MWHWUCTEPCTBO 3/1PABOOXPAHEHIS POCCUIMCKOIA OEOEPALIMM

MHCTPYKLMA
10 MPUMEHEHMIO NekapCTBEHHOTO NpenapaTa Ans MeAMUMHCKOTO MPUMEHeHUs

NPEBEHAP® 13
(BaKwvHa NHEBMOKOKKOBas nonMcaxapuaHas KOHbIOrMpoBaHHas afcopbupoBaHHas,
TPMHaALaTUBaNEHTHAS)

MEXIYHAPOLHOE HEMATEHTOBAHHOE M/ T PYNNUPOBOYHOE HA3BAHME:
BaKUMHa AnS NpOGUNAKTMKM NHEBMOKOKKOBbIX MHGeKLuii

PETUCTPALIMOHHbIA HOMEP: 1N-000798

NEKAPCTBEHHASl ®OPMA: cycnensus ans BHYTPUMbILLEYHOTO BBEAEHMS
BakuuHa Mpesenap® 13 npepcrasnser coGoii KancynspHele nonucaxapuasl 13
CepOTUNOB NHEBMOKOKKa: 1, 3, 4, 5, 6A, 6B, 7F, 9V, 14, 18C, 19A, 19F 1 23F, uHamsu-

AYyanbHO KOHbIOrMpoBaHHbIE ¢ ANGTEPUitHBIM GenkoM CRM,s, 1 afcopbupoBaHHble
Ha anoMuHmMa pocdare.

COCTAB

Cocras Ha oaHy 803y (0,5 Mn):

AxkmusHbie sewecmea:

MHEBMOKOKKOBbIE KOHbIOraTb! (nonucaxapug — CRM,g,):
Monucaxapua cepotuna 1 2,2 Mkr
Monucaxapua cepotina 3 2,2 MKr
Monucaxapua cepotuna 4 2,2 MKr
Monucaxapua cepotuna 5 2,2 MKr
Monucaxapup, cepotuna 6A 2,2 MKT
Monucaxapua cepotuna 68 4,4 mkr
Monncaxapua cepotuna 7F 2,2 MKr
Monucaxapuga cepotuna 9V 2,2 MKr
Monucaxapua cepotuna 14 2,2 Mkr
Onurocaxapua cepotuna 18C 2,2 MKr
Monucaxapua cepotrna 19A 2,2 MKr
Monucaxapua cepotuna 19F 2,2 Mkr
Monucaxapua cepotuna 23F 2,2 MKr
benok-Hocuten, CRM,q ~32 MKr

BcnomozamensHeie sewecmea: anomuHus docdar — 0,5 Mr (8 nepecyete Ha anio-
MuHUit 0,125 Mr), Hatpus xnopup — 4,25 M, fHTapHas kucnota — 0,295 wr,
nonucopbar 80 — 0,1 Mr, Boaa ANs UHBEKLMUiT — 10 0,5 mn.

OMUCAHUE
loMoreHHasi cycriensus 6enoro ugerta.

DAPMAKOTEPAMEBTUYECKAS FPYNA: MUBM-BakuuHa.
Koa ATX:J07AL02

MMMYHOJIOTMYECKUE CBOWCTBA

BeeneHue BakumHbI MpeseHap® 13 Bbi3biBaeT BbIPABOTKY aHTUTEN K KancynsipHbIM
nonucaxapuaam Streptococcus pneumoniae, 06ecneymsas TeM cambim cneunduyec-
KYI0 3aWKTy OT UH(DEKLMIA, BbI3bIBAEMbIX BKAYEHHbIMM B BaKuuHy 1,3, 4,5, 6A, 6B,
7F, 9V, 14, 18C, 19A, 19F u 23F CepoTUNaMm1 NHEBMOKOKKa,

CornacHo pekomenpaumam BO3 ans HoBbix KOHDBIOTUPOBAHHbIX MHEBMOKOKKOBBIX
BaKLMH onpeaeneHa 3KBUBANEHTHOCTb UMMYHHOTO OTBeTa MpeseHap® 13 no tpem
KPUTEDUSM: NPOLIEHT NALIMEHTOB, AOCTMIILMX KOHLEHTPALMM CneundUYecKux aHTu-
Ten 1gG > 0,35 mKkr/mn; cpennue EOMETpU4Eckue KoHueHTpauun (CrK) ummywo-
rno6ynuHoB u OncoHodaroyuTapHas akTUBHOCTb (ODA) bakTepuuMaHbIX aHTUTen
(ODA tiTp > 1:8 1 cpepHue reomMetpuyeckue Tutpsl (CIT)). [1s B3pocabix nuy He
ONpEAENEeH 3aLLMTHBIA YPOBEHb MPOTUBONHEBMOKOKKOBbIX aHTHTEN 1 ucnonb3yercs
cepotun-cneumnduyeckas OQA (CI'T).

BakumHa MpeseHap® 13 Bkniouaer Ao 90 % cepoTunos, sBAsOWMXCS NPUYUHOM
MHBa3MBHbIX MHEBMOKOKKOBbIX MHGEKWuiA (MTM), B ToM uncne YCTOMYMBBIX K Nleye-
HUI0 aHTUOMOTUKAMM.

UmMyHHbIiT 0omeem npu ucnonb3oeanuu mpex unu deyx do3 & cepuu nepeuyHoii
8aKYUHayuu

Mocne BBeseHus Tpex no3 Mpesenap® 13 npu nepsuyHoit BaKUMHaLMM fieTel B BO3-
pacTe [0 6 Mec OTMeUeH 3HauUTeNbHbIN NOAbeM YPOBHS aHTUTEN KO BCEM CepoT-
nam BaKUMHbI.

Mocne BBeseHns ayx noz NPy NepBMYHON BaKuMHaLuM MpeseHap® 13 B pamkax
MacCoBO# UMMYyHU3aLMK feTeld ToM Ke BO3PACTHOM rpynnbl Take OTMEYaeTCs 3Ha-
YMTENbHBIA MOABEM TUTPOB aHTUTEN KO BCEM KOMMOHEHTAM BaKLMHbI, ANS CEpOTH-

WMW, BbissanHble cepoTunamy 4, 6B, 9V, 14, 18C, 19F, 23F, cHuanamch Ha 89 % u
Ha 64 % ymeHbwuancy UMK, 00YCNOBNEHHbIE 6 AONONHUTENbHBIMHU cepoTtunamu
(1, 3,5, 6A, 7A, 19A). YacToTa MHQEKLMIA, BbI3BAHHBIX CEPOTUMOM 3, CHU3UNACh Ha
44 %, cepotnoMm 6A — Ha 95 %, cepoTMnom 19A — Ha 65 %.

UmmyHozenHOCMb sakyuHs! IMpesenap® 13 y e3pocbix

Knunmndeckue uccnenosanms Mpesexap® 13 npenocTaBASIOT AaHHbIE M0 MMMYHO-
FEHHOCTY y B3pOC/bIX B BO3pacTe 18 neT u cTapule, BKloYas AL B BO3pacTe OT
65 N1eT M Tex, KTO paHee Nony4un BakLUMHaLMI0 OIHOM Ui Gonee A03aMu nonucaxa-
PUAHO# MHEBMOKOKKOBOIA 23-BaneHTHOM BaKLMHOI (MNB23) 3a 5 net ao BkAloyeHus
B vccnefoBanme. B kaxaom vccneosanuu 6binu 350poesle B3pOC/Ible U UMMYHO-
KOMNETEHTHbIE NaLNeHTbI C XpOHHYECKUMM 3a60NeBaHUSMM B CTaAMM KOMneHcauuu,
BKJI04as COMYTCTBYlOLYt0 NaTonoruo, GopmupyioLyio MOBBILEHHY0 BOCMPUUMY-
MBOCTb K MHEBMOKOKKOBOW MH(DEKLMM (XpOHMYECKme CepAeyHo-cocyamncTbie 3a60-
NI€BHUS, XpOHUYECKME 3aB0neBaHMA Nerkix, BKlYas acTMy; 3a60/1eBaHMs noyek
W caxapHblil auabet, XpoHuyeckue 3a6onesaHus NeYeHu, BKNKYas ankorosbHble
MOPAXEHUS), U B3POCbIX C COLUAbHBIMU DaKkTopaMy pucka — KypeHueMm u 3no-
ynotpe6nennem ankoronem. VIMMyHOreHHoCTb # GesonacHocTb MMpeseHap® 13
MPOAEMOHCTPUPOBaHa ANA B3POC/bIX B Bo3pacTe 18 ner u CTapuwe, BKoYas
MaUneHToB, paHee BaKUMHWPOBaHHbIX MMB23. MMMyHONOMMYeCKas 3KBMBANEHT-
HOCTb yCTaHoBneHa ansg 12 obwwmx c MMNB23 cepotunos. Kpome Toro, ang 8 obumx
¢ NNB23 cepoTunos 1 o cepouny 6A, yHuKanbHoro Ans BakumHbl MpeseHap® 13,
MPOAEMOHCTPMPOBAH CTATUCTUYECKM 3HAYMMO GOMee BbICOKMIL UMMYHHbIA OTBET
Ha fpesexap® 13. Y B3pocasix B Bospacte 18-59 net CI'T OMCOHOMaroLuTapHoit
akTueHocTU (OA CI'T) ko Bcem 13 cepotunam Ipesenap® 13 6binu He Huxe Tako-
BbIX y B3pOC/bIX B Bo3pacTe 60-64 set. Bonee Toro, Mmua B Bo3pacte 50-59 ner
Aam cTatucTuyeckn 6onee BLICOKMM MMMYHHLIN OTBET Ha 9 u3 13 CepoT1noB no
CPaBHEHWIO C NtoAbMH B Bo3pacTe 60-64 ner.

MpoaeMoHcTpMpoBaHa knuHUYeckas 3ddekTnBHOCTL MpeseHap® 13 g paHpoMu-
3UPOBaHHOM 4BOMHOM Cnenom nnaue6o-KoHTPOMpyeMoM uccnegosanun CAPITA
(6onee 84 000 naumenToB) B OTHOWEHMM BHEGO/IbHMYHOI MHEBMOKOKKOBOM MHEB-
MoHuu (BIM) y B3pocnbix B BospacTe 65 nert u CTapuue: 45 % B OTHOLIEHUN NepBOro
3nu3oda BIIM, Bbi3BaHHOI cepotunamu, nepekpbisaeMbiMu [peseHap® 13 (uHea-
3UBHOM M HEMHBA3UBHOM); 75 % B OTHOWEHUM MHBAIUBHBIX MHGEKLMH, BbI3BaHHbIX
Cepotunamu, nepekpbiBaembimu peseHap® 13,

WmmyrHb1i omeem y e3pocrbix, paree eakyuHuposantsix 11823

Y B3pocnbix 8 Bospacte 70 neT u CTapwe, OAHOKPAaTHO BaKLMHUPOBAHHbIX
MMB23 > 5 net Ha3ap, BBeaeHMe lpeseHap® 13 NPOAEMOHCTPUPOBANO UMMYHO-
/IoTM4eckylo 3KBUBANEHTHOCTb Ans 12 obwwx cepoTMnos no CPaBHEHMIO C OTBe-
ToM Ha MMB23, npu 370M Ha 10 06w cepoTunos u CepoTMn 6A MMMYHHbIN 0TBET
Ha [MpeseHap® 13 6bin CTAaTUCTUYECKM 3HAUUMO BbILLE MO CPaBHEHMIO C OTBETOM Ha
MMB23. MpeseHap® 13 aaet Gonee BbIPXXEHHbI UMMYHHBIA OTBET N0 CPaBHEHHIO C
peBakuuHavmeii MMB23.

UMMyHHbIG 0meem e ocobbix 2pynnax nayuexHmos

MauveHTbI C OMUCaHHBIMU HItKeE 3360NeBaHUIMM MOABEPXKEHbI MOBbIWEHHOMY PUCKY
MHEBMOKOKKOBOW MHOEKLMM.

CepnosudHo-knemoyHag anemus

B 0TKpbITOM HecpaBHUTENbHOM NCCnenoBaqnm CydactueM 158 feteit u noapocTkos
B BO3pacTe > 6 1 < 18 n1eT ¢ cepnoBUAHO-KNETOYHOM aHeMuel, paHee BaKLMHMPO-
BaHHbIX 0AHOM Unu Bonee fo3zamu MMB23 Kak MWHMMYM 33 6 MecsLeB [0 BKMHO-
H€HNA B MCC/IEA0BAHME NMOKa3ano, YTO BBEAEHME NEPBOI 403bI MpeseHap® 13 npu
ABYKPATHO UMMYHM3aLMK C MHTEPBANOM 6 MecALeB NPUBOAMIO K CTaTUCTMYECKM
3Ha4nMO BbICOKOMY MMMYHHOMY oTBeTY (CTK IgG k Kaxaomy cepoTuny, onpeaense-
Mbl€ METOA0M UMMYHO(DEPMEHTHOrO aHanu3a (MDA), u ODA CI'T k Kaxaomy cepo-
Tuny). Mocne BeseHus BTOPOi 403b! MMMYHHBI? OTBET 6bIN COMOCTaBUM C TaKOBbIMM
nocne nepso 403bl npenapara.

BUY-uHdekyus

BUY-uHdULMpOBaHHbIE eTH 1 B3pocnble ¢ konuyectsom CD4 > 200 kneTok/MKn
(B cpeatem 717,0 kneTok/MK), BUPYCHOIA HarpysKoii < 50 000 konmit/Mn (B cpeaHeM
2090,0 Konmii/Mn), C OTCYTCTBUEM aKTUBHbIX CMMO-accoummposarHbix 3a6onesa-
HU ¥ paHee He MoNyyaBlUMe BaKLMHALMM MHEBMOKOKKOBOI BaKLMHOW, nonyyanu
3 po3bl Mpesexap® 13. Mokasarenu 1gG CTK 1 O®A 6binu L0CTOBEPHO BbllLe nocne
nepBoiA BakuHauuu MpeseHap® 13 no cpasHeHmio ¢ A0BAKUMHANbHBIM YPOBHEM.
Ha BTOpYyt0 1 TpeTbio 03bI (4epe3 6 u 12 mecsues) passuBancs Gonee BbICOKMl
MMMYHHBI/ OTBET, YeM M0C/e OAHOKPATHOI BaKLMHauuu lMpeseHap® 13.
Tpaticnnarnmayus eemonosmuyeckux cmeonosbix kiemok

Netn u B3pocnbie, KoTopbIM Gbina BbINONHEHa annoreHHas TPaHCNNaHTauus remo-
MO3TUYECKUX CTBONOBLIX KneTok (TICK), B Bo3pacTe > 2 fieT ¢ nonHoii reMatonoru-
Y€CKOW PEMUCCHElT OCHOBHOTO 3360NEBaHMS MK C YAOBNETBOPUTENBHON YACTUYHOM
PEMHCCHeN B Chyyae NUMGBOMBI U MUENOMb, nonyyanu Tpu nosbl Mpesenap® 13
C UHTEPBA/IOM He MeHee 1 Mecaua Mexay Aosamu. Mepsyio A03y npenapata BBo-

nunuuanas 2_A moraiian narna TICK Uarsantan (Rvirraninna) nasy Mnanaian® 12




no 6B 1 23F yposeHb IgG > 0,35 MKr/Mn onpeaensincs y MeHbLUEro npoLeHTa AeTen.
BmecTe c TeM, 0TMeYeH BbpaXeHHbIi ByCTepHbIV 0TBET Ha peBaKLMHALMIO ANs BCEX
cepotunos. GopmMmupoBaHME UMMYHHOI NaMSTU NMOKA3aHO ANS 0BEMX YKa3aHHbIX
BbiLLE CXeM BaKLMHALMK. BTOPUYHBIH UMMYHHbII OTBET Ha peBaKLIMHUPYHOLLYIO A03Y
y AieTeii BTOPOro roAa XM3HW Npu UCMONb30BAHUM TPEX UMM ABYX 03 B CEPUM Nep-
BUYHOW BaKLMHALMM CpaBHUM Ans Bcex 13 cepoTunos.

lpu BakKuMHAUMM HEAOHOWEHHbIX [eTel (POAMBLUMXCS NpU CPOKE recTauuu
<37 Hepenb), BKNtoYas ry6oKo-HeAOHOWEHHbIX AeTed (POAMBLLMXCS NpU CPOKE
recTauun <28 Hepenb), HauMHas C BO3pacTa ABYX MeCsLEB, OTMEYEHO, YTO Ypo-
BEHb 3alUMTHBIX CMEeLUMPUUYECKUX MPOTUBOMHEBMOKOKKOBBIX aHTUTEN U UX ODA
nocne 3aKOHYEeHHOro Kypca BaKLMHALMM JOCTUraNU 3HaYEHWUH BbILLE 3ALUMTHBIX Y
87-100 % npuBMTbIX KO BCEM TPUHAALLATH BKIIOYEHHBIM B BaKLIMHY CEPOTUNAM.
HNmmyHozenHocmb y demeil u nodpocmiKoe 8 eo3pacme om 5 0o 17.n1em

[letvt B Bo3pacte o1 5 Ao <10 neT, KoTOpbIe A0 3TOrO NOMYYUNM KK MUHUMYM OfIHY
103y NHEBMOKOKKOBOW 7-BaNeHTHOM KOHBIOrMPOBAHHO BaKLMHbI, @ TaKXe paHee
He BaKLMHMPOBaHHbIE AETU U NoApocTkM B Bo3pacTe oT 10 fo 17 net, nonyuus no
OfIHO fi03€ BaKLyHbI MpeBeHap® 13, NpoAeMOHCTPUPOBANM UMMYHHbIHA OTBET Ha
Bce 13 cepoTvnoB, 3KBUBANEHTHbI TakoBOMy y AieTelt 12-15 MecsueB, BaKLMHUPO-
BaHHbIX YeTbIPbMS J03aMu npenapata lpeseHap® 13.

OnHokpatHoe BeeaeHue MpeseHap® 13 netsm B BospacTe 5-17 net cnoco6Ho obec-
neynuTb HeobXoANMbIH UMMYHHbIA OTBET Ha BCe CepoTUMblI BO3byauTens, BXoaswme
B COCTaB BaKLMHbI.

3¢ pexkmueHocme lMpeseHap® 13

WneasuseHas nHesmokokkoeas urpexyus (UITH)

lMocne BHenpenus MpeseHap® B cxeme 2+1 (oBe [03bl HA NEPBOM TOAY XU3HU U
peBaKUMHaLMS OAHOKPAaTHO Ha BTOPOM FOAYy JkM3HM) Yepe3 ueTbipe roAa npu
94 % oxsate BakLuHaumeit oTMeveHo 98 % (95 % [IN: 95; 99) cHuxeHue yacToTbl
UMW, Bbi3BaHHbIX BaKLMH-CReunduuHbIMKM cepoTunamu. [Mocne nepexopa Ha
MpeseHap® 13 oTMeueHo AanbHeiwee cHkeHue yactoTbl UM, BbI3BaHHbIX Bak-
UMH-CNeLMPUYHbIMUA JONONHUTENbHBIMM CEpPOTUNAMK, OT 76 % y AeTeid B BO3pacTe
mnapuwe 2 net fo 91 %y neteit B Bo3pacte 5-14 ner.

Cepotun-cneunduyeckas 3pdekTMBHOCTb B OTHOWweHUU UMW no LONONHUTENbHBIM
cepotunam [peseHap® 13 y neteit B Bo3pacte € 5 net, konebanach o1 68 % 0 100%
(cepotin 3 u 6A, cooTBeTCTBEHHO) M cocTaBuna 91 % ans cepotunos 1, 7F u 19A),
npu 3TOM He Habntoaanoch cnyyaes UMW, Bbi3BaHHbIX cepoTunom 5. Mocne Bkntoye-
Hus MpeBeHap® 13 B HauMOHaNbHbIE NPOrpaMMbl UMMYHU3ALIMM YACTOTa PerucTpa-
umm UMW, Bbi3BaHHbIX CepoTMNoM 3, cHuaunach Ha 68 % (95 % AN 6-89 %) y petent
1o 5 net. B uccnefoBaHum cnyyaii-KoHTPOb, BbINONHEHHOM B aHHOH BO3PaCcTHOM
rpynne, nokasaHo CHWxeHue 3abonesaemocTv UMW, Bbi3BaHHbIX CEpOTUMOM 3,
Ha 79,5 % (95 % LI 30,3-94,8).

CpedHruii omum (CO)

Mocne BHeapenus BakuuHauuu [peBeHap® C nocneaylWMM MepexoaoM Ha
lpeseHap® 13 no cxeme 2+1 BbisBNEHO CHUXEHME HA 95 % YaCTOTbI BO3HUKHOBEHMS
CO, Bbi3BaHHbIX cepoTunamu 4, 6B, 9V, 14, 18C, 19F, 23F u cepotuna 6A, a Takxe Ha
89 % cHuxeHue yactoTbl CO, Bbi3BaHHbIX cepotunamu 1, 3,5, 7F u 19A.

MHesMoHus

Mpu nepexope c MpeseHap® Ha MpeseHap® 13 oTMeueHo 16 % CHUXEHWE YacToTb
BCEX C/yyaes BHeHONbHUYHOM NHeBMOHUM (BBI) y neteit B Bo3pacTe ot 1 Mecsiua
no 15 net. Cnyyau BBIT ¢ nneBpanbHbiM BLINOTOM yMeHbLIMAKCH Ha 53 % (p < 0,001),
nHeBMOKOKKoBble BBI cHusunmce Ha 63 % (p < 0,001). Bo BTOpo#t rog nocne BHeape-
Hus fMpeseqap® 13 otmeueHo 74 % cHuxeHue YacToTsl BBI, Bbi3BaHHbIX 6 Aonon-
HUTEeNbHbIMKM cepoTunamu MpeseHap® 13. Y neTeii B Bo3pacTe Mnaaue 5 net nocne
BHE/IpeHus BakumHauuu MNpesenap® 13 no cxeme 2+1 otMeyeHo 68 % (95 % AN: 73;
61) cHuxeHue Yucna aMbynaTopHbix BU3UTOB 1 32 % (95 % [IU: 39; 22) yMeHblueHue
Yncna rocnuTanusaumii no nooay anbeeonspHoii B noboit atnonoruu.
CHuxceHue aHmuMukpo6Hoii peaucmenmuocmu (AMP)

Mocne BHeapeHus BakuuHauuu MpeseHap® 7 ¢ mocnedyloWMM NepexoaoM Ha
Mpesenap® 13 cHuxeHne pacnpocTpaHeHHocTH AMP  sBnseTcs pesynbTatom
COKPALEHNs LUMPKYNALMM CBA3aHHbIX ¢ AMP cepoTUnoB M KIOHOB, BK/touas 19A;
YMeHbleHus 3aboneBaeMoCTH (MOMYNALMOHHOTO 3DdEKTA) U CHUKEHUS YacTOTbl
NpUMEHEHUS aHTUMMKPOOHbIX NpenapaTos.

Hocumenscmeo u nonynsyuorHbii 3¢pexm

lMpopemMoHcTpupoBaHa 3p@ekTuBHOCTb MpeBeHap® 13 B OTHOWEHUU CHUXKEHMS
HOCUTENbCTBA B HOCOMNOTKE BaKLMH-CMELMdUIHBIX CEPOTUNOB, Kak 0BLLMX C BaKLM-
Hoi [MpeseHap® (4, 6B, 9V, 14, 18C, 19F, 23F), Tak u 6 gononnutenbHbix (1, 3, 5, 6A,
7A, 19A) u popcTBeHHoro cepotuna 6C.

MonynaunoHHbli 3pdekT (cepoTun-cneuuduyeckoe CHUXKEHUE 3aboneBaeMocTy
HEBAKLMHMPOBaHHbIX /ML) OTMEYEH B CTpaHax, rae MpeseHap® 13 ucnonbayercs B
paMKax MacCcoBOW UMMyHM3aLMK B TeyeHue 6onee 3 neT ¢ BbICOKUM OXBAaTOM BaKLy-
Halueil 1 cobniofeHneM CxeMbl UMMYHU3aLMK. Y HeBaKLIMHMPOBaHHbIX MpeBeHap® 13
nML 65 neT u cTaplue NpoAeMOHCTPUPOBaHO yMeHbluerne UMW Ha 25 %, npu 3ToM
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BBOAM/M Yepe3 6 MecsLeB nocne TpeTbei A03bl. B cO0TBETCTBUM C 06LWUMHU peko-
MeHaauusmu, pasosyto o3y [MB23 sBoaunu yepe3 1 Mecsu nocne 4yeTBepToit
no3bl MpeseHap® 13. Tutpbl GyHKLMOHaNbHO akTUBHbIX aHTUTen (OMA CI'T) B 3TOM
uccneaoBaHuM He onpeaensinuch. Beegenue MpeseHap® 13 Bbi3biBano nosbileHne
CrK cepoTun-cneumpuyeckux aHTUTen nocne Kaxaoi fo3bl. UMMyHHbINA OTBET Ha
6ycTepHyto Aoy MpeseHap® 13 6bin 3HaYMMO Bbille ANS BCEX CEPOTMMOB MO CpaB-
HEHMIO C 0TBETOM Ha NEPBUYHYI0 CEPUI0 UMMYHM3ALUM.

MOKA3AHUSA AN9 NPUMEHEHUS

- IpodUNaKTMKa MHEBMOKOKKOBbIX MH(EKLMIA, BKIIOYas MHBA3WBHbiE (B TOM
YuCne MEeHMHTUT, bakTepueMuto, Cencuc, Tsxenble MHEBMOHMM) U HEUHBA3UBHbIE
(BHe60oNbHWUYHbIE MHEBMOHUM U CPeiHUE OTUTbI) GOpMbI 3ab601eBaHUiA, Bbi3biBaEMble
Streptococcus pneumoniae cepoTunos 1, 3,4, 5, 6A, 6B, 7F, 9V, 14, 18C, 19A, 19F u 23F
€ 2-X MecsILeB Xu3HM U Aanee 6e3 orpaHuYeHuns No BO3pacTy:

- B paMKax HaLWOHaNbHOro KaneHaaps npo@unakTMyeckux npuBMBOK;

- Y /ML, TPYNM NOBbILWEHHOTO PUCKA Pa3BUTUS NMHEBMOKOKKOBOM MHGDEKLMM.
BakuuHaumus npoBOAMTCS B paMKaX HaLMOHANLHOMO KaneHaaps npodunakTuyec-
KMX NPMBMBOK COTIACHO YTBEPXKAEHHbIM CPOKaM, @ Takxe /MLaM rpynn pucka no
pa3BUTUIO MHEBMOKOKKOBOW MH(EKLMU: C UMMYHOAEPULMTHBIMU COCTOSHUSMM, B
T4. BUY-uHdekumen, oHkonornyeckummu 3aboneBaHusiMi, NoayyamoLwmuM UMMyHO-
CYNpEeCCUBHYI0 Tepanuio; C aHaTOMU4ECKON/DYHKLMOHANbHOW acnneHunei; ¢ ycTa-
HOB/IEHHbIM KOX/IEapHbIM MMMNAHTOM WM MNaHUPYHILWMECS Ha 3Ty Onepauuio;
nauMeHTaM C MOATEKAHMEM CMUHHOMO3rOBOM XMAKOCTU; C XPOHMYECKUMM 3a60-
NeBaHUSIMU NETKUX, CEPAEYHO-COCYAUCTON CUCTEMBI, MEYEHM, MOYEK M CaXapHbIM
AnabetoM; 6onbHbIM BPOHXMANbHOM aCTMOA; HEAOHOLEHHBIM AETAM; IULAM, HaX0-
AALWUMCA B OPraHU30BaHHbIX KONNEKTMBAX (AETCKMEe AOMa, MHTEpHaTbI, apMeickue
KONNEKTUBbI); PEKOHBANECLIEHTaM OCTPOrO CPEAHEr0 OTUTA, MEHUHTUTA, THEBMOHMM;
AJUTENbHO M YacTo bonerwuM AeTaM; naumeHTaM, UHOUUMPOBaHHLIM MUKODaKTe-
puen Tybepkynesa; BceM nuuam ctapiue 50 net; TabakokypunblumkaM.

MPOTUBOMOKA3AHUSA

- MoBblWeHHas YyBCTBUTENbHOCTb Ha NpeawecTsytollee BeeaeHue lpeseHap® 13
unu MpeseHap® (8 TOM YuCe, aHADUNAKTUYECKMIA LWOK, THKENbIE TeHepau30BaH-
Hble annepruyeckue peakumum);

- NOBbILWEHHas YYBCTBUTENbHOCTb K AUGTEPUIAHOMY aHATOKCUHY W/WaM BCnOMOra-
TeNbHbIM BELECTBAM;

- OCTPble MHDEKLIMOHHbIE UM HEUHDEKLMOHHbIE 3aD0NEeBaHMUS, 060CTPEHMS XPOHU-
yeckux 3abonesanuit. BakuuHaLmMio NPOBOAST MOC/E BbI3A0POBIEHNS UK B NEPUOA
PEMUCCUM.

NPUMEHEHUE NPY BEPEMEHHOCTW U B NEPUOJ rPYAHOIO BCKAPM/TUBAHUSA
be3onacHoCTb NpUMeHeHMs BaKLMHbI BO BpeMSs GepeMeHHOCTHU U TPyAHO0 BCKapM-
NUBaHUA He ycTaHoBneHa. [laHHble o npumeHeHuu [lpeseHap® 13 Bo Bpems
GepeMeHHOCTM OTCYTCTBYHOT. OTCYTCTBYKOT [AaHHbIE O BbIAENEHWUM aHTUrEHOB
BaKLWHbI MM NOCTBAKLIMHANbHbIX AHTUTEN C FPYAHBIM MONOKOM NMPY NAKTaLMUM.

CMNOCOb NPUMEHEHWSA U [03bl

Cnoco6 esedeHus

BakuuHy BBOAST B pa30Boii A03e 0,5 MN BHYTPUMbILEYHO. [leTAM NepBbiX NET XU3HH
NPUBMBKM NPOBOAAT B BEPXHE-HAPYXHYI0 MOBEPXHOCTb CpeaHed Tpetu beapa,
NMLAM CTaplue 2-X NeT — B AeNbTOBUAHYI0 MbillLy Neya.

Mepen npumeHenneM wnpuy ¢ BakuuHoii [peseHap® 13 HeobxoauMo Xopowo
BCTPAXHYTb A0 MONYYEHUs TOMOTEHHOI CycreH3uu. He ucmonb3osartb, eciu npu
0CMOTpE COAEPXMMOro0 LWNPULIA BbISBASIOTCS MHOPOAHbBIE YACTULbI, W COAEPXKU-
MOE BbIFISANT UHaYe, YeM B pasaene «OnucaHme» HacToALeR MHCTPYKLIMM.

He egodums [Mpeserap® 13 eHympucocyducmo u 6HympuMbIweyHo 8 9200U4HYI0
o6nacme!

Ecnm Havata BakumHaums [peseHap® 13, pekoMeHAyeTCs 3aBepWuTL ee TakxKe
BakuvuHoi [peseHap® 13. llpu BbIHYX/AEHHOM YBENMYEHUM WHTEPBANA MEXAy
MHbEKLMAMM 1106070 U3 NPUBEAEHHDIX BbilLE KYPCOB BaKLMHALMM, BBEAEHWUE A0NOA-
HUTENbHbIX 403 MpeseHap® 13 He Tpebyetcs.

Cxema saKyuHayuu
Bospact Havana Cxema VHTEDBANbI 1 1103MDOBK
BaKLMHALMK BaKLMHaLy P i
2-6 mec 341 HavBuayanbHas MMMyHU3aLK: 3 403bI C
nm MHTEPBA/IOM HE MeHee 4 Hej MeXJy BBEACHUAMM.

241 MepByto 03y MOXHO BBOAMTH C 2-X MeC.
PesakuvHaums oaHokpatHo B 11-15 mec.
MaccoBas uMMyHu3aLMa feTed: 2 fo3bi ¢
UHTEPBA/IOM He MeHee 8 Hepy Mexly BBefieHHAMM.
PeakuwHauys opHokpatHo 8 11-15 mec.




7-11 mec 241 2 103bl C MHTEPBANOM He MeHee 4 Hed Mexay
BBe/eHMAMMU. PeBaKUMHALWMS OBHOKPATHO Ha
BTOPOM FOZY XU3HU

12-23 mec 1+ 2 03bl C UHTEPBANIOM HE MeHee 8 Hep Mexay
BBEACHUAMU

2 ropa u crapwe 1 OpHokpaTHo

Jemu, panee eakyunuposarHeie peseHap®

BaKuMHaLMs NpOTHB NHEBMOKOKKOBOH MH(EKLMM, HaYaTas 7-BaneHTHOM BaKLUHOM
MpeseHap®, MoxeT 6biTb NpofonkeHa MpeseHap® 13 Ha 11060M 3Tane CXeMbl UMMY-
HU3aLMK.

Jluya e so3pacme 18 nem u cmapwe

MpeseHap® 13  BBOAMTCA  OAHOKPATHO. HEOBXOAMMOCTb  peBaKUMHALWK
MpeseHap® 13 He yctaHoBneHa. PelweHue 06 MHTepBane Mexay BBEAEHMEM Bak-
umH MpeseHap® 13 1 MMNB23 cnepyeT NpUHUMATh B COOTBETCTBUM C ODULMANbHBIMM
METOAMYECKMMU PEKOMEHAALMSMY.

OcoGbie 2pynnel nayueHmos

Y nauneHToB nocne TpaHCMNaHTaLMM reMOnO3TUYECKUX CTBOMOBLIX KJETOK PeKo-
MEHAYETCA Cepus MMMYHM3aLUuu, coctoswan 13 4 no3 npenapata MpeseHap® 13
no 0,5 Mn. MepBas cepus MMMYHMU3ALMU COCTOUT U3 BBEAEHUS TPEX [03 Mpena-
paTta: nepsas [03a BBOAWTCA C TPETLErO MO WECTOH Mecsl, NoC/e TpaHCNNaHTaLMM.
WHTEpBan Mexay BBEAEHUAMM [OMKEH COCTaBAATL 1 Mecsl. PeBakUMHMPYIOLLYi0
103y PEKOMEH[lyeTCS BBOAUTb Yepe3 6 MecsLieB Nocne BBEAEHUS TPETbel 403bl.
HeoOHOWEHHbIM AETAM peKOMEHAYeTCs YeTbipexkpaTHas BakuuHauus. Mepsas
Cepus MIMMyHM3aLMK COCTOMT M3 3-x A03. lepByto 03y CnedyeT BBOAUTL B BO3-
pacTe 2 MecsLeB He3aBUCMMO OT Macchl Tena pebeHka ¢ MHTepsanoM 1 mecsl
Mexzy no3amu. Beeaenue yetseptoii (BycTepHoit) A03bl PEKOMEHAYETCA B BO3paCTe
12-15 Mmecsiues.

Moxunsie nayueHmo!

MMMyHOreHHoOCTb M Be30nacHoCTb BakuMHbI MpeBeHap® 13 6binu NOATBEPKAEHDI
ANS NOXKMNbIX NALUEHTOB.

NOBOYHOE [AEACTBUE

besonacHocTb BakumHbI MpeseHap® 13 u3yyeHa y 340poBbix aeTeit (4429 petert/
14267 no3 BakLUMHbI) B Bo3pacTe 0T 6 Heaenb Ao 11-16 mec u 100 petsx, poams-
LIMXCS HEAOHOLWEHHbIMK (B CPOKe < 37 Hepenb rectauuu). Bo Bcex uccnenosanmsx
MpeseHap® 13 npuMeHANCS OAHOBPEMERHO C APYrUMYU BaKLMHAMU, PEKOMEHA0BAH-
HbIMM ANS AHHOTO BO3pacTa.

Kpome Toro, 6esonacHocTb BakuuHbl [peBeHap® 13 oueHeHa y 354 petelt 8 Bo3-
pacTe 7 Mec - 5 neT, paHee He BaKLWUHMPOBAHHbIX HU OAHOW M3 MHEBMOKOKKOBbIX
KOHBIOrMPOBaHHbIX BaKLMH. Haubonee 4acTbiMM HeXenateNbHbIMU peakLMsMu
BblM peakLum B MECTe MHBEKLIMM, NOBbILIEHUE TEMNEPATYPbI, PA3APAKMUTENLHOCTD,
CHWXXEHWE anneTuTa W HapylleHue pexuMa CHa. Y AeTeil cTaplero Bo3pacta npu
nepBUYHOA BaKuuHauuu MpeseHap® 13 Habniopanack. 60nee BbiCOKas 4acToTa
MECTHbIX PeaKLi, 4eM y ieTeil NepBoro roaa XusHu.

Mpy BakuMHaumu MpeseHap® 13 He[OHOWEHHbIX AeTel (POAMBIMXCS B CPOKe
rectaumuu < 37 Hepenb), BKNoYas ryboko He0HOLEHHbIX AeTel, POAUBLIMXCS NPy
cpoke 6epeMeHHOCTH MeHee 28 Hefenb U AeTei C IKCTPEManbHO HU3KOM Maccoil
Tena (€500 r) xapakTep, 4acTOTa U BbIPAKEHHOCTb MOCTBAKLUMHHBIX PEaKUMi He
OT/IMYaNUCh OT TaKOBbIX Y AOHOLIEHHBIX AeTel.

Y nuu B Bo3pacTe 18 net u cTaplie 0TMeYanoch MeHbLEe KOMMYECTBO NOBOUHbIX
3QdeKToB BHE 3aBMCUMOCTM OT NPEALIECTBYIOWMX BakuMHaLmMit. OHaKo YacToTa
pa3BUTUS peakLuii Bbina Takas e, kak 1 y NpUBUTLIX Bonee MONOAOro Bo3pacTa.

B uenom yactora no6ouHbIX 3QPeKTOB Bbina 0AUHAKOBA Y NALMEHTOB BO3PACTHbIX
rpynn 18-49 net 1 y naunentos ctapie 50 neT, 3a UCKIOYEHUEM PBOTI. [aHHblM
no6ouHbIA 3hdekT y naumeHTos B Bo3pacTe 18-49 net BCTpeyancs vale, Yem y
nauueHToB B.Bo3pacTe cTapwe 50 ner.

Y B3pocnbix naumneHToB ¢ BUY-uHbekuuein oTMeyanacs Takas Xe 4actoTa nobouHbIX
peakLuit, Kak 1y nauueHToB B Bo3pacTe 50 N1ET 1 CTapLue, 3a UCK/TIOYEHUEM INXO-
PajKu ¥ PBOTHI, KOTOPbIE HABNIOAANNCH OYEHDb YACTO M TOWHOTI, KOTOpas Habio-
Aanack 4acTo.

Y NauMeHToB NOC/E TPaHCNNAHTALIMM FeMONO3TUYECKMX CTBOMOBbIX KNETOK YacToTa
Pa3sBuTUA NOBOYHBIX peaKLMi Obina Takas Xe, Kak 1 y 340POBbIX B3POC/bIX NaLMEH-
TOB, 33 UCK/NKOYEHUEM IMXOPAAKM M PBOTbI, KOTOPbIE Y MALIMEHTOB NOC/E TPAHCMAH-
TaLMK BCTPEYANMUCh OYEHb YacTo. Y AieTeil U NOAPOCTKOB C CEPNOBUAHOKAETOYHOI
aHemueit, BUY-uHdekumeit uan nocne TpaHcnaaHTaLmMm reMono3TMYecKuX CTBONO-
BbIX KNIETOK OTMEYanach Takas Xe 4acToTa NoboYHbIX peakLmid, Kak 1 y 340pOBbIX
nauuMeHToB B Bo3pacTe 2-17 neT, 3a MCKNIOYEHUEM FONOBHOM 60AM, PBOTI, AMapem,
NIUXODANKM. VTOMASEMOCTU. apTDaNTUU U MUANTuM, KOTOPLIE Y TaKuX NaLMEeHTOB

HodeHa (NapaueTamona) MOXeT CHWXaTb MMMYHHbIA OTBET Ha CEpUI0 MEPBUYHOM
BakuuHaumu lpeseHap® 13. MMMyHHbIX OTBET Ha peBakuuHaumio MpeseHap® 13
8 12 Mecsues npu NpoduUNaKTU4ECKOM NPUMEHEHMM NApaLETAMONA HE MEHSEeTCS.
KnnHryeckoe 3HayeHune 3TUX AaHHbIX HEU3BECTHO.

Jemu u nodpocmku e 8o3pacme 6 - 17 nem

[lanHble 0 npumeHeHnu npenapara MpeseHap® 13 0AHOBPEMEHHO C BaKLMHOM Npo-
TMB NanunnOMaBMPYCHOM MHMEKLMM YenoBeka, KOHbIOrMPOBAHHOW MEHUHIOKOK-
KOBO/A BaKLIMHOM, BaKLUMHOM NpOTUB CTONBHSAKA, AMDTEPUM U KOKMIOWA, KNELLEBOrO
3HLedan1Ta oTCyTCTBYIOT.

Jluya e sospacme 18-49 nem

[laHHble N0 ofHOBPEMEHHOMY NpuUMeHeHuIo npenapata MpeseHap® 13 ¢ apyrumu
BaKLMHaMM OTCYTCTBYHOT.

Jluya e so3pacme 50 nem u cmapwe

BakuuHa MpeseHap® 13 MOXeET MCMONb30BATLCS COBMECTHO C TPUBANEHTHOM MM
YeTbIpexBaNeHTHOIM MHaKTUBMPOBAHHOM BaKLMHON NPOTMB Ce30HHOro rpunna (T8
nnn YrB). Mpu KoMEMHMPOBAHHOM MCMONb30BaHUM BakLUMH MpeseHap® 13 u TIB,
MMMYHHbIE OTBETbI Ha BakLMHY TI'B coBnaaany ¢ oTBeTaMu, NONYYEHHbIMM MPU Npy-
MEHEHUN OAHOM BaKLMHbI TIB, UMMYHHbIe OTBETHI Ha BakLuHY MpeseHap® 13 6binu
HWXe, YeM MPU UCMONb30BaHMM Tonbko Mpesenap® 13. KnuHuyeckas 3HayMMoCTb
NaHHOro (aKTa Heu3BecTHa. acToTa pasBuTMS MECTHbIX peakLMil He YBeNuYuBa-
nack Npu 0iHoBpeMeHHOM BBeaeHuM MpeseHap® 13 ¢ MHaKTUBUPOBAHHOM rpunno3-
HOM BaKLMHOM, TOrAa Kak 4acToTa 0bwux peakuui (ronoBHas 60nb, 03HOB, Chirb,
CHWXeHWe annetuta, 60K B CycTaBax W MblllLax) NPy OAHOBPEMEHHOM MMMYHM3a-
umu nosbiwanach. OAHOBPeMEHHOE NPUMEHEeHMe C APYrUMU BaKLIMHAMKU HE Uccie-
[0BanoCh.

0COBbIE YKA3AHUSA U MEPbBI MPEAOCTOPOXHOCTU NMPU NPUMEHEHWUU

C yyeTom peakux cnyyaes aHadMNaKTUHECKUX PeaKLMi, UMEIWMUXCS Npu npu-
MEHEHUN N0BbIX BaKLMH, BaKLMHMPOBAHHbIM NaLMEHT LOMKEH HaxOAMTbCS Mo
MEANLMHCKMM HabloAeHNEM B TeYeHNe Kak MUHMMYM 30 MUH NOCNE MMMYHU3aLMK.
MecTa npoBeaeHns UMMYHU3aLMM LOMKHBI BbiITb 06ECNeYeHbl CPeACTBaMM NPOTU-
BOLUOKOBO Tepanuu.

BakuuHaLMI0 HeLOHOWEHHbIX (KaK M [AOHOLWEHHbIX) AETEH CMefyeT HayuHaTb CO
BTOPOro MECALA XN3HW (MacnopTHbI BO3PAcT). [Ipu NPUHSTUM pelLeHus O BakLuHa-
LMK HeZLOHOWeHHOro pebeHka (poamMBLIErocs B CPOKe < 37 HeAenb GepeMeHHOCTH),
0COBEHHO MMEIOWEro B aHaMHe3e HEe3penoCTb AbIXaTeNbHON CUCTEMbI, HEobX0-
AMMO YYeCTb, YTO NO/b3a MMMYHM3ALUWMM NPOTUB MHEBMOKOKKOBOW WHMEKLMU Y
[aHHOM Tpynnbl NaLMeHToB 0COBEHHO BbICOKA W HE CleayeT HM 0TKa3blBaThCs OT
BaKLMHaLMM, HA NEPEHOCUTD ee CPOKM. B CBA3M C NOTEHLMANbHBIM PUCKOM amHo3,
MMEIWMMCA Npy NpUMeHeHUM N1obbiX BakLMH, nepBas BakuuMHaums MNpeseHap® 13
HE/JOHOWWEHHOr0 pebeHKa BO3MOXHA N0z BpayebHbiM HabntoaeH1eM (He MeHee 48 u)
B CTaLlMOHape Ha BTOPOM 3Tane BbIXaXMBaHMS.

KaK 1 ipyrie BHYTPUMbILLEYHbIE UHBEKLMM, NALUEHTAM C TPOMBOLMTONEHMEN /MK
APYTMMM HapYLIEHNAMW CBEPTHIBAIOLLEN CUCTEMBI KPOBM /MU B Cy4ae NeyeHus
aHTUKOarynsaHTamm, BakuuHauus MpeseHap® 13 nonxHa npoBOAUTLCSA C OCTOPOX-
HOCTbIO, NPY YCNOBUM CTAOMAM3ALMM COCTOSHUS NALUEHTA M LOCTUKEHUS KOHTPONS
reMoctasa. Bo3MOXHO noakoxHoe BBeAeHue BakuuHbl lpeseHap® 13 maHHoOM
rpynne nauueHToB.

Mpeserap® 13 He MoxeT obecneyntb NpodunakTUKy 3aboneBaHuil, BbI3BaHHbIX
MHEBMOKOKKaMM AipYrix CEPOTUMOB, aHTUIEHbI KOTOPbIX HE BXOAAT B COCTaB AaHHOM
BaKLHbI.

[letam 13 rpynn BbICOKOrO pucKa B BO3pacTe MAajiue 2 NeT CAeAYeT NPOBOAMTb
nepBuyHyI0 BakUmHaLmio [peseHap® 13 B COOTBETCTBMUM C BO3PACTOM. Y NaLMEHTOB
C HapyLWeHWEM NUMMYHOPEaKTUBHOCTM BaKLIMHALMS MOXET CONPOBOXAATLCS MOHM-
XXEHHbIM YPOBHEM aHTUTEN006pa3oBaHMs.

pumererue lpeseHap® 13 u [11B23

[ins GopMMpOBaHMA MMMYHHOW MAaMATM UMMYHM3ALMIO NPOTMB MHEBMOKOKKOBO
MHOEKLMN NPeanOoYTUTENbHO HAYUHATh C BakLMHbI MpeseHap® 13, HeobxoauMocTb
peBakuUuMHalum He onpeaeneHa. JiuliaM U3 rpynn BbICOKOro pUcka Ans pacliMpeHms
0XBaTa CEPOTUMOB B NOCEAYIOLEM MOXET bbiTb peKOMeHA0BaHO BBeaeHue MMB23.
MmeloTca aaHHble KAMHUYECKUX UccnenoBanmii BakumHaumu MMNB23 yepes 1 rog, a
TaKxe yepes 3,5-4 rona nocne BakumHbl MpeseHap® 13. Mpu uHTepBane Mexay
BaKLMHauMaMn 3,5-4 rona MMMyHHbIA 0TBeT Ha MMB23 6bin Bbie 6€3 U3MEHeHUN
peakTOreHHOCTH.

[leram, npuBuTbIM BakLmMHON MpeseHap® 13 1 BXoAALMM B rpynny BbICOKOrO pUcKa
(HanpuMep, C CepnoBMAHO-KNETOYHOM aHeMueH, acnneHued, BUY-uHbekuuen,
XPOHWYeCKMM 3ab0NeBaHMEM UK UMMYHHON AucdyHKumel), MNB23 BBoanTCs C
MHTEpBaNOM He MeHee 8 Hedenb. B CBOK ovepesb NaLMeHTbl, BXOASLME B rpynny
BbICOKOrO pUcka MHEBMOKOKKOBOW MH(MEKLIMM (MaLMEHTbI C CEPNIOBUAHO-KNETOYHOM
aHemmuein uam BUY-nHdekuueld), BknYas NaLMEHTOB, paHee BaKUMHMPOBAHHbIX
OAHOM WK HeckoNbkumu Ao3amu MMB23, MOryT Nony4uTb Kak MUHUMYM OAHY AO3Y




BCTPEYaNNCh Kak «04eHb YaCcTbley.

HexenatenbHble peakuuu, NepeuncieHHbIE HUKE, KNacCUPULMPOBaHBI B COOTBET-
CTBMM C YaCTOTOM UX MPOSB/IEHNS BO BCEX BO3PACTHLIX rPyNnax cieayiolum obpa-
30M: 04eHb yacTble (> 1/10), wacTwle (> 1/100, Ho < 1/10), HeyacTsle (> 1/1000, Ho
< 1/100), peakue (> 1/10000, Ho < 1/1000) 1 oueHb peakue (< 1/10000).
HexenamensHble peakyuu, ebvisieNleHHble 6 KAUHUYECKUX —UCCAed08aHUAX
peseHap® 13

OveHb_Yacmele: runepTepMus; pasapaxuTenbHOCTb; NOKPaCHEHMe KOXM, Gones-
HEHHbI OLLYLLEHNS, YINOTHEHWE UK OTeK pa3mepoM 2,5-7,0 CM B MeCTe MHbEKLUM
(nocne pesakunHaumm u/unu y feTeit B Bo3pacte 2-5 net); peoTa (y NaLMEHTOB BO3-
pacte 18 — 49 net), COHAMBOCTb, YXYAWEHME CHA, YXYALIEHWE aNNeTUTa, rON0BHas
Bosb, reHepanu3oBanHbie HoBble UK 0GOCTPEHME MMelowmxCs 6onet B CycTaBax u
MblLEYHbIX 6oneid, 03HOB, yTOMASEMOCTb.

Yacmeie: runepTepmus sbitie 39 °C; 601e3HEHHOCTL B MECTE MHBEKLMM, NPUBOASILAS
K KpaTKOBPEMEHHOMY OrpaHuyeHnio 06bema ABUXEHMA KOHEYHOCTM; rUnepemus,
YNNOTHEHWE UnK OTeK pasmepamu 2,5-7,0 M B MecTe BBEAEHMS BaKUMHbI (nocne
Cepuy NepBUYHON BaKLMHaLMK y AeTel B BO3pacTe 40 6 Mec), pBOTa, AMapes, Chinb.
Heuyacmebie: nokpacHeHne KOXW, yNOTHEHUE WM OTeK pa3mepamu Gonee 7,0 cM B
MECTe MHbEKLIMM; NIAKCUBOCTD, CYAOPOry (BKNK0Yas GebpunbHbIe CyR0pOrk), peakLium
TUNEepYyBCTBUTENBHOCTM B MECTE MHbEKLMM (KPANUBHULIA, AEPMATHT, 3yA)™, TOWHOTA.
Pedkue: cnyyau rMnOTOHMYECKOrO KOMianca®, NpuauBbl KpOBM K AuLy™*, peakuus
TUNepYyBCTBUTENLHOCTH, BK/IIOYas OAblWKY, 6pPOHX0CNa3M, oTek KBuHKe pa3Hoii
noKanu3auuu, BKNKOYas oTek nuua™’, aHahunakTuyeckas/ aHadunakTonaHas peak-
Lus, BKOYaA WoK™*, iuMpaneHonaTus B 061acTv MecTa MHbEKLMM.

Overb pedkue: peroHapHas MMdaneHonaTms ™, noanugopmHas aputema*”,

" — HabnoAanuch TONbKO B KNMHMYECKMX UCCNEROBAHUSX BakUMHbI MpeseHap®,
04HaKO BO3MOXHbI 1 AN MpeseHap® 13.

** — 0TMeYanMCb Npu NOCTMapKETUHIOBbIX HabriodeHnsx BakumHbl MpeseHap®;
MX MOXHO paccMaTpuBaTh Kak BosHe BOIMOXHbIe U Ans peseHap® 13,
HexenatenbHble aBnenus, HabnoAaBLIMECS B APYriX BO3PACTHBIX rPynnax, Takxke
MOTYT NPOSBASTLCA Y A€TEH M NOAPOCTKOB B BO3pacTe 5-17 net. OHaKo B KNMHUYeC-
KMX MCCNeS0BaHUAX MX HE OTMEYANN U3-3a HEBONbLLIOTO KONMYECTBA Y4aCTHUKOB.
3HauMMbIX pasuuuii B YacToTe PasBUTUA NOBOUHbIX IPHEKTOB Y B3POCALIX, paHee
BaKLMHMPOBAHHbIX M HEBAKLUMHUPOBaHHbIX MMB23, He oTMeyeHo.

NMEPELO3MPOBKA
Mepenosnposka MpeseHap® 13 ManoBeposTHa, Tak Kak BaKLMHY BbINyCKAKT B
WwnpuLie, COAEPXALLEM TONbKO OAHY A03Y.

B3AMMOAEWCTBME C APYIMMM NEKAPCTBEHHbIMU CPEACTBAMMU

[LlanHble o B3aumo3ameHseMocT [MpeBeHap® 13 Ha ApyrMe NHEBMOKOKKOBbIE
KOHBIOTMPOBAHHbIE BaKLMHbI OTCYTCTBYWT. [pM OAHOBPEMEHHON MMMYHM3aLMUMU
Mpesexap® 13 v ApyrMMy BaKLMHAMK HHBEKLMM AENAKTCA B Pa3Hble Y4acTkY Tena.
Jemu e so3pacme 2 mec - 5 nem

MpeseHap® 13 coueTaeTcs c Nto6bIMU APYTUMH BaKLMHAMM, BXOASWMMM B KaneHAapb
MMMYHM3aLMK [ieTeH NepBbiX NeT XM3HH, 3a UckntoyerreM BLK. OaHospemeHHoe
BBeAEHWE BakuuHbl [peseHap® 13 ¢ niobbIMM CleayOWMUMM aHTUFEHAMM, BXO-
ASLMMM B COCTaB KAaK MOHOBANEHTHbIX, Tak M KOMOMHMPOBAHHbIX BaKUMH: AMG-
TEPUAHBIM, CTONGHAYHBIM, BECKNETOYHBIM MMM LEbHOKNETOUHBIM KOK/OWHBIM,
Haemophilus influenzae Tun b, nonuoMuenuTHbiM, renatura A, renatuta B, KopesbiM,
3MUAEMMYECKOrO MApOTUTa, KPaCHYXM, BETPAHON OCMbI U POTABUPYCHOM UHDEK-
LMK — He BNMAET Ha MMMYHOTEHHOCTb AaHHbIX BaKLMH. B CBA3M C 6onee BbICOKMM
puckoM passuTus hebpunbHbIX peakLuii AeTAM C CYAOPOKHBIMA PacCTPOMCTBAMM,
B TOM uucne ¢ $ebpunbHbIMM CYAOPOraMi B aHaMHe3e, a Takke Monyyalowum
MpeseHap® 13 0aHOBPEMEHHO C LIENbHOKNETOMHBIMM KOKMIOWHBIMU BaKLMHAMM,
PEKOMEHAYETCS CMMMTOMATUYECKOE Ha3HaYeHMe XaponoHMxKalowmx cpeacTs. Mpu
COBMECTHOM npumeHeHnu Mpeserap® 13 u MHdaHpuKc-rekca Yactota hebpuabHbix
peakuwit coBnana c TakoBoi AnA COBMECTHOrO npumeneHnus Mpesexap® (MKB7) u
UHdaHpukc-rekca. MoBbileHWe YacToTbI PenopTUPOBaHKUS CyAOpOr (c M 6e3 nosbi-
WeHUs TeMneparypbl Tena) u rMnOTOHUYECKU-TMNOPECNOHCHBHBIX 3Nn30408 (IT3)
HabnAan0Ck MU COBMECTHOM HCNob3oBaHuy MpeseHap® 13 u UHdaHpyKc-rekca.
lp1MeHeHNe XaponoHMKaIoWMX NPENapaTos CNedyeT HauMHaTh B COOTBETCTBUM C
MECTHbIMMA PEKOMEHAALMAMM MO NEYEHUIO AETeN C CYA0POXHbIMM PacCTPOACTBaMM
UM AeTeli C HannuMeM B aHaMHese GeBpunbHbIX CYA0POT, U Y BCEX AETEH, KOTOPLIM
BBOAMAM [TpeseHap® 13 0AHOBPEMEHHO C BaKUMHAMM, COAEPXKALUMMU LieNbHOKE-
TOYHbIA KOK/HOLHbIA KOMMOHEHT.

MpeseHap® 13 MOXET COBMECTHO MCMO/b30BAThCA C BaKLMHON MEHUHTOKOKKOBOM
nonucaxapuaHoi cepotnnos A, C, W 1 Y, KOHbIOrMpOBaHHOM CO CTONBHAYHBIM aHa-
TOKCUHOM, y fieTei B Bo3pacTe 12-23 mecsues.

CornacHo AaHHbIM NOCTMAPKETUHTOBOTO MCCNEAOBAHUS NPODUNAKTUYECKOTO Mpy-
MEHEHUS XKapOMOHUXAKLWNX CPEACTB Ha MMMYHHbI OTBET Ha BBEAEHME BaKLMHbI
MpeseHap® 13, npeanonaraetcs, YT0 NpoGUNAKTUYECKOE HA3HAYEHWE ALETOMM-

BaKLWHBI [TPEBEHAPY 13.

Pewenne 06 untepsane mexay BeefeHusmu MMB23 u BakuuHbl MpeseHap® 13
AO/MDKHO MPUHAMATLCA B COOTBETCTBUM C OQMUMANbHLIMU peKkoMeHpaumamu. B
page ctpad (CLUA) pekomeHayeMmblit MHTEPBAN COCTABAAET HE MeHee 8 Heaenb
(mo 12 mecsues). Ecnm naumeHT patee 6bin npuswt MMB23, Mpesexap® 13 cneayet
BBOAMTH HE paHee YeM yepes 1 rog. B PO sakuuHaums NMKB13 pekomenaosaHa scem
B3POC/IbIM LM, AOCTUrWMM Bo3pacTa 50 NeT, 1 nauneHTam rpynn pucka, npuyem
BakumHa MKB13 BBOAMTCS NepBOiA C BO3MOXHOM NOC/NEAyIOWEl peBaKunHaLmel
MMB23 c uHTEpBaNOM He MeHee 8 Heaeb.

Mpesexap® 13 copepxut MeHee 1 MMONb HATPKs (23 Mr) Ha 403y, T. €. NPaKTUYeCKM
He COAepXMT HaTpus.

B npepenax ykasaHHOro cpoka rofHocTu npenapat [lpeseHap® 13 coxpaHser
CTabunbHOCTL B TeyeHue 4 aHelt npu Temneparype ao 25 °C. Mo 0KOHYaHUM 3Toro
nepuoaa npenapar cneayet nMb0 HemeaseHHO WCMONb30BaTb, IMGO BEPHYTHL B
XONOAWNbHMK. 3TU [aHHbIE He SBAAIOTCA YKa3aHWUAMM MO YCNOBUAM XpaHeHus u
TPaHCMOPTAPOBAHMSA, HO MOTYT SABAATHCA OCHOBAHUEM NSl PELLEHNUS MO UCMOMb30-
BaHMIO BaKUMHbI B CNy4ae BpeMeHHbIX konebaHuit TeMnepaTypbl Mpu XpaHeHun u
TPaHCMOPTUPOBAHMM.

OcobeHHocmu enuAHUA NIeKAPCMEEHHO20 cpedcmea Ha cnocobHocmb ynpasname
MpaxcNopmHeIM CpedcmeoM Unu NOMEHUUAALHO ONACHLIMU MEXAHU3MAMU
MpeseHap® 13 He 0Kka3biBaeT UM OKA3bIBAET HE3HAUNTENLHOE BAUAHUE HA COCO6-
HOCTb yNpaBsTb aBTOMOGUNEM M MONb30BATLCS TeXHUKOW. OfHaKo, HEKOTOpble
peakumu, ykasaHHble B pasjene «[obo4Hoe AeiicTBMED, MOryT BPEMEHHO BAMATL
Ha CrocoBbHOCTb YNPaBAATb TPAHCMOPTHLIM CPEACTBOM M MOTEHLMANLHO ONACHbIMM
MexaHWU3MaMmu.

®dopma Bbinycka

CycneHsus s BHYTpUMbILLEYHOTO BBeAeHMs 0,5 MA/no3a.

Mo 0,5 Mn B WNpuL BMECTUMOCTbIO 1 M1 M3 NPO3paYHOro GeclseTHoro crekna (Tun I).
1 wnpuw v 1 cTepunbHas Urna B NAACTUKOBYIO YNAKOBKY, 3aneyaTaHHylo NoAM3TUNe-
HOBOW MNEHKOM. 1 NNaCTUKOBas yNakoBKa BMECTE C MHCTPYKLMEN N0 NPUMEHEHHUI
B KapPTOHHYI0 Mauky.

5 WnpuLes B NNacTMKOBYIO YNaKOBKY, 3aneyartaHHyio noaUITUEHOBON NAEHKO.

2 NNacTMKOBLIX yNakoBky M 10 CTEPUALHBIX UIN BMECTE C MHCTPYKUMENH NO MpuMe-
HEHMIO B KAPTOHHYHO MauKy.

Mpu ynakoske Ha 000 «HMO Merposakc Mapm:

Mo 0,5 M B WNpUL BMECTUMOCTbIO 1 MA M3 NPo3payHoro GecuBeTHoro cTekna (tvn |).
L wnpuu v 1 cTepunbHas Urna B NAACTUKOBYHO YNakoBKY, 3aneyaTaHHyIo oAU3TUNe-
HOBO/ NAeHKoIA. 1 nnacTukoBas ynakoBka BMECTE C MHCTPYKLMEN N0 NPUMEHEHHIO
B KApPTOHHYIO Nauky.

YcnoBus xpaHeHUs U TpaHCNOPTUPOBaHMUS

Mpu Temnepatype ot 2 Ao 8°C. He 3aMopaxuBaTe.

XpaHuTb B HEOCTYMHOM NS AeTelt MecTe.

TpatcnopTuposarth npy TeMnepatype ot 2 °C - 25 °C. He 3aMopaxuBars.
LlonyckaeTca TpaHCnopTMpoBaHMe npu Temnepatype Bbiwe 2-8 °C He Gonee nsTH
LHE.

Cpok rogHoCTH

3 ropa.

He ucnonb3osatb nocne McTeueHms Cpoka roAHOCTH, yKa3aHHOTO Ha ynaKoBkKe.

Ycnosus otnycka
Ynakoeka ¢ 1 wnpuuem — no peuenty
Ynakoska ¢ 10 wnpuuamu — ans neye6HO-NPoGUAAKTUYECKMUX YupeX AeHHi

MNpeanpuatue-npoussoautens
1) Ndaitzep Aitpnana @apmacobiotukans, Mpnaxams
Ipeitax Kactn busnec-napk, Knoxgankuk, ly6nun 22, Upnanams
2) 000 «HMO Metposakc Mapm», Poccuiickas Deaepatus
142143, Mockosckas 061., . Mogonbck, c. Mokpos, yn. CocHosas, A. 1

YnakoBaHo:
000 «HMO Metposakc Gapm», Poccuiickas Deaepauus
142143, Mockosckas 0611, I. Mogonbck, ¢. Mokpos, ya. CocHoBas, 4. 1

Ipemer3zuu nompe6umeneli Hanpasnsme no adpecy:

1) 000 «Mdaitzep MHHOBaLMMY

123112 Mocksa, Mpecterckas Hab., a. 10, bLL «bawHs Ha HabepexHoi» (Bnok C)
TenedoH: (495) 287-5000, dakc: (495) 287-5300

2) 000 «HMO Metposakc Mapm», Poccuitckas Geaepaums

142143, Mockosckas 06a., 1. Mogonbck, ¢. Mokpos, yn. CocHosas, 4. 1

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

3) ®enepanbHas cnyx6a no Haf3opy B chepe 3ApaBooXpaHEHMS (PocappaBHaasop):
109074, Mocksa, CnassiHckas n., 4. 4, ctp. 1

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