2o mpakma

Heuacro: TOLHOTA (Bo3pact 2-5 Jer).

Obwue paccmpoiicmea u Hapyuienus 6 Mecme 66e0eHUs.

Yacro: nuxopajka (= 38°C pekranbHo, Bo3pacT 2-5 JieT).
Heuacro: MECTHBIE peaKl|M, Takue Kak 3y, Jauxopanka (>40°C

pekTanbHO B Bo3pacte < 2-x jeT; > 39°C pekranbHO B
Bo3zpacte 2-5 ner), Aupdy3HBIH OTEK KOHEYHOCTH, B
KOTOPYIO  TpOW3BOAMIACH  MHBEKLMS, HHOrma ¢
MopakeHUEM TPUJIEKALIEro CyCTaBa.

BeposiTHOCTh pa3BUTHS peakilvii B MecTe BBEICHUs BHILIE Y JeTei crapiue 12 mecsiies rnocie

peBaKkUMHAIMKU BaKLMHOW CHH(IOPHUKC, MO CPAaBHEHMIO C JETbMM, IMOJYUYMBIIUMH BAKLIMHY
CunHdrnopukc B pamkax NepBUYHOM UMMYHH3aLMK B O0Jiee paHHEM BO3pacTe.

[Ipu BakumHauuu Jeteit B Bo3pacte oT 12 10 23 MecsleB yalle OTMeYajnach KpanvBHHLA
(COOTBETCTBYET KaTErOPHM YACTOTHI «HEYACTO») MO CPABHEHUIO C JIETBMH, KOTOPHIE MOJTYUUIIH
NepBYIO 103y BakKUMHBI B BoO3pacTe A0 6 MecsleB (MEpBUYHBIA Kype BaKLUMHALMH,
peBaKLMHALIMSA).

Oco0ble rpynnel NalHEHTOB

besonacHocts npumenenus BakuuHbl CuHdnopuke ouenuBanacsk y 83 BUY-nonoxurensHbIx
(BUY+/+) nereit rpynHoro Bo3pacta, 101 BUY-oTpuuarensHoro pedbeHka rpy JHOro Bo3pacTa,
poxzaenHoro ot BUY-nonoxurensHoit matepu (BHUU+/-) u 50 nereit rpyaHoro Bospacra ¢
ceprioBuaHO-Kkieroynoi  anemueir (CKA), koropbiM Obl1a  npoBeieHa — MepBHYHas
uMMmyHu3auusa. M3 Hux 76, 96 u 49 neteid, COOTBETCTBEHHO, IMOJYYHUIH PEBAKLIMHUPYIOIIYIO
no3y. besonacHocts npumenenus: BakuuHbl CuHdopuke Takke oueHuBanace y 50 ngeteii ¢
CKA, BakuuHauusi KOTOpBIX OblTa HayaTa B Bo3pacte 7—11 mecsaueB ¢ mocieayrouen
peBakuuHaimeit, u y 50 pereit ¢ CKA, BakumHauuMs KOTOpeIX Obla Hayata B Bo3pacte 12—

23 mecsies. PesynbrarTel yKa3biBalOT HAa CONOCTaBUMYKO PEAKTOr€HHOCTh M npoduib
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