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IHCTPYKIIIA
JJISI MEJHYHOI0 32CTOCY BAHHSI JIIKAPCHKOTO 3200y

BEKCEPO
Baxumna u1st npoiIak THKH MEHIHIOKOKOBOT iH( eK1ii, 0 BUKJIHKAETHCS ceporpynoin B
(BuroroBJieHa 3a pexomoinanTaorw JIHK Texnosoriero, axcop6oBaHa)

Crnao:
Oiroui pevosunu. omHa no3a (0,5 MJ1) MiCTUTE:

pexombiHaHTHuH 31muTHI Ginok Neisseria meningitidis ceporpyma B NHBA® 23 — 50 mMxr
pexomGinanTHu# 6inok Neisseria meningitidis ceporpymu B NadA'!>%3 — 50 mMxr
123 — 50 mMxr

pexoMmOiHaHTHU 3muTHi 6110k Neisseria meningitidis ceporpynu B fHbp

BE3HKYJIH 30BHIIHBOI MeMOparu (OMV) 3 Neisseria meningitidis ceporpynu B
mramy NZ98/254, Bu3HaueHOTO 3a 3arajibHOIO KiJIbKICTIO OiJTKa, IO MICTHUTBCS Y
PorA P1.4? — 25 MKr
! orpumano 3 Buxopucranmsam kiitus E. coli 3a pexombinanTroo JJHK TexHomorieo.
2 ajcop6oBaHo Ha amowmigito rigpoxcuni (0,5 mr AlPY).
> NHBA (remapun-38’s3yrounii anturen Heiicepii), NadA (aaresun A Neisseria), fHbp (¢paxrop-
H 3B’s13y1oumnit 6i10K).
OONOMIICHI peyosuHY: ATFOMIHIIO TiIPOKCH]I, HATPIIO XJIOPH], IyKpO3a, TiCTH/IIH, BOJA UL iH’ €KIIiH.

Jlixapebka ¢gopma. CycneHsis i iH’ eKIii.
Ocnoeni izuxo-ximiuni enacmuéocmi: onajeclieHTHa piuHa (CycrneH3is 61ryBaToro Koubopy).

dapmakoTepaneBTHYHA rpyna. AHTHOAKTepiaibHi BakIMHA. BakimuHH U1 HPOQITaKTHKK
MeHiHrokokoBoi indexmnii. Kox ATX JO7A HO9.

Imynonoziuni i 6ionoziuni enacmueocmi.
Dapmaxoounamixa.

Mexani3m mii
Imynizanis Baxkuuuoro BEKCEPO mnpusHavena Jyisi CTEMYJIIOBaHHS BHPOOJICHHS OaKTEPUIMIHHX
AHTHUTIN, SIKi po3misHaroTh BakiwHHi anTurenn NHBA, NadA, fHbp ta PorA P1.4 (imyHomOMiHaHTHUH
aHTHTeH, HasBHUM y KommoHeHTi OMV) Ta, K OYIKyeThCs, JUISI 3aXHCTy  BiJ] 1HBa3MBHOI
MeHiHrokokoBoi iHpekuii (IMD). Buacminok BapiaGensHOCTI eKcmpecii I[MX aHTHICHIB DPi3HHMH
INTaMaMH, MEHIHTOKOKH, sIKi iX eKCIIPeCylOTh Ha JOCTaTHHOMY PiBHi, UyTJIHBI JIO0 HPOIYKOBAHHX
BaKIMHOIO aHTUTiII. CucTeMa BU3HaYeHHs MeHiHrokokosoro anturena (MATS) Oymna po3pobiena Jiist
3B’5131<y npodiiB aHTHIEHIB PI3HMX INTaMiB MEHIHIOKOKOBOI GakTepil ceporpynd B 3i 3HMIIEHHIM
IITAMiB y CHPOBATKOBOMY OaKTEPHIHMIHOMY TECTi 3 BAKOPHCTAHHSIM KOMILICMEHT JUOAHHH (hSBA).
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OXOTUTIOBATHCSI BakIHHOI0. 3aranmom 78% (95% nosipumnii intepsan 3 63—90%) 3 npubnuszno 1000
ITaMiB OYJIM 9y TIHBI 10 1HIyKOBAHMX BAKITHHOIO aHTHTLIL.

Kiiniuna eeKTHBHICTE
EdextuBaicts Baxkiunun BEKCEPO y wiiHiYHHX JOCHDKEHHSX HE OIliHIOBajacs. BHCHOBOK Ipo

edexTUBHICT, BakUMHM OYJIO 3pOOIEHO NIIAXOM JIEMOHCTpAIlii iHmyKilii BifTIOBi[I CHPOBATKOBHX
OaKTEPUIIHHUAX aHTHTLI HA KOKEH 3 BAKI[MHHIX aHTUTEHIB (IUB. HIKIe «IMyHOTEHHICTE).
IMyHOTEHHICTh

BiamoBise cHpoBaTKOBUX OAKTEPUIMIHUX AHTUTII Ha KOXeH 3 BaknuHHUX aHTHreHiB NadA, fHbp,
NHBA ta PorA Pl.4 oniHioBand 3 BHKOPHCTaHHSAM HAGOpy YOTHPHOX KOHTPONBHHX INTaMiB
MEHIHIOKOKIiB ceporpynd B. PiBeHb GakTepulMIHHX AHTUTII HOPOTH LUX INTAMiB BH3HAYaIH Y
CHPOBATKOBOMY OAaKTEPHI[MIHOMY TECTI 3 BHKOpUCTaHHSIM KomiuteMeHTy jrounn (hSBA). Jlanux mis
BCiX cxeM BakKI[WHAIlil 3 BAKOPHCTAHHSIM KOHTPOJBFHHX ImTaMiB /it NHBA nemae.

BifbITicTh NEPBUHHUX JOCII/PKEHh IMYHOIE€HHOCTI MPOBOIMIIMCS 3a IH3aifHOM paHJIOMI30BaHUX,
KOHTPOJILOBAHMX, 0AraToleHTPOBUX KIIHIYHUX JIOCII/DKEHb. IMyHOTCeHHICT OI[iHIOBAJIM Y HEMOBIISIT,
JITCH Ta IOPOCIHX.

IMYHOTEHHICTb y JiTei

Jlith, sxi Gpany ydacTh y JOCHIDKEHHsIX, oTpuMyBaimi Tpu jo3u Bakiuas BEKCEPO y Bimi 2, 4 Ta 6
a60 2, 3 Ta 4 micsmi, a 103y peBaKIMHALI] Ha APYTOMY POIIi XKHUTTS, ajie He paHire 12-MicI4Horo BiKy.
CHpoBaTKH OTPUMYBAJIH SIK JI0 BAKIMHAIIT, 9epe3 MicsIlb Imicist TpeThoi BakiuHaii (uB. Tabmmmo 1),
TaK i yepe3 OJMH MicAIp HicHsA peBakiuHAIii (mus. Tabmuigo 2). CrifikicTs iMyHHOI BifIOBiJ
OIiHIOBAIM y IIPOJOBXKEHHI JOCIi/PKEHHs Yepe3 OJMH piK micis peBaknuHamii (muB. Tabmamo 2). B
iHITOMY KITiHIYHOMY JOCTi/PKEHHi OI[HIOBAIM iMyHOTE€HHICTH y AiTeH BiKOM 2—5 MiCsIiB MiCJIs
BBEJIEHHS JIBOX a00 TPHOX JI03 i3 MOJAIBIIOI0 PEeBaKIMHAIT€f0. IMyHOTEHHICTB ITiCIIsl BBEJICHHS TBOX 1103
Takox OyJa JOKyMEHTAIBHO HiATBEPUKEHA B iHINOMY MOCIIIDKEHH] 38 y4acTIO HEMOBJIAT BiKOM 6—8
MICSIIiB Ha MOMEHT BKJIFOUEHHS B JOCIIHKEHHS (UB. TabmHITio 3).

Paniine HeBaKIIMHOBAHI JITH TAKOXX OTPUMAIIH JIBi J03H BaKIMHH HA JAPYTOMY POI XHTTS, a CTIHKICTh
AHTHTI BA3HAYAIIM YEPE3 OJMH PIK ITiCIIT BBEACHHS APYTol 03K (IUB. TAOIHITO 3).

IMyHOT€HHICTD Yy JITe# BikOM 2—5 MiCSITiB

Tpuoo3osuii Kypc nep8uUHHOI BaKyuHayii 3 NOOANLULOIO PEBAKYUHAYIEIO

Pe3ynpTaTs OMiHKY iIMyHOT€HHOCTI Yepe3 OJIMH MICSIIb IiCIIs BBEJIEHHS TPHOX /103 BaKIIHHU BEKCEPO
miTaM y Bini 2, 3, 4 Ta 2, 4, 6 micanis HaBenmeni y Tabmumni 1. Yepes ouH MicsIb MICIs TPETHOL T03H
BAaKIMHAII piBEHb GAKTEPUI[UIHUX AHTHTLI IPOTH KOHTPOJBHUX INTaMiB MEHIHTOKOKY OyB BHCOKHH
npotu anTurenis fHbp, NadA ta PorA P1.4 B 060x cxemax Bakiuranii Bakipaoro BEKCEPO. Pisenb
GakTepunUIHAX aHTUTLI mpoTH anTurena NHBA OyB Tako)X BHCOKHH y JiTel, BaKIIMHOBAHHUX 3a
CXEMOIO BBEJICHHS BAKI[UHE Y Billi 2, 4, 6 MicsIiB, OHAK IMyHOTEHHICTb I[bOT'0 AHTHI€Ha OyJ1a MEHIIIOIO
IpHU cXeMi BBeJCHHS BaKIUHM y Bimi 2, 3, 4 micsamiB. Kriniuni Hacimifk# MeHIIOl iMyHOTEHHOCTI
agturesa NHBA 3a miel cxeMu BakIiiHarii HeBigomi.
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Taonuusa 1

Bignopiabk cHpoBAaTKOBHX 0aKTEPUIIMIHHX AHTHATLI yepe3 1 micsib micst TPeThol 1031 BAKIIMHH

BEKCEPO, BBennenoi y Biui 2, 3, 4 a6o 2, 4, 6 micauis

Jocnipxenust JlocmipkeHHs JlocmimkeHH st
AHTHIEH V72P13 V72P12 V72P16
2, 4, 6 micsauis 2, 3, 4 micsi 2, 3, 4 micsii
0
CepOHOBIf’)H/IBHHX* N=1149 N=273 N=170
0 i 0 i 0 L :
fHbp (95% JII) 100% (99-100) 99% (97-100) 100% (98—100)
GMT hSBA** 91 82 101
(95% 1) (87-95) (75-91) (90-113)
0,
CCpOl‘IOBfI)TI/IBHI/IX N=1152 N=275 N=165
o L 0 i 0, e
NadA (95% JTI) 100% (99-100) 100% (99-100) 99% (97—-100)
GMT hSBA 635 325 396
(95% 1) (606-665) (292-362) (348-450)
0,
CepOHOS/HOTHBHI/IX N=1152 N=274 N=171
0, 24 0 e ] 0, i
PorA P14 (95% ITI) 84% (82-86) 81% (76-86) 78% (71-84)
GMT hSBA 14 11 10
(95% 1) (13-15) (9,14-12) (8,59-12)
0,
Cep"“o;:m““" 84‘;] 7712891) 37‘;\J ?212;—246) 43 ‘VN(=2365~61)
NHBA (95% 1) ° ’ ’
GMT hSBA 16 3,24 3.29
(95% ) (13-21) (2,49-4,21) (1,85-5,83)

**  GMT = cepenHe reoMeTpUIHE THTPY .

% % CepOIO3UTHUBHUX = BiJ[COTKOBA YacTKa 0ci0, y sikux 0yio gocsrayTo Tatpy hSBA > 1:5.

Jlani mozo cTifikocTi 6aKTepHIUIHAX aHTHTLI Yyepe3 8 micsmiB micis BaknuHanii BakipHoio BEKCEPO
y Bimi 2,3 ta4 micsii, a Takox depes 6 micsmiB mmicis Baknumuarii BakmuHOI0 BEKCEPO 'y
Billi 2, 4 Ta 6 MicAIiB (KOHTPOJBHUI MOMEHT YacCy 0 peBakKIMHAIll) Ta JaHi peBaKIMHAII ITicIs
gerBepToi 03w Bakiwuau BEKCEPO, BBemenoi y Bimi 12 micsmis, HaBemeno y Tabnuni 2. Jani mpo
CTIMKiCTh IMyHHOI BiIIIOBI/Ii Yepe3 OJIUH PiK IMiC/Isl peBaKIMHAL] TAKOK HABEJICHO y TaOJHIi 2.

Taoanus 2

Bigmosias cHpoBaTKOBHX 0AKTEPHUIIMIHUX AHTHTLI Mic/Isi peBakuuHanii y Bini 12 Micsuis micjist
Kypcy nepBHHHOI BakiuHAanii y Bini 2, 3 Ta 4 a60 2, 4 Ta 6 MicsuiB, a TAKOXK CTIHKICTH

0aKTepHUIHIHMX AHTUTII Yepe3 OIMH PiK mic/as peBaKIHHALIT

Y 2,3, 4, 12 micsiuis 2,4, 6, 12 micsnis
v eam— N=$1 N-d26
fHbp (95% J1I) 58% (47-69) 82% (78-85)
GMT hSBA*** (95% JII) 5,79 (4,54-7,39) 10 (9,55-12)
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AHTHIEeH

1 Micstip micist

2, 3,4, 12 micsiuin

2,4, 6,12 micauin

peBaxIHanii

% CceponO3UTHBHUX

N=83
100% (96-100)

N=422

100% (99-100)
(95% 1) 135 (108-170) 128 (118-139)
GMT hSBA (95% 1)
12 micsimiB micist
peBaxIiHaIii N=299
% CepoIO3UTHBHHUX - 62% (56—67)
(95% 1) 6,5 (5,63-7.,5)
GMT hSBA (95% 1I)
0 KI[HHA
%ﬂcegziaozlllflmla?{lpllx N2 e
97% (91-100) 99% (97-100)
(5% L) 63 (49-83) 81 (74-89)
GMT hSBA (95% /1)
1 Micsp micns
peBakIMHaI{ N=84 v N=421
NadA % CcepoIO3UTHBHUX 100% (96—100) 100% (99-100)
(95% 1) 1558 (1262—1923) 1465 (1350-1590)
GMT hSBA (95% 1)
12 micsmiB micist
peBaKIUHAI] N=298
% Cceporo3UTUBHUX - 97% (95-99)
(95% M) 81 (71-94)
GMT hSBA (95% 1)
0 HH
%Hcer};f)ia;ilmiilyllx Lo e
(95% IT0) 19% (11-29) 22% (18-26)
GMT hSBA (95% JII) 1,61 (1,32-1,96) 2,14 (1,94-2,36)
1 Micsp mics
peBaKIuHAIT N=86 =424
% CepOIO3UTHBHIX 97% (90-99) 95% (93-97)
T bl (95% J1I) 47 (36-62) 35 (31-39)
GMT hSBA (95% D)
12 micsiB micis
peBaxnuHarii N=300
% cepoIo3UTHBHUX - 17% (13-22)
(95% 1) 1,91 (1,7-2,15)
GMT hSBA (95% D)
e s i N9 =1
(95% JI) 25% (15-36) 61% (51-71)
GMT hSBA (95% JII) 2,36 (1,75-3,18) 8,4 (6,4-11)
% CepOIIO3UTHUBHUX Ue
o e 76‘VN(=6?17 86 98‘VN(:913(1(1 00)
NHBA pesaxruHanii (95% JII) 13 (°8 91 73 42" (36.50)
GMT hSBA (95% JI) ’
12 MicsIB micis
peBaKIuHaI]
% CepOIO3UTHBHUX -
(95% 1I)
GMT hSBA (95% /1) A A
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- KoHTpoJIbHKIT MOMEHT yacy JI0 peBakIMHAILlIl MPeCTaBisie CTIHKICTh OAKTEPUIMIHAX AHTHTLI
yepe3 8 Micauip micns Bakumpaiii Bakimunoro BEKCEPO y  Binmi 2, 3 ta 4 micani  Ta
gepe3 6 MicsitiB micis BaknuHanii BakipHoo BEKCEPO y Bini 2, 4 ta 6 Micsais.

k¥ 0% cepoNO3UTHBHMX = BiZICOTKOBA 4acTKa 0cib, y skux O0yio pocsrayto TaTpy hSBA > 1:5.

*#%  GMT = cepeliHE reOMETpHYHE THTPY.

V 01aTKOBOMY JOCIIJDKEHH] 32 yUacTIO JiTel Bikom 4 poKH, sIKi OTpHMAIT IOBHUH KypC NEPBHHHOL

BaKIMHALlii Ta pEBAKIUHALLIT IIPOTATOM IIEPIIOrO POKY KHUTTSL, CIIOCTEPIraiocst 3HIKEHHs TUTPY AHTHTLII

nportu anturenis PorA P1.4 ta fHbp (wo mocsirano 9-10 % ta 12-20 % oci6 i3 Tutpom hSBA > 1:5

BiZIOBIZIHO). Y LOMy 3K JIOCHI/PKEHHI BiANOBiZbL Ha JOMATKOBY J03y CBIJUHJIA IIPO iMyHOJOTIUHY

mam’sith, OCKiUIBKE y 81-95 % oci6 Gyio mocsrayTo Turpy hSBA > 1:5 nporu anturena PorA P1.4 ta

97-100 % muporu anturena fHbp micias mopmanemoi BaximHanii. KiiHiuHA 3HAYYIIICTH IHOTO

CIIOCTEPEXKEHHsI Ta HEOOXiIHICT JI0JIaTKOBOI peBaKIMHALI] ISl MiATPUMAHHS TPUBAJIOIO 3aXUCHOIO

IMyHITETY HE BCTAHOBITIOBAJIHCS.

J[6000308uil Kypc nepeurHOI 8akyuHayii 3 NOOANLULOIO PEBAKYUHAYIEIO

IMyHOTEHHICTB IICIs BBEJEHHS JBOX /103 KypCy NMEPBUHHOI BakimHarii (y Bimi 3,5 Ta 5 micsiis) abo

TPBOX JI03 KypCy NepBUHHOI Bakimuarii (y Biui 2,5, 3,5 Ta 5 micsinis) Bakuuar BEKCEPO 3 mmoasnbIioro

peBaKIUHAIICIO y MiTel, BakIMHALIO SKuX OyJo po3modaro y Bimi 2—5 MICSIB, OLIHIOBAIH Y

JIOJIaATKOBOMY KJIiHI9HOMY JlocitipKkerHi (asu 3. BijicoTkoBa yacTka cepono3uTHBHIX 0cib (To6TO 0Ci0,

y sxux 6yi0 gocsrayTo TuTpy hSBA mpunaiiMui 1:4) cranosuia 44—100 % depe3 oiH MiCSIb MiCIIs

BBEJIEHHS JIpyroi no3u Ta 55-100 % depe3 ofmH Micsub Iicist BBEAEHHS TPEThOI J03H. Uepes ojuH

MicsIb MiCHsl peBaKI|HALlil, 3aCTOCOBAHOI Yepe3 6 MiCsIiB MiCIs OCTAHHBOI I03H, BIJICOTKOBA YacTKa

CepONO3uTUBHEX 0cib cTanoBmna 87—-100 % y pasi 3acTocyBaHHs IBOZ030BOI CXeMH BakKIHaIlii Ta 83—

100% y pasi 3acTocyBaHHS TPUIO30BOI CXEMH BaKIIMHAIII].

CrifikicTh aHTHTIN OIIHIOBANHM y IPOJOBXKEHHI MOCTi/KeHHs y jiteil BikoM 3—4 poxu. IlopiHsmHi

BiJICOTKOBI 4acTk® 0ci6 OyJiM CEpONO3UTHBHI Yepe3 2—3 POKH Micisl HOIePeHbOI BaKIMHAIll ABOMA

JI03aMH 3 TI0IANILIIOI0 peBakiuHaricro Bakiuaow BEKCEPO (Bix 35 % o 91 %) abo TppomMa Jro3amu

3 MOJANIBINOI0 peBaknuHamicio (Biz 36 % 1o 84 %). Y mpoMy 5K IOCIiKEHHI BiITOBI/Ib Ha IOAATKOBY

JI03y, BBEJICHY depe3 2—3 POKH IIiCis peBaKIUHAILII, CBIiIYMIA PO IMYHOJOTIUHY IaM’sTh, mo OyIio

HOKa3aHO CTIHKOIO IMyHHOIO BifmoBimmo Ha yci anturenu Bakuuuun BEKCEPO, sxa cramosuna 81—

100% Ta 70-99 %, BigmosiaHo. 11i ciocTepexeHHs BKa3yioTh Ha AOCTATHIO NEPBHHHY BaKIMHAIIO B

PaHHLOMY IUTHMHCTBI SK JIBOJO30BHMH, TaK i TPHJO30BHMH KypcaMy BaKIHHAIIi 3 IIOAJIBIIOIO

peBaxnuHaniero Bakiuaoo BEKCEPO.

IMyHOTeHHICTB Y miTeii Bikom 6—11 MicsriiB Ta Bikom 12-23 micsii

IMyHOT€HHICTb Y JiiTelf BikoM 6-23 MicsIliB HiciIsl BBEIEHHS IBOX 03 3 IHTEPBAIIOM Y JiBa Micswi Oyia

JIOKYMEHTAIBHO TIiITBEp/DKEHA y JIBOX JOCHIDKEHHX, pe3yIbTaTh SKUX HaBejeHi y Tabmumi 4. Pisui

cepokonBepcii Ta GMT hSBA 111010 KOXXHOTO 3 BaKI[HHHUX aHTHI€HIB OyJIH BUCOKUMH Ta CXOXUMH

IiC/Is IBO/IO30BUX KypPCiB BaKIMHAII y iTe# Bikom 6—8 Micsis Ta jiteit Bikom 13—15 micsamis. Jlami

IOJI0 CTiMKOCTI aHTHTII 4Yepe3 OJMH piK INcs BBEIEHHs JBOX 103 y Bimi 13 Ta 15 MicamiB Takox

HaBezleH1 y TabuIt 3.

Ta6muus 3

BigmoBias cHpoBaTKOBHX 0aKTEPHIMIHNX AHTHTLI MicJs BAKIUHALI BAKIHHOIO BEKCEPO y
Biui 6 Ta 8 micsnis a60 13 Ta 15 micanis, a TaK0XK CTIKICTH OAKTEPHIIMIHAX AHTUTII Yepe3 OXHH

Pik micist BBeIeHHsI ABOX /103 y Bili 13 Ta 15 micsauis

Y3rogeHo 3 igatepian
peecTpaLinHoro A ,




Jiana3oH Biky

Big 6 no 11 Big 12 1o 23
AHTHIEeH Micsuin MicsniB
Bix Ha MomeHT BakimumHanii
6, 8 micsinin 13, 15 micsinin
1 MICSIIIb ITiCJIsl BBEICHHSI N=23 N=163
2 no3u
(1)
/6°eﬂgE§ZfﬁﬁfH“X* 100% (85-100) 100% (98-100)
fHbp GMT hSBA** (95% 1) 250 (173-361) 271 (237-310)
12 MiCSIITB IiciIs N=68
BBEJICHHS 2 JIO3H
%0 CEpONO3UTUBHUX 5
(95% ITI) - 74% (61-83)
GMT hSBA (95% A1) 14 (9,4-20)
1 MicsITb IiCIIs BBEICHHS N=23 =164
2 mo3u
0
/6°e?g§§§EE§BHHX 100% (85-100) 100% (98-100)
N GMT hSBA (95% JI) 534 (395-721) 599 (520-690)
adA N
12 MiCSITIB Iicas N=68
BBEJICHHS 2 JI03H
% ceponO3UTHBHHUX ”
(95% ITI) - 97% (90-100)
GMT hSBA (95% 1) 70 (47-104)
1 MicsIp Imicist BBEAEHHS N=22 N=164
2 no3u
0,
/6°eﬁgg§5?E§BH“X 95% (77-100) 100% (98-100)
PorA GMT hSBA (95% JI) 27 (21-36) 43 (38-49)
P1.4 12 micsitiB miciist N=68
BBEJICHHS 2 JI03U
% CepoNO3UTHBHUAX .
(95% IT0) - 18% (9-29)
GMT hSBA (95% J1I) 1,65 (1,2-2,28)
1 MicsIp ITicIIs BBEIEHHS N=46
2 no3u
% ceporo3UTUBHUX 5
(95% IIT) - 63% (48-77)
NHBA GMT hSBA (95% JI) 11 (7,07-16)

12 MicsIiB Imiciist
BBEICHHS 2 JIO3HU
% ceporo3UTUBHUX
(95% 1)

GMT hSBA (95% JII)

N=65

38% (27-51)
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& % CEpONO3HTHBHHUX = BiJICOTKOBA JacTka ocib, y sikux Oyio jgocsirnyto tutpy hSBA > 1:4 (y
BikOBOMY gianazoni 6—11 micsiiis) Ta hRSBA > 1:5 (y BikoBomy jianazoni 12—23 wmicsii).

% GMT = cepenHe reoMeTpUYHE THTPY.
IMYHOTr€HHICTb JiiTeii BikoM Bijt 2—10 pokis
ImyHOTEHHICTH Ticist BBeieHHs BoX 103 Bakiuu BEKCEPO 3 intepsanoM B ojuH abo JiBa MicsIy y
Jited BikoM Bif 2 10 10 pokiB OI[iHIOBANM B MOYATKOBOMY KIIIHIYHOMY HOCIHifpkeHHi (asu 3 Ta iforo
IPOJIOBKEHHI. Y II0YATKOBOMY JIOCIHI/DKEHHI, pe3yJbTaTH SKOI0 HABEeAEeHO Yy Tabiuil 4, yJacHUKH
orpumyBanu JBi no3u Bakiuad BEKCEPO 3 intepsanom y aBa micsii. PiBui cepoxonsepcii Ta GMT
hSBA 1110710 K0KHOr0 3 BaKI[HHHUX aHTUICHIB OYJIH BUCOKUMH IICIIsl IBOIO30BOT CXEMHU BaKIUHAILLT y

IiTeH.
Taomun 4

Bigmosigs cMpoBaTKOBHX GAKTEPUIMIHIX AHTUTLI Yepe3 1 Micsiub Imic/isi BBEIEHHs APYroi 1031
paknuau BEKCEPO y nireii Bikom 2-10 poxisB 3a cxemoio BBegenHst a03 3 0, 2-micsiaHUMHU

inTepBanaMu

IAHTHT €H BiKoM 2—5 pokiB Bixom 6—10 poxis
% cepono3uTHBHUX * N=99 N=287
fHbp (95% J0) 100% (96-100) 99% (96-100)
GMT hSBA** 140 112
(95% JI) (112-175) (96-130)
% ceporo3uTHBHHX N=99 N=291
NadA (95% J1I) 99% (95-100) 100% (98-100)
GMT hSBA 584 457
(95% M) (466-733) (392-531)
% cepoTo3UTHBHUX N=100 N=289
(95% JD) 98% (93-100) 99% (98-100)
e sl GMT hSBA 42 40
(95% JI) (33-55) (34-48)
% ceporo3uTUBHUX N=95 N=275
(95% JI) 91% (83-96) 95% (92-97)
HRES GMT hSBA 23 35
(95% 10) (18-30) (29-41)

* % CEpOIIO3UTHBHUX = BiJICOTKOBA YacCTKa 0¢i0, y sikux Oyi1o nocsirayTo Tutpy hSBA > 1:4 (mpotr
KoHTponbHUX InTamiB antureHiB fHbp, NadA, PorA P1.4) ta turpy hSBA > 1:5 (mporu
KOHTpOJIbHOTO mTamy anturera NHBA).

**  GMT = cepenne reoMeTpUYHE TUTPY.

VY 1poJioBxKeHH] HocniKeHHs, y sikoMy JBi jo3u Bakuuad BEKCEPO BBojmig 3 iHTEpBAJIOM B OJIUH
MiCsIlb HEBAKI[MHOBAHUM JITSIM, BHCOKa BiJICOTKOBA YacTKa 0ci6 6yiia CEpOIO3UTHBHOIO YEpe3 OJIUH
MiCAIlb TICJIS BBEACHHS APYroi Jo3u. TakoX OIIHIOBAJIM PaHHIO iMyHHY BiJIIOBifb IIiCIISI BBEIECHHS
IepIioi 1034 BaKIMHH. BifcoTkoBa yacTka cepormo3uTuBHUX 0¢ib (T06TO 0cib, ¥ sKux OyiI0 ZOCATHYTO
tuTpy hSBA npunaiimui 1:4) 3a mramamu cranoBuina 46-95 % depe3 OuH MICSIIb IICHIS BBEICHHS
nepmoi go3u Ta 69-100 % gepe3 ouH MicsIb CIIsT BBEACHHS Apyroi 103u (Tabmuiy 5).

Taoanusa 5

Bigmosias cupoBaTKOBHX 0aKTEPHIMIHNX AHTHTLI Yepe3 1 Micsiub micjast BBeJIEHHs! IPYroi 1031
paknuan BEKCEPO y ngireii Bikom 2-10 poxis 3a cxemoro BBegeHHst 103 3 0, 1-mMicsraHuMH

i

iHTepBaJIAaMHU

YarogxeHo Imatepj
peecTpauinHoro’/iocbe |




AnTHrEH BiKOM.Bi}l 3 il BikoM 4—7 pokiB Bikom 8—10 poxiB
MicsIiB
% N=34
N=98 N=54
CepOTIO3UTHBHHX * % ¥ % 100% (89,7-100)
fHbp (95% JIT) 100% (96,3—100) 98% (90,1-99,95)
GMT hSBA** 107 76,62 52,32
(95% J1I) (84-135) (54-108) (34-81)
% N=34
N=98 N=54
CEPOIIO3UTUBHUX " B i ¥ 100% (89,7-100)
NadA (95% JTI) 100% (96,3—-100) 100% (93,4—-100)
GMT hSBA 631 370,41 350,49
(95% 1D (503-792) (264-519) (228-540)
% N=33
N=98 N=54
CEPOIIO3UTHBHHX . w 2 ) 100% (89,4-100)
PorA P1.4 (95% JII) 100% (96,3—-100) 100% (93,4-100)
GMT hSBA 34 30,99 30,75
(95% 1) (27-42) (28-49) (20-47)
o p—rv
CepOHOSfI)TI/IBHI/IX 750 (1212951—83 3) 69% (I;IZS9%-81 3) 76% ?518,38‘{89,3)
NHBA (95% JTI) il kil
GMT hSBA 12 9,33 12,35
(95% 1) (7,57-18) (5,71-15) (6,61-23)

* %0 CEpOIO3UTUBHHX = BiJICOTKOBA YacTKa 0ci0, y sskux Oyiro gocsrayto Tatpy hSBA > 1:4 (mpotu
KOHTpONbHUX InTaMiB anTtureHiB fHbp, NadA, PorA P1.4) ta tutpy hSBA > 1:5 (mporu
KOHTPOJILHOTO ITaMy aHturena NHBA).

e GMT = cepeyHe reoMeTpUIHE TUTPY.

Y 1mpoMy K IPOIOBXEHHI MOCITI/DKEHHS TaKOXX OILIHIOBAIM CTIMKICTh aHTHTII Ta BiANOBLIH Ha
PEBaKIMHAIIIO y JITeH, SIKI OTPEMAaH JBOJO30BHI Kypc NMEpBUHHOI BakIuHAalii y Biri 2—5 a6o 6-10
pokiB. Uepes 24-36 MicCsIiB BiJICOTKOBA 9acTKa CEPONMO3UTUBHHX 0cib (ToOTO 0cCib, y stkux Oyio
nocarayto TuTpy hSBA mpunaiimui 1:4) 3sMeHImiacs ta Jyuist pisHuX ImTamiB cranoBmia 21-74 %y
mitelt Bikom 4—7 pokiB ta 47-86 % y miteit Bikom 8—12 pokis. Bigmosias Ha peBakumHanio depes 24—
36 MicsIiB micis Kypcy NEpBHHHOI BaKI[WHAIl CBiI4Miia PO iMyHOJIOIIYHY ITaM’sITh, OCKIJIBKA
BiJICOTKOBA YaCTKa CEPOIIO3UTHBHHX OCI6 JUls pisHuX mramiB cranoBmia 93—100% y aiteit Bikom 4—7
pokiB Ta 96-100 % y miteit Bikom 8—12 poxkis.

IMyHOTEHHICTE v JiiTel (BikoM Bix 11 pokiB) Ta Jopociux

Jitu orpumyBanu 18i 03 Baknuau BEKCEPO 3 inTepBanoM Mix Jlo3amMu B OfMH, JBa ab0 IIiCTh
MICSIIB; I TaH] HaBeeHo B TabIuIsIX 6 Ta 7.

VY JocHipKEHHSIX 3a ydYacTIO JIOPOCHHX JaHi OyJ0 OTpUMAHO Icis BBEJEHHS JBOX JI03 BAaKIHHH
BEKCEPO 3 inTepBayioM B 0JiiH a60 JiBa MicsIIli MiX q03aMu (IHB. TaOIHIO 8).

Cxema BakIMHAIIi] i3 BBEICHHSM JIBOX JI03 3 iHTEPBAJIOM B OJIMH ab0 J[Ba MiCSIIi [T0Ka3aa CX0XKy IMyHHY
BiJIOBiJIb SIK y JOPOCIHX, TaK i y mitedl. CXoxi BIAMOBI/ criocTepiranmcs i y miTel, sskuM BBOJIAIH JBi
no3u Bakua BEKCEPO 3 iHTepBaioM y IicTh MiCSIIiB.

YaroaxeHo 3 vxffafapl
peecTpalliiHoro




Ta6auus 6
Bignosigs cupoBaTKOBHX 0aKTEPHUMAHMX AHTHTLI y AiTeil Yepe3 ouH Micsb Mic/si BBeIEHHS!
ABox 103 Bakuuau BEKCEPO 3a pi3sHHMH 1B0/I030BHMH CXeMaMH Ta CTIHKICTH OaKTepHIIHIHIX
aHTHTLI yepe3 18—23 micsiui micist BBeAeHHsI Ipyrol 1031

AHTHIEeH 0, 1 micsun 0, 2 micsi 0, 6 MmicsiiB
1 Micsmp micis BBEIESHHS N=638 N=319 N=86
2 1034
% cepono3uTHBHUX* 100% 100% 100%
(95% J1D) (99-100) (99-100) (99-100)
GMT hSBA** 210 234 218
(95% M) ~(193-229) (209-263) (157-302)
fihp 1823 micsi micis
N=102 N=106 N=49
BBEJICHHS 2 JIO3H
% Cepono3uTHBHUX 82% 81% 84%
(95% 1) (74-89) (72-88) (70-93)
GMT hSBA 29 34 27
(95% J1I) (2042) (24-49) (16-45)
1 Micsmp Imiciisg BBEIEHHS N=639 N=320 N=86
2 031
% cepormo3uTHBHIX 100% 99% 99%
(95% J1I) (99-100) (98-100) (94-100)
GMT hSBA 490 734 880
(95% J1I) (455-528) (653-825) (675-1147)
Duids 18-23 micsii micitst
N=102 N=106 N=49
BBEJICHHS 2 JI03U
% cepono3uTUBHUX 93% 95% 94%
(95% J1D) (86-97) (89-98) (83-99)
GMT hSBA 40 43 65
(95% J1I) (30-54) (33-58) (43-98)
1 micsmp ;IiCJISI BBEJIEHHS N=639 N=319 N=86
JIO3H
% cepono3uTHBHHUX 100% 100% 100%
(95% J1I) (99-100) (99-100) (96-100)
GMT hSBA 92 123 140
PorA (95% J1I) (84-102) (107-142) (101-195)
P1.4 18-23 micsi micist N=102 N=106 N=49
BBEJICHHS 2 031
% Ccepono3UTHBHHX 75% 75% 86%
(95% JI) (65-83) (66—-83) (73-94)
GMT hSBA 17 19 27
(95% A0 (12-24) (14-27) (17-43)
1 Micsanp micisg BBEOEHHS Neste -y )
2 103"
% Cceporo3UTHBHUX 100% 100%
AT, (95% JII) (92-100) (92-100) )
GMT hSBA 99 107
(95% JiD) (76 129) (82 140) ]

¥
ok




Y JlocniKeHH] 3a y4JacTio Jiiteil piBeHb OaKTepHIIHHUX aHTHTLI MICIsI BBEACHHS JIBOX JI03 BaKIIMHH
BEKCEPO 6yno crpartudikoBano 3a Ttutpom hSBA wmenme mix 1:4 abo 6inbmie 1:4. PiBHi
CepoKoHBepCii Ta BiICOTKOBI yacTku ocib® 3a 30inbmennsM tutpy hSBA mpunaiiMui B 4 pasu Bin
BHXiJIHOTO PiBHS BITPOJIOBIK OJIHOTO MiCsIIIs ITicist BBeeH s ipyroi qo3u Bakuuan BEKCEPO HasesieHo
B Tabmumi 7. Ilicns Baknuuanii Bakmuaoro BEKCEPO BijcoTikoBa yacTka cepoIrio3uTHBHUX ocib Oyna
BHCOKOIO Ta Oy110 ocarnyTo 36insimenss Tutpy hSBA B 4 pasu Hesaie)Ho BiJI cTaTycy IOIepeIHbBO1

BaKIHHALI].
Taoamus 7

BincorkoBa yacrka aireii i3 cepoxoHBepciero Ta 30iabMEeHHAM THTPY 0aKTEPHIIMIHAX AHTHTII Yy
4 pasu d4epe3 oauMH Micsiup micast BBeaeHHst ABox 03 Baknuun BEKCEPO 3a pisHuMu
JABOI030BMMH CXeMaMH, CTPATH(IKOBAHHMH 32 THTPOM 10 BAKIMHAILIIT

AHTHIeH 0, 1 micsin 0, 2 micsiti 0, 6 micsIIiB
N=369 N=179 N=55
% e Mt 100% 100% 100%
CEPOTIO3UTHBHUX | BaKIHHAIT (98-100) (98-100) (94-100)
* I1iCII BBEJICHHSI
N=269 N=140 N=31
b p B 1 100% 100% 100%
fHbp Sl BaiTpEa (99-100) (97-100) (89-100)
% 30inpimenss B 4 | Tatp <1:4 10 N=369 N=179 N=55
pasu BakiuHanii | 100% (98-100) | 100% (98-100) | 100% (94-100)
LS 1;‘:;'316““” 2 i N=268 N=140 N=31
(95% ITI) BaknuHanii | 90% (86-93) 86% (80-92) 90% (74-98)
% tuatp <1:4 no N=427 N=211 N=64
ceporro3utuBHuUX* | Bakuumuarii | 100% (99-100) | 99% (97-100) | 98% (92-100)
IICIIS };[]?)ZiCHHH 2 . L o N=212 N=109 N=22
NadA (95% JTI) BaknuHarii | 100% (98-100) | 100% (97-100) | 100% (85-100)
% 36inpimenss B 4 | tutp <1:4 o N=426 N=211 N=64
pasu BakrmHai | 99% (98-100) | 99% (97-100) | 98% (92-100)
P PR 2| map>ldno | N=212 N=109 N=22
(99% 70 BaknmHamii | 96% (93-98) 95% (90-98) | 95% (77-100)
% tatp <1:4 no N=427 N=208 N=64
ceponozutuBHuX* | BakmuHarii | 100% (98-100) | 100% (98-100) | 100% (94-100)
B > | mp>ldno | N=212 N=111 N=22
0 L 0 i 0 AL
PorA P14 (95% JTI) BaknuHarii | 100% (98-100) | 100% (97-100) | 100% (85-100)
% 36inpienss B 4 | tutp <1:4 no N=426 N=208 N=64
pasu micis BakiuHaIii | 99% (98-100) | 100% (98-100) | 100% (94-100)
BBEZICHHA 2 1031 | TUTp >1:4 1o N=211 N=111 N=22
(95% J1I) BakimHanii | 81% (75-86) | 77% (68-84) 82% (60-95)
% cepono3uTUBHEX| THTpP <1:4 1m0 N=2 N=9 )
micist BBenenns 2 | BakmmHanii | 100% (16—-100) | 100% (66—100)
03U TaTp >1:4 1o N=44 N=37 _
(95% 1) BakrmHarii | 100% (92-100) | 100% (91-100)
NHBA % 36inpimenns B 4 | tatp <1:4 1o N=2 N=9 i
pasu paknuHanii | 100% (16-100) | 89% (52—-100)
et ];I;C;:IGHHH 2 TaTp >1:4 Mo N=44
(95% JTI) BaKITHHAITT 30% (17-45)

YarofpkeHo 3 Mggepianamu
peecTpaLlitHoro A0CbE




* % cepono3UTHBHUX = BIZICOTKOBA yacTka ocif, y skux O0yio gocsrayto TuTpy hSBA > 1:4.

Jlani cTiMKOCTI aHTHTIN JUIsl JIOCHJDKEHHS 3a YYacTiO JiTel OyJao OTPUMAaHO y IPOJOBIKEHHI
Jociipkenns ¢asu 3. Ipubnusao yepes 7,5 poxy micisl ZBOJIO30BOTO Kypcy HEPBMHHOI BaKIMHALIIL
BiJICOTKOBA yacTKa 0ci6 3 TuTpoM hSBA > 1:4 3Menmmacs Ta i pisHUX 1Tamis cranopuna 29-84 %.
Binnosine Ha peBakiuHaniio uyepe3 7,5 poky Iicis Kypcy TIepBHHHOI BaKIHHAIIi CBiAYMIIA IIPO
IMyHOJIOTIYHY I1aM’sITh, OCKIIBKH BiJICOTKOBA YacTka ocib, y sikux Oyiyo gocsrayto Tutpy hSBA > 1:4
JUlsl pI3HUX TaMiB, ctanoBuia 93—100%.

VY 1poMy K JOCIHIPKEHH] TaKOX OIIHIOBAJIM JIaHi CTIMKOCTI aHTHTLI, OTpUMaHi 3 J10JaTKoBOI (a3u 3
II0YaTKOBOI'O JOCIIJDKEHHsI 3a ydacTio miteit. [Ipubnusno yepe3 4 poxu Mmicisi ABOZO30BOIO Kypcy
IEPBUHHOI BaKIMHALIl BIJICOTKOBA YacTka ocib, y sKUX OyJo JOCATHYTO THTpPY > 1:5 3aramom
3MEHIIWIACS 3 Jiana3oHy cepe pisuux mramiB 68—100% micis BBeIeHHS JpyToi J03H J0 Jiana3zoHy
cepenr pisHux mramiB 9-84%. BinmoBine Ha peBakiMHAIO 4Yepe3 4 POKM ICHsl Kypcy IEpBHHHOI
BaKIMHAIIII CBiYMIA IIPO IMYHOJIOTYHY I1aM’SITh, OCKIJIBKH BiZICOTKOBA 4acTKa ocid 3 TuTpom hSBA >

1:5 st pizaux mTamiB cranoBmia 92—100 %.
Tabauns 8

Bianosias cHpoBaTKOBHX 0aKTEPHIMIHAX AHTHTL Y A0POCIIHX ITiCJIsI BBEJCHHSI IBOX /103
Bakuuau BEKCEPO 3a pisHuMu 1B0/1030BIMH cXeMaMHi

AnTHIreH 0, 1 micsb 0, 2 micsini
1 MiCSITb TIiCIIST BBEIEHHS 2 031 N=28 N=46
% Ccepomo3uTHBHHX * 100% 100%
fHbp (95% J1I) (88-100) (92-100)
GMT hSBA** 100 93
(95% J1I) (75-133) (71-121)
1 MicCsIIb IiCIs BBEAEHHS 2 JIO3H N=28 N=46
% Ccepono3uTHBHUX 100% 100%
NadA (95% JII) (88-100) (92-100)
GMT hSBA 566 144
(95% JII) (338-948) (108-193)
1 Micsip Imicist BBEIEHHS 2 J03U N=28 N=46
% Cepono3UTHBHUX 96% 91%
PorA P1.4 (95% J0) (82-100) (79-98)
GMT hSBA 47 32
(95% JD) (30-75) (21-48)

% % CepoIO3UTHBHUX = BiJICOTKOBA YacTKa 0cib, y sikux Oyio jocsarayTo TaTpy hSBA > 1:4.

*%  GMT = cepenHe reoMeTpuIHe TUTPY.
BinmoBine cupoBaTKoBUX OakTepuIuaHUX aHTHTLI Ha anTHreH NHBA He oriHroBanacs.

IMYHOT€HHICTh B OCOOIMBHX IpyIiax MAIli€HTIB

Himu 3 neOocmammuicmio komniemenmy, annasicio cene3inku abo nopyuleHHam QYHKYii cenesinKu

V xniHi9HOMY HociipKeHHi (asu 3 fiti BikoM Bix 2 10 17 pokiB i3 HemocTaTHICTIO KoMIuieMeHTy (40),
arasiero cenesinku abo nopymrenasm ¢Gynkuii cenesinku (107) Ta BiAIOBiHI 3a BIKOM 3/10pOBi 0cO0H
(85) orpumanu 18i no3u Baknman BEKCEPO 3 inrepBaniom y jaBa micsii. Yepes 1 micsmp micis Kypey
2-71030B0i BakIMHAMii BifcoTkoBa 4actka oci6 3 turpoM hSBA >1:5 cepen oci6 i3 HemOCTAaTHICTIO
KOMIUIEMEHTY Ta allias3icro cese3inkn abo mopymeHHsM (yHKIii cenesinku ctanosuia 87% 1a 97% st
arturena fHbp, 95% ta 100% ms anturena NadA, 68% ta 86% mys anturena PorA P1.4, 73% ta 94%
quist anturena NHBA, Bimmosizmo, o BKasye Ha IMyHHY BifIOBiZp y IHMX oci® 3 ociabieHHM
iMyniteTom. BiZicoTkoBi 9acTKH 310poBUX oci6 i3 THTpoM hSBA >1:5 cranosmm 98% Juis anTureHa
fHbp, 99% mu1sa anturena NadA, 83% mis anturena PorA P1.4 ta 99% mst anT r’e;gi\‘. [HIB:




BruiuB BakimHalii Ha YacTOTY BHIIAJIKIB 3aXBOPIOBAHHS

VY Benukobpuranii y Bepecti 2015 poky Bakuununy BEKCEPO 6yio BBeieHO B HalliOHAJIBHY IIpOrpamy
imyHnizargii (HITI) 3 BUKOpHCTaHHSIM JBOZO30BOI CXEMH BaKIMHBINI y JiiTeld (Bikom 2 Ta 4 Micsmi) 3
HOJANBINOI0 peBaknuHarieo (y Bimi 12 micariB). Y mboMy KOHTEKCTI Y TIpaBIIiHHS OXOPOHHU 3J{0POB’s
Anriii mpoBeno 3-piyHe CIOCTEPEeXHE JIOCHIPKEHHs Ha HAI[lOHAILHOMY PiBHI, 1110 OXOIJIIOBAJIO BCIO
KOTOPTY HapO/KEHHX.

ITiciist TPOX POKIB IPOrPaMH CIIOCTEPITATIOCs CTATUCTHYHO 3HAaYy1Ile 3MEHIIEHHsI Ha 75 % [koedimienTa
3axsoproBanocti 0,25 (95 % JI: 0,19; 0,36)] Bunaxakis IMD, cnpuunnenux Neisseria meningitidis
ceporpynu B, cepes miTel, siki BiOBIMAIOTH KpUTEPisM BaKI[MHALTIT HE3aJI€)KHO BiJI CTaTyCy BaKITMHAITii
JIUTHHHU a00 IPOrHO30BaHOTO OXOIIEHHS ITaMiB MEHIHIOKOKIB ceporpynu B.

€Bponeiichke areHTCTBO 3 JIIKApCBKUX 3aco0iB BiATEpMiHYBalo 3000B’A3aHHSI MO0 HaJaHHS
pe3yJbTatiB jociipkersb 3actocyBanns Bakiwan BEKCEPO B ojniit abo JeKinbpKoX HiArpynax aitei
Juist IpOo(iTaKTHKA MEHIHrOKOKOBOI iH(eKIii, crpuumnenoi Neisseria meningitidis ceporpynu B
(inpopmartiro Ipo 3acTOCYBaHHS BAKIMHU JITAM IUB. Y po3aiii «Criocib 3acTOCYyBaHHS Ta JIO3UN).
Dapmaroxinemuxa. He 3acToCOBy€ETHCSI.

JHani Ooxniniynux docniooicens 3 besnexil.

Jlaui JIOKJIHIYHEX AOCIIIPKEHD He BHSBHIIM XKOJHOI crienudiunol HeGe3neku JUlsl JIFOIUHHE Ha OCHOBI
JIOCJIJDKEHb TOKCHYHOCTI HMOBTOPHHX JI03 Ta JOCHTI/PKEHb TOKCHYHOIO BIUIMBY Ha PENpPOYKTHBHY

(YHKIIIO Ta BHYTPIITHEOYTPOOHHH PO3BUTOK.

Kuainiuni xapakrepucTaku.

Ioxazanns.
Bakiura BEKCEPO nokasana Juis akTHBHOI iMyHi3alii oci6 BikoM BiJ{ 2 MICSIiB IIPOTH iHBa3HBHOI

MEHIHIOKOKOBOI iH(eKii, cupuunnenoi Neisseria meningitidis ceporpynu B. Ilix wac BaxnuHamii
OTPiIGHO BpaxOBYBATH BILIMB iHBA3MBHOI iH(EKINT B pi3HUX BIKOBHX IpyIaX, a TaKOX BapiabeIbHICTh
eITiZIeMioIorii aHTHIeHIB JUIs INTaMiB ceporpyid B y pisaux reorpadignux perionax. [npopmaris mo1o
3axucTy BiJ crenudiuHux mramis ceporpynu B mHaBenmena B posjim «ImyHosoriumi i Giomoridmi
BJIACTHBOCTI». 3aCTOCYBaHHs Ii€] BAKIIAWHA MA€ 3)(ICHIOBATHCS 31 HO 3 O(il[ifHUMU PeKOMEH IAITISIMH.

Ilpomunokasanns.
[TigBHIieHa 9y TIMBICTH JIO JM{FOYMX PEYOBHH ab0 O OYIb-SIKHX JOIMOMDKHHX PEYOBUH (IMB. PO3ILI

«Cruramy)

B3aemoodia 3 inuiumu nikapceKumu 3acobamu ma inuii 6uou 63aEmMo0ii.

3acTocyBaHHS 3 IHITMMH BaKITHHAME

Baxnmuny BEKCEPO wMoxxHa BBOAMTH OJHOYAcCHO 3: OyIb-SIKAMHA MOHOBQJEHTHHMH a00
KOMOIHOBaHMMH BaKIMHaMH IpoTH: mudrepii, mpapbiys, kKanumoky (auemtossipHa), Haemophilus
influenzae tuiy b, momiomienity (iHaKTHBOBaHA), TeaTUTY B;

7-BaJICHTHOIO ITHEBMOKOKOBOIO KOH OTOBAHOIO BAKIIMHOIO, BAKIMHOIO IIPOTH KOpY, EIiJeMIiYHOTO
IIapOTHUTY, KPACHYXH, BITPSIHOT BiCIIM Ta MEHIHIOKOKOBOIO KOH IOTOBAHOIO BAKITMHOIO IIPOTH CEPOTPYIT
A,C,W,Y.

Kiiniusi ocnipKeHHs TpoIeMOHCTPYBaH, 1o oxHodacHe BBeneHHs BakiuHu BEKCEPO 3 pyTrHHOIO
HEiaTPUYHOI0 BAaKIMHAINEID HE BIUIMBAIO HA IMyHHY BIJIOBi[b OTHMAHy IICIL OJHOYACHO
3aCTOCOBAHMX PYTHHHHX BAaKIMH, 10 BU3HAYAIOCS 3a He OLIBIIOI0 IIBHIKICTIO YTBOPEHHS aHTHTIN
Iicisl MPOBEJIEHHS. PYTHHHOI BAKIMHAINT OKpeMO. Y IOCIIIDKEHHSX CIIOCTEPIrajlcs CyIepedInBi
pe3yJIbTaTH MI0/I0 BiIOBiIEH IHAKTHBOBAHHIA BipyC HOJIOMIEIITY THILy 2 Ta THEBMOKOKOBHI KOH FOTaT
ceporrily 6B, a TakoX crocTepiraidcs MEHINI piBHI THUTPY AHTUTII Ha KalUIOKOBHH aHTUICH
IIepTaKTHHY, aje Ili JJaHi He CBil4aTh MPO KITIHIYHO 3HAYYIHH BIUIHB.

Yepe3 MiBUINCHAH PH3UK BHCOKOI TeMIepaTypy, 6onicny Yy TJIMBICTH B MICII], JH_,EKI_III
3BHYAHHOMY PEXXHMIi Xap4yBaHHsI Ta APATiBIMBICTH y pasi OAHOYACHOIO BBE/ICH
3 HABEJICHUMH BHIIIEC BaKI[MHAMHU, MOXXHA PO3IJITHYTH MOJXKIHMBICTH BBC)ICHi/{g.
IIpodinakTHyne 3acTOCYBaHHS ITapalleTaMoJly 3MEHIIYE YacTOTY Ta T;{>1<1<1cml’>_f
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Ha imynorennicts BEKCEPO a6o crangapTHUX BakiMH. BIUIMB iHIINX JKapO3HM)KYBAITbHHX 3ac00iB,
OKpIM napareramolry, Ha IMyHHY BiJIIOBi/Ib HE BUBYABCSI.

Opmnouacue BBesenns BEKCEPO 3 igmuMy BakiiHaMe, He 3a3HaY€HUMH BHINE, HE BUBYAJIOC.

V pasi ognouacHoro seegerns BEKCEPO 3 inmmmyu BakipHaMi He0OXiIHO 3MIHIOBATH MicIle iH’ €Il

(muB. po3nin «Crioci6 3acToCyBaHHS Ta JI031Y ).

Ocobnusocmi 3acmocysanHa.

STk i mozto iHmux BakuuH, 3acrocyBanns BEKCEPO y namienTiB 3 ToCTpOIO TSDKKOIO JIAXOMAHKOIO CIIiL
Bijiiactu. HasiBHICTE Jierkoi iHgexIii, Hanpukiia 3acTy i, He € IPOTUIIOKa3aHHSIM.

He 3acTocoByBaTH BakIMHY BHYTPIIIHBOCY AMHHO.

STk 1 s Beix 1M eKIiHHMX BaKIMH, BiZINOBIHA JOIIOMOIa Ta MEIMYHUI HAIIs/( 3aBXKIH TOBUHHI OyTH
JIETKOJIOCTYITHUMH Y BHITA/IKy BUHHKHEHHS aHa(iIaKTHIHUX peakifiif miciist BBeIeHHs Bakiuai. Ocoba,
sIKi# OyJI0 TPOBENEHO IIEIUIEHHS, OBHHHA TepeOyBaTh Ml HATJIOM MEJIUYHOIO IpalliBHUKa He
MeHnre 30 XBHJIMH TiCJIsl BaKIMHALII.

V 3B’43Ky 3 BBEACHHSM BaKI[MHH MOXXYTh BHHHUKATH pEaKIiii, MOB’s3aHi 3 TPHBOXHICTIO, 30KpeMa
Ba3oBaraJibHi peaxiiii (CHHKOIIE), TIIepBEeHTHIISIIIS a00 peakilii, OB’ s13aHi 31 CTPECOM, K IICHXOI€HHA
peaxiist Ha iH’€exIiro roykoro (uB. posuin «[Tobiuni peaxmii»). Ie i BpaxoByBaTH, MOOHU 3a1100irTH
TpaBMyBaHHIO ITAI[IEHTA, SKIIIO BiH 30MIII€ ITiJ] Yac BaKI[HHAIIII.

IMro BaxkmmHy HE ciifi BBOAMTH ocobam i3 TpomOoIuToneHielo abo OyIb-IKUMH IOPYIICHHSIMHI
3ropTaHHs KPOBi, Ki € IPOTHIIOKA3aHHSIM JI0 BHYTPIITHBOM 130801 1H’€KITil, SIKIO TiNBKH MOTEHITIHHA

KOPHCTb SIBHO HE IIEPEBHIIY€E PU3HUK BBEJICHHSL.
Sk iy BUmAnKy 3 iHImMAMH Bakioamu, BeeneHHs Baknuau BEKCEPO He MO)Xe 3aXHCTHTH YCiX

BaKI[MHOBaHHX.
Beenennst Bakuau BEKCEPO He 3a0e3neunTs 3aXUCTy Bijl yCiX ITamMiB MEHIHIOKOKY ceporpynH B,
SIK1 IPKYITEOIOTE (JUB. po3aii «IMyHOJOriYHI 1 610JIOTIYHI BIACTHBOCTI»).

Meuuni npariiBHUKH MarOTh 3HATH, 1110, SK 1 y pasi 3 6araTbMa BaKIIHHAMH, ITiCIISI BAKIIHHAL HEMOBJIAT
Ta jiited (BikoM J10 2 POKIB) MOXE CIIOCTEpiraTHcs IiBHINeHHs Temueparypu Tina. [IpodinakTrane
3aCTOCYBaHHS JKapO3HIDKYBAIBHUX 3ac00iB mmij wac abo ojpasy Mmicis BBEICHHsS BaKIMHH MOXE
3MEHIIMTA YacTOTy Ta IHTEHCHBHICTh IMiCIIBAKIIMHAIGHUX (EOPHIBHUX peakIfii. 3acTocyBaHHs
JKapO3HIKYBAIBHUX 3ac00iB y miTeil (BikoM /10 2 pokiB) Tpeba po3MOYHHATH BiJOBITHO IO MiCIEBHX
HAaCTaHOB.

Ocobu 3 TOpPYIIEHOK IMYHHOIO PEaKTHBHICTIO BHACIIJIOK iMyHOCYIPECHBHOI Teparlii, TeHETHYHHX
HOpyIIeHb ab0 HIIKX IPUYMH MOXKYTh MaTH MEHIILY IMyHHY BifIlTOBi/(b Ha aKTHBHY IMyHIi3alIlil0.

Jlaui 3 iMyHOTeHHOCTI HasBHI JUIst 0ci6 i3 HEJOCTATHICTIO KOMIUIEMEHTY, aIlIa3ielo CeNe3iHKH abo
mopyreHHsM QYHKIT cenesinku (quB. po3in «IMyHosoriduHi i 610J0TiYHI BIACTHBOCTIY).

Ocobu 3 CIMEHHOIO HEJOCTATHICTIO CHCTEMH KOMILIEMEHTY (HAIPHKIIAJ, HEJOCTaTHICTh KOMIIOHEHTA
C5 abo C3) Ta ocobm, sKi OTPUMYIOTH TEpAIIO IpelaparaMy, M0 MPUTHIYYIOTh TePMiHAIbHY
AKTHBHICTH KOMIUIEMEHTY (HallPUKIIAJ, eKyJIi3yMal), MatOTh IiIBUINEHAN PU3UK PO3BUTKY iHBA3UBHUX
3aXBOPIOBAHb, CIPUYMHEHUX Neisseria meningitidis ceporpynu B, HaBiTh SKINO y HEX BHPOOJIEHI
aHTHUTINA mmicyst BakiuHarii nperaparom BEKCEPO.

Hemae manux mpo 3acrocysanas BEKCEPO B oci6 Bikowm Bis 50 pokiB Ta HasiBHI 0OMEXeH] JaHi 00
TIAITi€HTIB 13 XPOHIYHHMH TTATOJIOTISIMH.

Cunix OGpatst 10 yBard MOTEHIIMHUN pU3UK BUHUKHEHHS AllHOE 1 HEOOXiJHICTH KOHTPOIIO JUXalbHOL
Gbyuxmii mpoTsirom 48—72 ToJIMH IiCIS IPOBEEHHS cepil epBUHHOI iMyHi3aIlil y JyKe HEJIOHOIMIEHHX
HOBOHApO/DKEHUX (< 28 TIKHIB recTaltii), a 0COOIHBO THX, ¥ KOr0 B aHaMHE31 OyJI0 HEIOPO3BUHEHHS
JmxanbHoi cucTeMu. OCKIIBKH KOPHCTh BAKIMHALLT B I1il IpyIli HOBOHAPOIPKECHHX BUCOKA, BAKIIHMHAIIIIO
HE MO)KHA CKacoByBaTH abo BiJIKJIaaTy.

KanamiluH BHKOPHCTOBYETHCS HAa PaHHIX eramax Ipolecy BAPOOHMIITBA Ta BHIAJETHCS HA O1NIBII
Mi3HIX CTajisx BHPOOHMITBA. PiBHI KaHaMilWHY, y pa3i HasSBHOCTI, B TOTOBii BaKIMHI CTaHOBIIATH
menine Hix 0,01 MKT Ha J103y.
besneunicTh 3aCTOCYBAHHST BAKIHA BEKCEPO B ocib i3 4y TJIMBICTIO J10 KaHaMluHHy. ,
Baxnuna MicTuTh MeHIe HixX 1 MMoib (23 Mr) Hapiro Ha J103y, TOOTO l'IpaKTI/I‘-lHO_‘B"
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3acmocysanns y nepioo eazimnocmi abo 200y8ainHs 2pyo0io.

Baritnicts

Hemae jocraTHiX aHiX KIIHIYHAX JOCHIPKEHb IIO/I0 3aCTOCY BAHHSI BAKIIMHH BariTHHM.
[oTeHIiHMi pPU3UK JUIS BariTHUX JKIHOK He BCTaHOBJeHHH. OpHak, BiJl BaKlMHALII HE BapToO
BIZIMOBJISITHCSI, KOJIM € SIBHUI PU3HK 3apa)K€HHsI MEHIHTOKOKOBOIO iH(EKITI€I0.

Y [0CIipKeHH], B SIKOMY CaMHIEIM KpoJiukiB BBo K BakiuHny BEKCEPO y no3i, mo npubimsno B 10
pa3iB TEpeBHINYE EKBIBAICHTHY J03y JUISL JIOJMHH, 3 ypaxyBaHHSIM MacH Tina, JIOKa3iB IIOJ0
TOKCHYHOT'O BIUIHBY Ha OpraHi3m marepi abo Iuroja Ta BIUIMBY Ha mepebir BariTHOCTI, MATEPHHCBKY
HOBEJIIHKY, QEepPTHIILHICTE cCaMHUIlb a00 TIOCTHATAJIBHUN PO3BUTOK HE OYJIO.

['opyBaHHs rpy IO

[adopmartii mpo Ge3nedHicTs 3aCTOCYBaHHs BaKIMHK JUIS JKIHOK Ta IXHIX AiTel MiA 9ac rojyBaHHIO
rpyuiio Hemae. [lepe)t MpUIHATTSIM pilleHHs PO IMyHI3aIlio XKIHOK, SKi FOyIOTh I'PYJUI0, HEOOX1IHO
OIIIHUTH CHiBBIIHONIECHHS KOPHCTH/PU3HK.

Kopuux nmobiyHMX peakilii y BaKI[MHOBAHUX CAMMI(b KPOJIMKIB Ta IXHBOI'O IIOTOMCTBA BIIPOJIOBIK
niepiomy o 29 nms naxrarii He criocrepiranocsi. Baknuna BEKCEPO Oyna iMyHOTEHHOIO Y CaMOK
TBAapHH, BaKIMHOBAHUX JI0 JIAKTallii, a B IOTOMCTBA OyJiM BUSBJICHI aHTUTINA, aje PiBHI aHTHTLI B

MOJIOL HE BU3HAYAJIHACS.

DepTHIIbHICTh
JlaHuX 1010 BIUIMBY HA (DEPTHIBHICTD JIFOJUHA HEMAE.

30amnicme ennusamu na weUOKicmb peaxyii npu Kepy8awHi ABMOMPAHCnOpmom abo iHuumMuU

MEXAHIZMAaMU.
Baknuna BEKCEPO He BrumBae ab0 Mae HE3HAYHHIH BIUIMB Ha INBHAKICTH peakilii IpH KepyBaHHI

ABTOTPAHCIIOPTOM 2060 poboTi 3 iHmMME MexaHisMamu. OfHAK, JesSKi 3 peakiliid, 3a3Ha4eHi B PO3MIiIi
«ITobiuni peakifiiy, MOXYTh THMYAaCOBO BIUIMBATH Ha INBHJAKICTH peakiii IIpA KepyBaHHI

aBTOTPAHCIIOPTOM ab0 POOOTI 3 IHIMHMH MEXaHI3MaMH.

Cnoci6 3acmocysanna ma 0o3u.
Ienenns xiteit Ha TepuTopii YKpainu 3aidCHIOETHCsI 3TiH0 3 BUMoOramMu Airounx nakasis MO3

Yxpainu moao cxeM iMmyHizanii, IPOTHIIOKA3aHb TA B32EMOJII 3 IHIINMH JIKapCHKHMH 3ac00amu.
031
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B InTepBain

Bix i yac MK
BBeaendst  nepwoi | Ileppunna imyHnizamis BB e/ eHHSIM Pepakuunanis
1034 J103 TIePBHHHOT
BAKIHHALIT
Tpu po3mw mo 0,5 mn | He Menmme nix | Tak, ojgHa 03a y JiiTel Bikom
KOXKHA 1 micsnp 12—15 micsmiB 3 iHTEpBAJIOM
Jitn BiKOM 2-5 HEe MeHIe 6 MICSIIB MK
micsiuin? JIBi 1031 He menme HiX | KypcoM IIEPBUHHOI
o 0,5 M xoxxHa 2 micsii BaKIHAaLll Ta JI03010
peBaKIMHarii> ©
Tax, ogna mo3a Ha JIpyromy
Jitn Bikom 6-11 | JIi mosm mo 0,5 | He menme mixc | PO XHTTA 3 THTCPBATIOM He
MicsiniB KOXKHA 2 Micsrri —— S e |
NIEPBHHHOT ~ BaKIMHAIil Ta

JI03010 peBaKIUHAIIT®
Tak, ogHa j03a 3 IHTEPBAIIOM
Hitn  Bikom 12-23 | JIBi mo3suw mo 0,5 wmu | He menme mix | 12-23 micsmi MK Kypcom

Micstni KOXKHA 2 micsmi IEepBUHHOI  BakKIMHAIil Ta
JI03010 peBaKIMHAIIT®
Jditn  Bikom 2-10 B oci6, y sikux 30epiraerbes
OKiB PH3HK BUHUKHEHHS
MEHIHIOKOKOBOI  iH(eKmii,
e (e JBi po3m mo 0,5 mu | He menme Hix | moTpiGHO PO3TIISTHY TH
: , KOXXHa 1 micse MOYXJIHBICTh BBEICHHS JIO3HU
Bix 11 poxkis) Ta :
. peBakmMHAIi  3TigHO 3
JI0poci* .y
odiriiHIMHU
pexoMennarismu’
a ITepry mo3y HeoOXinHO BBECTH HE paHilie 2-Micss9HOro Biky. Besneky Ta e(peKTUBHICTE
3acrocyBanHs Bakiuad BEKCEPO y niTeif BikoM 1o 8 THXXHIB HE BCTaHOBIIEHO. JlaHi BiJICY THI.
8 V pasi 3aTpHMKH peBaKIMHAIIO HE CIIi/l IPOBOIMTH IIiCIIS JOCSTHEHHS JUTHHOIO BiKy 24 MicsIiB.
% Jus. pospin «Imynonoriuni i Gionoriumi BiactuBOCTI». HeoOXimHicTs Ta Yac BBeIEHHS

JOIaTKOBHUX JI03 PEBAKI[MHAIIIT ITIe He BCTAHOBJIEHO.
4 JluB. po3zin «IMmyHoOriYHi 1 610JI0TI9HI BIACTHBOCTIY.
" Jlanux jrs jopociux BikoM Bix 50 pokis HeMmae.

Crocib 3acTocyBaHHS

Baknuny BBOJATH IIISIXOM INIMOOKOI BHYTpPIIIHEOM SI30BOi iH’€KIii 6aXaHO B NEpEHBOIATEPAIBHY
YaCTHHY CTerHa AiTIM BikoM 2—11 wicsmiB a60 B IUISHKY J€NBTONONIOHOTO M’s3a Iuieda ocobam
CTapIIIOro BiKY.

SIKIO OJTHOYACHO BBOAUTECS OLNIBIINE OJ(HiE! BAKIUHK, 1H €Ki HEOOXigHO POOMTH Y pi3HI HUITHKH
TiJIa.

Baxuuny He M0KHA BBOJUTH BHYTPIilIHbOBEHHO, MIIMKIPHO 260 BHYTPIIIHLOMKIPHO, 2 TAKOXK

3MIIIYBATH 3 IHIIMMH BAKIUHAMHE B OJIHOMY IIIIPHIIi.

Incmpykyia cmocoeHo 6UKOPUCMAHHA 6AKIUHU.
¥V nomnepeHpO0 3aII0BHEHOMY IIIIPHUIL 3 CYCIEH3i€I0 TPy 36€piranni Mojke criocTepiraTucs JpioHuit oca

Maibxe 6110ro KoIbopy.
ITepen BUKOpHCTAHHIM HONEPEAHBO 3AMOBHEHMIT IITIPUIL HEOOXiIHO 10OPE CTPYCHUTH, 0O OTPUMATH
OJTHODIJIHY CyCITEH3iIO.
Baxiuny notpi6HO BisyansHO HEpEBipUTH HA HASBHICTH CTOPOHHIX 9AaCTOK Ta 3Mi

UAKCOSHITHARIR Y
OAPIACHITHARS

Y3romxeHo 3 mamepianamu
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BUKOPHCTOBYHTE IJ0 BaKIMHY. SIKIO B YNAKOBI[i MICTSTHCS JiBi TOJKH Pi3HOI JOBKHHH 00epiTh
BIINOBIZIHY T'OJIKY JUISI BHY TPIITHBOM SI30BOT 1H’ €KILi.

Texnika BHKOPHUCTAHHS ITIONIEPEAHHO HAIIOBHEHOI'O IIIIpHIIA

Ananrtep o .
e« TpmaiiTe mNpHI 3a WATIHAD, HE 33 NOPLICHE.

BiaxpyTiTh KpHINEUKy MIIPHIIA, HOBEPTAIOYHX I POTH I'OJAMHHUKOBOI

Topmiens CTPUIKH.

mnpuna Reshiin

mnpHa  Kpumetra
mnpnna

[1lo6 mpuenHaTH TOJIKY, 3’€HaiiTe BTYJKY 3 amantepoM Jlroep-Jlox i
IIOBEPHITH Ha YBEPTH 00EPTY 3a TOAUHHUKOBOIO CTPLIIKOIO, IOKH TOJIKa
He Oy/ie TOBHICTIO 3adikcoBaHa.

" He Bursraiire mopiiess 3 WEIHApa MIIpUIa@. SIKINO Ie CTalock, He
) BBOJIHTE BAKITHHY.

Bynpb-sixuit HEeBUKOpUCTAHHM JIIKAPCHKHIA 3aci0 a00 BiIXOH CJIiJ| yTHIIi3yBaTH BiITOBIIHO JI0 MICIIEBHX
BHMOT.

Himu. Baximuaa BEKCEPO 3actocoByeThest y JiiTeit BikoM Bij| 2 MiCSITiB.

Ilepedosysanns.
JlocBiz MiKyBaHHS Iepe/I03yBaHHs € 0OMEXEHHM. Y pasi Iepeio3yBaHHs pEKOMEH/IY€EThCS IPOBOIUTH

MOHITOPHHT XXHTTEBO BaXIIMBHX (DYHKIH OpraHiaMy Ta MOXIIMBE IPH3HAYEHHS CHMITOMATHYHOTO
JKyBaHHS.

Ilo6iuni peaxyii.
Pestome npodisio 6e3nexu
besneunicts Bakiumau BEKCEPO ominroBamu B 17 mocimimkeHHsx, 30kpema y 10 paHnoMizoBaHHX
KOHTPOJILOBAHHUX KIIHIYHHX JIOCIIDKEHHSX 3a y4acTio 10 565 oci6 (BikoM Bif 2 MiCsIIIiB), SIKi OTpUMAaIIH
npuHaitMHI omHy o3y BakimHH BEKCEPO. Cepen tux, xomy Oysio BBemeno Bakiumay BEKCEPO,
6837 oci6 cranoBunu AiTH BikoM 110 2 pokiB, 1051- mitw Bikom 2—10 poxis Ta 2677 - nitu Bikom Bix 11
poxkiB i jopocni. Cepex tiTei, siki mpoHIIK Kype nepsunHoi imyHizanii Bakipaoo BEKCEPO vy Bini 2-
11 micsmiB, 3285 TUTHHU OTPHUMAIH 103y PEBAKIMHAILI Ha JIPYTOMY POIli KUTTSL.
V nitei BikoM J10 2 pOKiB HAHIIOIMMPEHIIIHMI MiCIIEBUMH T4 CHCTEMHHUMHE MOOIYHUMHU peakisiMH, 110
crocTepiranucs B KIHIYHUAX JOCHIDKEHHSX, Oy 60JlicHA 9y TIIMBICTH Ta epuTeMa B MiCIIi iH’eKiii,
I IBUITIEHHS TEMIIEpaTypPH Ta APaTiBIHBICTS.
VY KIHIYHEX JOCIHiDKEHHSX Cepej JiTeld BaKIMHOBAaHMX y Bili 2,4 Ta 6 MICSIB, IIiJBUINCHHS
temueparypu (=38 °C) cmoctepirasocs y 69—79% oci6 y pasi 0JHOYaCHOrO BBEJICHHS BAaKIIMHH
BEKCEPO i3 pyTHHHHMH TeAiaTPHYHAMH BaKIHHAMH (TAaKUMH SIK: 7-BaJICHTHA ITHEBMOKOKOBA
KOH’JOrOBaHa BaKIMHA, BaKIMHH NPOTH JuTepil, MpaBIysl, KalumoKy (aleiroispHa), renatury B,
noyiomienity (imakruBoBana) Ta Haemophilus influenzae tamy b) y mopiBusuai 3 44-59% oci6, sxi
OTpHMAaJIM Py THHHY BaKI[MHAIiI0 okpeMo. ¥ aiteit, BaknuHoBaHuX BEKCEPO Ta pyTHHHMH BaKIIMHAMHU
OJTHOYACHO, TOBIIOMIISUIOCS TIPO OijbImy YACTOTY 3aCTOCYBAHHS JKAPOIHIDKYBAILHIX. 3aco6is. Ilpu
BBesienHi Baknuan BEKCEPO OKPEMO HacToTa i IBHINEHHS TEMIIEPATY PH 6yJ1a ¢ 161?;3 ) f;l;o TaKoi, sK
y JUTe# i 9ac pyTHHHOT BaKI[MHALI y KIIHIYHHX JOCIIHDKEHHSX. HllIBI/IUlCHHSD/’I‘e

G

épaTypHB,aBBanH
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Mallo TiependadyBaHmi XapakTep Ta B OLIBIIOCTI BHIAAKIB MHHAJIO HA HACTYNHHH JIEHbL HICI

BaxIMHAaLI].
HaifrommpesimmuMy MiclieBHMHM Ta CUCTEMHUMH MOOIYHUMH peaKilisiMu y iiTei Ta jopociux Oy 61k

y MicIi iH’eKiii, He3/Ty>kaHHsI Ta FOJIOBHHIA OLIIb.
IIpu BBEJEHHI HACTYNHHX JI03 KypCy BaKIMHAI[i 301IBIICHHS YaCTOTH Ta BHPKEHOCTI MOOIMHHX

peaxiiiif He crocTepirajiocs.

Iepesnik TOOIYHUX peakIiiit

[lo6Giuni peaxmii (micist mepBHHHOI iMyHi3amii a60 peBakimHaNii), sKi PO3TINAIOTECA K TaKi, IO
MAaloTh 260, IPHHARMHI, MOXKYTH MAaTH 3B’SI30K 3 BAKIMHAIIEI0, Oymu kiracudikoBaHi 3a 4aCTOTOIO, sIKa
BH3HAYAETHCS B TAKUH c1ioci6:

Jyxe gacTo: (>1/10)

Yacro: (>1/100 mo <1/10)

Heuacro: (>1/1000 o <1/100)

Pinko: (>1/10 000 mo <1/1000)

Jyxe pimxo: (<1/10 000)

Hesinomo: (HEMOYKITHBO OIIIHUTH 3 HASIBHUX JIAHHX)

B Mexax KO)KHOI "PyIIH 9acTOTH, T06IuHi peakIii HaBeieHi B MOPAIKY 3MEHIIEHHS CTYTEHS TDKKOCTI.
OxpiM 3BiTiB y KIIHIYHMX JIOCHIDKEHHSX Y TIepeIiK BKIIFOUYEH] JOOPOBIiIBHI OB IOMIICHHS IIPO 1001uHI
peaxii va Bakmmay BEKCEPO 3 ychoro cBiTy 3 MOMEHTY IosBE Ha PHHKY. OCKiNbKu JaHi PO I
peaxiii OTpEMYIOTECS y (opMi JOGPOBITBHMX IOBIIOMIEHb Cepel IIOIYJNSIii HeBU3HAYCHOL
YHCENBHOCTI, HE 3aBXKIM MOXKHA JOCTOBIPHO OI[IHHTH YacTOTy iXHHOIO BHHHKHEHHS, a TOMY BOHH
3a3HaYeH] SIK HEBiIOMO.

Jira Bixom 10 10 poxis

Iopyienns 3 60Ky CHCTEME KPOBi Ta JIiM(DaTHIHOI CHCTEMH

Hesijmomo: mimdameHonaTist

[MopymenHs 3 60Ky iMyHHOT CHCTEMH

Hesinomo: aneprivni peaxmii (30kpema aHadiTakTHIHI peakiii)

[opyienns 3 60Ky 0OMiHY PEUOBUH Ta Xap4yyBaHHS

Jly>ke 9acTo: TOPYIICHHS PEXUMY XapdyBaHHS

Posnajiu HEpBOBOI crcTEMEI

Jly»Ke 4acTo: COHJIMBICTD, HE3PO3YMIIHIT IU1aY, TOJIOBHUH 61116

Hewacro: cymomu (30xpema (heOpHibHi CyI0MHI)

HeBizoMo: TiHOTOHIYHO-TIMOpPEAKTHBHUM €Mi30J], MOJPA3HEHHS MO3KOBHX OOOJOHOK (NP0 O3HAKH
IOJIPa3sHEHHS. MO3KOBHX OOOJIOHOK, SIK-OT PHUTLIHICTH MOTHIMYHEX M’S3iB 200 CBITIO00SI3Hb, 1HKOJIH
ITOBiIOMILSIIIOCS. HEBIOB31 mmiciit BakupHarii, I[i cuMirromMu Oyiy JIETKOro CTYIEHS Ta Majlid TUMYACOBHHU
Xapakxrep)

IopymieHns 3 60Ky CeplieBO-CY IMHHOI CHCTEMHU

Heuacro: 6imicTs (pifKo micis peBaKIuHaIlii)

Pinxo: cuampom KaBacaki

[TopymeHsst 3 60Ky IIITYHKOBO-KHITKOBOIO TPAKTy

Jly»xe gacro: miapesi, GiroBanHs (HEYacToO Iicisl peBaKIHMHAILIT)

Iopyuienns 3 60Ky MKipH Ta ITiIIKiPHOT KJIITKOBUHHI

Jly>xe yacTo: BUCHIIAHHS (IiTh BikoM 12-23 micsii) (HeyacTo micisl peBaKIMHAIil)

Yacro: Bucunansst (itu BikoM 2—10 pokiB)

Heuacro: exzema

Pinxo: xporuB’stHKa

[Mopyinensst 3 60Ky OMOPOHO-PYXOBOT0 anapary Ta CIOJIy4YHOI TKAaHHHK
Jly»xe "yacTo: apTpanris

3arajbHi po3JIaJid Ta peaKilii B MicIli BBEJCHHS

Jly>ke 4acTo: IifBUINEHHS TeMieparyps Tiia (> 38 °C), GoIicHa Iy TIHBICTh B Mif
TsDKKA GOJiCHA YyTIMBICTH B MIiCIIi iH’ €Ki, 0 BU3HAYAETHCS 3 IUTA9eM IIi L HA¢
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KiHIIBKH), epuTeMa B MiCIi iH’exiii, HabpsaK y Micii iH’ekuii, yiibHeHHsT TKAaHHH y MicIli iH’ €Ki,
JIPATIBJIMBICTD

Heuacro: nigBumenss temmeparypu tina (> 40 °C)
Hesinomo: peaxiiii B Miciii BBeZieHHs (30KpeMa BEJIHKHI HAOPSIK BAKIIMHOBAHOI KiHI[IBKH, YTBOPEHHS

yXHpiB B MicIi iH’€KIlii a60 HABKOJIO Ta YTBOPEHHS BY3JIiB y MicIli iH’€KIil, siki MOXYTh 30epiraTucs
ITOHAJL OJIUH MICSIIIb)

Hitn BikoMm Bix 11 pokiB Ta gopocJi

[opymeHHs 3 60Ky CHCTEMH KPOBi Ta JTiM()ATHYHOT CHCTEMU

Hesigomo: niMdaeHonatis

[opymenHs 3 60Ky iIMYHHOI CHCTeMH

Hesinomo: aneprivni peaxmnii (30kpemMa anadiiakTH4HI peaklii)

Posznagy HepBOBOI cUCTEMH

Jly>xe 4acTo: TOIOBHHUH OiIb
Hesinomo: BTpaTa cBijomMocTi abo mapacHMIIaTHYHA CyIWHHA peaxilis Ha iH’€KINI0, HOAPasHEHHS

MO3KOBHX 00O0JIOHOK (TIPO O3HAKH IIOJPa3HEHHS MO3KOBHX OOOJIOHOK, SIK-OT PHTiAHICTD IMOTHIHYHHX
M’s131B 200 CBIiTIOOOSM3HB, IHKOIM IOBLIOMIISIOCS HEBIOB31 mmicis BakiuHarii. 1 cumnromu Oyim
JIETKOT'O CTYIICHS Ta MaJli THMYACOBHH XapakTep)

IopymreHns 3 60Ky IITYHKOBO-KHIIKOBOIO TPAKTY

JHyxe gacro: HyzoTa

[Hopymenns 3 60Ky IMKipH Ta IiAIIKipHOT KIIITKOBHHE

HesBimoMo: BUCHITAaHHS

ITopymienss 3 60Ky OIIOPOHO-PYXOBOI'O allapary Ta CIIOIYYHOI TKAaHWHH

Jy»xe gacto: Miairist, apTparis

3araipHi po3Jiaj i Ta peakilii B Miclli BBEJICHHS

Jyxe dyacto: 6inb y micmi im’exiii (30Kpema CHIIBHHM Oinp y Miclli iH’€KIii, IO BH3HAYAETHCS
HE3/IaTHICTIO BUKOHYBAaTH HOPMAJIbHY IOBCSIKAEHHY JisUIBHICTE), HAOPSIK y MicIi iH’eKITii, yIiIbHEeHHs
TKaHWH Y MiCITl 1H’€KIIil, EpUTEMa B MICIli 1H’€KITil, HE3 Ty KaHHS

HeBifoM0: IiBUINEHHS TEMIEpATypd Tijla, Peakilii B MicI{i BBEIEHHs (30KpeMa BENHKHH HaOpSK
BaKIMHOBAHOI KiHI[IBKY, YTBOPEHH Iy XUpPiB B MicIli iH’€KITii 460 HABKOJIO Ta YTBOPEHHS BY3IIiB y MiCIIi
10’ ex1ii, IKi MOXYTh 30€piraTics IIOHa | OJMH MiCSIb)

3eimuicms w000 nOOIYHUX peakyiti

3BiTyBaHHs PO Ii03proBaHi MoGIUHi peakilii Ha Jikapchkuii 3aci6 y micispeecTpamifHuit Iepios Mae
BaXumBe 3HadeHHs. lle 3abesmedye Ge3nmepepBHMI MOHITOPHHI CIIBBiHOIICHHS PHU3HK/KOPHUCTH
3aCTOCYBaHHs I[OTO JKapchkoro 3acofy. MaxiBmi y cdepi OXOpOHH 370pOB’S, a TaKOX HaIlicHTH
MOYYTh HOBIIOMJISITH IIPO ITio3proBani mo6iuni peaxiii o TOB «[maxcoCmiTKirstitn dapmachroTikaie
Vipainay 3a 1iiogo6osum teneporom (044) 585-51-85 abo Ha email 0ax70065@gsk.com.

Tepmin npuoamnocmi. 4 poxu

YmoBu 30epiranss.
36epiraru mpu Temmeparypi Bix 2 °C mo 8 °C.
He samopoxxysaru. 30epiraTd B OpHIiHAILHIM yHakoBIi Uit 3axucTy BiJ CBiTia. 30epiraté y

HEIOCTYITHOMY JUUIS JTITSH MICITi.

Hecymicnicmp, OCKinbKH BiICYTHI TOCIIDKEHHST CyMICHOCTI, HE MOXKHA 3MIITyBaTH Iei Ipenapar 3
IHIITUMHE JTIKaPCHKUMHU 3aCO0aAMH.

Ynakoska.
Cycnensis s in’exuiit o 1 103 (0,5 Mi/mo3y) y monepeiHbpo HaroBHEHOMY HITpuIti N
3 JIBOMa I'OJIKAMH.

ITo 1 monepenuro HATOBHEHOMY IIIPHITY ¥ KOMILJIEKTI 3 IBOMA IOJIKaMH B LI
1o 1 KoHTeHHEpY Y KapTOHHiH KOpoOIIi.

KOMILIEKTI

yTé

(odt ‘H\

A\: vait

18 .
Y3rogKeHo 3 marteplana
peecTpaLjitHoro AoCKe” £




" TlonepenHbo HAMOBHEH] MITIPUIE BATOTOBJIEH] 3 HEHTPAJIBLHOTO CKiia THILY 1, sike BiAMOBifae BUMOTaM

€poneiicbroi Papmakorner.
Kpuiieuka Ta rymoBa mpo6ka mopiiHs nornepeiHbo HATOBHEHOTO MITIPUITA BUTOTOBJIEH] 3 CHHTETHYHOT

I'yMH.
Kareropist Bignycky. 3a peenToM.

Bupoouuk.
I'naxcoCwmitKustite Baktmuu C.P.J1., Itanis/GlaxoSmithKline Vaccines S.R.L., Italy.

MicuesHaxo/KeHHsI BHPOOHHKA Ta ajjpeca MicIsi HPOBAKeHHsI HOTo JislIbHOCTI.
Bemnapia-Pocia, Cogiuimte, 53018, Itanis/Bellaria-Rosia, Sovicille, 53018, Italy.
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