MWHWUCTEPCTBO 3[PABOOXPAHEHWA POCCUACKOW MELEPALIMM

MHCTPYKUKA
MO NPMMEHEHMHO NeKaPCTBEHHOrO NPenapaTa Ana MEAMUMHCKOrO NpUMEHEHNS

NPEBEHAP® 13
(BaKUMHA NHEBMOKOKKOBAS NONUCAXapHMAHAs KOHBIOrMpOBaHHas ancopbuposanHas,
TPMHa[LATUBANEHTHAR)

MEXAYHAPOQHOE HEMATEHTOBAHHOE W/ TPYNNUPOBOYHOE HA3BAHME:
BaKUMHA ANA NPOGUNAKTUKM MHEBMOKOKKOBBIX MHDEKLIMA

PErMCTPALIMOHHbIA HOMEP: N1M-000798

NEKAPCTBEHHASA ®OPMA: cycneH3us Ans BHYTPUMBIWEYHOTO BBEACHNS
BakuuHa MpeseHap® 13 npepncrasnfeT coboi KancynspHele nonucaxapuasl 13
CepoTMNOB NHEBMOKOKKa: 1, 3, 4, 5, 6A, 6B, 7F, 9V, 14, 18C, 19A, 19F u 23F, uHaueu-
[LyanbHO KOHBHrMPOBaHHbIE C AudTEPHitHbIM Benkom CRMyy; 1 ancopbupoBaHHsie
Ha aniMuHua docdarte.

COCTAB

Coctas Ha oaHy ao3y (0,5 Ma):

Akmuensle sewecmea:

HeBMOKOKKOBbIE KOHBIOraThl (noancaxapua — CRM,qy):
Monucaxapua cepotuna 1 2,2 MKr
Monucaxapua cepotuna 3 2,2 MKr
Monucaxapug cepotuna 4 2,2 MKr
Monucaxapug cepotuna 5 2,2 MKr
Monucaxapup cepotuna 6A 2,2 MKr
Monucaxapua cepotuna 6B 4,4 MKr
Monucaxapua cepotuna 7F 2,2 Mkr
Monucaxapua, cepotina 9V 2,2 MKr
Monucaxapup cepotuna 14 2,2 MKr
Onurocaxapug cepotuna 18C 2,2 MKr
Monucaxapua cepotuna 19A 2,2 Mkr
Monucaxapup cepotvna 19F 2,2 Mkr
Monucaxapup cepotuna 23F 2,2 Mkr
Benok-Hocutens CRM,q; ~32 MKr

BcnomozamensHeie sewecmea: anioMubua docdat — 0,5 Mr (B nepecuete Ha anwo-
munni 0,125 Mr), Hatpus xnopua — 4,25 Mr, AHTapHas kucnota — 0,295 wr,
nonucopbar 80 — 0,1 Mr, Boga Ans uHbekumi — no 0,5 mn.

OMUCAHKE
[omoreHHas cycnexsus Genoro ugeta.

BAPMAKOTEPAMEBTUYECKASA MPYNMA: MUBM-BakuuHa.
Kop ATX:J07ALO2

MMMYHOOTMYECKME CBOACTBA

BeeaeHue BakuMHbI MpeseHap® 13 Bbi3biBaeT BLIPAaBOTKY aHTUTEN K KancynApHbIM
nonucaxapuaam Streptococcus pneumoniae, 06eCneyMBas TeM caMbiM cneuupuyec-
KYH0 3aLUUTY OT MHDEKLMA, BbI3bIBAEMBIX BK/IOYEHHDBIMM B BakLMHY 1, 3,4, 5, 6A, 6B,
7F, 9V, 14, 18C, 19A, 19F 1 23F cepotMnamMu NHEBMOKOKKa.

CornacHo pekomeHgauusM BO3 ang HOBbIX KOHBLIOrMPOBAHHBIX MHEBMOKOKKOBbIX
BaKLMH ONpELeNeHa IKBUBANEHTHOCT MMMYHHOrO oTeeTa [peseHap® 13 no Tpem
KpUTEPUAM: NPOLIEHT NaLMEHTOB, JOCTUILIMX KOHLEHTPALMM CNELMDUYECKMX aHTH-
Ten 1gG 2 0,35 MKr/Mn; cpefHue reoMerpuyeckue koHueHTpaumn (CTK) ummyHo-
rnoBynMHOB M ONCoHOharouuTapHas akTMBHOCTb (OMA) BakTepuLMAHbIX aHTUTEN
(ODA Tutp > 1:8 1 cpegHue reomeTpuyeckue THTpsl (CIT)). [ins B3pocAbix nuu He
onpeAeneH 3alMuTHbIA YPOBEHb NPOTMBOMHEBMOKOKKOBbIX @HTUTEN U MCNIONb3YeTCS
cepoTun-cneundpuyeckan ODA (CIT).

BakumHa Mpesenap® 13 eknioyaer o 90 % cepoTMnos, ABAAIOWMXCA NPUYUHOM
WHBa3MBHbIX MHEBMOKOKKOBbIX MHeKLuit (MIK), B TOM YuCne YCTOMUMBbIX K Nede-
HUIO aHTUBMOTHKAMM.

MMMyHHBI( omeem npu UCNoNb308aKUL mpex umu dsyx 003 & cepuu nepsuyHoil
saKyuHayuL

Mocne seeaeHua Tpex Ao3 MpeeeHap® 13 npu nepBMYHOl BaKUMHALLMK AeTeii B BO3-
pacTe A0 6 MEC OTMEYEH 3HAYMTeNbHbIA NOAbEM YPOBHS aHTMTEN KO BCEM CEPOTH-
nam BakUKHbI.

Mocne BBEAEHMA ABYX A03 Mpu NMEPBMYHOA BakuMHauuu [Mpesenap® 13 B pamkax
MaCCOBOW UMMYHU3aLMK LieTel TOM e BO3PACTHOW rpynnbl TaKXe 0TMEeYaeTca 3Ha-
YWTE/IbHBIA NOALEM TUTPOB aHTUTEN KO BCEM KOMMOHEHTAM BaKUMHbI, AN CEPOTH-
noB 6B u 23F yposerb IgG 2 0,35 MKr/Mn ONpeaenanca y MeHbIWEro NpoUeHTa aeTen.
BMecTe ¢ TeM, OTMEYEH BbipaXeHHbIA BYCTepHbIA 0TBET Ha PeBaKLMHALMI0 ANA BCEX
cepoTunoe. (DOpPMMPOBaHME MMMYHHOM NaMATM NOKa3aHO ANA 00enx yKa3aHHbiX
BbILWE CXEM BaKUUHALWK. BTOPUYHBIA MMMYHHbIA OTBET Ha PEBaKLMHWPYIOWLYH 203y
y AETEH BTOPOro roAa XMU3HKU NPKU UCNONb3OBAHMK TPEX UNK ABYX 1103 B CEPUM Nep-
BUYHO# BaKUMHALMK CPaBHUM NS BCex 13 cepoTuUnos.

MpW BaKUMHALUMM HEAOHOWEHHbIX AETed (POLMBIUIMXCA NPM CPOKe rectauuu
<37 Hepnenb), BKNOYAA rNy6OKO-HEAOHOWEHHbIX AETEH (POAMBIUIMXCH NPU CPOKe
rectauuu <28 Hefienb), HaYMHaA C BO3pacTa ABYX MECALEB, OTMEYEHO, 4TO ypo-
BEHb 33WMTHBIX CMELMpUYECKUX MPOTUBOMHEBMOKOKKOBBIX aHTuTen U ux OOA
NOCAE 33KOHYEHHOTO KYPCa BaKUMHALMK AOCTMIANK 3HAYEHMH BbIlLE 3aLMTHBIX Y
87-100 % npuBMTLIX KO BCEM TPUHAALATH BKNOYEHHBIM B BaKLMHY CEPOTHNAM.
HmmyHozenHocms y demedl u nodpocmkos 8 sozpacme om 5 do 17 nem

[letu B Bo3pacTe ot 5 no <10 net, KOTOpble A0 3TOTO NONYYHUAM KaK MUHUMYM OfHY
[03y NHEBMOKOKKOBOW 7-BaNeHTHOW KOHbIOrMPOBAHHOW BaKLMHbI, @ TaKXe paHee
He BaKUMHMPOBAHHbIE AeTH M NOAPOCTKM B Bo3pacTe ot 10 o 17 net, nonyuus no
0AHOM Ao03e BakuuHbl Mpeeenap® 13, NpoOLEMOHCTPUPOBANM MMMYHHBIH OTBET Ha
Bce 13 cepoTMNOB, 3KBUBANEHTHBIA TakoBoMy y AeTei 12-15 mecsaues, BaKLUMHMPO-
BaHHbIX YETbIPbMA A033aMu npenapara pesenap® 13.

OpHokpatHoe sseaeHue MpeseHap® 13 netam 8 sospacte 5-17 net cnocofHo obec-
neyuTh HeoBXoauMbIH MMMYHHBIA OTBET Ha BCE CepoTUnbl Bo36yauTens, Bxoasawue
B COCTaB BaKLMHbI.

.9 Ch IPETNPRpS L eTRy C LaTEgy e get oy L

UMK, Bbi3BanHbIe cepotunamu 4, 6B, 9V, 14, 18C, 19F, 23F, cHusunuch Ha 89 % u
Ha 64 % ymeHbwmauce UMK, obycnosneqHbie 6 aononHufenbHBIMU CepoTUNaMm
(1,3, 5 6A, 7A, 19A). YacToTa MHOEKLMHA, BbI3BAHHBIX CEPOTUNOM 3, CHU3WNACL Ha
44 %, cepotunoM 6A — Ha 95 %, cepotunom 19A — Ha 65 %.

HUmmyrozeHHocms sakyuHel Mpesenap® 13 y e3pocnsix

Knunuyeckne uccneposanus MpeseHap® 13 npeaocTasnaT AaHHbIe N0 UMMYHO-
reHHOCTM Y B3pOC/bIX B BO3pacTe 18 net u cTaplue, BKAKOYaA 1wl B Bo3pacTe OT
65 NeT 1 Tex, KTO paHee NoNY4M BaKLMHALMIO 0AHOM Mnu Bonee A03aMu nonMcaxa-
PUAHOI NHEBMOKOKKOBO# 23-8aneHTHOM BakumHo# (MMNB23) 3a 5 net 40 BkNKO4EHUA
B MccnenosaHue. B kax oM uccnenosaHuu Obinv 300POBbIE B3POC/bIE U MMMYHO-
KOMMETEHTHbIE NaLWEeHTbl C XPOHHHECKMMM 3a60N1eBaHMAMM B CTAAMM KOMNEHCALUH,
BK/KOYas CONYTCTBYIOWYIO NAaToNnoruio, GOPMUPYIOLLYID NOBbIEHHYK BOCMPUUMY-
MBOCTb K MHEBMOKOKKOBOW MHGEKUMK (XPOHMHECKME CepAeYHO-COCYANCTbIEe 3a60-
NeBaHus, XpoHMYeckue 3aBonesanus Nerkux, BKKYas actmy; 3abonesanns nouex
W CaxapHblit AuabeT, XpoHu4eckue 3abonesaHus NeyeHw, BKNKOYaRA ankoronbHble
NOP3XeHMs), U BIPOCbIX C COLUMANbHBIMM GaKTOPaMu PUCKA — KYPEHMEM W 310~
ynotpebneHueM ankoroneM. MMMyxoreHHocT M 6GesonackocTb [peseHap® 13
NpOAEMOHCTPMPOBAHa ANA B3pOCNbIX B Bo3pacTe 18 neT W crapwe, BKAWYas
NaUUEeHTOB, paHee BaKUMHUPOBaHHbIX MB23. MMMyHONOrM4ECKas 3KBWBANEHT-
HOCTb yCTaHosneHa ana 12 obwux ¢ NNB23 cepotunos. Kpome Toro, ang 8 0bwmnx
¢ MNB23 cepoTUNOB W N0 CEPOTUNY 6A, yHUKANLHOTO ANS BakUMHbI [pesexap® 13,
NPOAEMOHCTPUPOBAH CTAaTMCTMYECKH 3HAYMMO GOnee BbICOKMA MMMYHHbIA OTBET
Ha MpeseHap® 13. Y e3pocnbix B Bo3pacte 18-59 net CI'T oncoHodarouuTapHoi
aktueHocTv (ODA CI'T) ko Bcem 13 cepotunam MpeseHap® 13 GbinK HE HUKE Tako-
BbIX ¥ B3pOCNbIX B Bo3pacte 60-64 net. bonee Toro, nMua B Bo3pacte 50-59 net
[anu cTaTucTH4ecku Bonee BbICOKMM MMMYHHbIA OTBET Ha 9 W3 13 cepotunos no
CPaBHEHHIO C NoAbMM B BopacTe 60-64 ner.

poaeMOHCTPUpOBaHA KnuHWYeckas 3ddekTusHoCTL lpeseHap® 13 B paHaoMu-
3MpOBaHHOM ABOHHOM CNenoMm nnauedo-koHTponupyemoM uccneposanun CAPITA
(6onee 84 000 nauMeHTOB) B OTHOWEHUM BHEOONBHUYHOW NHEBMOKOKKOBOW NMHEB-
MoHuM (BM) y 83pocabix 8 Bo3pacTe 65 neT u crapwe: 45 % B OTHOLEHWK NEPBOro
anu3zona BIM, sbi3BaHHOM CepoTunamu, nepekpoisaembiMi NpeseHap® 13 (uHBa-
3MBHOM W HEWHBA3WBHOM); 75 % B OTHOWEHWM MHBA3MBHLIX UHDEKLMNA, BbI3BAHHBIX
cepoTunamu, nepekpbisaembiMu [pesenap® 13,

MmMMyHHbIiT omeem y 83poc/ibix, paee eakuyuKuposanneix [MB23

Y B3pocnbix B BO3pacte 70 NneT M CTaple, OQHOKDAaTHO BaKLMHMPOBAHHBIX
MNB23 2 5 ner Ha3ag, BeeaeHne fMpeseHap® 13 NpoAeMOHCTPUPOBANO MMMYHO-
NOTMYECKYH0 3KBWUBANEHTHOCTb ANg 12 oBwux CepoTMNOB NO CPABHEHWIO C OTBE-
Tom Ha MMNB23, npu 31oM Ha 10 obwmx cepoTMnoB 1 cepoTun 6A UMMYHHBIM OTBET
Ha Mpesexap® 13 Bbin CTaTUCTUHECKM 3HAUMMO BbiLUE NO CPABHEHUIO C OTBETOM Ha
MMB23. MpeseHap® 13 aaet 6onee BbIPaXEHHLIA UMMYHHBIIA OTBET NO CPABHEHHIO C
peBakuuHauueii MMNB23.

HmmyHHbIl omeem e 0cobbiX 2pynnax nayuesmos

MauWeHTbI C ONMCaHHBIMK HXe 3360N1eBaHUAMU NOABEPKEHbI NOBbILEHHOMY PUCKY
NHEBMOKOKKOBO#M MHDEKLINM.

Cepnosudro-knemoyHas aHemus

B OTKDbITOM HECPaBHUTENBHOM UCCNER0BAHMM C y4acTHeM 158 neTeit u noapocTKoB
8 BO3pacTe 2 6 1 < 18 NeT C CepnOBMAHO-KNETOHHOIH aHeMHeH, paHee BaKUMHWPO-
BaHHbIX OOHON Mnu Gonee nosamu MMB23 kak MUHUMYM 33 6 Mecaues A0 BKIO-
YeHuA B MUCCNeQ0BaHUE NOKa3ano, YTo BBeAEHME Nepeoii Ao3bl MpeseHap® 13 npu
ABYKPaTHOM MMMYHWU3ALMK C HHTEPBANOM 6 MECALEB NPUBOAUND K CTATUCTUYECKH
3HauMMO BbiCOKOMY uMMyHHOMY oTeeTy (CTK IgG K kaxaoMy cepoTuny, onpenense-
MbIE METO0M MMMYHODEPMEHTHOTO aHanu3a (M®A), u ODA CI'T « kaxaoMy cepo-
Tny). Mocne BeAeHUA BTOPOM A03bi MMMYHHbIIA OTBET BblN CONOCTABKUM C TAKOBBIMM
nocne nepsoii A03bl npenapara.

BUY-urHgekyua

BWY-uHdMLMpOBaHHbIE AETH M B3poc/bie ¢ Konuyecteom CD4 2 200 knevok/Mkn
(8 cpearem 717,0 kneTok/MKn), BUpyCHOI Harpy3koi < 50 000 konuii/Mn (s cpeaHem
2090,0 konuii/mMn), ¢ oTcyTcTBUeM akTueHbIX CTIM[-accounupoBakHbix 3aBonesa-
HWA M paHee He Nony4yaBluMe BaKLMHALMK NHEBMOKOKKOBOW BaKLMHOW, MOMyYanu
3 no3bl Mpesenap® 13, Mokasarenu IgG CIK v ODA Gbinu AOCTOBEPHO Bbille NOCNE
nepBoii BakuuHauuu NpeseHap® 13 no cpaBHeHMIO C A0BAKLMHANLHBIM YDOBHEM.
Ha BTopyio 1 TpeTsio o3bl (4epe3 6 u 12 mecsues) passusancs Gonee BbiCOKui
MMMYHHbIA OTBET, 4eM NoCne 0AHOKpaTHOM BakuuHaumu Mpesexap® 13,
TpaxcnaaHmayus 2eMoN03MuYeckux Cmeo08bIX KIemok

[leTv W B3poCnble, KOTOPbIM BbiNa BbINONHEHA aNNOreHHas TPaHCNNaHTauus remMo-
no3THyeckux cTeonosbix kneTok (TFCK), B BopacTe 2 2 neT ¢ NONHOI reMaTonoru-
UECKOH PEMMUCCHEN OCHOBHOTO 3300NEBAHMA MNM C YAOBNETBOPUTENLHOM YACTUHHON
PEMUCCHER B CNy4ae NMMAOMbI M MWENOMbI, nonyyanu Tpu no3sl Mpesenap® 13
C MHTepBanoM He MeHee 1 mecsua Mexay ao3amu. Mepsyio 403y npenapata 8so-
avnw yepes 3-6 mecaues nocne TICK. Yetseptyto (BycTepHyto) nosy Mpesexap® 13
BBOAMNK Yepes3 6 MecALeB nocne TpeTbei Ao3bl. B cooTBeTCTBMM C 06WMMKU peko-
MeHaauMaMu, pasosylo o3y MMNB23 seoaunu yepes 1 MecAl nocne YeTBEPTON
n03bi Mpesenap® 13. TUTpsl hyHKUMOHANBHO aKTHBHBIX aHTuTen (OMA CI'T) B 3TOM
MCCneaoBaHuu He onpeaensauce. Beegenue MNpeseHap® 13 Bbi3biBano nosblleHWe
CTK cepoTun-cneuM@U4ecknx aHTUTen nocne Kaxaoi Ao3bl. MMMYHHbIA OTBET Ha
BycrepHyio no3y MpeseHap® 13 Gbin 3HAYMMO Bblle AR BCEX CEPOTUNOB NO CPaB-
HEHWIO C OTBETOM Ha NEPBUYHYID CEPHI0 UMMYHM3ALMUM,

NOKA3AHWA ANA NPUMEHEHKA

- NPOQUNAKTAKA NHEBMOKOKKOBBIX WHMEKUMM, BKNKOYARA MHBA3WBHbIE (B TOM
YACNE MEHMHTHT, BaKTEPUEMHUIO, CENCHUC, TAXENbIE NMHEBMOHWM) U HEMHBA3WBHbIE
(BHE60NBHHYHBIE NHEBMOHUM M CPEAHME OTUTbI) HOPMbI 3a60NEBaHMIA, Bbi3biBaeMble
Streptococcus pneumoniae cepotunos 1, 3,4, 5, 6A, 6B, 7F, 9V, 14, 18C, 19A, 19F u 23F
€ 2-X MecaueB XW3HK K Aanee Be3 orpaHMyeHus no Bo3pacTy:

- B paMKax HaLMOHaNbHOr0 KaneHaaps NpoduNaKTMHECKUX NPUBHBOK;

-y MWL, FPYNN NOBBILEHHOTO PUCKA PA3BUTMA NHEBMOKOKKOBOA MHGEKLMA.
BakuMHauMa NPOBOAMTCA B PaMKax HaUMOHANLHOMO Kanewaaps npohunaktuyec-
KWX NPUBMBOK COTNACHO YTBEPKAEHHBIM CPOKAM, @ TAKXKEe NMLaM rpynn pucka no
Pa3BMTHI0 NMHEBMOKOKKOBOW MH(EKLMK: C MMMYHOOE(MMULUNTHLIMMA COCTOAHMAMM, B
T4. BMY-uHdeKuned, OHKONOrHYECKUMM 3300N1EBaHUAMK, NONYHAKWMM UMMYHO-
CYNPeCCUBHYIO TEPanMIo, C aHaTOMUYECKOH/PYHKLWOHANBLHOM acnaeHnen; c ycTa-
HOBNEHHbIM KOXNEapHbIM MMNNAHTOM WAW NMN3HUPYIOWMECS Ha 3Ty ONepauMio;
NaUKeHTaM C NOATEKZHWEM CNMHHOMO3rOBOW XMOKOCTU: C XDOHUYECKHUMM 3a360-




HmmyHozerHocmb y demeidl u nodpocmkos 6 so3pacme om 5 do 17 nem

[eTv B Bo3pacte ot 5 g0 <10 neT, KoTopbie 10 3TOr0 NONYYUNM KaK MUHUMYM OAHY
[03Y NMHEBMOKOKKOBOA 7-BaNEHTHOW KOHBIOrMPOBAHHOW BaKUWHbI, @ Takke paHee
HE BaKUMHMPOBaHHbIE AeTH U noapocTky B Bo3pacte oT 10 ao 17 net, nonyuue no
0AHOM 03e BakuuHbl MpeseHap® 13, NpoAeMOHCTPUPOBANU UMMYHHbI OTBET Ha
gce 13 cepoTunoB, IKBMBANEHTHbIA TaKoBOMY y AeTed 12-15 Mecsiues, BaKUMHUPO-
BaHHbIX YETbIPbMA A03amMu npenapata MNpesenap® 13.

OnHokpatHoe Beeaerue Mpesenap® 13 getam g sospacte 5-17 neT cnocobHo obec-
NeYUTs HeOGXOAMMBIHA MMMYHHbIA OTBET Ha BCE CepoTMNbI BO3BYyaUTENs, BXOAALME
B COCTaB BaKLMHbI.

SppexmusHocme Mpesenap® 13

Hrea3usHas nHesMokokkosas uxdexyus (MITH)

Mocne BHeapenus MpeseHap® 8 cxeme 2+1 (ABe 403bl HA NEPBOM rOAY XKM3HU W
peBaKuMHaUMA OQHOKPATHO HA BTOPOM rOAY XW3HM) yepes yeTblpe roga npu
94 % oxpaTe BakuMHauMei otMeyeqo 98 % (95 % [M: 95; 99) cHumeHue yacToTbl
VMK, Bbi3BaHHbIX BaKUMH-CMeuMdu4HbIMA cepoTunamy. [llocne nepexopa Ha
Mpegexap® 13 oTMeyeHo AanbHedlee cHkeHue 4acToTsl UMK, Bbi3BaHHbIX Bak-
UMH-CNEUNBUYHBIMA SONONHUTEIbHBIMK CEpOTMNaMH, OT 76 % y AeTel 8 Bo3pacTe
mnanwe 2 net ao 91 % y peteit 8 Bospacte 5-14 net.

Cepotun-cneuntuyeckas 3GpGeKTUBHOCTL 8 OTHoWeHun UMK no gononHuTeNbHbIM
cepotunam Mpesenap® 13 y neteid B Bo3pacte € 5 net, konebanacs o1 68 % no 100%
(cepotin 3 W 6A, cooTBeTCTBEHHO) W cocTaBuna 91 % ana cepotunos 1, 7F u 19A),
npu 3ToM He Habnoaanock cny4aes UMK, BbizsaHHbIX cepoTunom 5. Mocne BKNue-
HuA Mpesexap® 13 8 HaLMOHaMbHbIE NPOrPaMMbl MIMMYHHU3ALMK 4aCTOTa PerucTpa-
unm UMK, BbI3BaHHLIX CEPOTMNOM 3, CHU3MNACh Ha 68 % (95 % OW 6-89 %) y neteit
[0 5 neT. B UCCNEeAOBaHAM CNY4al-KOHTPONb, BbINONHEHHOM B JaHHOW BO3PaCTHOM

-rpynne, NokKasaHo CHWXEHWE 3abonegaeMocT UMK, BbI3BaHHBIX CEPOTMNOM Xt

Ha 79,5 % (95 % OM 30,3-94.8).

Cpednuii omum (CO)

Mocne BHeApeHWs BakuMHauuu [peseHap® ¢ NOCNEAYIOWAM NepexofoM Ha
Mpesenap® 13 no cxeme 2+1 BLIABNEHO CHUXKEHHE Ha 95 % 4aCTOTbI BOSHUKHOBEHHA
(0, BbI3BaHHbIX cepoTunamu 4, 6B, 9V, 14, 18C, 19F, 23F u cepotuna 6A, a Takxe Ha
89 % cruxenue vactotsl CO, Bbi3BaHHbIX cepotunamu 1,3, 5, 7F n 19A.

MMHesmoHuA

Mpu nepexoge c Mpesexap® Ha MpeseHap® 13 oTMeyeHo 16 % CHUXEHWE YaCTOTbI
BCEX Cyyaes BHeBONbHMYHOM nHeBMoHuK (BBM) y neTeii 8 Bozpacte o1 1 mecaua
2o 15 net. Cnyyau BB ¢ nneBpanbHbIM BLINOTOM yMeHbWMAKCH Ha 53 % (p < 0,001),
nHeBMokokkossie BB cHuannuce Ha 63 % (p < 0,001). Bo BTOpoii rop nocne BHeape-
Hus Mpesenap® 13 otMeueHo 74 % cHikenue yactoTsl BB, Bbi3BaHHbIX 6 nonon-
HWUTENBHBIMK cepoTunamu Mpeeenap® 13. Y neteit 8 Bo3pacTe MnaaLwe 5 net nocne
BHEAPEHNS BakumMHaLMu NpeseHap® 13 no cxeme 2+1 otMeueHo 68 % (95 % AN:73;
61) CHUXEHWe yucna aMBynaTopHbix BM3uTOB M 32 % (95 % [AW: 39; 22) ymeHbweHWe
4ACNA rOCNMTANM3aLMA N0 NOBOAY anbeeonapHoi BBI nwboi atuonoruu.
CHuxeHue anmumukpoGHoli peaucmesmuocmu (AMP)

Mocne eHeppeHus BakuuHauuu MpeeeHap® 7 c nocnepylowWwMM NepexofioM Ha
Mpesenap® 13 cHuxeHwe pacnpocTpaexHocTh AMP  sBnsietca  pesynsTatom
COKPALWEHHA LAPKYNALMA CBA3aHHbIX C AMP cepoTunoB u KnoHoB, BKM4an 19A;
yMeHbleHNs 3abonesaeMocTu (MONYARLMOHHOTO IPGeKTa) U CHUKEHUA YaCTOTbI
NpUMEHEHNSA GHTMMMKPOBHLIX Npenaparos.

Hocumenscmeo u nonynayuoHHsil 3gpdexm

MNpogeMoxcTpupoBaHa 3pdekTHBHOCTL peBeHap® 13 B OTHOWEHUM CHUXEHWS
HOCUTENLCTBA B HOCOFNOTKE BAKLMH-CNELMMUYHBIX CEPOTHNOB, KaK OBLLIMX € BaKUM-
Hoii MpeseHap® (4, 68, 9V, 14, 18C, 19F, 23F), Tak v 6 gononHuTenbHbIX (1, 3, 5, 6A,
7A, 19A) v poacTeeHHoro cepotuna 6C.

MonynaunorHbIi 3GdeKT (cepoTun-cneuuduyeckoe CHwxeHue 3abonesaemMocTH
HEBaKLUMHUPOBAHHbIX ML) OTMEYEH B CTpaHax, rae MpeseHap® 13 ucnonsayercs &
paMKkax MaccoBOW MMMyHW3aLmMK B TeyeHWe 6onee 3 neT C BbICOKMM 0XBATOM BaKuu-
Hauued 1 cobniofeHrem CxeMsl IMMYHU3aUMK. Y HEBAKUMHAPOBaHHBIX MpeeeHap® 13
N, 65 NET 1 cTaple NPoAEeMOHCTPMPOBAHO yMeHblueHWe WK Ha 25 %, npu 3Tom

DU EPLULULLUS PHEUINIONIIUE LEPOIAIIUB L, 3,4, 3, 0A, 0D, /T, 7V, 14, LO\., LA, 171 N LOF
€ 2-X MECALEB XM3HK M fanee 6e3 orpaHMYeHus no Bo3pacty:

- B PaMKaX HaLMOHANLHOTO KaneHaaps npodunakTUHeCKHUX NPUBHBOK;

- Y ML, TPYNN NOBbIWEHHOIO PUCKA Pa3BUTMA NHEBMOKOKKOBOA MHDEKLMM.
BakumHauus NpOBOAMTCA B PaMKax HALMOHANBHOTO KaneHAaps npoQuNaKTH4ec-
KUX NPUBMBOK COMNACHO YTBEPXKAEHHbIM CPOKaM, a TakXe Nuuam rpynn pucka no
Pa3BUTMIO NHEBMOKOKKOBOM MHAEKLMM: C UMMYHOAEDUUMTHBIMA COCTORHMAMM, B
T4. BUY-uHdEKUMEA, OHKONOrMYEeCKUMK 3300NeBaHUAMM, NONYHaAIOWMM HMMYHO-
CYNPEeCCUBHYIO TEPANMIO; C aHATOMUYECKORA/BYHKLMOHANBHOR acnnenuel; C ycTa-
HOBMEHHLIM KOXNIEapHbIM MMMAHTOM MAW MN3HUPYIOIWMECS Ha 3Ty Onepauui,
NaLMeHTaM ¢ NOATEKAHWEM CMMHHOMO3rOBOM XMAKOCTH; C XPOHUYECKUMM 3abo-
NEBAHUAMN NErKMX, CEPALYHO-COCYAUCTON CMCTEMBI, MEYEHM, NOYEK W CaXapHbIM
avabetoM; 60nbHbIM BPOHXUANbHOMH aCTMOMH; HEAOHOWEHHLIM AETAM; NULAM, HaX0-
OAWMMCS B OPraHM30BaHHbIX KONNEKTHBAX (AeTCKMe A0Ma, MHTEPHaTbI, apMercKue
KONNEKTUBBI); DEKOHBANECLIEHTAM OCTPOro CPEAHEr0 OTUTA, MEHWHTUTA, THEBMOHWM;
ANMTeNBHO W 4acTo BONEIOWMM AETAM; NaLUMEHTaM, MHGULMPOBAHHLIM MUKoBaKTe-
pueit Tybepkynesa; BceM nuuam ctapwe 50 net; TabakoKypunbwmKa.

NPOTUBOMOKA3AHKA

- MoBblWweHHan YyBCTBUTENBHOCTL HA NpeAwecTBylllee BeeaeHue MpeseHap® 13
unu MpeseHap® (B TOM YuCAe, aHAMNAKTUHECKMIA WOK, TAXENbIE reHepanu3oBaH-
Hble annepruyeckue peakumu);

- NOBBIWEHHAA YYBCTBUTENLHOCTD K AM(TEPUIHHOMY aHAaTOKCUHY M/Mau BCNOMOra-
TeNbHbIM BEWECTBAM;

- OCTPLIE HHDEKLUWOHHBIE MNM HEMHBEKLIMOHHbIE 3a60neBanus, 060CTPEHHA XPOHHU-
yeckux 3abonesanuin. BakumHaLuio npoBOAAT NOCAE BbI3AOPOBNEHUS UIW B NEPUOA
PEMUCCHM,

NPUMEHEHWE MPY BEPEMEHHOCTW W B NEPMOJ, FPYAHOr0 BCKAPM/TUBAHWA
BE30MacHOCTb NPUMEHEHMS BaKUMHbI BO BpeMs GepeMeHHOCTH W rPYAHOro BCKapM-
NWBaHUA He ycTaHoBAeHa. [aHHble o npumeenuu [peeenap® 13 so Bpems
GepeMeHHOCTH  OTCYTCTBYIOT. OTCYTCTBYIOT AaHHbIE O BblAENEHUH AHTMIEHOB
BaKLMHbI MAM NOCTBAKUMHANBHBIX QHTUTEN C FPYAHBIM MOMIOKOM MPH NaKTaLMUK,

CMOCOB NPUMEHEHKWSA U A03bI

Cnoco6 esedenus

BakuMHY BBOAAT B pa3080oii 4o3e 0,5 M1 BHYTPUMBIWEYHO. [IeTAM NepebIX NeT KU3HK
NPUBMBKM MPOBOAAT B BEPXHE-HADYXKHYK NMOBEPXHOCTb CpesHed Tpetw Beppa,
MWLM CTaplue 2-X NeT — B AeNbTOBUAHYI MbILILLY Neva.

Mepen npumeHenwem wnpuy ¢ BakuuHoW MpeseHap® 13 Heobxogumo xopowo
BCTPAXHYTb A0 NONYYEHUS TOMOrEHHOM CycneHsuu. He ucnonb3osatb, €CAM NpH
0CMOTPE COAEPKMMOro WNPULA BLISBASKOTCA MHOPOAHBIE HAaCTMLb, WK COAEPKH-
MOE BbIFNAAAT MHAYeE, yeM B pazaene «Onucanne» HacToALER MHCTPYKLMA.

He saodums lpesenap® 13 eHympucocyducmo u HYMpUMBILIEYHO 8 A200UYHYI0
obnacme!

Ecnu HayaTa BakuuHauws [peeenap® 13, pexomenpyeTcs 3aBeplwinTh €e Takke
sakuuHoi [peseHap® 13. Mpu BbIHYXAEHHOM YBENWYEHUM MHTEPBaNa Mexmy
MHBEKLMAMM N10BOC M3 NPUBEAEHHDIX BbiLUe KYPCOB BaKLMHALMHK, BBEAEHME AOMON-
HUTENbHbIX 103 [peBeHap® 13 He Tpebyetcs.

Cxema sakyuHauuu
Boapacr Havana Cxema R —
BaKUMHALMK BaKUMHaLMH P P
2-6 mec 3+ WhausuAayanbHas MMMyHM3aLKs: 3 103bl €
Win WHTEPBANOM He MeHee 4 Hef, Mexay BBEAEHHAMM.
24 Tepsyto 403y MOXHO BBOAKTH C 2-X MEC.

PeBakuuHauua 0aHOKpaTHo B 11-15 mec.
Maccoas MMMYHK3LIMA fIETei: 2 403bl C
WHTEPBANOM HE MeHee 8 Hep MEX Y BBEAEHHAMH.
PeBakuuHauwns onHokpaTHo B 11-15 Mec.




7-11 mec | 2 1103bl C HHTEPBANOM HE MeHee 4 He Mexay
BBEAEHUAMH. PeBaKLMHALMA OAHOKPATHO Ha
BTOPOM FOAY XH3HU

12-23 mec 1+1 1 103bI C MHTEPBANOM HE MeHee 8 Hep Mexay
BBEAEHMAMA

2 ropau crapwe 1 OpHokpaTHo

Jemu, panee aakyuxuposankbie MpeseHap®
BakuMHauMs NpOTME NHEBMOKOKKOBOMH MHDEKLIMM, HauaTas 7-BaNeHTHOM BaKLHHOM

Mpesenap®, moxeT BbiTb npogonxexa Mpeeexap® 13 Ha moBOM 3Tane CXeMbl UMMY-
HU3aLMK.

Jluya 6 soapacme 18 nem u cmapwe

MpeseHap® 13 BBOAWTCA  OAHOKpaTHO. HeoBxoauMOCTb  peBakUMHaLMK
Mpesexap® 13 He yctaHoBneHa. Pewenue 06 MHTepBane Mexay BBEAEHMEM Bak-
um Mpesenap® 13 u MMB23 cefyeT NPUMHUMATE B COOTBETCTBMM C ODULMANBHLIMU
METOANMECKMMM PEKOMEHAALIMAMM.

Ocobeie 2pynnel nayuenmos

Y NaumeHTos NOCAe TPAHCMNZHTALMK reMONO3THYECKMX CTBONOBbIX KNETOK PEeKo-
MEHAYeTCA Cepus MMMYHU3aumMK, cocToAwan U3 4 no3 npenapata Mpesexap® 13
no 0,5 mn. Mepsas cepus MMMYHU3aLMKM COCTOMT W3 BBEAEHWS TPEX [03 npena-
para: nepsas 403a BBOSMTCSA C TPETLErO NO WECTOM MECAL NOCNe TPAHCNNAHTALUH,
WuTepsan mexay BBEAEHMAMM LOMKEH COCTaenaTe 1 mecau. PeBakuMHUpyRLLYi0
103y PEKOMEHAYETCA BBOAMTL Yepe3 6 MecALEs NOCNE BBEAEHNA TPETbeN A03bI.
HeZlOHOWEHHbIM AETAM PEKOMEHOYETCs YeTbipexkpaTHas BakuuHauws. [lepsas
Cepus MMMYHM3aUMK COCTOMT W3 3-x A03. Mepeyk 103y CNefyeT BBOAWTb B BO3-
pacTe 2 Mecaues HE3aBMCMMO OT Macchl Tena pefenka ¢ mHTepsanom 1 mecsu
Mexay 103aMu. Beeaexue yeTBepTol (BycTepHON) 4036l peKOMEHAYeTCd B Bo3pacTe
12-15 mecaues.

Moxcunsie nayueHmesl

UMMyHoreHHoCTh M BesonacHocTs BakuuHbl Mpesexap® 13 Bbinv noaTBEpKAEHb!
L18 NOXKKNbIX NALUMEHTOB,

MOBOYHOE LEACTBUE

be3onacHocTh BakuuHbI Mpesenap® 13 u3yyeHa y 300poBbix AeTeid (4429 netei/
14267 no3 BaKWKHbI) B BO3pacTe oT 6 Hedens Ao 11-16 mec u 100 perax, poaus-
WKMXCA HeOHOWEHHbIMM (B CPOKe < 37 Hegenb recTauuu). Bo Bcex nccnenoBanuax
MpeseHap® 13 npUMEHANCS OAHOBPEMEHHO C ADYrMMM BaKUMHAMK, DEKOMEHAOBAH-
HbIMM AN A3HHOr0 BO3PaCTa.

Kpome Toro, 6esonacHocTs BakuuHbl Mpeserap® 13 oueHena y 354 peteit B Bo3-
pacte 7 Mec - 5 neT, paHee He BaKLUMHUPOBAHHbIX HY OHOW U3 MHEBMOKOKKOBbIX
KOHBITMPOBaHHLIX BaKUMH. Haubonee YacTbiMW HEXeNaTeNbHbIMA PeaKLMAMM
BblNM PEaKLMM B MECTE MHBEKLIWH, NOBLILIEHUE TEMNEPATYPhl, Pa3APaXMUTENLHOCTS,
CHWXEHWME anneTUTa W HapyleHue pexuma CHa. Y neTei CTaplero Bo3pacta npu
nepeuyHoR BakuuHauun [Npesenap® 13 Habnwpganack Bonee Bbicokad 4acToTa
MECTHbIX PEaKLUW, YEM Y leTei NepBoro roaa XusHu.

Mpu BakuuHauuu MpeseHap® 13 HeAOHOWEHHbIX AeTed (POAMBIUMXCH B CPOKE
rectaumuu € 37 Heaenb), BKAKYas ryboko HeaoHOWEHHbIX AETeH, POAWBLUNXCS NpH
cpoke GepeMeHHOCTH MeHee 28 Hefenb W eTeA C IKCTPEManbHO HU3KOM MaAccom
Tena (€500 r) xapakTep, 4acToTa M BbIP@XEHHOCTh NOCTBAKUMHHLIX PEaKUWiA He
OTNHY2NMCH OT TAKOBBIX Y JOHOLIEHHbIX AETeH.

Y nuy B Bo3pacTe 18 ner u CTaple 0TMEYanoch MeHbUIEE KONMYECTBO NOBOYHLIX
3QHEKTOR BHE 33BUCMMOCTA OT NPeAlWecTBYIOUMX BakuMHaumi. OaHako 4actota
pa3BMTHA peakumi Bbina Takas xe, Kak u y NpuauTLIX Gonee MoNOJOro B03pacTa.

B uenom yactota nobouHbix 3¢dekTos 6ina 04WHAKOBa Y NaUMEHTOB BO3PACTHBIX
rpynn 18-49 net 1 y naunerTos cTapwe 50 neT, 3a UCKAKOYEHMEM PBOTbI. [aHHbIA
no6oyHbli IQGEKT y nauMeHToB B Bo3pacte 18-49 nert BCTpeyancs yale, uem y
nauyenTos B Bo3pacTe cTapwe 50 net.

Y B3pOCAbIX NAUMEHTOB € BAY-MHDEKLMel 0TMeYanack Takas e 4acToTa NoBoUHbIX
peakumii, kaK W y NauueHTos B BospacTe 50 fieT u cTaplie, 3a MCKNKYEHUEM NIMXO-
pajfikyi M PBOTHI, KOTOPbIE HABNIOAANMCL OYEHb YACTO M TOWHOTLI, KOTOPas Habio-
Hanacs 4acTo.

¥ NauMeHTOB NOC/E TPEHCMNAHTALUK TeMONO3TUYECKHX CTBONOBLIX KNETOK YacToTa
pa3BuTHA NOBOYHBIX peakumi Bbina Takas xe, Kak vy 3A0POBbIX B3POC/bIX NALUUEH-
T08, 33 MCKNIOUYEHHEM NIMXOPAAKHM M PBOTBI, KOTOPEIE Y NALMEHTOB NOCNe TPaHCMNaH-
TaUMK BCTPEYANNCh OYEHb YacTo. Y AETei M NOAPOCTKOB C CEPNOBMAHOKNETOUHOM
aHemuei, BMY-nHdekumer nnn nocne TpaHcnnaHTauMm reMono3THYeCKMX CTBONO-
BbIX KNETOK OTMEYaNach TaKas e 4acToTa NoBOYHbIX PeakLUMi, KaK W Y 3A0POBbIX
nalMeHTos B BozpacTe 2-17 nert, 3a UCKNKYeHWeM roNoBHoM 60N, pBoTbi, AWapew,
NMXOPaAKM, YTOMASEMOCTH, apTPANTUK U MMANruM, KOTOPbIE Y TakuX NaLMEHTOB
BCTPEYANMUCh KaK «O4YEHD YaCTbIEy,

HexenarenbHble peakiuu, NEPEYUCNEHHBIE HUXE, KNACCUPHUUMPOBAHLI B COOTBET-
CTBMM C 4aCTOTOM MX MPOABNEHUA BO BCEX BO3PACTHBIX rpynnax cnedyiowmum obpa-
30M: 04eHb YacTuie (2 1/10), vactoie (2 1/100, Ho < 1/10), HevacTeie (2 1/1000, Ho
< 1/100), peakme (2 1/10000, Ho < 1/1000) 1 oveHs peakme (¢ 1/10000).
Hemenamenshbie peaxuuy, BbIAB/NEHHbIE 6 KAUHUMECKUX —UCCAedosanusnx
Mpesexap® 13

OyeHb_Yacmele: TUNEPTEPMHUA; PA3APAKMTENBHOCTD; NMOKPacHeHHe Koxu, Bones-
HEHHbIE OULYLWEHMS, YNNOTHEHKE UK OTeK paaMepoM 2,5-7,0 CM B MECTE UHBEKLMM
(nocne pesakuMHaLMK W/WNK y AeTei B Bo3pacTe 2-5 neT); poTa (y NaUMEHTOB BO3-
pacte 18 — 49 net), COHNMBOCTb, YXYALEHWE CHa, YXYAWEHHKE anneTuTa, ronoaHas
60/, reHepani3oBaHHbIe HOBbIe M 06OCTPEHHE MMetolMXCs Boneit B cycTaBax u
MbllEYHbIX Bonei, 03HOD, yTOMAAEMOCTb.

Yacmesie: runeptepmus Boile 39 °C; 60Ne3HEHHOCTE B MECTE MHBEKLIMM, NPMBOAALLAA
K KPaTKOBPEMEHHOMY OrpaHM4EHUI0 00bEMA ABMXEHWM KOHEUHOCTH; runepemus,
YNNOTHEHWE WAM OTEK pasmepamu 2,5-7,0CM B MeCTe BBEJEHUA BaKUMHbI (nocne
CepuM NEePEMYHON BaKUMHALMA Y A€Tei 8 BO3pacTe A0 6 Mec), PBOTa, Auapes, CbiMb.
Heqacmele: NOKPAacCHERWE KOKM, YNNOTHEHME MAW OTek pasmepamu Gonee 7,0 cM B
MeCTe MHBEKLIMM: NNaKCUBOCTh, CYA0pOry (BkNoyas GebpunbHbie Cyaopork), peakumu
rUNepYYBCTBUTENLHOCTH B MECTE MHBEKLIMM (KpanMBHULA, AEPMATHT, 3yA)", TOWHOTA.
Pedkue: cnyyan runOTOHMYECKOrO Konnanca', NPUAMBLI KPOBM K nuuy™, peakuma
TUNepYyBCTBHTENBHOCTH, BKMKOYAA OAbILKY, BpOHX0CNasM, oTek KsuHke paswoil
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HodeHa (NapawueTamona) MOXeT CHAXATb MMMYHHbIA OTBET Ha CEpUI0 NEPBUYHOM
BakuuHauuu MpeseHap® 13. UMMyHHbIA 0TBET Ha pesakiMHaumio Mpesexap® 13
B 12 Mecaues npu NpopUNakTH4eCKOM NPUMMEHEHMH NapalueTamona He MeHseTca.
KNMHUYECKOE 3HAYEHUE ITUX AaHHbIX HEM3BECTHO.

Hemu u nodpocmku e sospacme 6 - 17 nem

[laHHbie o npuMeneHuu npenapara MpeseHap® 13 0HOBPEMEHHOD C BaKLMHOA NpO-
TUB NanuANOMABMPYCHOW MHAEKLMM YENoBeKa, KOHbIOTMPOBaHHOW MEHMHTOKOK-
KOBOW BaKUMHOM, BaKLUMHOW NPOTWB CTONBHAKA, AMDTEPMM M KOKNIOWA, KNELLEBOTO
3HLEDANUTa OTCYTCTBYHOT.

Jluya e sozpacme 18-49 nem

[laHHble o oAHOBPEMEHHOMY MpuMeHenuio npenapara lpesenap® 13 ¢ apyrumu
BaKUWHAMK OTCYTCTBYIOT.

Jluya e sozpacme 50 nem u cmapuwe

Bakuua MpeseHap® 13 MoxeT MCMONb30BATLCA COBMECTHO C TPMBANEHTHOW WM
YeTbipeXBaNeHTHOM WHAKTMBUPOBAHHOM BaKLUMHOM NPOTHB ce3oHHoro rpunna (T8
unu YrB). Mpu KOMBMHUPOBAHHOM MCNONb30BaHWUKM BakLMH MpeseHap® 13 u TIB,
MMMYHHbIE OTBETbI Ha BakUMHY TIB cosnanany ¢ 0TBETaMM, NONYYEHHbIMM NP NpU-
MEHEHUM OHOM BakLMHbI TIB, UMMyHHbIe OTBETbI Ha BakuMHY Mpesexap® 13 Bbinu
HWXE, YEM NPU MCNONb30BaHWM ToNbKo [Mpesenap® 13. Knuxuyeckas 3HauMMOCTb
AaHHOrO (aKTa HEM3BECTHA. YacToTa pasBuUTMS MECTHBIX PEakLWi He YBenu4usa-
nack Npv 0aHOBpeMeHHoM BeeaeHmu MpeseHap® 13 C UHAKTMBUPOBAHHOW rpunno3-
HOWM BaKUMHOM, TOrAa kak Yactota obwmx peakumii (ronoBHas Gonb, 03HOB, Chirb,
CHWXEHUWe anneTuTa, 60w B CycTaBax 1 MblWLAX) NPH OAHOBPEMEHHOH MMMYHM3a-
UMy NoBbIWanack., OAHOBPEMEHHOE NPUMEHEHME C APYTMMK BaKLIMHAMKU HEe Uccne-
[0BaNnoCh.

OCOBbIE YKA3AHWSA U MEPbI NPEAOCTOPOXXHOCTK NPHU NPUMEHEHWA

( yuetoM pedkux CAyyaes aHadMNakTUYECKUX PeaKLUud, MMERLMXCs npu npu-
MEHEHWW NBbIX BaKUMH, BAaKLWHMPOBAHHLIM NALMEHT AONKEH HAaXOAWTLCA MOA
MeMLMHCKMM HaBNInGEHNEM B TEYEHKE Kak MUHUMYM 30 MUH noCne MMMYHU3aLWK,
MecTa npoBefeHMs MMMYHWU3aLMKU A0MKHbI ObiTh 06ecneyeHsl CpefcTBaMu NpoTH-
BOLUOKOBOM Tepanuu.

BakuuHauuo HeaOHOWEHHbIX (KaK M LOHOWEHHbIX) AETEH CNeayeT HayuHaTh €O
BTOPOrO MeCALLA XH3HM (NACNOPTHbIA B03PaACT). [1pK NPUHATMK PEIIEHMS O BaKUMHE-
LM HeLOHOWeHHOro peBenka (poauBLLIEracs B CPOKe < 37 Heaenb HepeMeHHOCTH),
0COBEHHO MMEIOWEro B aHAMHE3e He3penocTb AbiXaTeNbHOM CUCTeMbl, Heobxo-
AMMO Y4YeCTb, YTO NONb3a WMMYHM33LUMM MPOTMB NHEBMOKOKKOBOW MH(eKuuu y
NaHHOW rpynnel NaUXEHTOB 0coBEeHHO BbICOKA M He Cnepyet Hu 0TKa3biBaTbCA OT
BaKLMHALMM, HA NEPEHOCUTL ee CPOKM. B CBA3M C NOTEHUMANBHBIM PUCKOM anHO3,
MMEKIMMCS NPK NPUMEHEHKM NH0BLIX BaKLMH, NepBas BakuuHauma Mpeseqap® 13
HEOHOWEHHOr0 pebeHKa BO3MOXHA Noa BpayebHeIM HabniofeHneM (He MeHee 48 u)
8 CTaUMOHape Ha BTOPOM 3Tane BbiXaXMBaHKA.

KaK 1 Apyrue BHYTPUMbILLEYHbIE MHBEKLMM, NALMEHTEM C TPOMBOLMTONEHKEH /MK
APYTUMM HapYWEHWAMK CBEPTLIBAIOWIEH CUCTEMbI KPOBM M/MNKM B CNY4ae NEYeHus
AHTMKOArynaHTamu, BakuuHaums pesenap® 13 nonKHa NpOBOAMTLCA C OCTOPOX-
HOCTBH, NPH YCNOBMK CTaDMNH3aUMM COCTOAHMA NALMEHTE M AOCTUKEHWUSA KOHTPONA
reMocTa3a. BO3MOXHO NOAKOXHOE BBedeHwe BakuuHbi [peseHap® 13 naHHOM
rpynmne nauneHToB.

MpeseHap® 13 He MoxeT obecneyuTb NpounakTuky 3abonesaHui, BbI3BaHHbIX
MHEBMOKOKKaM¥ APYriX CEPOTUMOB, ZHTUreHbl KOTOPLIX HE BXOART B COCTAB AaHHOMA
BaKLUMHbI.

[leTam M3 rpynn BLICOKOTO PUCK3 B BO3pACTe MNaawe 2 neT cneayeT NPOBOAMTL
NepBUYHyI0 BakumHaumio MpeseHap® 13 B COOTBETCTBIM C BO3PACTOM. Y NALMEHTOB
C HapyLieHWeM UMMYHOPE3KTUBHOCTH BaKLUMHAUMA MOXET CONPOBOXAATLCA NOHK-
EHHBIM YPOBHEM aHTUTEN000Pa30BaHKA.

Mpumenenue [pesenap® 13 u [171B23

[ina hopMMpoBaHUA MMMYHHOR NaMATH WMMYHW3AUMIO NPOTHB NHEBMOKOKKOBOW
MHGEKLMM NPEANOYTUTENLHO HAYMKATh C BakumHb! Mpesenap® 13. HeobxoauMocTs
peBaKuMHaLMK He onpeaeneHa. JIMLuam 13 rpynn BbiCOKOr0 PUCKA ANS PaCLUMPEHUs
0XBaTa CepOTHNOB B NOCAEAYIOLEM MOXET DbiTb pekomMerA0BaHo BeeaeHne [MB23.
WUMetTCs AaHHbIe KIMHMYECKMX MCCNeA0BaHMIA BakumHawmm MMB23 vepes 1 rog, a
Takxe yepez 3,5-4 roga nocne BakuuHel Mpesenap® 13, lpu uHTEpBane Mexay
BaKLMHaLMAMK 3,5-4 rofa MMyHHBIK oTBeT Ha [MMNB23 6bin Bbiwe 63 uaMeHeru#
PEEKTDI'EHHDCTM.

[letaM, npuBMTbIM BakuuHoK peseHap® 13 1 BXOAAWMM B rPYNMY BHICOKONO PUCKa
(HanpuMep, C CEprOBMAHO-KNETONHOM aHemued, acnneued, BUY-undekunedn,
XPOHWMYECKUM 3360N1EBAHMEM MM UMMYHHOI AuchyHKuver), MNB23 seoauTCd C
MHTEPBANOM He MeHee 8 Hefenb. B CBOK ouepeab NauueHTsl, BXOAAWME B rpynny
BLICOKOTO PUCKa MHEBMOKOKKOBOM MHDEKLMM (MALMEHTbI C CePNOBMAHO-KNETOYHOH
aHemuen unu BUY-uHdekuuels), BKAKYAA NaLMEHTOB, paHee BaKUMHWUPOBAHHbIX
OZIHOW MW HeckoNbkuMK Ao3amu MMNB23, MOTyT NONYYMTb KaK MHHUMYM OAHY A03Y
BaKUWHsI Mpeserap® 13.

Pewekxue 06 uHTepsane Mexay sseaequsmud MMNB23 u BakuuHbl MNpesenap® 13
[OMKHO NPUHMMATHCA B COOTBETCTBMM C O(MUMaNbHbIMM DEKOMeHpaunamu. B
page ctpad (CLUA) pekoMeHZyeMbiit MHTEpBan COCTaBNAeT He MeHee 8 Hemenb
(no 12 mecsues). Ecnn nauneHT panee 6sin npusuT MNB23, Mpesenap® 13 cneayet
BBOJMTb He paHee yeM uepes 1 roa, B PO sakuuHauma NKB13 pekomenaosaHa BcemM
B3POC/bLIM NALAM, AOCTUrWMM BO3pacTa 50 net, W nauMeHTaM rpynn pucka, npudyem
gakuuna MKB13 sBoaWTCA NepBOfi C BO3MOXHOW NnoCneaylowen peBaKuMHaumed
MNB23 ¢ uHTepsanoM He MeHee 8 Hepenb.

MpegeHap® 13 copepxut MeHee 1 MMONb HAaTpuA (23 Mr) Ha [03Y, T. €. NPaKTU4eCKu
HE COAEPXKMT HaTpHA.

B npesenax yka3aHHOrO Cpoka ropHocT npenapat [pesexap® 13 coxpaxser
CTaBUNBHOCTL B TeYeHuE 4 gHelt npu TeMnepatype Ao 25 °C. Mo okoHYaHuu 3Toro
nepuoAa npenapar creayet nubo HeMeaNeHHO MCMONb30BaTh, NMOO BEPHYTL B
XONOAMNBHUK. ITH AaHHbIE HE SBNAIOTCA YKA3aHWAMM MO YCNOBUAM XPAHEHUA W
TPaHCNOPTMPOBAHHUS, HO MOTYT SBNATHCS OCHOBAHWEM ANA PEWEHHA N0 MCNO/b3o-
BaHMIO BaKUMHLI B CNy4ae BPEMEeHHbIX KonebaHui TeMnepaTypel NpU XpaHeHnu 1
TPAHCNOPTUPOBAHUM.

OcobenHocmu enUAHUA NEKapCmeeHHozo cpedcmea Ha cnocobHocMs ynpasname
MPAaHCNOPMHbLIM CPEACMEOM LAY NOMEHUUATBHO ONACHbIMU MEXAHU3MAaMU
MpeseHap® 13 He 0Ka3biBAET UM OKA3bIBAET HE3HAUUTENbHOE BAUAHME Ha CNOCo6-
HOCTb YNpaBnATb aBTOMOGMNEM M NONb30BATLCA TexHMKOW. OfHako, HeKoTopble
peakuuu, ykasauHele B pasgene «[oboyHoe AeHCTBMER, MOrYT BPEMEHHO BAMATHL




* — HabnoAanuch TONbKO B KNMHWYECKWX MCCNeAOBaHWAX BakKUMHbI [peseHap®,
0fHaK0 BO3MOXHbI v ana Mpesenap® 13,

** — OTMEYanuCb NPU NOCTMAPKETMHIOBbIX HabnioaeHMax BakuWHbl MpeseHap®;
MX MOXHO paccMaTpuBaTh Kak BroaHe BO3MOXHbIe W Ans MpeseHap® 13.
HexenarensHoie sBneHus, HabnwaaBlWMecs B ApYriX BO3PACTHBIX FPynnax, Takxe
MOTYT NPOABAATLCA Y AETEN WU NOAPOCTKOB B Bo3pacTe 5-17 net. OaHako B KNMHM4EC-
KUX MCCNEOBAHMAX MX HE OTMEYanM M3-3a HeBONbILOro KONMYECTBA Y4aCTHUKOE.
3HaYMMbIX Pa3NMYKK B 43CTOTE Pa3BUTHA NOBOYHLIX IPQEKTOB Y B3POC/bIX, PaHEE
BaKLMHWUPOBAHHBIX M HeBaKLMHMPOBaHHbIX MMNB23, He oTMeyeHo.

NEPEOO3UPOBKA
Mepenosupoeka MpeseHap® 13 ManoBeposTH3, Tak Kak BaKUMHY BbiNyCKaKT B
WNPH1LE, COAEPXKALLEM TONBKO OAHY A03Y.

B3AMMOJEWCTBME C APYTUMM NEKAPCTBEHHbBIMW CPEACTBAMM

[aHHble o B3aumo3aMeHsemocTH MMpeseHap® 13 Ha apyrue NHEBMOKOKKOBbIE
KOHLIOTMPOBaHHBIE BaKUWHbI OTCYTCTBYIOT. [1pM OQHOBPEMEHHOM MMMYHW3aLMK
MpeseHap® 13 1 ApyruMU BaKLMHAMM MHBEKLMM [ENAKTCA B PA3HbIE YHaCTKM TENA.
Jemu s gozpacme 2 mec - 5 nem

MpeseHap® 13 couetaeTca C NioBbIMU APYrUMK BaKUMHAMK, BXOASLWMUMM B KANEHAAPL
MMMyHW3aLMK [eTeH NepBbIX NeT XMu3HW, 33 uckniovennem BLXK. OpHospemerHoe
geefeHne Bakuuubl [peseHap® 13 ¢ niobBbIMM CAEyIOWMMU AHTUTEHAMM, BXO-
OSWUMMA B COCTAB KaK MOHOBANEHTHbIX, Tak M KOMOMHMPOBAHHBIX BaKLUMH: AH(-
TEPUAHBIM, CTONGHAYHBIM, BECKNETOYHBIM WM UENBHOKNETOUHBIM KOKJIOWHbIM,
Haemophilus influenzae Tvn b, NONMOMUENUTHBIM, TenaTuTa A, renatuta B, KopesbiM,
INMOEMMYECKOTO NapoTWTa, KPacHYXH, BETPAHOW OCMbl M POTABMPYCHOW MHpeK-
UMK — HE BIMAET Ha MMMYHOTEHHOCTb AaHHbBIX BaKUWH. B cBs3m C Bonee BbICOKUM
PUCKOM pa3suTua (eBpuNbHbBIX PeakLMi LeTAM C CYAOPOXHBIMU PAcCTPOACTBAMM,
B TOM yucne ¢ GebpunbHBIMM CYOOPOraMM B aHaMHE3e, a TakXe Mony4aiowum
MpeBeHap® 13 0AHOBPEMEHHO C LENBHOKNETOMHBIMU KOKMIOWHBIMU BaKLUHAMK,
PEKOMEHAYETCA CHMMNTOMATMYECKOE HA3HAYEHME XKapOMOHWKaKWMX cpeacTs. [pu
coBMeCTHOM npumeHennu [pesenap® 13 u MHdaHpukc-rekca yacToTa GebpunbHbIX
peakuui COBNana C TakoBOM AnA coBMecTHoro npumenenus pesenap® (MKB7) u
WHdaHpukc-rekca. MoBbILEHHE YACTOTH PenopTUPOBaHMA cyaopor (¢ u 6e3 nossi-
WEHUA TEMNEPATYpbl Tena) M TMNOTOHUYECKM-TUNOPECTIOHCUBHLIX 3nM30n0B (IT3)
Habnaanock Npu COBMECTHOM Ucnonb3osaHum [peseHap® 13 u UndaHpukc-reca.
lpuMeHeHWe XaponoHUKaIoWKX NPenapaToB CNefyeT HaYMHaTb B COOTBETCTBMM C
MECTHBIMW PEKOMEHAALIMAMM NO NEYEHMI AeTel C CYAO0POXHBIMU PACCTPOACTBAMMU
UNU JETEH C HANMYMEM B aHaMHe3e (heDbpunbHbLIX CYL0POT, U Y BCEX AETEH, KOTOPLIM
BBoaunu MpeseHap® 13 0QHOBPEMEHHO C BaKLUWHAMM, COAEPKALMMA LieNbHOKNE-
TOYHbIA KOKNHOWHbBIA KOMNOHEHT.

MNpesexap® 13 MoXeT COBMECTHO MCMONb30BATLCA C BAKLLMHON MEHWHIOKOKKOBOH
nonucaxapugHoi cepotunoe A, C, W 1 Y, KOHBIOrMPOBaHHOW CO CTONBHAYHBIM aHa-
TOKCUHOM, y fieTei B Bo3pacTe 12-23 mecaues.

CornacHo AaHHbIM NOCTMAPKETMHTOBOTO MCCNEA0BAHUA NPO(UNAKTHYECKOrO Npu-
MEHEHMS KAPOMOHUXAKWMX CPEACTB Ha UMMYHHBI OTBET Ha BBEEHME BaKLMHbI
MNpesexap® 13, npeanonaraeTcs, Y70 NPOPUNAKTUYECKOE HA3HAYEHUE ALETOMM-

__HEeHWIO B KapTOHHYI0 Na4KYy.

Q@opma Bbinycka

CycneHsus Ans BHYTpUMbIWeyHoro seeaenna 0,5 Mn/nosa.

Mo 0,5 Mn B wWnpuu BMECTUMOCTbIO 1 Mn U3 npospayHoro BecugetHoro cTekna (Tun |).
1 wnpuu 1 1 cTepunbHas Urna B NNaCTMKOBYHO YNAKOBKY, 3ane4ataHHy noauatune-
HOBOW NNEHKOW. 1 NnacTMkoBas ynakoBka BMECTE C MHCTPYKUMENH NO NPUMEHEHUI
8 KAPTOHHYI0 NadKy.

5 WNPULEB B NNACTMKOBYH YNAKOBKY, 3ane4aTaHHyI0 NONUITUNEHOBOM NNEHKON.

2 NNACTMKOBbIX YNakoBKK U 10 CTEPMAbHBIX UIN BMECTe C MHCTPYKLMEA No npume-

[pu ynakoske Ha 000 «HMO MetpoBakc Papmy»:

Mo 0,5 Mn B wnpuy BMeCTUMOCTbIO 1 MN M3 npo3payHoro becuseTHoro cTekna (Tun |).
1 wnpuy W 1 cTepunbHAs MINa B NNACTMKOBYH YNaKOBKY, 3aNe4aTaHHy nonusTune-
HOBOW NNeHKoM. 1 NNacTMKoBas ynakoBKa BMECTE C UHCTPYKUMEH N0 NPUMEHEHUI
B KaPTOHHYH Nayky.

YCnoBus XpaHeHHA M TPAHCNOPTHPOBAHKA

Mpu Temnepatype ot 2 ao 8°C. He 3amopaxuBarth.

XpaHuTb B HEOCTYMHOM AN18 AETEN MeCTe.

TpaHcnopTipoBare npy Temneparype ot 2 °C - 25 °C, He 3amopaxuears.
[lonyckaeTca TpaHcnopTMpoBaHue npu Temnepatype sbiwe 2-8 °C He Bonee nATH
OHEeH,

Cpok rogHoCTH

3ropa.

He MCNoNb30BaTh NOCNE MCTEYEHNUS CPOKA FOAHOCTH, YKa3aHHOro Ha yNaKoBKe.

Ycnosus otnycka
¥Ynakogka ¢ 1 wnpuueM — no peuenty
Ynakoska ¢ 10 wnpuuamu — ang nevebHo-npotunakTHIecknx yupexaeHu

MpeanpuaTHe-npoussoAUTEND
1) Ndaizep Aitpnang Papmacsiotukans, Upnauana
IperHmx Kactn busnec-napk, Knosaankus, lyénux 22, Upnanaus
000 «HMNO MNetposakc Papm», Poccuiickas Pepepauns
42143 Mockoeckas 06n., r. Mogoneck, c. Mokpos, yn. CocHoeas, 4. 1

YnakoBaHo:
000 «HMO Netposakc Mapmy, Poccuiickas Pepepaums
142143, Mockoeckas 06, 1. Mogonsck, ¢. Mokpos, yn. CocHosas, 4. 1

lpemer3uu nompebumeneli Hanpasngme No adpecy:

1) 000 «Ndaisep MHHOBaLMM»

123112 Mockea, [pecHeHckas Hab., 4. 10, bL, «bawHs Ha HabepexHoit» (bnok C)
TenedoH: (495) 287-5000, pakc: (495) 287-5300

2) 000 «HNO Metposakc Mapms, Poccuiickas Qenepauns

142143, Mockogckas 06, . Mogonbek, c. Mokpos, yn. CocHosas, 4. 1

Ten./dakc: (495) 926-2107, e-mail: info@petrovax.ru

3) MenepansHas cnyx6a no Hagsopy B.Lhepe 3apaBooxpaHenns (Pocsapasraasop):
109074, Mockea, CnaesHckas nn., 4. 4, ctp. 1

Ten.: (495) 698-4538; (499) 578-0230

Petr3.7



