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Haxa3 MinicrepcTBa 0X0poHHn
310pOB’s1 YKpaiHu
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IHCTPYKIIA
AJIS1 MeIUYHOT0 32CTOCYBAHHS JIKAPCHKOI0 3200y

BEKCEPO
Baknuna 11 npoilakTHKH MeHIHTOKOKOBOI iH(eKii, 10 BUKIUKAEThCS ceporpynow B
(BurorosjeHa 3a pexkomoinantroro JJHK texHosoriero, azcopdéoBana)

Cknao:

Oitoui peuosunu. ogaa go3a (0,5 Mi1) MiCTUTB:
pexombinanTHui 3uTHIE 6inok Neisseria meningitidis ceporpynu B NHBA® 23 — 50 mkr
pexombinanThuii 6imox Neisseria meningitidis ceporpynu B NadAl %3 — 50 Mkr
pexomb6inanTHHMI 31uTHIE Ginok Neisseria meningitidis ceporpymu B fHbpt 23 — 50 Mkr

BE3UKYJIH 30BHiNIHKOT MeMOpanu (OMV) 3 Neisseria meningitidis ceporpymnu B

mrramy NZ98/254, Bu3HaueHOro 3a 3arajibHOI0 KIIBKICTIO O1JIKa, 1110 MICTHUTBCS Y

PorA P1.42 — 25 Mkr
OTpUMaHo 3 BUKopucTaHHsM KinituH E. coli 3a pexombinanTHO JTHK TexHoMOTI€RO.
ajcopboBaHo Ha amoMiHiro rigpokcumi (0,5 mr AIY).
NHBA (remapun-3B’s3yrounii anturen Heiicepii), NadA (aaresun A Neisseria), fHbp (dakrop-
H 3B’s13ytounii 6110K).

O00NOMIJICHI peyoguHU: aTIOMIHIIO TIAPOKCUI, HATPIIO XJIOPH, I[yKpo3a, TICTUINH, BOJA JIJIs 1H €KII.
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Jlikapcbka ¢popma. CycrnieHsis s iH €KIii.
Ocnogni izuxo-ximiuni enacmugocmi: ONaNeCleHTHA piinHa (CycneH3is O11yBaTOro Kojabopy).

dapmakoTepaneBTHYHA Trpyna. AHTHOaKTepiaJbHI BakUMHU. Bakuuaum s npoQigakTUKA
MeHiHrokokoBoi iHpekuii. Kox ATX JO7A HO9.

Imynonociuni i 6ionoziuni éracmusocmi.

Dapmaroounamika.

MexaHi3M aii

Imynizanis BakuumHoro BEKCEPO mnpusHaueHa A CTUMYJIIOBaHHS BUPOOJEHHS OaKTEpHIIMIHUX
aHTUTLI, AKi po3mi3HatoTh BakuuHHI aHTurenn NHBA, NadA, fHbp ta PorA P1.4 (imyHoOMiHaHTHUN
AQHTUTEH, HasBHUA Yy KoMrmoHeHTI OMV) Tta, sk O4IKyeTbCs, Ui 3aXHCTy  BiJ 1HBa3HUBHOL
MeHiHrokokoBoi iH¢pekuii (IMD). Bracmigok BapiaGenbHOCTI eKcrpecii HUX aHTHUTEHIB PI3HUMHU
HITaMaM{, MEHIHTOKOKH, SIKI iX EeKCIpPECylTh Ha JIOCTaTHbOMY piBHI, UyTJIHBI O MPOTyKOBaHHX
BaKLMHOK aHTUTLI. CucreMa BU3HAaYEeHHsI MEHIHrokokoBoro anturena (MATS) Oyna po3pobiieHa amns
3B’A3Ky MPOQUIIB aHTUTEHIB PI3HMX IITaMiB MEHIHIOKOKOBOI OakTepii ceporpynu B 31 3HHUILEHHSM
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MITaMiB y CHPOBAaTKOBOMY OAaKTEPHUIIMIHOMY TECTI 3 BUKOPUCTAHHAM KomruieMeHTy jroauHu (hSBA).
Hocnimxenns npubauzHo 1000 pi3HUX 130/14TiB IHBa3UBHUX MEHIHTOKOKIB ceporpymnu B, 3i0panux y
2007-2008 pp. y 5 kpainax €Bpomnu, moka3aio, 110 3aJeKHO BiJ KpaiHu MOXOMKeHHs, 73—87% 130M5TiB
MEHIHTOKOKIB ceporpynu B mamu BigmoBiguuii mpodins anTureHiB 3rizHo 3 MATS, skuii mae
OXOIUIIOBAaTHCS BakIuHOW0. 3araioM 78% (95% moBipuunii intepBan 3 63-90%) 3 npubnuzno 1000
mITamMiB OyJId 4yTIUBI 10 1HAYKOBAaHUX BAaKIIMHOIO AaHTHTIJL.

Kniniyna eeKTUBHICTE

EdextuBnicte Bakuman BEKCEPO y kmHIYHMX DOCHIIKEHHSX HE OIliHIOBaiacs. BHCHOBOK mpo
e(eKTUBHICTh BaKUMHU Oys0 3po0JEHO NUIIXOM JEMOHCTpalii 1HIYKIi BIAMOBiAI CHPOBATKOBUX
OaKTEepUIIMIHUX AHTUTLI HAa KOXKEH 3 BAKIIMHHUX aHTUTCHIB (JIMB. HUXKYE «IMyHOTE€HHICTBY ).
IMYHOI€HHICTB

BianoBiak cupoBaTKOBHX OaKTEPHIIMIHMX aHTHUTUI Ha KOXKEH 3 BakIMHHUX aHTHreHiB NadA, fHbp,
NHBA Tta PorA Pl.4 omiHroBasiv 3 BHKOPHCTAaHHSIM HAOOpy 4YOTHUPbOX KOHTPOJIBHUX IITaMiB
MEHIHTOKOKIB ceporpynu B. PiBeHb OakTepUIIMIHMX aAHTUTII TPOTH IUX INTaMiB BU3HAYAIU Yy
CUPOBAaTKOBOMY OaKTEPHIIMIHOMY TECT1 3 BUKOpHCTaHHIM KoMiuieMeHTy ionuuu (hSBA). lanux s
BCIX CXEM BaKIMHAIlii 3 BAKOPUCTAHHIM KOHTPOJIbHUX mTaMiB it NHBA Hemae.

BinbImicTh MEepBUHHUX AOCTIDKEHh IMYHOTCHHOCTI MPOBOJWIHMCS 33 JW3AHHOM DPAaHIOMI30BaHUX,
KOHTPOJIbOBAHUX, 0araToleHTPOBUX KIIHIYHUX JOCTIIKEHb. IMyHOT€HHICTh OI[IHIOBAIM Yy HEMOBIJIAT,
JUTEH Ta JOPOCTUX.

IMYHOT'€HHICTE YV JITEH

Jitu, sxi Opanu y4acTh y AOCHTIKEHHAX, oTpuMyBainu Tpu no3u BakuuHu BEKCEPO y Bimi 2, 4 Ta 6
a60 2, 3 Tta 4 micsi, a 103y peBaKIMHAII] Ha IPYTOMY POIl )KUTTS, aje He paHimie 12-MicI4yHOTO BIKY.
CupoBaTKy OTPUMYBAIIH SIK IO BaKLMHALT, Yepe3 MicCAIb Micisl TPEThOI BakIMHAILT (1uB. Tabmuio 1),
Tak 1 4yepe3 OJMH Micslb Ticia peBakiuHamii (auB. Tabnuio 2). CTifiKicTh IMYHHOI BiJINOBiAi
OIIHIOBAJIM Y MPOJIOBKCHHI JOCIIDKSHHS Yepe3 OAWH PiK MICisl peBakIuHamii (1uB. Tadimiro 2). B
IHIIOMY KIIIHIYHOMY JOCTI/’KEHHI OIIHIOBAJIM IMYHOTEHHICTh y [iTell BIKOM 2—5 MICSIIB Mmicis
BBEJICHHS IBOX 200 TPHOX J103 13 MOAAIBIIOK PEBAKIIMHALIIEI0. IMyHOT€HHICTB ITICIIst BBEJICHHS IBOX J103
Takok OyJia JOKYMEHTAIbHO MiATBEP/HKEHA B 1HIIOMY JOCHTIIKEHHI 32 y4acTIO HEMOBIAT BikoM 6—8
MICSI[IB HA MOMEHT BKJIFOUCHHS B JOCIII/DKEHHS (UB. TaOIHUIO 3).

Pamnime HeBakIIMHOBAHI AITH TaKOX OTPUMAIIU 1Bl 03U BaKIIMHU HA IPYTOMY POIIi )KHUTTS, a CTIHKICTh
AQHTHTIJ BU3SHAYAIM Yepe3 OJIMH PIK MICIIs BBEACHHS APYroil 1031 (IUB. Ta0IUIIO 3).

IMYHOT'€HHICTE V AITEH BIKOM 2—5 MicHIliB

Tpuooszosuii Kypc nepsuHHoOi 6akyuHayii 3 NOOAILULOIO PEBAKYUHAYIEIO

Pe3ynbpTaTi OIIHKY IMyHOT€HHOCTI Yepe3 OJMH MicAllb Micis BBeAeHHs Tphox 103 Bakimau bBEKCEPO
IiTaM y Bitl 2, 3, 4 Ta 2, 4, 6 micaiB HaBeaeH1 y Tabnui 1. Yepe3 oguH MiCsIh MICHs TPETHOI 103U
BaKLMHAIl{ piBeHb OAKTEPUIIUJHUX AHTHUTLI MPOTH KOHTPOJIBHUX LITaMiB MEHIHTOKOKY OyB BHCOKHUI
npotu antureHis fHbp, NadA ta PorA P1.4 B 060x cxemax BaknuHaiii BakunHoro BEKCEPO. Pisenb
OaKTepULIUTHUX aHTUTIA TpoTH aHTUreHa NHBA OyB TakoX BHCOKMIA y HiTel, BaKIIMHOBAHUX 3a
CXEMOI0 BBEJICHHS BaKIIMHH Y Billi 2, 4, 6 MICSI[iB, OJTHAK IMyHOT€HHICTh I[OTO aHTUTE€HA OyJ1a MEHIIIOI0
IpU CXeMi BBEACHHS BakUMHU y Bimi 2, 3, 4 wmicsaniB. KniHiuyHI HacmiIKM MEHIIO! iIMyHOTE€HHOCTI
agtureda NHBA 3a 11i€i cxemu BakiHalii HeBiOMi.




Taoauns 1

Binnosias cupoBaTKOBMX 0aAKTEPUIMIHUX AHTUTIJ Yepe3 1 MicALb Mic/Isi TPETHOI 103U BAKIMHHA

BEKCEPO, BBeneHnoi y Biui 2, 3, 4 a6o 2, 4, 6 micsuis

Jocaigxenns JocaigxeHHs Jocaigxenns
AHTHTEH V72P13 V72P12 V72P16
2,4, 6 micauis 2, 3, 4 micaui 2, 3, 4 micaui
0
cepono3meHHx* N=1149 N=273 N=170
0 _ 0 _ 0 _
fHbp (95% JI) 100% (99-100) 99% (97-100) 100% (98-100)
GMT hSBA** 91 82 101
(95% 1) (87-95) (75-91) (90-113)
0
CGpOHOEﬁTI/IBHI/IX N=1152 N=275 N=165
0 _ 0 _ 0 _
NadA (95% JII) 100% (99-100) 100% (99-100) 99% (97-100)
GMT hSBA 635 325 396
(95% 1) (606-665) (292-362) (348-450)
0
CepOHOB::TI/IBHI/IX N=1152 N=274 N=171
0 _ 0 _ 0 _
PorA P1.4 (95% JIT) 84% (82-86) 81% (76-86) 78% (71-84)
GMT hSBA 14 11 10
(95% 1I) (13-15) (9,14-12) (8,59-12)
0
CGpOHOB::TI/IBHI/IX N=100 N=112 N=35
0 _ 0 0 N
NHBA (95% JII) 84% (75-91) 37% (28-46) 43% (26-61)
GMT hSBA 16 3,24 3,29
(95% 1I) (13-21) (2,49-4,21) (1,85-5,83)

* % CcepoIo3UTHBHUX = B1JICOTKOBA yacTka oci0, y sikux 0yio gocsrayto Tutpy hSBA > 1:5.
**  GMT = cepeaHe reoMeTpUUHE TUTPY.

Jani mom0 cTiikocTi OaKTEpUIIMIHUX aHTUTLI Yepe3 8 MicAiiB miciis BakiuHalli BakiuHoro BEKCEPO
y Bimi 2, 3 Ta 4 Micani, a Takox depe3 6 micsamiB micas BakuuHaiii BakuuHOo BEKCEPO 'y
Billi 2, 4 Ta 6 MicAiB (KOHTPOJIEHUI MOMEHT 4Yacy A0 peBakIWHAINI) Ta JaHi peBaKIMHAII TTiCIs
yerBepToi no3u BakimHu BEKCEPO, BBenenoi y Bimi 12 micsmiB, HaBeneHo y Tabmumi 2. Jlani mpo
CTIMKICTh IMyHHOI BiJIITOBI/Ii Yepe3 OAMH PiK IMicisl PeBaKIMHALIT TAKOX HAaBEJCHO Yy Ta0wili 2.

Taoauus 2

Binnosias cupoBaTKOBMX 0aAKTEPUMIMIHUX AHTHUTIJ Mic/Isl peBakuMHANil y Bii 12 micauiB micjis
Kypcy NepBUHHOI BakIMHAauii y Biui 2, 3 ta 4 a6o 2, 4 Ta 6 micauiB, a TaKoXK CTiliKicTh
OaKTEePpHIMIHUX AHTUTLI Yepe3 OJUH PiK Mic/IA peBaKIMHALII

% cepono3uTUBHUX

(95% 10

GMT hSBA (95% JI)

100% (96-100)
135 (108-170)

AHTHIeH 2,3, 4, 12 micauis 2,4, 6,12 micauis
%% ceponosTHBHI™* N=81 N=426
(95% III) 58% (47-69) 82% (78-85)
0
GMT hSBA*** (95% JIT) 5,79 (4,54-7,39) 10 (9,55-12)
fHbp 1 micsup micns
peBaKIHaI{ N=83 N=422

100% (99-100)
128 (118-139)




AHTHIeH 2,3, 4,12 micauis 2, 4,6, 12 micauis
12 micAmiB micis
peBaKIMHAL] N=299
% CepOTO3UTHBHUX - 62% (56-67)
(95% A1 6,5 (5,63-7,5)
GMT hSBA (95% 1)
710 peBaKLIMHAIII]
o N=79 N=423
o s 97% (91-100) 99% (97-100)
(5% 1) 63 (49-83
GMT hSBA (95% 1) (49-83) 81 (74-89)
1 micsmp micns
peBaKIHaIi N=84 N=421
NadA % CEepOIO3UTHBHUX 100% (96-100) 100% (99-100)
(95% A1) 1558 (1262-1923) 1465 (1350-1590)
GMT hSBA (95% 1)
12 micsAniB micis
peBaKIMHAITT N=298
% CepOTO3UTHBHUX - 97% (95-99)
(95% A1 81 (71-94)
GMT hSBA (95% 1)
JI0 peBaKIMHAIlI{ _ _
% CepOIO3UTHBHUX 0 N=83 N=426
95% I11 19% (11-29) 22% (18-26)
(5% AD 1,61 (1,32
GMT hSBA (95% JII) ,61 (1,32-1,96) 2,14 (1,94-2,36)
1 Micsaup micis
peBaKIMHAII{ N=86 N=424
% CEepOIO3UTHBHUX 97% (90-99) 95% (93-97)
PorA P1.4
(95% AD 47 (36-62) 35 (31-39)
GMT hSBA (95% 1)
12 MicsiB mics
peBaKIMHAL] N=300
% CepOIO3UTHBHUX - 17% (13-22)
(95% A0 1,91 (1,7-2,15)
GMT hSBA (95% 1I)
710 peBaKLMHAIIIT _ _
% CEpOMO3UTHBHUX N=69 N=100
(95% JII 25% (15-36) 61% (51-71)
o 1)
GMT hSBA (95% JII) 2,36 (1,75-3,18) 8,4 (6,4-11)
%
NHBA eBakmuHanii (95% 1 76% (64-86) 98% (93-100)
P (95% Ay 12 (8,52-17) 42 (36-50
GMT hSBA (95% JI) ’ (36-50)
12 MicsiB micas
peBaKIMHAL] N=291
% CEepOTO3UTHBHUX - 36% (31-42)
(95% AD 3,35 (2,88-3,9)

GMT hSBA (95% JII)




KoHTposbHMIT MOMEHT 4acy A0 peBaKIMHAIII MPEACTABISIE CTIMKICTh OAKTEPUIIMIHUX AHTUTLI
yepe3 8 wMicaniB micas BaknuHarii BaknuHOoo BEKCEPO 'y Bimi 2, 3 ta 4 micsi  Ta
yepe3 6 micsiiB micis BakuuHaii BaknuHoro BEKCEPO y Bimi 2, 4 ta 6 micsinis.

% CepoIO3UTHBHUX = BiJICOTKOBA YacTka oci0, y skux Oyio gocsrayto Tutpy hSBA > 1:5.

***  GMT = cepennHe TECOMETPUYHE TUTPY.

VY 101aTKOBOMY JTOCIIKEHHI 32 Y4acTIO TiTei BIKOM 4 pOKH, SIKi OTpUMAai MOBHUN KypC TEpBUHHOI
BaKI[MHAIII{ Ta peBaKIMHAILIIT TPOTITOM IEPIIOTO POKY JKHUTTSI, CHOCTEPITranocs 3HWKEHHS TUTPY aHTUTLI
npotu antureiB PorA P1.4 ta fHbp (mo nocsaramo 9-10 % Tta 12-20 % oci6 i3 Tutpom hSBA > 1:5
BIJIMOBIIHO). Y IBOMY X JOCTIIPKCHHI BIIMOBIIL HA JOJATKOBY J03y CBIIYHJIA MPO IMYHOJIOTIYHY
nam’sTh, OcKUTbKU y 81-95 % ocib Oyno gocsrayto tutpy hSBA > 1:5 npotu anturena PorA P1.4 ta
97-100 % mnpotu anturena fHbp micas momanemoi BaknuHamii. KiliHIYHA 3HAYYHIICTH I[HOTO
CIIOCTEPEXKEHHS Ta HEOOXIAHICTh JOJATKOBOI PEBAKUMHAII A MIATPHUMAHHS TPUBAJIOrO 3aXHCHOTO
IMYHITETY HE BCTAaHOBJTFOBAJIUCSI.

6000308utl Kypc nepsunHoi akyuHayii 3 NOOAILULOIO PEBAKYUHAYIEIO

IMyHOTEHHICTB MiCIs BBEICHHS JIBOX JI03 KypCy MEepBHHHOI BakumHaMii (y Bii 3,5 Ta 5 MicsiiB) abo
TPHOX J103 KypCy MepBUHHOT BakuuHarlii (y Biui 2,5, 3,5 ta 5 micsuis) Bakiman BEKCEPO 3 nonansmioro
pEBaKIMHAIIIEI0 Y JITEH, BaKIWHAIIK SKUX OYyJ0 PO3MOoYaTo y Bimi 2—5 MICAIIB, OIIHIOBAIA Y
JI0JTATKOBOMY KJIIHIYHOMY JOCHikeHH1 ¢a3u 3. BimcoTkoBa 9acTka ceporno3uTUBHUX 0cib (TOOTO 0cio,
y sikux Oyino nocsrayto Tutpy hSBA npunaiimui 1:4) cranoBuiia 44—100 % uepe3 oauH MicALb HiCIs
BBeJIeHHS Apyrol ao3u 1a 55-100 % depe3 oauH MicsIs MICHS BBEACHHS TPEThOi 103U, Uepe3 onuH
MICSIb IMCIIS PeBaKIMHAIIT, 3aCTOCOBAHOI Yepe3 6 MICAIIB MIC/Isl OCTAaHHBOI JI03H, BiJICOTKOBA YacTKa
cepono3uTuBHUX 0ci0 cranoBmia 87—-100 % y pasi 3acTocyBaHHS JIBOJ030BOT CXeMH BaKITHAIT Ta 83—
100% y pasi 3acTocyBaHHs TPUA030BOT CXEMHU BaKIIMHAIII].

CrifiKicTh aHTHUTLI OL[HIOBAJIM Y MPOJOBXKEHHI JOCIIPKEHHS y aiTei BikoM 3—4 poku. [lopiBHAHHI
BiJICOTKOB1 YacTKU 0ci0 OyJu Cepomo3UTHUBHI uepe3 2—3 pOKHU Micis MOonepeaHbOoi BaKIMHAII] ABOMA
7103aMU 3 noaibinor peBakinuHamieto BakunHor BEKCEPO (Bix 35 % mo 91 %) abo Tppoma mo3amu
3 MOJAJIBIIOI peBakIiMHaLie0 (Bia 36 % 10 84 %). Y 1poMy X JOCTiIKEHH] BIAMOBIAL HA JOAATKOBY
7103y, BBEJIEHY uepe3 2—3 pOKH Iicis peBaKLMHAII, CBITYMIIa MPO IMYyHOJIOTIYHY HaM STk, 0 OyIo
MOKAa3aHO CTiMKO0 iIMyHHOIO BiAmoBigawo Ha yci antureHu BakuuHu BEKCEPO, ska cranoBuna 81—
100% Ta 70-99 %, BigmoBigHo. Lli ciocTepexeHHs BKa3yIOTh Ha JOCTATHIO TIEPBUHHY BAKIIMHAIIIO B
pPaHHHOMY TUTHHCTBI SK JBOJO30BMMH, TaK 1 TPHI030BUMHU KypcamMH BaKIMHAIlli 3 MOAAJBIIO0
peBakiuHaiiero BakinHor0 BEKCEPO.

IMYHOT'€HHICTE V JiTeH BikoM 6—11 MicariB Ta BikoM 12-23 mMicsiri

IMmyHOTEHHICTD y JiTel BiKOM 6—23 MiCsIIIB MIC/IS BBEICHHS JIBOX /103 3 IHTEPBAJIOM Yy JBa MicAlll Oyma
JOKYMEHTaJIbHO MiATBEpPIKEHA Y JBOX JOCTIIKEHHAX, Pe3yNbTaTH SKUX HaBeAeHi y Tabnuii 4. PiBHi
cepokonBepcii Ta GMT hSBA 11010 K0OKHOTO 3 BaKIIMHHUX aHTUTEHIB Oy BUCOKHUMH Ta CXOXKHUMHU
MICJIs ABOJIO30BUX KYPCIB BaKIIMHAIIT y JiTell BikoM 6—8 MicsliB Ta aited Bikom 13—15 micsamis. Jlani
II0JI0 CTIMKOCTI aHTUTLI Yepe3 OJIUH PIK MICIsl BBEACHHS NBOX 1103 y Bimi 13 Ta 15 MicsIiB Takox
HaBezeH1 y Tabmuii 3.

**

Taoauus 3
BinnmoBiab cupoBaTKOBHUX 0aKTePUIMIHUX AHTUTII micas BakuuHanii BakuuHorw BEKCEPO y
Bili 6 Ta 8 micsiiB ado 13 Ta 15 micsaiB, a TakoXK CTIHKICTH 0AKTEPUUMIHUX AHTUTLI Yepe3 OINH
PiK micyisi BBeleHHs ABOX 103 y Bili 13 Ta 15 micauis



Jiana3oH Biky

Bix 6 no 11 Bix 12 mo 23
AHTHUIEH MicsiB MicALiB
Bix Ha MOMEHT BaKIIMHALIT
6, 8 micauiB 13, 15 micsauis
1 MicsIIb MmiCas BBEICHHS N=23 N=163
2 103U
% ceporno3uTUBHUX * 0 0
(95% IIT) 100% (85-100) 100% (98-100)
fHb GMT hSBA** (95% A1) 250 (173-361) 271 (237-310)
P 12 micsmiB micust _
N=68
BBEJEHHSA 2 103U
% cepomo3uTUBHHUX i 0 B
(95% JII) 74% (61-83)
GMT hSBA (95% J11) 14 (9,4-20)
1 MicAnb Oicisl BBEACHHS N=23 N=164
2 103U
% Cceporno3uTUBHUX 0 3 0 .
(95% JII) 100% (85-100) 100% (98-100)
GMT hSBA (95% J11) 534 (395-721) 599 (520-690)
NadA .
12 micamiB micis _
N=68
BBEJIEHHS 2 103U
% CepoIO3UTHBHUAX i 0 .
(95% III) 97% (90-100)
GMT hSBA (95% A1) 70 (47-104)
1 Micsanp micist BBEASHHS N=22 N=164
2 103U
% CepoTO3UTHBHHUX 0 3 0 .
(95% JII) 95% (77-100) 100% (98-100)
PorA GMT hSBA (95% A1) 27 (21-36) 43 (38-49)
P14 12 micAwiB micns N=68
BBEIEHHS 2 103U
% cepono3uTUBHUX i O (O
(95% JII) 18% (9-29)
GMT hSBA (95% A1) 1,65 (1,2-2,28)
1 MicsIIb miCasa BBEACHHS N=46
2 103U
% cepono3uTUBHUX i 0 g
(95% JII) 63% (48-77)
0 —
NHBA GMT hSBA (9§ % J11) 11 (7,07-16)
12 micsauiB micas N=65

BBEJCHHSA 2 JIO3H
% cepono3uTUBHUX
(95% AI)

GMT hSBA (95% J11)

38% (27-51)
3,7 (2,15-6,35)




* % cepono3UTHBHUX = BiJCOTKOBA 4yacTKa 0ci0, y skux Oyno pocsrayro tutpy hSBA >1:4 (y

BikOBOMY niana3oHi 6—11 micsuiB) Ta hSBA > 1:5 (y BikoBoMy nianaszoni 12—23 wmicsi).

GMT = cepenne reOMETpUYHE TUTPY.

IMyHOTEHHICTh AiTeii BikoM Bijl 2—10 pokiB

ImyHOTreHHicTh micis BBeAeHHs nBoX 103 BakimHn BEKCEPO 3 inTepBaiom B oMH a00 JBa MICSIl Y
niTei BikoM Bix 2 10 10 pokiB OIIHIOBAIM B MOYAaTKOBOMY KIIIHIYHOMY JTOCHTiKeHHI (a3u 3 Ta ioro
MIPOJIOBXKEHHI. Y IMOYaTKOBOMY AOCII/DKCHHI, PEe3yJIbTaTH SIKOTO0 HaBeACHO y TaOmuili 4, y9acHHKH
orpumyBanu 11Bi 103u BakiuHu BEKCEPO 3 inTepBaniom y aBa wmicsi. PiBHi cepokonBepcii Ta GMT
hSBA 11010 KO’)KHOTO 3 BAKIIMHHUX aHTUTEHIB OYJIM BUCOKMMH ITiCJIsI IBOIO30BOT CXEMH BaKIMHAIIIT y
TUTEH.

**

Tabauusa 4
BianoBiab cHpOBaTKOBUX 0aKTePHIMAHMX AHTHUTII Yepe3 1 MicAnb mic/Is BBeleHHs APYroi 1031
Bakuuuu BEKCEPO y nireii Bikom 2-10 pokiB 3a cxemoro BBeaeHHsi 103 3 0, 2-mMicsuHUMM
iHTepBanamMu

AHTHTEH BikoM 2-5 pokiB Bikom 6—10 pokiB
% Cceporo3uTHBHUX * N=99 N=287
fHbp (95% A1) 100% (96-100) 99% (96-100)
GMT hSBA** 140 112
(95% AI) (112-175) (96-130)
% cepono3UTUBHUX N=99 N=291
NadA (95% A1) 99% (95-100) 100% (98-100)
GMT hSBA 584 457
(95% A1) (466-733) (392-531)
% ceporno3uTUBHUX N=100 N=289
(95% A1) 98% (93-100) 99% (98-100)
PorAPL4 GMT hSBA 42 40
(95% M) (33-55) (34-48)
% Cceporo3uTUBHUX N=95 N=275
(95% M) 91% (83-96) 95% (92-97)
NHBA GMT hSBA 23 35
(95% HI) (18-30) (29-41)

% cepono3UTHBHUX = B1JICOTKOBA YacTKa 0ci0, y sikux Oyno gocsaruyto tutpy hSBA > 1:4 (mpotu
koHTponbHUX MmTamiB aHTureHis fHbp, NadA, PorA P1.4) ta tutpy hSBA > 1:5 (nmpotu
KOHTPOJIbHOTO ITamMy anTurena NHBA).
**  GMT = cepeaHe reoMeTpUUHE TUTPY.
VY npoaoBxkeHH1 HOCHIKEeHHs, y akomy ABl1 1031 Bakiuau BEKCEPO BBoaunu 3 iHTEpBAJIOM B OJIMH
MiCsIlb HEBAKIIMHOBAHUM JITSM, BUCOKA BIJICOTKOBA yacTKa oci® Oyia ceponO3UTHBHOIO Yepe3 OAMH
MICSILb MiCJI BBEACHHS Apyroi 103u. TakoX OLIHIOBAJIM paHHIO IMYHHY BIJNOBIAb IICJIS BBEIEHHS
NEepUIoi 1031 BaKIMHU. BiZICOTKOBA YacTKa CEpPONO3UTUBHUX 0C10 (TOOTO 0Cib, y AKUX OyJI0 JOCATHYTO
tutpy hSBA mpunaiimui 1:4) 3a mramamu cranoBmia 46—95 % depes oauH MICSIh TICHIS BBEJACHHS
nepioi 1o3u Ta 69-100 % depe3 onuH MicsIb MICIsA BBEJACHHS Ipyroi 103u (Tabmuus 5).

Taéauuns 5
BignoBiab cHpPOBAaTKOBUX 0aKTEPHIMIHMX AHTHUTII Yepe3 1 MicAlb mic/s BBeIeHHS APYroi 1031
BakuuHu BEKCEPO vy airteii Bikom 2-10 pokiB 3a cxemor BBeaeHHsi 103 3 0, 1-micsiuHuMU
iHTepBanamMu



AHTHTeH BiKOM. Bin 3 S-47 Bikom 4—7 pokiB | Bikom 8-10 pokiB
MicsiitiB
% N=34
N=98 N=54
CEPOTO3UTHBHHX ¥ 0 g 0 i 100% (89,7-100)
fHbp (95% J1I) 100% (96,3-100) 98% (90,1-99,95)
GMT hSBA** 107 76,62 52,32
(95% 1) (84-135) (54-108) (34-81)
% N=34
N=98 N=54
CEpPOIO3UTHBHUX 0 . 0 B 100% (89,7-100)
NadA (95% J1I) 100% (96,3-100) 100% (93,4-100)
GMT hSBA 631 370,41 350,49
(95% 1) (503-792) (264-519) (228-540)
% N=33
N=98 N=54
CEpPOIO3UTHBHHUX 0 8 0 B 100% (89,4-100)
PorA P14 (95% J1I) 100% (96,3-100) 100% (93,4-100)
GMT hSBA 34 30,99 30,75
(95% AI) (27-42) (28-49) (20-47)
0, =
ceponoeﬁTHBHHX N=91 N=52 76% 283;{89 3)
0 - O . ) 1
NHBA (95% JI) 75% (64,5-83,3) 69% (54,9-81,3)
GMT hSBA 12 9,33 12,35
(95% AI) (7,57-18) (5,71-15) (6,61-23)

% cepono3UTHBHUX = B1JICOTKOBA YAacTKa 0C10, y sIKuX OyJ10 gocsruyto tutpy hSBA > 1:4 (mpotu
KoHTponbHHUX ImTamiB aHTureHiB fHbp, NadA, PorA P1.4) ta tutpy hSBA > 1:5 (mportu
KOHTpOJIbHOTO ImTaMmy antureHa NHBA).
GMT = cepeHe reOMETPUYUHE TUTPY.

Y 1mpOoMy K TIPOJOBXKCHHI JOCTIIKCHHS TAKOXX OIIHIOBAIM CTIMKICTh AaHTUTLI Ta BIAMOBIIL HA
pEeBaKIMHALIIIO Y JiTeH, sIKi OTpUMaJId JABOAO30BHI Kypc NMEpBUHHOI BakiuHauii y Biui 2—5 ab6o 6-10
pokiB. Yepe3 24-36 wmicsiiB BiJICOTKOBa YacTKa CEPOMO3UTHUBHHUX 0cCi0 (TOOTO 0cib, y sikux Oyio
nocsarayto THTpy hSBA npunaiiMui 1:4) 3MeHmmiacs Ta Aas pi3HMX IITaMmiB craHoBuia 21-74 %y
niTeii BikoM 4—7 pokiB Ta 47-86 % y miteit Bikom 8—12 pokiB. Biamosiap Ha peBakuuHaIiro yepes 24—
36 wmicsuiB michas Kypcy NEpBHMHHOI BaKLMHAMLIi CBITYMIA MPO IMYHOJIOTIUHY IMaM’SiTh, OCKUIBKH
BIJICOTKOBA YacTKa CEPONO3UTUBHUX 0CI0 /IS pi3HUX 1mTaMiB craHoBuiIa 93—100% y niteit Bikom 4—7
pokiB Ta 96-100 % y niteit Bikom 8—12 pokiB.

**

IMYHOT€HHICTE vV AiTeH (BikoM Bij 11 pokiB) Ta JOpOCIHNX

Jitn orpumyBanu 181 no3u BakuuHu BEKCEPO 3 iHTepBaiom MiXk J03amMu B OJAMH, JiBa a00 IIICTh
MICSIIiB; I1i TaHl HaBeIeHO B TabauIax 6 ta 7.

VYV pocnimkeHHSX 3a y4acTO JOPOCIUX JiaHi OyJi0 OTPUMAaHO IICIs BBEIEHHS JBOX 1103 BaKIIMHHU
BEKCEPO 3 intepBanom B 01H a00 Ba MicsIli M g03amu (TUB. Tabnuiro 8).

CxeMa BakIMHaIlii 13 BBEACHHSIM JIBOX 7103 3 IHTEPBAJIOM B OJIMH a00 J[Ba MiCSIIl TOKa3ajia CX0KY IMyHHY
BIJIMIOBI/Ib SIK Y TOPOCTUX, TaK 1y niTed. CX0xki BIAMOBIII CIIOCTEPITaucs 1y IiTeH, SKUM BBOJUIIH JIBi
no3u Bakimau BEKCEPO 3 iHTepBanom y 1IicTh MICSAIIIB.




Tao6auns 6

BinnoBiab cHpOBAaTKOBUX 0AKTEPUIIMIHUX AHTUTI Yy JiTel Yepe3 OAUH MICAUD MICJAsi BBeIEHHS
aBox 103 Bakuuau BEKCEPO 3a pi3sHnMu 1B01030BUMH CXeMaMHM Ta CTIKICTh 0aKTepUIMIHUX

aHTUTLI yepe3 18-23 micsui micjast BBeleHHS APYroi 1031

AHTHIeH 0, 1 micaun 0, 2 micsaui 0, 6 micauis
1 micanb ;Ii;[:g;IHBBez[eHHﬂ N=638 N=319 N=86
% cepono3uTUBHUX* 100% 100% 100%
(95% J11) (99-100) (99-100) (99-100)
GMT hSBA** 210 234 218
(95% J11) (193-229) (209-263) (157-302)
fHbp 18-23 micsui micias
N=102 N=106 N=49
BBCJICHHS 2 JI03U
% cepono3UTUBHUX 82% 81% 84%
(95% J11) (74-89) (72-88) (70-93)
GMT hSBA 29 34 27
(95% NI) (20-42) (24-49) (16-45)
1 Micsip ;Ii;g:HBBeZIeHHSI N=639 N=320 N=86
% CepONO3UTHBHUX 100% 99% 99%
(95% NI) (99-100) (98-100) (94-100)
GMT hSBA 490 734 880
(95% NI) (455-528) (653-825) (675-1147)
NadA 18-23 micsami micis
N=102 N=106 N=49
BBECHHA 2 103U
% cepono3UTUBHUX 93% 95% 94%
(95% A1) (86-97) (89-98) (83-99)
GMT hSBA 40 43 65
(95% A1) (30-54) (33-58) (43-98)
1 Mics1b ;i;[:g:HBBeL[eHHﬂ N=639 N=319 N=86
% cepono3UTUBHUX 100% 100% 100%
(95% A1) (99-100) (99-100) (96-100)
GMT hSBA 92 123 140
PorA (95% NI) (84-102) (107-142) (101-195)
P14 18-23 wmicsmi mcis _ _ _
N=102 N=106 N=49
BBEJICHHSA 2 103U
% CepOTO3UTHBHUX 75% 75% 86%
(95% A1) (65-83) (66-83) (73-94)
GMT hSBA 17 19 27
(95% NI) (12-24) (14-27) (17-43)
1 mMicsmp micia BBEIEHHS N=46 N=46 i
2 no3u
NHBA % cepono3uTUBHUX 100% 100% i
(95% A1) (92-100) (92-100)
GMT hSBA 99 107
(95% JII) (76-129) (82—140) )

*

**

% CepoIo3UTHBHUX = BiJICOTKOBA YacTka oci0, y skux O0yio gocsaruyto Tutpy hSBA > 1:4.
GMT = cepenHe reomMmeTpu4HE TUTPY.



VY nocnimKeHH] 32 y9acTIO MITeH piBeHb OAKTEPUIIMIHUX aHTHTLUI TICIs BBEICHHS JBOX /103 BaKIIMHU
BEKCEPO 6yno crpatudikoBano 3a TtutpoM hSBA wmenme Hix 1:4 abo Oinbme 1:4. PiHi
CEepPOKOHBEPCii Ta BIJICOTKOBI YacTKU OcCi0 3a 30umbmieHHsM TUTpy hSBA mnpunaiimMHi B 4 pasu Bifg
BUX1JTHOTO PiBHS BIIPOJIOBK OJTHOTO MicsIIIs micis BBeAeHHs Apyroi 103U BakunHu BEKCEPO HaBeneHo
B Tabmui 7. [Ticnsa Bakuuuaii Bakimaoro BEKCEPO BizncoTkoBa yacTka ceporo3uTHBHUX OCiO Oyia
BUCOKOIO Ta OyJ10 focsaruyTo 30inbmenns Tutpy hSBA B 4 pa3u He3alnexHO Bij cTaTyCy MmomnepenaHboi
BaKI[MHAII].

Taomaunga 7
BincoTrkoBa yacTtka aireil i3 CepOKOHBEPCi€I0 Ta 30UIbIIEHHAM TUTPY OAKTEePUIMIHUX AHTUTLI y
4 pa3um 4yepe3 oaAMH Micsaub micasi BBedeHHs ABOX 103 BakuuHu BEKCEPQO 3a pisnumm

JABOI030BMMH CXeMaMH, CTPAaTH(IKOBAHUMH 32 TUTPOM /10 BAKIIMHAILIL

AHTHIeH 0, 1 micsup 0, 2 mics 0, 6 micsriB
N=369 N=179 N=55
% tutp <1:4 no 0 0 0
CCPOTO3UTHUBHKUX | BaKIMHALI] L00% L00% 100%
* Tlicos BBCICHHS (98-100) (98-100) (94-100)
2 o3 11 >14 10 N=269 N=140 N=31
(95% 1) BaIE)L[;II-I.aI_I?I. 100% 100% 100%
fHbp (99-100) (97-100) (89-100)
% 30inbiieHHs B 4 | TauTp <1:4 110 N=369 N=179 N=55
pasu BaKIMHAIII1 0 (98— 0 (98— 0 (94—
ii | 100% (98-100) | 100% (98-100) | 100% (94-100)
et B’ZZTHH" 2 | tutp 2144 510 N=268 N=140 N=31
(92% T BaKI[MHAIII1 90% (86-93) 86% (80-92) 90% (74-98)
% tutp <1:4 o N=427 N=211 N=64
ceponosutuBaux* | BakiuHamii | 100% (99-100) | 99% (97-100) | 98% (92-100)
e B‘ZegieHH" 2| urp >1:4 110 N=212 N=109 N=22
NadA (9§% T BaknuHariii | 100% (98-100) | 100% (97-100) | 100% (85-100)
% 30inbmeHHs B 4 | tatp <1:4 1o N=426 N=211 N=64
pas3u BaknuHaiii | 99% (98-100) | 99% (97-100) | 98% (92-100)
e B‘ZZI‘HGHH” 2 | urp >1:4 10 N=212 N=109 N=22
(9§% 1) BaKI[MHAIII1 96% (93-98) 95% (90-98) | 95% (77-100)
% tutp <1:4 10 N=427 N=208 N=64
ceponosutuBHux* | BakrmHaii | 100% (98-100) | 100% (98-100) | 100% (94-100)
e R e 2 | tutp21:4 5o N=212 N=111 N=22
PorA P1.4 (92% T Bakiuraiti | 100% (98-100) | 100% (97-100) | 100% (85-100)
% 30inbIIeHHs B 4 | Tutp <1:4 10 N=426 N=208 N=64
pasu micis BaknuHaiii | 99% (98-100) | 100% (98-100) | 100% (94-100)
BBEJIEHHSA 2 03U | TUTp >1:4 1o N=211 N=111 N=22
(95% A1) BaKIIMHAIIT 81% (75-86) 77% (68-84) 82% (60-95)
% ceporo3uTuBHUX | THTP <1:4 1m0 N=2 N=9 i
micis BBefenns 2 | BakuumHaiii | 100% (16-100) | 100% (66—100)
03U tatp >1:4 1o N=44 N=37 i
95% AI) BakimHalii | 100% (92-100) | 100% (91-100)
(
NHBA % 30inbmennHs B 4 | tutp <1:4 10 N=2 N=9 i
. pasu BaknuHaiii | 100% (16-100) | 89% (52-100)
e R e 2 | tirp 21:4 10 N=44 N=37
o BaKIMHAaI1 (} 0 (8—
(9§ Y III) i 30% (17-45) 19% (8-35)
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% cepomo3uTUBHUX = B1JICOTKOBA YacTKa 0Ci0, y AKuX Oyyo gocsarayTo Tutpy hSBA > 1:4,

JaHl CTIWKOCTI aHTUTUI JUIsI JOCHIJDKEHHS 3a Yy4YacTio [iTed OyJo OTpUMaHO Yy IPOJIOBXKEHHI
nocmipkeHHs $asu 3. [IpubausHo yepe3 7,5 poKy Hicis ABOJO30BOTO KypCy MEPBUHHOI BaKIMHALIT
B1JICOTKOBA YacTKa oci0 3 TuTpoMm hSBA > 1:4 3menmiacs ta i pi3HUX mraMiB cranoBuiia 29—84 %.
BiamoBige Ha peBakmuHALIO 4Yepe3 7,5 poKy micias Kypcy NEpBHHHOI BaKIMHAII CBiMYWIIA PO
IMYHOJIOT1YHY ITaM’sITh, OCKIJIbKH BIJICOTKOBA YacTKa 0ci0, y skux Oyio mocsarayto Tutpy hSBA > 1:4
JUTSL pi3HUX mTamiB, ctanoBuia 93—-100%.
VY 1boMy K TOCII/DKEHHI TaKOXX OIIHIOBAIW JaHi1 CTIHKOCTI aHTUTLI, OTPUMaHi 3 A0JaTkoBoi (a3u 3
MOYATKOBOTO JIOCHI/DKCHHS 3a y4yacTio Aiteid. [Ipubnu3Ho uepe3 4 pokw Mmicisi ABOJO30BOTO KYpCY
MePBMHHOI BaKIMHAII BiJICOTKOBAa 4acTKa 0cCi0, y SKuX OyJa0 JOCATHYTO TUTpY > 1:5 3aramom
3MEHIIMIIAcs 3 Jiana3ony cepen pizHux mramiB 68—100% micns BBeneHHs APyroi A03U 0 Jiama3oHy
cepen pizHuX mramiB 9-84%. BinnoBinp Ha peBakIUHAIO depe3 4 POKH Miclsd Kypcy HNEpBHHHOI
BaKLMHAIII{ CBiTYMIIA PO IMyHOJIOTIYHY IIaM’sITh, OCKIJIBKH BiJICOTKOBA YacTka ocib 3 Tutpom hSBA >
1:5 nys pizaux mramiB ctadomita 92—-100 %.

Ta6aunsa 8
BinnoBiab cupoBaTKOBUX OAKTEPUIUAHUX AHTHUTIJI Y TOPOCTMX MMicJs BBEJeHHS JIBOX 103
BaknuHu BEKCEPO 3a pi3HuMu 1B01030BUMH CXeMaM#

AHTHIeH 0, 1 micaun 0, 2 micaui
1 Micaup micisa BBEASHHS 2 103U N=28 N=46
% cepono3uTUBHUX* 100% 100%
fHbp (95% 1I) (88-100) (92-100)
GMT hSBA** 100 93
(95% 1I) (75-133) (71-121)
1 Micsanp niciad BBEASHHS 2 103U N=28 N=46
% cepono3uTUBHUX 100% 100%
NadA (95% 1I) (88-100) (92-100)
GMT hSBA 566 144
(95% A1) (338-948) (108-193)
1 Mics1b micis BBEAECHHS 2 TO3HU N=28 N=46
% CeponO3UTHBHUX 96% 91%
PorA P14 (95% NI) (82-100) (79-98)
GMT hSBA 47 32
(95% A1) (30-75) (21-48)

*

**

% CcepoIo3UTHBHUX = B1JICOTKOBA YacTKa oci0, y skux 0yio gocsrayto Tutpy hSBA > 1:4.
GMT = cepenHe reoMeTpUyUHE TUTPY.

BinmoBigs cupoBaTKOBUX OaKTEpUIIUIHUX aHTUTLI HA anTureH NHBA He oriHtoBanacs.

IMYHOT€HHICTE B 0OCOOJIMBUX rpyHax MAIli€HTIB

Jimu 3 nedocmamuicmio Komniemenmy, aniasicro cene3inku abo nopyuleHHAM YHKYii cene3inku

VY KkIiHIYHOMY AOCIHIKEeHH1 a3y 3 TiTH BIKOM Bix 2 10 17 poKiB i3 HEOCTATHICTIO KoMILIeMeHTY (40),
anasiero cene3inku abo mopymeHHsM GyHkiii cene3inku (107) Ta BIAMOBIIHI 32 BIKOM 3I0pOB1 0COOU
(85) orpumanu n8i go3u Bakuuau BEKCEPO 3 intepBanoMm y nBa micsi. Uepe3 1 micsip micis Kypey
2-71030BO1 BaKIMHAIIII BiJICOTKOBAa 4YacTka oci0 3 Turpom hSBA >1:5 cepen ocib i3 HeZOCTaTHICTIO
KOMILJIEMEHTY Ta aria3i€ro cesie3iHKH a0o MopyIIeHHIM (QyHKIIT cene3inku ctaHoBuia 87% 1a 97% ans
anturena fHbp, 95% ta 100% nns anturena NadA, 68% ta 86% nns anturena PorA P1.4, 73% ta 94%
st antureHa NHBA, BiAmoBimHO, 10 BKa3sy€e HAa IMyHHY BIANOBiAb y HHUX 0OCI0 3 OClIabieHUM
iMyHiTeTOM. BincoTkoBi yacTku 310poBuX 0ci0 13 TutpoM hSBA >1:5 cranoBunu 98% ainis antureHa
fHbp, 99% nns anturena NadA, 83% nns anturena PorA P1.4 ta 99% st anturena NHBA.
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BriuB BakIMHAIIT Ha YaCTOTY BHIIAJKIB 3aXBOPIOBAHHS

VY BenukoOpuTanii y BepecHi 2015 poky Bakimay BEKCEPO 0yro BBeZieHO B HalliOHaJIbHY MPOrpamy
imyHizarii (HITI) 3 BukopucTaHHSIM JIBOJ030BOT CXEMHU BaKIMHBINI y AiTed (BikoMm 2 Ta 4 wmicsi) 3
NOJANIBIIO0 peBakiuHaLielo (Y Bili 12 MicsamiB). Y 1bOMy KOHTEKCTI YTPaBIiHHSA OXOPOHH 30POB’S
AHTIiT IpoBeIio 3-piyHe CHOCTEpEX)HE AOCIHKEHHS Ha HalllOHATLHOMY PiBHI, IO OXOIUIIOBAJIO BCIO
KOTOPTY HapO/KEHUX.

[Ticast TpbOX POKIB IPOrpaMH CIIOCTEPIrajaocs CTAaTUCTUYHO 3HaUYIlle 3MeHILIeHHs Ha 75 % [koediuieHTa
3axBoproBanocti 0,25 (95 % [I: 0,19; 0,36)] Bumaakis IMD, crnpuunnenux Neisseria meningitidis
ceporpymnu B, cepen aitei, ki BiIMOBIIAI0Th KPUTEPISIM BaKITMHALIIT HE3aJIEKHO BiJ] CTATyCy BaKIIMHAITi 1
JUTUHH 200 MPOTHO30BAHOTO OXOIUICHHS IITaMiB MEHIHTOKOKIB ceporpymnu B.

€BpOICHCbKE areHTCTBO 3 JIKAPCHKUX 3ac00iB BIATEpPMIHYBaJIO 3000B’s3aHHS IIOAO HAJTaHHSI
pe3ynbTaTiB gociikeHs 3actocyBanHs Bakiuan BEKCEPO B onniit a00 AeKiIBKOX MiATrpynax miTeu
JUIs MPO(ITAKTHKH MEHIHFOKOKOBOI iH(ekii, cnpuunneroi Neisseria meningitidis ceporpynu B
(iH(opMallito PO 3aCTOCYBAaHHS BAKLIIMHH JITAM JUB. y po3aiii «Crocid 3aCTOCYBaHHS Ta JI03U»).
Dapmarxoxinemura. He 3acTOCOBY€ThCSI.

Jlani 0okainiunux 0ocniodcens 3 6e3nexu.

JaH1 JOKIIHIYHUX JTOCHIKEHb HE BHSABUJIN JKOJTHOI crienudiuHoi HeOEe3MMeKH /is JIOIUHA Ha OCHOBI
JOCTIPKeHb TOKCHYHOCTI TIOBTOPHHX JI03 Ta JIOCHIKCHh TOKCUYHOTO BIUIMBY Ha PEIPOTYKTHBHY
(GYHKIIIO Ta BHYTPIIIHBOYTPOOHUHN PO3BUTOK.

KuiniuHi xapakTepucTuKkm.

Ilokazanns.

Baknuna BEKCEPO mnoka3ana st akTUBHOI iMyHi3allii 0oci0 BIKOM BiJ 2 MiCSIiB IPOTH 1HBa3WBHOT
MEHIHTOKOKOBOI iH(ekii, cnpuunHenoi Neisseria meningitidis ceporpynu B. Ilin yac Bakuunamii
NOTPiOHO BpaxOBYBaTH BIUIMB 1HBa3MBHOI 1H(EKIIT B PI3HUX BIKOBUX IPyIax, a TAKOXK BapiaOeNbHICTh
eIi1eMi0JIoTiT aHTHTeHIB JIJIs IITaMiB ceporpymu B y pi3Hux reorpagiunux perionax. [ndopmariis momo
3aXUCTy BiA cnenudivyHuX MmITamiB ceporpynu B HaBeneHna B po3auni «IMyHosoriysi i 6ionoriusi
BJIACTHBOCTI». 3aCTOCYBaHHS I1i€1 BAKIIMHU Ma€ 31HCHIOBATUCS 3T1THO 3 ODIMIHHUMU PEKOMEHIAIIISIMH.

Ilpomunoxazannus.
[TingBumieHa 4yTIUBICTh 0 TIIOYUX PEYOBHH a00 M0 OyAb-SIKUX JOMOMIKHUX PEUOBUH (IMB. PO3JILT
«Cxuany)

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma iHuwii 6u0u 63a€mMooiil.

3acTocyBaHHS 3 IHIIUMU BaKIIMHAMU

Bakinuny BEKCEPO MoxHa BBOAMTH OJHOYACHO 3. OyIb-SIKUMH MOHOBAJEHTHUMH abo
KOMOIHOBaHMMH BaKIMHAMHU OpOTH: AudTepii, mpaBls, Kauumoky (auemtonspHa), Haemophilus
influenzae Tumy b, nomiomienity (iHakTUBOBaHa), renatuty B;

7-BJIGHTHOIO ITHEBMOKOKOBOIO KOH’IOIOBAaHOK BaKIMHOIO, BAaKIIMHOK MPOTU KOPY, EMiAeMIYHOTrO
MapOTUTY, KPACHYXH, BITPSHOT BICIIM Ta MEHIHTOKOKOBOIO KOH FOTOBAHOIO BaKIIMHOIO MPOTH CEPOTPYII
A CW Y.

KniniyHi qocaiakeHHs NpoieMOHCTpyBaiiu, 1o ogHouyacHe BBeeHHs BakiuHu BEKCEPO 3 pyTrHHOIO
NeliaTPUYHOI0 BAaKIMHAIIIEI0 HE BIUIMBAIO Ha IMYHHY BIANOBiAb OTHUMaHy IiCJs OJHOYACHO
3aCTOCOBAHMX PYTMHHUX BaKIIMH, 110 BU3HAYajocsd 3a HE OUIBIIOI HIBUAKICTIO YTBOPEHHS aHTHUTLI
micyis MPOBEACHHS PYTHMHHOI BakIMHALII OKpeMo. Y JOCHIJUKEHHSX CIIOCTEpIrajucs CylnepedsnBi
pe3yJIbTaTH 1010 BiJIMOBIAEH 1HAKTUBOBAHUH BipyC MOJIOMIEITY TUITY 2 Ta THEBMOKOKOBHI KOH Orat
ceporurty 6B, a Takox cmocrepirajgucsi MEHIIl piBHI THTPY AHTUTLA Ha KaIUTIOKOBUH aHTUTEH
NEepTaKTHHY, aJie 111 1aHl He CB1AYaTh NPO KIIHIYHO 3HAYYIIUHA BILIUB.

Yepe3 MigBUILNEHUI PHU3UK BHCOKOI TemmepaTrypd, OOJCHY YyTIUBICTb B Micli 1H €Ki, 3MiHH Yy
3BUYAITHOMY PEXKHMMI XapuyBaHHs Ta IPaTiBIMBICT y pasi ogHouacHOTo BBeneHHs Bakiinan BEKCEPO
3 HaBEJCHWMH BUILE BaKIMHAMHU, MOXHA PO3IVISHYTH MOJIMBICTH BBEICHHS IMX BaKLUH OKPEMO.
[TpodinakTryHe 3acTOCYBaHHS MapaIeTaMoly 3MEHIIY€E YacTOTY Ta TSDKKICTh JIMXOMaHKH 0€3 BIUTUBY
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Ha imyHoTreHHICTh BEKCEPO abo cranmapTHux BakiuH. BIuB 1HIINUX jKapO3HIKYBaJIbHUX 3aC00iB,
OKpIM HapareraMmoity, Ha IMyHHY BIAIIOBi/Ib HE BUBYABCSI.

OnnouyacHe BBeAcHHsI BEKCEPO 3 iHImMMU BakIMHAMU, HE 3a3HAYCHUMU BHIIE, HE BUBYAJIOCH.

V pa3zi ognouacHoro BBeneHHs BEKCEPO 3 iHmmMu BakiimHaMu HEOOXiTHO 3MIHIOBATH MICIIE iH €Kil
(muB. po3aia «Crocib 3aCTOCYBaHHS Ta JI03U»).

Ocoobnueocmi 3acmocy8amnnsi.

Sk 1 mono iHmmx BakmuH, 3actocyBaHHs BEKCEPO y nari€eHTiB 3 rocTporO TSKKOIO JTUXOMAHKOIO CITiT
BinKimactu. HasBHICTB Jerkoi iH(EeKIIi1, HanpHuKIaa 3aCTy 1, HE € MPOTHUIIOKA3aHHSIM.

He 3acTocoByBaTi BakllMHY BHYTPIIIHEOCYAWHHO.

Sk 1 a1 BCixX 16’ €KIMIMHMX BAaKIMH, BIAMOBIIHA TOMTOMOTa Ta MEIMYHUI HATJISIT 3aBXKIU TOBUHHI OyTH
JIETKO/IOCTYITHUMH y BUIAIKy BUHUKHEHHS aHa(iTaKTUYHHUX PEeaKIiii micist BBeAeHHs BakunHu. Ocoba,
AKii OyJI0 NMPOBENEHO IIEIUIEHHS, NIOBUHHA IepeOyBaTH IiJ HarJIsIOM MEJUYHOrO IpaliBHUKA HE
meH1re 30 XBIJIMH MICIIs BAKITUHAIIII.

VY 3B’3Ky 3 BBEIEHHSIM BaKUUHM MOXYTb BUHMKATH pEakilii, MOB’s3aHl 3 TPUBOXKHICTIO, 30Kpema
Ba3oBaraybHi peakiii (CHHKOIIE), TIMEePBEHTIIIALISA a00 peakilii, OB s3aHi 31 CTPeCcoM, K IICUXOI'€HHA
peakirist Ha iH’eKIito ronkoro (auB. po3ain «Ilobiyni peakii»). Lle ciix BpaxoByBaTH, I00H 3a00irTH
TPaBMYBaHHIO MAIli€HTA, SIKIIO BIH 30MIII€ TTiJ1 9aC BaKI[MHALII.

[{r0o BakiMHY HE CHifi BBOJUTH 0co0aM 13 TPOMOOLHUTONEHiI€I0 a00 Oy[b-SKHUMH MOPYIICHHIMU
3TOPTaHHA KPOBI, SIKi € IPOTUIIOKA3aHHSM JI0 BHYTPIIIHHOM SI30BO1 1H’ €KI1ii, SKIIO TiIJIbKU MOTEHIIIHHA
KOPHUCTb SIBHO HE IEPEBUIILYE PU3UK BBEICHHS.

Sx 1 y Bumangky 3 iHImMMH BakinuHamu, BBeneHHs BakiuHU BEKCEPO He MoOXke 3aXHCTHTH YCiX
BaKLMHOBAHUX.

Beenenns Bakuuan BEKCEPO ne 3a0e3meunTs 3aXUCTy BifJl yCiX ITaMiB MEHIHTOKOKY ceporpymnu B,
SKI UPKYJIIOIOTH (IUB. po3ii «IMyHOIOTIUHI 1 Gi0OTIYHI BIACTHBOCTI»).

Menu4Hi IpaliBHIKA MarOTh 3HATH, 110, 5K 1y pa3i 3 bararbMa BaKIIMHAMHU, ITiCJISl BAKIIMHALIT HEMOBJISIT
Ta AiTel (BiIKOM J10 2 POKiB) MOXe CIOCTepiraTucs MiABUIICHHS TeMiieparypu Tina. [lpodinaktuune
3aCTOCYBAaHHS JKapO3HIDKYBAIBHHX 3ac00iB MiJ 9ac abo onpa3y Miclis BBEACHHS BaKIWHU MOXE
3MEHIIUTH YacTOTy Ta IHTEHCUBHICTh MiCISBAaKIMHAIBLHUX (QEeOPMIbHUX peakiiil. 3acTocyBaHHs
KapO3HIDKYBAIBHUX 3ac00iB y AiTel (BIKOM 110 2 pOKiB) Tpeba pO3NOYMHATH BiAIOBITHO 0 MiCIIEBHX
HACTaHOB.

OcoOu 3 MOpyIIEHOI IMYHHOI PEaKTUBHICTIO BHACHIJOK IMyHOCYIPECHUBHOI Teparii, TeHEeTUYHUX
NopyuUIeHb a00 1HIIUX IPUYMH MOXYTh MaT MEHIIY IMyHHY BiJIIIOBi/lb HA aKTUBHY IMYHI3aLi}O.

JaHl 3 IMyHOT€HHOCTI HasiBHI Il OCI0 13 HEIOCTAaTHICTIO KOMIUJIEMEHTY, aruia3i€lo cene3iHku ado
HOPYIIEHHSIM (QYHKINT cee3iHKH (AuB. po3ait «IMyHOJIOTi4HI i 610J0T1UHI BIACTHBOCTI»).

Oco0Ou 3 ciMelHOI0 HEJOCTaTHICTIO CUCTEMHU KOMIUIEMEHTY (HaIllpHUKiIaj, HEIOCTaTHICTh KOMIIOHEHTa
CS5 abo C3) ta ocobu, fKi OTPUMYIOTH Tepamilo MpernaparaMmu, L0 MPUTHIYYIOTh TEPMiHAIbHY
AKTHUBHICTh KOMIUIEMEHTY (HalpHUKIaJl, €KyJi3yMal), MatoTh MABUILEHUIN PU3HK PO3BUTKY 1HBa3UBHHUX
3axBoproBaHb, cnpuunHeHux Neisseria meningitidis ceporpynu B, HaBiTh SIKIIO y HUX BUPOOJICHI
aHTUTLIa micns BakuHauii npenaparom BEKCEPO.

Hemae nanux mpo 3actocyBanHst BEKCEPO B oci6 BikoM Bij 50 pokiB Ta HasiBHI 0OMeXeH1 JjaHi 11010
MAIIEHTIB 13 XpOHIYHUMU NaTOJIOTISIMU.

Cnig OpaTé A0 yBaru MOTEHIIMHUI PU3UK BUHUKHEHHS allHOE 1 HEOOXITHICTh KOHTPOIIO JUXAlbHOT
byHKIiT mpoTsaroM 48—72 roJiuH Micis IPOBEACHHS cepli MepBUHHOI IMYHI3allil y Ay»e HeIOHOIIEHUX
HOBOHApOJUKEHUX (< 28 THXKHIB recrailii), a 0coOIMBO THX, Y KOrO B aHaMHe31 0yJI0 HEJOPO3BUHEHHS
IuxanbHOi cucteMu. OCKIIbKY KOPUCTh BaKIMHALIT B I[iH IpyMi HOBOHAPOKEHUX BUCOKA, BAKIIMHALIIIO
HE MO)KHA CKacoByBaTH abo BiJKJIa1aTH.

KoBnayok mimpuia MoXe MICTUTH HaTypajbHUI KaydyyKOBUH JaTeKc. Xoua pPH3UK PO3BUTKY
QIEPriYHUX peakUidl IyKe HU3bKUM, MEAMYHMM IIpaliBHUKaM TpeOa BpaxyBaTH CITiBBiIHOIIEHHS
KOPHUCTB/PU3HK JI0 BBEJICHHS I11€1 BAKIIMHU 0C00aM 13 BIJJOMOIO TIIEPUYTAUBICTIO Ha TAaTEKC B aHAMHE31.
KanamillMH BUKOPUCTOBY€ETHCSI HA paHHIX eTamnax IMpolecy BUPOOHHUIITBA Ta BUAAISIETHCS HA OUIBII
MI3HIX CTaligX BUPOOHMIITBA. PiBHI KaHaMillMHy, y pa3i HasBHOCTI, B FOTOBIM BakKIMHI CTaHOBJISATh
mentre Hixk 0,01 MKr Ha 103y.
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besneunicte 3acrocyBanns Bakiimau BEKCEPO B oci0 13 4yTIuBICTIO 0 KaHAMIIIUHY HE BCTAHOBJICHA.
Baxkiina mictuth MeHIne Hixk 1 MMoitb (23 Mr) Hapito Ha 7103y, TOOTO IPAaKTUYHO BUTbHA BiJ] HATPIIO.

3acmocysanus y nepiod sacimuocmi abo 200y8amis 2pyoow.

BariTtHicTh

Hemae nocTatHix JaHUX KITIHIYHUX JOCIIIKEHb 1010 3aCTOCYBaHHS BaKLIIMHU BATiTHUM.
[ToTeHmiiHui PU3MK MJIs BariTHUX JKIHOK HE BCTaHOBJIIeHWH. OJHaK, BiJ BakIWHAIIi HE BapTO
BIZIMOBJISITUCS, KOJIM € SIBHUM PU3HK 3apakKeHHSI MEHIHIOKOKOBOIO 1H(EKITIETO.

VY nocnimpkeHHi, B SIKOMY caMUllsaM KposaukiB BBoawiIH BakiimHy BEKCEPO y no3i, mo npu6mmszo B 10
pas3iB TepeBUINy€e EKBIBAJCHTHY 03y Ui JIIOJWHH, 3 ypaxyBaHHSAM MacH Tija, JOKa3iB II0JI0
TOKCHMYHOTO BIUIMBY Ha OpraHi3M Marepi abo Iuiofa Ta BIUIMBY Ha HepeOir BariTHOCTI, MAaTEPUHCHKY
MOBEIHKY, (DepPTUIIbHICTH CaMUIlb a00 MOCTHATAILHHUI PO3BUTOK HE OYIIO.

CopyBaHHS rpyIITIO

[ndopmarii npo O6e3meyHICTh 3aCTOCYBAaHHS BAKIMHM JUIA JKIHOK Ta iXHIX AITEH MiJ Yac TOJyBaHHIO
rpyaato Hemae. [lepea MpuiAHATTAM PIilIeHHS PO IMYHI3aIli0 XKIHOK, SKI FTOIYIOTh TPYII0, HEOOXiTHO
OIIHUTH CITiBBiTHOIICHHS KOPUCTh/PU3HK.

XKomaux MmoOiYHMX peakiiii y BaKIWHOBAHWX CAMHUIb KPOJHKIB Ta iXHHOTO MOTOMCTBA BIIPOJOBXK
nepiony 10 29 ans makranii He crocrepiranocs. Bakumaa BEKCEPO Oyna iMyHOTe€HHOIO Yy CaMOK
TBapUH, BAKIMHOBAHUX 10 JIAKTallli, a B MOTOMCTBa Oy/M BHSIBJICHI aHTHUTLIA, ajieé PIBHI aHTUTLI B
MOJIOIIi HE BU3HAYAIIHCS.

DepTHIIBHICTh
JlaHuX 110710 BILTUBY Ha (DePTHIILHICTD JIFOJIMHU HEMAE.

30amuicmy enauseamu Ha WEUOKICMb peaxyii npu KepySauHi aA8MOmMpaHCHOpmom abo IHUUMU
MeXaHIZMaMU.

Bakunna BEKCEPO He BrimBae abo Mae He3HaYHHM BIUIMB Ha IIBHJIKICTh PEaKiii Mpu KepyBaHHI
aBTOTPAHCHOPTOM ab0 poOOTi 3 iIHIMMMHU MexaHi3MaMu. OJIHaK, MesKi 3 peakiii, 3a3HadeHi B po3Ali
«IlobGiuHi peakmii», MOXYTh THMYAcOBO BIUIMBATH Ha IIBUAKICTH peakmii Npu KepyBaHHI
aBTOTPAHCTIOPTOM ab0 POOOTI 3 IHIIUMHU MEXaHI3MaMH.

Cnoci6 3acmocysannsa ma 0o3u.
IlenJieHHs AiTell Ha TepuTOpil YKpaiHu 31iliCHIOETHCS 3TiIHO 3 BUMOramMu Jilouux Hakasis MO3
Yxpainu moao cxeM iMmyHi3aii, IPOTHIIOKAa3aHb Ta B3a€MOJII 3 IHIIMMH JIIKAPCHKUMH 3ac00amMu.

03U

Taoauns 9
Pe3rome 103yBaHHs
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InTepBaamn
Bik min yac MIisK
BBEJlCHHS nepmoi | [leppuHHa imyHi3auis BBEJCHHSAM PeBakumnnauis
A03H1 03 MEePBUHHOL
BaKIMHAIII
Tpu nmo3u mo 0,5 mn | He menme Hix | Tak, omHa q03a y aiTeld BIKoMm
KOXKHa 1 mics1b 12-15 wmicsamiB 3 iHTEpBAIOM
it BiKOM 2-5 HEe MeHIe 6 MICALIB MK
MicsniB? JBi no3u He menme HiX | KypcoM MIePBUHHOI
o 0,5 MIT KOKHA 2 micani BaknHanil Ta 03010
peBaKuHHauii’b' ¢
Tak, ogHa 1032 Ha JAPYyroMmy
Jditu Bikom 6-11 | JIei nmosm mo 0,5 wmu | He meHme Hix POIL 2KUTTA 3 1HTCPBATIOM HE
MicsuiB KOXKHa 2 Mmicsi MeHIC 2 M.ICHHIB MK K}.{PCOM
MEepPBUHHOI  BaKIUHAIT Ta
JI03010 PeBaKIMHAIT®
Tak, omHa 1032 3 iHTEPBAJIOM
Hditm  Bikom 12-23 | Iei no3u mno 0,5 wmiu | He menme Hixk | 12-23 wmicsimi MK KypcoM
micsi KOXKHA 2 micsaui NEPBUHHOI  BaKIMHAIII Ta
JI03010 PeBaKIMHAIT®
Hditm  Bikom 2-10 B oci0, y sxux 30epiraerbcst
POKiB PHU3HK BHHHUKHEHHS
MEHIHTOKOKOBO1 iH(peKil,
Tirn (BiKom HBi mosm mo 0,5 wmu | He MeHie HIK HOTpi6H9 PO3TISHYTH
. . KOJKHA 1 micsip MOXKJIMBICTh BBEACHHS 103
Bix 11 pokiB) Ta )
xopocai* peBaKUMHAlil  3riAHO 3
odimitHIMUI
pekoMeHaarismu’

[Tepmry 103y HEOOXiTHO BBECTH HE paHilie 2-MiCIYHOTO BiKy. besneky Tta eeKTUBHICTh
3actocyBanHs BakiimH BEKCEPO y niteit BikoM 10 8 THXKHIB HE BCTaHOBJICHO. J{aHi BIICYTHI.
V paszi 3aTpuUMKH peBaKIUHAIIIO HE CJT1I TPOBOIUTH MICHS TOCATHEHHS IUTUHOIO BIKY 24 MICSIIIB.
JuB. posain «IMyHonoriuHi 1 0ioNoTiyHI BIAacTUBOCTI». HeEoOXigHICTP Ta Yac BBEIEHHS
JIOJTATKOBUX JI03 PEBAKITUHAIIIT I1Ie HE BCTAHOBJICHO.

JluB. po3ain «IMyHOJIOTi4HI 1 61070T14HI BIACTUBOCTI.

* Hanux ns qopociux BikoM BiJ S0 poKiB HEMaE.

Crocib 3acTocyBaHHS

BakuuHy BBOJISATH LUIAXOM TINIMOOKOI BHYTPILIHBOM 30BOi 1H €Ki Oa’kaHO B MEpeAHbONATEPATbHY
YaCTUHY CTerHa JITAM BIKOM 2—11 micsuiB abo B AUISHKY JA€IbTONOAIOHOTO M’si3a Iuieya ocodam
CTapIOro BIKY.

Slkio oiHOYaCHO BBOAMTHCS OUIBINE OJHIET BaKIMHU, 1H €KI[i HEOOXITHO POOUTH Yy Pi3HI TUISHKH
Tija.

BakuuHny He MOKHAa BBOJAMTH BHYTPilIHbOBEHHO, NiAIIKIPHO 200 BHYTPIIIHbOMIKIPHO, 2 TAKOMXK
3MilIyBAaTH 3 iHIIMMHM BAKIMHAMHU B OJJHOMY IINPHUIIi.

Incmpykuyisa cmocoéHo 6UKOPUCHANHA 6AKUUHU.

VY nonepeaHb0 3alI0BHEHOMY LITPHUIIL 3 CYCIIEH31€10 ITPH 30epiraHHi MoKe criocTepiratucs IpioHuii ocan
Maibke 01710ro KOIbopy.

[lepen BUKOpUCTaHHSAM MONEPETHHO 3aMIOBHEHUM MIMPUIL HEOOX1THO 100pe CTPYCUTH, 00 OTPUMATH
OJTHOPIJIHY CYCHEH3I0.

Baknuny notpiGHO Bi3yallbHO EPEBIPUTH HA HASIBHICTh CTOPOHHIX YACTOK Ta 3MIHY KOJIbOPY nepen ii
BBEJCHHSAM. Y pa3i HasgBHOCTI OyJb-SKHX CTOPOHHIX YacTOK Ta/abo 3MiH ()I3UYHOrO CTaHy HeE
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BUKOPHUCTOBYHTE II0 BAKIMHY. SIKIIO B YMAKOBIIl MICTATHCS JIBI TOJIKM Pi3HOT JOBXHHH OO0EPITh
BIJITIOBITHY TOJIKY JIJIs1 BHYTPIIIIHBOM SI30BO1 1H €KIIi1.

Bynp-skuii HEBUKOpUCTaHUH JIIKapChKU 3aci0 a00 BIIXOU CITiT yTHITI3yBaTH BIMIOBIIHO JI0 MICIIEBUX
BHMOT.

Jimu. Bakunna BEKCEPO 3acrocoByeThest y iTei BIKOM Biff 2 MiCALIB.

Ilepeoosysanns.

JlocBin JiKyBaHHS NIepe1o3yBaHHS € OOMEKEeHUM. Y pa3i mepeqo3yBaHHS PEKOMEHIYEThCS TIPOBOUTH
MOHITOPUHT >KUTTEBO BaXKJIMBHX (YHKLIH OpraHizMy Ta MOXJIMBE MPHU3HAYCHHS CHMITOMATUYHOTO
JIKyBaHHS.

IHoo6iuni peakuii.

Pestome npodinro 6e3nexu

besneunicte Bakniuau BEKCEPO ominoBanu B 17 mociimkeHHSX, 30kpemMa y 10 paHmoMizoBaHUX
KOHTPOJILOBAHUX KJIIHIYHHUX JOCIIKEHHAX 3a ydacTio 10 565 ocib (BikoM Bij 2 MicCALIB), SIKI OTpUMAIIN
npuHaiiMHi oaHy no3y BakuumHu BEKCEPO. Cepen tux, xomy Oyno BBeneHo BakiuHy BEKCEPO,
6837 ocib cranoBHIM AiTH BikoM 10 2 pokiB, 1051- nitu Bikom 2—10 pokiB Ta 2677 - gitu BikoMm Bix 11
pokiB 1 nopocni. Cepen nitei, siki mpoiiy Kypc nepBuHHoi imyHizaiii BakunHoro BEKCEPO vy i 2-
11 micsmiB, 3285 quTHHU OTpUMAaIK 03y PEBAKIIMHAIIIT HA JPYTOMY POIIi KUTTSI.

VY niteit BikoM 710 2 pOKiB HAHIOIUPEHIIUMHU MICIICBUMHU T4 CHCTEMHHMH MTOOIYHUMH PEAKITISIMH, 110
CIOCTepIiraaucs B KIHIYHUX JOCIIPKEHHIX, Oy OOJICHAa YyTJIMBICTh Ta €pUTEMa B MICIi iH €Ki,
M1BUIICHHS TEMIIEPATypU Ta APATIBIUBICTb.

VY KIHIYHEX JOCTIDKEHHSX cepel JiTeld BaKIWHOBAaHUX Yy Billi 2,4 Ta 6 MiCSIB, ITiIBUICHHS
temneparypu (=38 °C) cnoctepiraniocss y 69-79% oci6 y pasi 0JHOYACHOTO BBEACHHS BaKIIMHU
BEKCEPO i3 pyTHHHUMH TeIiaTpUYHUMH BaKIMHAMH (TaKUMH SK: /-BaJICHTHA ITHEBMOKOKOBA
KOHIOTOBaHA BAKIMHA, BAKIMHU NMPOTH AUQTepii, NpaBls, KALUIOKY (aentosspHa), renatuty B,
noxiomienity (inaktuBoBana) tTa Haemophilus influenzae tumy b) y nopiusiani 3 44-59% oci0, siki
OTpUMANIH PYTHHHY BakKIMHAIliI0 okpeMo. Y aiteit, BakimHoBanux BEKCEPO ta pyTuHUME BakIIMHAMU
OJTHOYACHO, MOBIAOMIISIIOCS TPO OLIBIIY YacTOTY 3aCTOCYBAaHHS YKapO3HIKYBaJIbHHX 3aco0iB. [Ipu
BBezieHH1 BakiuH BEKCEPO okpemo yacToTa miiBUIIIEHHS TeMIiepaTypH OyJiia Mo1iOGHO0 10 TaKoi, sIK
y IiTel M yac pyTUHHOI BaKIIMHALI Y KIIHIYHUX JoCaKeHHAX. [1iBuIleHHs TeMnepaTypH 3a3BUYaii
Masio mnepeadadyBaHUM XapakTep Ta B OUIBLIOCTI BMIAAKIB MMHAJIO Ha HACTYNHUN JEeHb MiCIs
BaKI[MHAII].

HaiinomupeHimuMu MiclieBUMH Ta CUCTEMHUMH ITOOIYHUMH peakiisiMU y 1iTell Ta gopociux Oynu 6171k
y Micli 1H €Ki, He3ly>KaHHS Ta FOJIOBHUM O111b.

[Tpu BBelneHHI HACTYNHUX 03 KypCy BaKLMHAIil 30UIBLIEHHS YacTOTH Ta BHPaKEHOCTI MOOIYHMX
peaxiiii He crocTepiranocs.

[lepenik moOIYHUX peakiii

[ToGiuni peakuii (micyis MepBUHHOI iMyHi3alii ab0 peBaKIMHALT), SKI PO3IIISIAIOTHCS K TaKi, 10
MaroTh a00, MpUHANMHI, MOXYTh MaTH 3B 530K 3 BaKI[MHaIli€0, OyJIu KiIacu(ikoBaHI 3a 4aCTOTOIO, SKa
BU3HAYA€THCS B TaKUH c110cio:

yxe gacto: (>1/10)

Yacro: (>1/100 no <1/10)

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

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

Jyxe piako: (<1/10 000)

Hesixomo: (HEMOJKJTMBO OIIIHUTH 3 HASBHUX JIAHUX )

B Mexax K0KHOI IpylH YaCTOTH, MOO14HI peakilii HaBeIeH1 B MOPSJIKY 3MEHIICHHS CTYIEeHS TSXKKOCTI.
OKpiM 3BITIB y KJIIHIYHUX JOCIIPKEHHIX Y MIepelliK BKIIOYEHI JOOPOBUIbHI MOBIAOMIIEHHS PO MOOIYH1
peakuii Ha BakuuHy BEKCEPO 3 ycboro cBiTy 3 MOMEHTYy HOsiBM Ha pUHKY. OCKUIbKM JaHl mpo i
peakiiii OTpUMYyIOThCS Yy (opmi TOOpPOBUIBHHUX TIOBIIOMJIGHb cepel MOMyJsiii HeBU3HAUYEHOI
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YHCENIbHOCTI, HE 3aBKIU MOXKHA JOCTOBIPHO OLIHUTH YaCTOTY iXHHOTO BUHHUKHEHHS, a TOMY BOHH
3a3HAYCHI K HEB1JIOMO.
Jitu Bikom 10 10 pokis
[TopyiieHHs 3 O0KY CUCTEMH KPOBI Ta JIiM()aTUIHOT CHCTEMU
Hesinomo: mimdaneHomnartis
[opyiieHHs 3 00Ky IMyHHOI CUCTEMH
Hesinomo: anepriuni peakiii (30kpeMa aHa(iTaKTHYHI peaKirii)
[opyiieHHs 3 60Ky 0OMiHY PEYOBHH Ta Xap4UyBaHHs
Jly>ke JyacTo: MOpyLICHHS PSKUMY XapuyBaHHS
Posnaau HepBOBOI cucTeMuU
Jly’ke 4acTo: COHJIMBICTh, HE3PO3YMIUINH TJ1a4, TOJIOBHUN O171h
Hewacro: cynmomu (30kpema GpeOprIibHI CyI0MU)
HeBimoMo: TiMOTOHIYHO-TINOPEAKTHBHUN €T30/, TOJPa3HEeHHs MO3KOBHX OOOJIOHOK (TMPO O3HAKH
MOJPa3HEHHS! MO3KOBHUX OOOJIOHOK, SIK-OT PUTIIHICTh MOTHJIMYHUX M 531B a00 CBITIOOOS3HB, 1HKOIU
MOBIIOMJISUIOCS. HEBJTOB31 MMiciis BakiuHallli. [{i cumnTomu Oyim J1€TKOro cTymneHs Ta Majld TAMYaCOBUIN
Xapakrep)
[TopyuieHHs 3 60Ky cepleBO-CYTMHHOT CUCTEMU
Heuacro: 6migicTs (pigKo micis peBaKIMHALIT)
Pinko: curnpom Kapacaki
[opyiieHHs 3 60Ky NUTYHKOBO-KHUIIIKOBOTO TPAKTY
Jy>xe dacto: niapesi, OiroBaHHS (HEYacTO MICHsl peBaKLIMHAITIT)
[opyiieHHs 3 GOKY HIKipH Ta MiIIIKIPHOT KJIITKOBHHH
Hy>xe dacrto: BucumanHs (AiTu BikoM 12—-23 Micslii) (He4acTo Micis peBaKIMHALIT)
Yacro: Bucunanus (nitu Bikom 2—10 pokiB)
Heuacro: exzema
Pinko: kpornuB’ssHKA
[TopyuieHHs 3 60Ky OMOPOHO-PYXOBOTO arapary Ta CHoJIyYHOI TKaHUHU
Jyxe gacto: apTpairis
3aranbHi po37a/id Ta peakiii B Miclli BBeJICHHS
Jyxe yacTo: miIBUIICHHS Temreparypu Tina (> 38 °C), 6oxicHa 9y TJIMBICTh B Micli iH €Kil (30KpeMa
TsDKKa 0O0JIiCHA YyTIUBICTh B MICII 1H €KIIIi, 1[0 BU3HAYAETHCA 3a IJIa4eM i1 Yac PyXy BaKIMHOBAHOI
KIHI[IBKH), €pUTEMa B MICIIl 1H €KIIil, HAOPAK y MICIIl 1H €KIIii, YIIITbHEHHS TKaHUH y MICIIl 1H €KIIii,
JpaTiBIMBICTh
Heuwacro: niaBuiienns temnepatypu Tuta (= 40 °C)
Hesinomo: peakuii B Micli BBeJIeHHs (30KpeMa BETMKUIl HaOpsSK BaKIIMHOBAHOI KiHIIIBKH, YTBOPEHHS
MyXUPIB B MiCIIl 1H €KI[ii @00 HABKOJIO Ta YTBOPEHHS BY3JIB y MICLI 1H €Ki, sIKI MOXKYTh 30epiratucs
MOHAJT OJTUH MICSIIb)
Jitu Bikom Bix 11 pokiB Ta nopocJi
[TopymieHHs 3 G0KY CUCTEMH KPOBI Ta JiM()AaTUYHOT CUCTEMU
Hesinomo: nimpanenonaris
[TopymieHHs 3 60Ky IMyHHOI CUCTEMH
Hesinomo: anepriuni peaxuii (30kpema aHap1IaKTUYHI peaKiii)
Posnaau HEPBOBOI cUCcTEMU
Jy>e JacTto: ronoBHU O11b
Hesigomo: BTpaTta cBioMocTi abo mapacHMMIIaTHYHA CyJWHHA pPeakilis Ha 1H €KII0, MOJpPa3HEHHS
MO3KOBHUX O0O0JIOHOK (TIPO O3HAKH TOJPA3HEHHS MO3KOBHX OOOJIOHOK, SIK-OT PUTITHICTH MOTHIMYHUX
M’s13iB 200 CBITJIOOOSI3HB, 1HKOJM MOBIAOMIISUIOCS HEBIOB31 micis BakuuHamii. i cumnromu Oynu
JIETKOT'O CTYTICHS Ta MaJId THAMYACOBUH XapakTep)
[TopymieHHs 3 60KY NUTYHKOBO-KHUIIIKOBOTO TPAKTY
Hyxe yacTo: Hya0Ta
[MopyeHHs 3 00Ky MIKIpH Ta MAMKIPHOI KIIITKOBUHU
Hesinomo: Bucumanss
[TopymieHHs 3 G0KY OMOPOHO-PYXOBOTO anapary Ta CIOJIYYHOI TKAaHUHU
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Jy>ke gacTo: Mianris, apTparis

3araibHi po31a/id Ta peakilii B Miclli BBeJICHHS

Hyxe yacto: OUTh y MicIi 1H €Kil (30KpeMa CHJIBHUK Olb y MICII 1H €KIIii, 110 BU3HAYAETHCS
HE3aTHICTIO BUKOHYBATH HOPMAaJIbHY MOBCSAKICHHY isSUTbHICTE), HAOPSIK Y MicCIIi 1H €Ki, yIIiTbHEHHS
TKaHUH y MiCIIl 1H €KIIli, epuTemMa B MICIll 1H  €KIIi1, He3y>KaHHsI

HeBimomo: TiABUIIEHHS TeMIepaTypu Tijla, peakilii B MicIli BBEIEHHS (30KpeMa BEIUKHI HaOpsSK
BaKI[MHOBAHO1 KIHIIIBKH, YTBOPEHHS IIyXUPIB B MICIIi 1H’ €KIlii 200 HABKOJIO Ta YTBOPEHHS BY3JIIB Y MiCITi
1H’ €KIIi1, SIKi MOXKYTh 30epiratucs MoHa [ OJTUH MICSIIb)

3eimuicms w000 nobiuHUX peakyii

3BITYBaHHS MPO MiI03pIOBaH] TOOIUHI peakIlii Ha JIKapChKui 3aci0 y micaspeecTpamiiiHui mepioa Mae
BaknuBe 3HaueHHs. Lle 3abesmeuye Oe3nepepBHHMII MOHITOPHHI CITIBBIIHOIIECHHS PHU3UK/KOPUCTD
3aCTOCYBaHHS IILOTO JIKapchKoro 3aco0y. daxiBii y cdepi OXOpOHHU 3J0POB’S, a TAKOXK MaIll€HTH
MOXYTb ITOB1IOMJISITH TIPO Mio3proBani mobivni peakiii 10 TOB «I'makcoCmitKiisitn @apmackroTikaic
VYkpaina» 3a niiogo6osum tenedorom (044) 585-51-85 abo na email 0ax70065@gsk.com.

Tepmin npuoamnocmi. 3 poku

YmoBu 30epiranns.

306epiratu npu Temreparypi Big 2 °C go 8 °C.

He 3amopoxyBatu. 30epiraT B OpHUTriHaJbHIM yHaKoBII Al 3aXHCTy Bif cBiTina. 30epiraTu y
HEIOCTYITHOMY IS IiTeH MicIli.

Hecymicnicms. OCKiNBKY BiJICYTHI JOCHIJKEHHSI CYMICHOCTI, HE MOKHA 3MIIIyBaTH Lei mpenapar 3
IHITUMH JIIKApCHKUMU 3ac00aMHu.

YnakoBka.

Cycnensis ais 6’ exiii mo 1 mo3i (0,5 Mur/mo3y) y nmonepeAHb0 HartoBHEHOMY Tmpuili Nel y KOMITIEKTi
3 IBOMA T'OJIKAMHU.

[To 1 momepeHBO HAITOBHEHOMY IINIPHILY Y KOMILIEKTi 3 TBOMA TOJIKAMHU B INIACTUKOBOMY KOHTEHHEDI,
no 1 KoHTelHepy y KapTOHHIN KOpoOIIi.

[TonnepeaHbO HAMOBHEHI LIIPUIIM BUTOTOBIIEH] 3 HEUTPAJIBHOTO CKJIa TUMY I, sike BiAMOBIa€ BUMOraM
€poneiicbkoi Papmaxornei.

Kareropis Binmycky. 3a peentom.

Bupoonuk.
['makcoCwmitKnsitn Bakimuu C.P.JL., Itanis/GlaxoSmithKline Vaccines S.R.L., Italy.

Micue3naxonxeHHs BAPOOHHKA TA ajpeca Micls NPOBAKeHHs HOro AiIbHOCTI.
bennapia-Pocia, Cosiuinne, 53018, Itamist/Bellaria-Rosia, Sovicille, 53018, Italy.

JlaTa OCTAaHHBLOT'O MEPerIsay.
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