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[HCTPYKIIS
IS MEHYHOIO 32CTOCYBAHHS JIIKAPCHKOro 3ac00y

CUH®JOPUKC™
Baxuuna st npoiIak THKH MHEBMOKOKOBO] iH(pexnii (moricaxapuanuii aHTHreH) Ta
HeTHNOBaHOI remModinbHoi indexuii, kKon’oropana, agcopdoBana

Cknao:

Oiroui peyoeunu: omaa no3a (0,5 Mir) MiCTHTB: 110 1 MKI' THEBMOKOKOBOTO IIOJIicaXapu/ly CEPOTHIIIB 1%
512 6BL2 7F'2 9V12 1412 23F'2 1a 110 3 MKT MHEBMOKOKOBOTO HoJTicaxapuay cepotumis 412, 18C" 3
Ta 19F 1 4,

U ancop6opanuit na Gocdari amominio — 0,5 mr A
2 xon’joroBaHuit 3 mporeinomM D (oTpuManuM 3 HeTHoBaHOTO Iutamy Haemophilus influenzae) ~ 13
MKT

3 XOH’JOrOBaHMI 3 TPOTETHOM IPABLEBOTO AHATOKCHHY ~ 8 MKT

4 KoH’JOroBaHuM# 3 IPOTETHOM AUPTEPIHHOTO AHATOKCHHY ~ 5 MKT

OONOMIJICHI peyo8uHY. HATPIIO XJIOPHU, BOJA JUIS iH €KIIIH.

=

Jlikapcewka ¢popma. CycrieHsist st iH’ €KIIiH.
OcnoeHi Qisuxo-ximiuni nacmueocmi. MyTHa PiZiHA ITiCIIsL CTPYIIyBaHHs. be3bapBHuii cynepHaTaHT i
O ocaz MiCIs OCaIKEHH.

®dapmaxoTepaneBTHYHA rpyna. bakrepiansui Bakuuay. Bakiusa Ui 1podinakTHKH THEBMOKOKOBOT
indexnii. ITHEBMOKOKOBHI OYMINEHWH IIOJicaxapuIHUM aHTHTeH Ta [Haemophilus influenzae,
kon’roroBana. Kog ATX JO7ALS2.

Imyrnonoziuni i 6ionoziuni enacmugocmi.

Dapmaxoouramixa.

Eninemiosoriuni nani

10 THEBMOKOKOBHX CEPOTHIIB, BKIIOYEHUX Yy IO BAKI[MHY, SBJIIOTH COOOI0 OCHOBHI XBOPOOGOTBOPHI
CepoTUIH B €BPOIi, 0 OXOIUTIOIOTH HPUOIIH3HO 56-90 % iHBa3MBHMX MHEBMOKOKOBHX indexiii (IT1T)
y miTeit y Bini <5 pokis. ¥ wiit BikoBiit rpymi cepotumu 1, 5 i 7F € mpuamnoro 3,3 — 24,1% IIII 3anexHo
Bi/l KpaiHH i JOCIIi/DKyBaHOTO mepiofy.

ITHeBMOHis Pi3HOI €TioNOTii € OCHOBHOKO IPHYHHOIO TUTSIO0] 32XBOPIOBAHOCT] Ta CMEPTHOCTI B yChOMY

CBITL. Y POCIICKTHBHHX IOCTiPKEHHX OyJI0 BCTAHOBIICHO, 110 Streptococcus pneumoniae 'y 30-50 %
BHITAJIKIB Oyia i HMOBlpHOIO MPHYHUHOIO BUHUKHEHHSI ITHEBMOHI].

I'ocTpuit cepemHiii OTUT (TCO) € YaCTHM [UTSYUM 3aXBOPIOBAHHSAM Pi3HOI €TiONOTil. BaKTepn MOXYTh
OyTu npuunHOio 60-70 % xniniuaEX emizoniB I'CO. Streptococcus pneumomae 1, BePUiIOBaHMI [ITAM
Haemophilus influenzae (NTHi) € HaltbinbII YaCTHMHU IPHYMHAMKM BUHUKHE ] '
B YCHOMY CBITI.

|
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EdexTuBHICTD IIiJ Yac KIIHIYHUX JOCTIHKEHD

V BenukoMacIuTabHOMY TOJBIHHOMY CIITIOMY KIaCTEpHOMY pPaH/IOMI30BAaHOMY KOHTPOJIBOBAHOMY
KiiniugoMy gociimkenti dasu [II/IV, mposenenomy y @inmstaaii (FinlP), miti Oynu pangomizoBasi Ha
4 rpymH BiIMOBiIHO /10 ABOX cXeM [2-1030Boi (cxema 2+1, 3 Ta 5 micsaniB) abo 3-1030Boi (cxema 3+1,
3, 4, 5 MiCsIIIiB) TIEPBUHHOT BAKIIWHAIIT 3 BBEICHHSIM PEBaKIIMHYI0U01 1037 B 1 1 MicsimiB] At OTpUMaHHsI
a6o Bakuuuun CUH®JIOPUKC™ (2/3 kiactepiB), a00 KOHTPOJIBHUX BakIMH HpoTH rematuty (1/3
KIacTepiB). Y KOropTax TypoBOi BaKIMHAIl JiTH BikoM Bif 7 mo 11 MicsiiB Ha MOMEHT BBENEHHS
nepioi o3u Bakiuuu otpuMyBamn CUH®OJIOPUKC™ a60 KOHTpOJIBbHY BaKLUHY IIPOTH renarutry B
BIZITIOBIIHO 10 2-[030BOI CXEMH IEPBUHHOI BaKI[MHAIIIl 3 MOJABINAM BBEICHHSM OyCTEpHOI 03H, a
miti Bikom Big 12 jgo 18 wMicsamiB mpu mepimii BakIHMHAIT OTPHMYB&JIM 2 JI03M BaKIUMHH
CUH®JIOPUKC™ a60 KOHTPOJBHY BakimuHy HpoTH rematuty A. CepefHs TPHBAIICTh HEPIOmy
IO/IAJIBIION0 CIIOCTEPEKEHHs IC/si BBEIEHHS IIEpINO] JO3W CTAaHOBHIA Bif 24 mo 28 MicsuiB mys
iHBa3MBHOI ITHEBMOKOKOBOI iH(eKIii Ta JiarHOCTOBaHOI rocuiTanbHoi mHeBMOHIi. I1ix yac rHi3moBOTO
JOCIIKEHHST TIEPiofl TOJAIBIIOr0 CIOCTEPEXEHHs 3a JIThbMU CTAHOBHB J10 21 MICSI Ul OLIHKH
BILUIMBY Ha Ha3o(apuHrealbHe HOCIMCTBO Ta JiarHOCTOBAHHUH JIiKapeM IOCTpUH CepeiHidl OTHT, Npo
SIKUM TTOB1JOMIISUTH OaThKH.

YV BemukomacmrabHOMy MOABIHHOMY CIHIIOMY paHIOMI30BaHOMY KOHTPOJIBOBAHOMY KIIIHIYHOMY
nocmimpkerni ¢asu I (Kiminiude mocnmimpkenHs cepeqaboro oTuty Ta mHeBMoHII — COMPAS),
nposenienoMy B Aprentuni, [lanami Ta Komym6ii, 3m0poBi HemoBisTa BikoM Bif 6 10 16 THXHIB
orpumyBamu a6o Bakiny CUHOJIOPUKC™, abo KOHTpOJIBbHY BaKIMHY IPOTH renatuty B y 2, 4 Ta
6 MicamiB 3 momaneimM 3actocyBaHHsAM BakiuHu CHH®JIOPUKC™ a0 KOHTPOJIBHOI BaKIMHU
IPOTH renatuTy A y Bimi Bij 15 1o 18 micsmis.

Ineaszueni nnesmokoko6i ingexyii (6KII0UHO 3 cencucom, MeHiH2imom, nHeGMOHIEI 3 bakmepiemicio ma
baxmepiemicio)

Eghexmuenicmu/Oicgicmo y ko2opmi HeMO8AmM 8iKOM 00 7 MiCAYI6 HA MOMEHM 3aPAXY6AHHA

Byna mpomemoncTpoBana edekTuBHICTH abo mieBicTe Bakuuad (EB) B 3amobiraHHi iHBa3sHBHIH
nHeBMOKOKOBiM iHdeknii (II1I), migTBep/KeHid KyJIbTypaJlbHUM METOAOM Ta CIPHYMHEHOL
BaKI[MHHAMM ITHEBMOKOKOBUMH cepoThiiamu, mpu BBeneHHi Bakuuan CHUH®JIOPUKC™  nitsaMm 3a
cxemoro 2+1 a6o 3+1 B gocmimkenni FinlP a6o cxemoro 3+1 B mocmimkerni COMPAS (mus. Tabnuiro

1).

Tabmans 1
Kinbxicrs Bunaaxis 1111, cnpuanHeHol BAKIMHHMMHE cepoTHNaMHu, Ta edexTusnicts (FinlP) a6o
pieBicte (COMPAS) BakuuHH y HeMOBJAT BikoM 0 7 MicsiiB Ha MOMEHT BKJIIOYEHHSI B
MOCJIPKeHHsI, SIKi 0TPUMAJIN He MeHINe OXHiel 1031 BAKIHHU (3arajibHa BAKIHHOBAHA KOropTa
HEMOBJISIT)

FinlP COMPAS
KinskicTs BUIIaaKIB . KinskicTs BUNaaKiB Eh
" (95 % 1) AR | (95 o T
Tun | CHAH- | CHH- CHH®JIO-
TIII DJI0O- DJI0- Konr- PHKC™ Konr-
PUKC™ | PUKC™ | poss @ 3+1 2+1 poin 3+1
cxema 3+1
cxema 3+1jexema2+l| cxema | ecxema | | | cxema
N N N N N
10273 10054 10200 11798 11799
Cepo-
THI Y 100 %@ | 91,8 %
CKJIaJl 0 1 12 (82,8; 100) (58,3; 0
BaK- > 99,6)
1020307 )
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Cepo- 100 % 100 %
tun 68 ¢ 0 ’ (54,9; 100)((54,5; 100) ¥ 2 i

0,
Cepo- 0 0 4 100 % 100 % 0 9 1(285%)
tun 14 (39,6; 100)|(43,3; 100) 106)’

IT11: InBa3uBHI MTHEBMOKOKOBI iH(EKIIiT

EB: EexTUBHICTD BAKIMHK Y KIiHIYHOMY nociivkerHi BakiuaH (FinIP) a6o eexTuBHICTS BaKIHHM
y kininigynomy pociimkerHi (COMPAS)

N: kinbkicTh cy6’exTiB y rpymi; JI: JloBipuuii iHTepBai.

M TTixg yac pocmimkenns FinlP inmi cepotunu, mo cnpuuussiors IT11, Bimrovamu 7F (1 Bumamox y
kinactepax CUH®JIOPUKC™ 2+1), 18C, 19F i 23F (1 BHIamox Ha KOXKEH CEPOTHII) Y KOHTPOJIBHHUX
knactepax). Ilix wac mocmimxenns COMPAS ceporumu 5 (2 Bumapku), 18C (4 umamkm) i 23F (1
BUIIA/I0K) OYJIM TAKOX BUSIBJIEHI B KOHTPOJIBHIM TPyIIi TOAATKOBO 0 cepoTulis 6B 1 14.

@ 2 rpymnu KOHTPOIBHUX KJIACTEPIB HEMOBJIAT Oyiu 06’ €/tHAH]

® p-zmavenns < 0,0001

@ p-3pavennsa = 0,0009

®) B xoropri 3rimo 3 mporokonom (ATP) edexrusricTs Bakimuu craHoBmma 100% (95% JII: 74,3; 100;

0 Buma/KiB y nopiBHSIHHI 3 16)

V pocnimxenni FinlP 3aransna epextuBHicTs Bakuuuu mpotd 111, migTBEpmKeHOI KyJIbTYpalbHEM
MeTozoM, ctaroBmaa 100 % (95 % JII: 85,6; 100; 0 Bunaznkis y nopiBHsHHI 3 14) Ul cXeMH BaKIIHHAIL
3+1, 85,8 % (95 % JII: 49,1; 97,8; 2 Buna/xu y nopiHsHHI 3 14) 11t cxemu BaknuHanii 2+1 1a 93,0 %
(95 % JII: 74,9; 98.9; 2 Bunajxu y MOpiBHAHHI 3 14) He3aJeXHO Bil CXEMH NEPBHHHOI BaKIMHAMIL. Y
nocmimxerni COMPAS 3aranpHa eeKTHBHICTh BakIiiHE cTaHoBmia 66,7 % (95 % JI: 21,8; 85,9; 7
BHIIAJKIB y TOpiBHSIHHI 3 21).

Epexmusnicms 6axyunu niciia mypoeoi 6aKyunayii

Cepen 15447 niteii y TypOBHX BakI[MHOBaHMX KOTOpTaX He OyJO BHSBIEHO IIiTBEPIDKEHUX
KyJnbTypansauM Metomom sumangkiB IIII y rpymax 3actocyBamns Bakiman CHH®JIOPHUKC™,
BOJHOYAC y KOHTPOJIBHHX TIpymax croctepiraiocs 5 BumazakiB IIII, cnpuumHeHOl BaKIHHHHUMH
cepotunamu (cepotun 4, 6B, 7F, 14 ta 19F).

IIHeemonisn

E(exTUBHICTL BaKIMHK IPOTH ITHEBMOHIT oniHioBany y kninigaomy gociimkerai COMPAS. Cepenns
TPUBAIICTH CIIOCTEPEKEHHS TIiCIIsl IPOBEICHHS BaKIIMHALIL 3 Iepio/Ty 2 THIKHIB IICIIs BBEIEHHS 103U 3
y koropri 3rizHo 3 mpotokosniom (ATP) cramoBuna 23 micsui (miamason Bix 0 go 34 micsuis) s
npomixkaoro amamizy ta 30 micsumis (miamason Big 0 1o 44 MicsniB) I 3aBEpIIANBHOIO aHANI3y
JociimkeHHs. Ilicias 3akiHYeHHsS CIIOCTEPEXEHHsS y KOropti 3rimHo 3 mpotokosoMm (ATP) mia
IPOMIKHOTO aHai3y Ta 3aBePIIATLHOTO aHAI3Y JOCIIDKEHHSI Cepe/iHil Bik fiTel cTaHOBUB 29 MicsIliB
(miamazon Bix 4 0 41 micss) Ta 36 Micsni (nianason Bix 4 g0 50 Micsni), Bianosiaxo. YacTtka oci0,
ki oTpumMaiu 6ycrepHy no3y B koropti ATP, cranoBuia 92,3 % B 000x aHamisax.

Edextupnicte Bakmuan CHUH®JIOPMKC™  y npodinmakTumi mHepmoro emizoxy HMoBipHOT
bakTepianpHOi HerocmitansHoi mueBMoHil (HIT) 3 mepiomy 2 TwxHiB micns BBeneHHs 3-i no3u Oyna
MPOJIEMOHCTPOBAHA B HPOMDKHOMY aHaJIi3i (3riiHO 3 BUHUKHEHHSM IIOMiH; IIEPBUHHOIO METOIO) Y
KOI‘OpTl ATP (p £0,002).

I/IMOBlpHa 6aKTep1an5Ha HII (B—HH) BHU3HAyanacs sK peHTreHonorquO MiATBEP/KEHUH BHUIIAI0K
ITHEBMOHIi, 3a JKOTO IIiJi YaC PEHTI€HOJIOTIYHOrO JOCIHIKEHHS CIIOCTEPIracThes abo anbBEOJIAPHUN
indinsTpar/IeBpanpHmii BUMT abo HealbBeOJSIpHI iHGINBTpaTH 3a yMOBH BUsABNEHHs piBHs C-
peaxtuBHoro Ginka (CPB) > 40 mr/n.

Edexruricts Bakumnu moxo Bb—HII, mpojeMOHCTpoBaHA B IPOMIKHOMY aHalli3i, IpEICTaBIEHO
HIKk4e (Tabmuns 2).

\\\\\\\

jgy/\]gpafuj ~% {g‘
o LR & ?\
,74;@19 Rt
éi"rnﬁxrorr.mxnmm \
-1

oo
APSACHITIEA :?r"‘\'-{

l// A‘”Q"
D \x,\ Y
N\ 2N 35616549 /)
/-4{5’

v

-7 O Jas T T s




Tabnuns 2
Kinbkiers Ta BigcoTkoBe cHoiBBiAHOmEeHHsi ocid0 3 mnepmuvu enizogamu  bB-HII, sxi
crocTepiralThes 3 nepioay 2 TkHIB micyas BBeaeHHst 3- 1o3u Bakuuau CUH®JIOPUKC™ ago
KOHTPOJIbHOT BAKIIHHH, TA e)eKTHBHICTh BakuuHH (koropta ATP)

CHUH®JIOPUKC™ KoHnTtposnpHa BakIuHa
N =10295 N =10 201 EdextuBHicTh BakHALIT
n % (n/N) n % (n/N)
240 2,3 % 304 3,0% 22,0 %
(95 % [1: 7,7, 34,2)

N — xinpKicTh 0cif y rpyi.
n/% —KiIBKICTB/BIZICOTKOBE CIIBBIAHOIIEHHS 0Cib, y sSIKMX peecTpyBaBcs nepmuii emizoxm b—HII B
OyIb-SKHH Yac 3 IOYaTKy 2 THOKHIB IICJIs BBEJICHHS 3-1 JO3H.
JI — moBipuwit iHTEpBAI.
Y mpomixaomy anamisi (koropra ATP) edextuBHicTh BakiuHH HpoTH mepinoro emizoxy HII 3
aBBEOJSIPHIM iHQUIETpaToM ab0 IuIeBpaNpHEM BHIIOTOM (Bu3HaueHHs BOO3 HerocmitanbHOI
mHEeBMOHI1) cranoBmIa 25,7 % (95 % J1: 8,4; 39,6) Ta momo mepiioro emnisoAy KIiHIYHO ITiJ03pIOBaHOl
HII, mo moTpebye crpsiMyBaHHST Ha peHTI€HOJIOTUHe migTBep ket — 6,7 % (95% [1: 0,7; 12,3).
VY 3aBepmansHoMy ananmi3i (koropra ATP) edexrtuBnicts Bakiuau (mepmn emizoau) npotu b—HII
cranoBuna 18,2 % (95 % JI: 4,1; 30,3), mpotu HII 3a Buznavennssm BOO3 — 22,4 % (95 % Hl: 5,7,
36,1) ta mpotu KiiHiyHO mimo3proBanoi HII, mo moTpeOye crnpsiMmyBaHHS Ha PEHTI'CHOJIOTIYHE
ninTeepmkeHast — 7,3 % (9 5% Jl: 1,6; 12,6). EdbextuBnicTs Bakuuuau ctanoBuia 100 % (95% JI:
41,9; 100) mpotu 6axTepieMiyHOI THEBMOKOKOBOI ITHEBMOHII a00 eMITieMH, CHPUYMHEHO] BaKIIMHHAMHI
cepoTuraMd. 3axucHa edexTuBHICTh npot b—HII mo BBeneHHs OycTepHOI JI03W Ta B MOMEHT il
BBeJIeHHsI abo micist Hei cranoBuia 13,6 % (95% Ml: -11,3; 33,0) Ta 21,7 % (95% JI: 3.4; 36,5),
BioBiiHO. 3axucHa edeKTHBHICTh BakmmHu npoTd HII 3a BusmauenHsM BOO3 10 BBeneHHS
OycTepHOi I03U Ta B MOMEHT ii BBeieHHs a00 micis Hei ctanoBmna 15,1 % (95 % MI: -15,5; 37,6) Ta
26,3 % (95 % JII: 4,4; 43,2) BiAIOBITHO.
3umxenns yacrotu b—HIT ta HIT 3a Bu3Hauennsm BOO3 6yJio HaOIbImMM y iTel BikoM < 36 MicsIliB
(edpextuBnicTh Bakiuam 20,6 % (95 % Ml 6,5; 32,6) Ta 24,2 % (95 % AI: 7,4; 38,0), BignmoBigHO.
Pe3ynbrati €heKTHBHOCTI BaKITUHK Yy IiTeH BiKOM > 36 MICSIIB CBiT4aTh MPO MOCIAOJICHHS 3aXHUCTY.
TpuBamicts 30epexenns 3axucty Bijg b—HII ta HIT 3a Buznauenussm BOO3 y miTei#t BikoM Bif 36 MicsIIiB
3apa3 He BCTAHOBJICHA.
Pesynprati nocmimxenas COMPAS, mposenenoro B JlaTuHChKi# AMepwIli, HEOOXiTHO IHTEPIPETYBATH
3 00epeXHICTIO Yepe3 MOJIIMBI BIMIHHOCTI B emiJieMioJiorii NMHEBMOHIi B pi3HHX reorpapiyHux
perioHax.
Y nmocmimxenni FinlP edexkTHBHICTP BakIHW Yy 3MEHIICHHI KIIBKOCTI BHIIQIKIB ITHEBMOHII,
JiarHOCTOBaHOI B JiKapHi (Bu3HavyeHoi 3a kogamu MKX 10 mist mHeBMOHIT), cTanoBHIA 26,7 % (95 %
OI: 4,9; 43,5) y HEMOBIIAT, sKi OTpUMaJId BaknuHy 3a cxemoro 3+1, ta 29,3 % (95 % 1I: 7,5; 46,3) y
HEMOBIIAT, K1 OTpUMaH BakIuHy 3a cxemoro 2-+1. Ilix gac TypoBoi BakmuHamMii ehEeKTUBHICTH BAKITHHH
cranoBmia 33,2 % (95 % I 3,0; 53,4) y xoropTi HeMOBIAT BikoM Bixt 7 o 11 micsmiB Ta 22,4 % (95 %
HI: -8,7; 44,8) y xoropTi HeMOBIIAT BikoM Bifx 12 mo 18 micsmis.
Locmpuii cepeoniti omum (I'CO)
Byno npoBeneno asa mociimkeHHs edextuBHocTi, COMPAS Ta POET (mocmimkeHHs eeKTHBHOCTI
pOoQiTaKTHKA CEPETHBOTO OTHUTY ITHEBMOKOKOBOI €TiOJIOTiI), y SIKMX BHUBYAIKCS ITHEBMOKOKOBI
KOH IOrOBaHi BaKI[WHH, 10 MicTATh poTeid D Hetunmosanoi remodinbaol nammuku: CUHOJIOPUKC™
Ta JociiKyBaHa 1 1-BajleHTHA KOH IOroBaHa BaKI[iHA (sIKa TOAaTKOBO MICTHTh CEPOTHII 3) BiIIOBITHO.
VY mocmimkenni COMPAS 7 214 oci6 [3aransHa BakipHOBaHa KoropTa (3BK)] Oymu BrmroueHi B aHami3
edextuBHOCTI podinakruxu ['CO, 5 989 3 gxux Oynu Britoueri B koropty ATP (tabmur 3).
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Tabnuans 3
Edextusnicrs Bakmunu npotu 'COW y nocaimrenni COMPAS

EdexTuBHIiCTS BaKIIHAILIT
Twun a6o 36ypggx rCcO os% . ]
ATP®
0
I"CO, miaTBepHKEHUH IJITHIYHO -1 ’116;’; 0,/2)(3)
I'CO, Bukinkane 0y 1b-IKHM THEBMOKOKOBHM 56,1 %
CEPOTHUIIOM (13,4; 77.,8)
I'CO, Buximkane 10 THEBMOKOKOBHMH 67,1 %
CEPOTHIIAMH, ITI0 BXOJSITh JI0 CKJIa[y BaKIIMHU (17,0; 86.,9)
I'CO, Bukiukane HeTHoBaHoo Haemophilus 15,0 %™
influenzae (NTHI) (-83,8; 60,7)
JI  — moBipuuii iHTEpBAIL.

M Tlepmmmit emizop.
@ MakcuMansHHI Iepiof IOAANBIIOT0 CIOCTEPEKEHHS CTAaHOBUB 40 MiCAI{B 3 TI0YaTKy 2 THIKHIB
TiCIst BBEJIEHHSI TPETHOT 03K KypCy TIEPBUHHOI BaKIHHAIII].
®  He e craTHcTHYHO 3HAYYIIMM HAa OCHOBI 3a3/iallerifib BU3HAYEHUX KPUTEPIiB (OIHOCTOPOHHS
semuuuna p = 0,032). Onnax y 3BK epekTiBHICTS BaKIIMHE IPOTH NEPIIOTO KIIHIYHOTO €301y
I'CO cranoBuna 19 % (95 % [1: 4,4; 31,4).
@ He e cTaTHCTHYHO 3HAUYIIHM.
B iHIIOMy BEIMKOMY paHI0oMi30BaHOMY mozBiHOMY ciinoMy nociipkerHi (POET), mo nposoauocs
y Yechkiit Pecry6urini ta Criopawunni, 4907 wemorst (xoropra ATP) orpumysanu ab6o 11-BanenTHy
nociimkysany Bakiuny (11Pn-PD), mo mictuna 10 ceporunis Bakuuan CUHOJIOPHMKC™ pasom i3
CEpOTHIIOM 3, IUIsi sSIKOTO He Oynia IpoJeMOHCTpOoBaHA €(EeKTHBHICTH), a00 KOHTPOJBHY BaKI[HHY
(BaKIMHy IIPOTH IeNaTUTy A) BiAMOBIAHO 10 cXeMHu BakuuHanii y 3, 4, 51 12—-15 micamis.
EpexruBuicts Bakuuau 11 Pn-PD momo 3amobiranHs BuHHKHEHHIO Iepmoro emisomy I'CO,
CIPUYMHEHOr0 BAKIIMHHHM CepoTHmoM, craHoBuma 52,6 % (95 % MI: 35,0; 65,5). byna
IIPOJIEMOHCTPOBaHA CEepOTHII-Crienupiuna eeKTHBHICTS POTH mepiioro emizoxy I'CO st cepoTumin
6B (86,5 %; 95 % JII: 54,9; 96,0), 14 (94,8 %; 95 % MI: 61,0; 99,3), 19F (43,3 %, 95 % AI: 6,3; 65,4)
ta 23F (70,8 %, 95 % JII: 20,8; 89,2). st iHmMX BaKIIMHHKEX CEPOTHINB KinbKicTh Bunazakis I'CO Oyna
3aHA/ITO OOMEXKEHOIO JIJIsl MOYKIMBOCTI 3p00HTH Oy 1B-SKHit BUCHOBOK ITpO eeKTHBHICTh. EdQexTnBHICTD
npotu Oyne-sikoro emizony I'CO, cipuuuHeHOro 6y/1b-sIKMM ITHEBMOKOKOBHM CEPOTHIIOM, CTaHOBHIIA
51,5 % (95 % JII: 36,8; 62,9). EbexTuBHICTh BakiMHA IpoTH Hepiioro enizoxy I'CO, cupuynHeHOro
NTHi, cranosuna 31,1 % (95 % [I: -3,7; 54,2, ue € 3uadyimum). EGEeKTHBHICTD BaKIIUHHU IIPOTH Oy Ib-
sxoro emizomy I'CO, cnpuunnenoro NTHi, cranosuna 35,3 % (95 % [I: 1,8; 57,4). IlepenbauyBana
e(DEKTUBHICTS BAKIMHH TPOTH OYAb-AKHX KIIHIYHHX EIi30iB CEPEIHBOIO OTUTY HE3ANEKHO BiN
etiosorii cranoBmia 33,6 % (95 % MI: 20,8; 44,3).
Ha ocHOBI KoHIENIii «IMyHOJOTIY4HOTO MOCTa» OYIKY€TbCS, 10, 3 YypaxyBaHHSAM JaHHUX
¢yuxiionansHoi BakuuHaiubHOI Biamoini (OPA) nHa 11-BaneHTHY BakIMHY, BHKOPHCTaHy B
nocrimkenni POET, CUH®JIOPUKC™ 3a0e3nedye aHaIoTidHy 3axucHy edektuBHicTs npota I'CO
ITHEBMOKOKOBO] €T10JIOT11.
36inpmends yactotd Bunankis ['CO, chnpuuvHEHOro iHIMMMH OaKTepialbHUMM IaToreHaMHu abo
HEBaKIMHHYMMH/HE TIOB’I3aHMMH 3 BaKIIMHHUMH cepoTuiamu, Hi B gociimpkerHi COMPAS (Ha ocHOBI
KiJIbKOX OTpHMaHHX MOBifoMIIeHB), Hi B gocmipkerHi POET He ciocrepiranocs.
EdexruBnicts mpotu aiaraocroBaroro jgikapem I'CO, mpo sikuif mOBimOMIISIM OGaThKM, BUBYAIacs B
THi3Z0BOMY JOCIIKEHH] B Mexax mociimkenns FinlP. Jliesicte Bakuuzu cranoBuia 6,1% (95% JI: -
2,7; 14,1) mna cxemu BakumHanii 3+1 ta 7,4% (95% I -2,8; 16,6) g cxeMu BakiuHamii 2+1 uis
miaraoctoBaHoro jikapeM I'CO y BakIuHOBaHOI KOTOPTH HEMOBILAT. e
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Bnaue na nazogapunzeanvue nociticmeo (HOH)

Brutus Bakian CUH®JIOPYMKC™ na HazogapuHTreaibHe HOCIHCTBO BUBYABCS y 2 HOABIMHHUX CIIIHX
PaHIOMi30BaHUX JIOCTI/PKEHHSIX 3 BAKOPUCTAHHSIM HEAKTHBHOTO KOHTPOJTIO: Y THI3JOBOMY JOCIIKEHH]
FinIP y ®@innsaumii (5 023 ocobu) ta COMPAS (1700 ocib).

B o6ox pmocmimkennsx, COMPAS Ta ¢iHcbkoMy THI3ZOBOMY JIOCHTI/DKEHHI, BaKIHMHA
CHUH®JIOPUKC™  3meHnryBaga HOCIHCTBO BaKIMHHHX CEPOTHUIIIB ITHEBMOKOKY IIpH SIBHOMY
301IbIIEHH]I HEBAKIIMHHUX CEPOTHIIB (32 BHHSTKOM ITOB’S3aHMX 3 BaKI[MHAMH) IIICJIsI BBEJIEHHS
OyctepHoi mo3u. PesynpraTé He OyJM CTATHCTHYHO 3HAYYIIMMHM JUIS BCIX aHANTi3iB, IPOBEAEHHX Y
mexax fociipkeHHss COMPAS. Onnak 3aranoM crocTepiranacsi TEHIEHIS 10 3HIKEHHs 3arajbHOro
ITHEBMOKOKOBOTO HOCIHCTBA.

B 000X IOCHTIIKEHHSX CIIOCTEPITaiocs 3HaYHe 3HMKEHHS HOCIHCTBA OKpeMux cepoTumiB 6B ta 19F. Y
(GiHCHKOMY THI3IOBOMY IOCIIDKEHHI TaKOXX CIIOCTEPIrayiocsi 3HaYHE 3HIKEHHS HOCIHCTBA OKPEMHUX
ceporuniB 14 Ta 23F, a B pa3i HmepBHHHOI BakKIMHAIl 3 TPHOX J103 — 3HIDKEHHS HOCIHCTBA
IIEpEXPECHOr0 PeaKTUBHOTO cepoTuiry 19A.

V xiiniyHOMY JocijpkeHHi Oyio mpoBeneno oinky HOH y BUUI-mo3utusaux niteit (N = 83) ta BIJI-
HEeraTUBHUX JiTel, HapokeHux BlJI-mosutuBHumu martepsmu (N = 101), ta mopiusuHs 3 BIJI-
HEraTWMBHUMH [iTbMH, HapomkeHuMH BlJI-HeratuBuumu Matepsmu (N = 100). Brums BIJI abo
HasBHicth BlJI-indexuii we 3miHoBasm BmwmBy Bakiuaa CHUH®JIOPMKC™  Ha HOCIHCTBO
ITHEBMOKOKIB J10 Biky 24-27 wicsmiB, TO6TO mpoTsroMm mepiomy o 15 wmicsmiB miciast OycrepHOl
BaKI[MHALLI].

EdexTuBHICTD 32 JAHUMHU HiCISIPEECTPAIIHHOTO CIIOCTEPEIKECHHS

V Bpazunii Baknuaa CUHO®JIOPMKC™ Gyia BBefieHa B HalllOHAIBHY IporpaMy imyHizanii (HIII) 3
BHKOpHCTaHHSIM cxeMHu 3+1 y miteit rpyaHoro Biky (Bikom 2, 4, 6 MicsuiB Ta OycTepHoi n03u y 12
MiCSIIiB) 3 TYPOBOIO BaKIMHALIEIO y JiTeH BikoM 0 2 pokiB. Ha miyicTaBi maixe 3-pigqHOTO IEpiogy
criocrepexxents micis BBenenus Bakiuau CUHOJIOPUKC™ y nporpaMy imyHi3arii B JOCHTIPKEHH]
3a THIOM MiJi0paHuX Iap BHMAJ0K—KOHTPOJIH OyJIO Bil3dHA4YEHO 3HadyIle 3MeHImeHHs Bunanakis 1111,
MiATBEPIDKEHUX KyssTypaishum metogom a0o I1JIP Ta 06ymoBneHux Oy ab-KMM BaKIIMHHUM CEPOTHIIOM,
ta II1l, o6ymoBneHol okpemumu cepotunamu 6B, 14 Ta 19A.

Tabauns 4
Pesrome edpexTuBHOCTi Bakuman CUH®JIOPUKC™ mopo ITI1 y bpasnuii
Tuoa IO Cxopurosana edexrusnicrs®
% (95% JII)

IT1I, o6ymoBieHa Oy ab-IKMM BaKIIUHHUM cepoTHIioM &) 83,8% (65,9; 92,3)

- IuBa3uBHa nHEBMOHIs abo GakTepemis 81,3% (46,9; 93,4)

- MewiHrit 87,7% (61,4; 96,1)
ITII, o6ymoBieHa oKkpeMuMHE cepoTanamu ¥

- 6B 82,8% (23,8; 96,1)

- 14 87,7% (60,8; 96,1)

- 19A 82,2% (10,7; 96,4)

(1) ITII mixTBEpIKEHA KYyJIETY paIbHUM MeTooM abo ITJIP.

(2) CkopuroBana e(eKTHBHICTH sBJIsIE c00010 BinmcorkoBe 3HikeHHs IIIl y rpymi mamieHTiB,
BakiuHoBaHHX CH®JIOPUKC™ 110piBHSHO 3 TPYIIOI0 HEBAKIIMHOBAaHUUX IAI[IEHTIB, 3 ypaXyBaHHIM
¢axTopiB, 110 BIUIUBAIOTE.

(3) Mo amaiizy B3sto Bumaaku II1I, miaTBepmkeni KyapTypamsauM metosoM abo ITJIP, o6ymoBineHi
BaKIIUHHUMU cepotunamu 4, 6B, 7F, 9V, 14, 18C, 19F ta 23F.

(4) Okpemi cepoTHIH, i SKUX Oyiia HOCSATHYTa CTATHCTHYHA 3HAYYIIICTh B aHaJi31 e()eKTUBHOCTI 3
KOHTpoJieM (haKTOpiB, IO BIUIMBAIOTH (KOPUTYBaHHS HA MHOXXHHHICTH HE IIPOBOJMIIOCS).

VY ®innmauail Bakuuaa CUHOJIOPUKC™ Gyna BBeneHna B HIII 3 Bukopucranusam cxemu 2+1 y nifeﬁ
TPY/IHOTO BiKy (y Bimi 3, 5 MicsmiB Ta OycTepHOi HO3U y 12 wmicsiB) GeW?,ffﬁo}%a{gHHaull
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BUHUKHEHHS Oy1b-5K01 MATBEpHKEHO] KynbTypansHuM MetomoM IITI, ITII, cnpuaunHeHol Oy 1b-sIKuM
BaKIIUHHUM cepotunoM, Ta II1l, cipuunnenoi ceporumom 19A.

Tabauus 5
Yacrora BunukHenss 1111 Ta BignocHe 3menmenns yacroru Buankaenns 11 y @innsumii
I 3axsoproBanicTh Ha 100 000 BiJHOCHE 3MeHIeHHSI
JIKO/THHO-POKIB yacroTy Buanxuenns I ©
% (95% 1)
Ho icas
BIIPOBa/IXKE€HH I BIIPOBaIZKE€HHS
HII B
bynp-sxa II1I,
TIATBEPDKEHA 62,9 12,9 80% (72; 85)
KyJIbTYpaJIbHUM
METOIOM
II11, cnpuuuHena Oy ib-
SIKUM BaKIIMHHUM 49,1 4,2 92% (86; 95)
cepoTumnom @
IIII, cnpuunHeHa 5.5 21 62% (20; 85)
cepotunoM 19A

(1) BignocHe 3HIKEHHsI YaCTOTH BKa3ye Ha Te, HACKiIbKH 3HM3mMIacs dactora 113 y miteit Bikom <5
pokiB y xoroprti BakumHaiii CUH®JIOPUKC™  (3a sKuME CIOCTEPITaiy MPOTATOM 3 POKIB Iicis
BBeneHHs HIIl) mopiBHSHO 3 HEBaKIIMHOBAHUMH ICTOPHYHUMH KOTOPTAMHK BIiIMOBIAHOTO BIKYy Ta
CE30Hy (3a KOXHOIO KOTOPTOIO CIOCTEpIraJidi HpOTSATOM 3 pOKIB O IOYaTKy BBEICHHS
CHUH®JIOPUKC™ g HIII).

(2) Ho anamizy B3sto Bumaku 1111, miaTBep/pKeHi KyIbTypaaIbHUM METOIOM, CIIPHYMHEH] BAKIIHHHUMHE
cepotuniamu 1, 4, 6B, 7F, 9V, 14, 18C, 19F and 23F.

YV Ksebexy, Kamama, micins 4,5 poky 3acrocyBaHHs 7-BaneHTHOi Bakiuuu (PCV) Bakiuny
CHUH®JIOPUKC™ Gyiio BKIIOYEHO B IIpOorpaMy iMyHizarii HeMOBJIAT (2 103U IEPBAHHOI BaKIIHHALIT
y HEMOBIIAT BIKOM 70 6 MicsmiB Ta OycrtepHa mo3a y Bimi 12 wmicsaniB). Ha migcrasi 1,5 poky
criocrepesxerHs micist BBefieHHs Bakiuan CMH®JIOPUKC™ y mporpaMy iMyHi3amii 3 0XOIJICHHSIM
BakiuHanii 90 % gited miel BIKOBOI IpymH, sSKMM IIOKa3aHa iMyHi3allis, CIIOCTEPITalocs 3HWKEHHS
yacToTd BUHUKHEHHs IIII, cipuumHeHOI BaKIMHHUMH CEpOTHIIAMU (IIEPEBAXXHO BHACHIJIOK 3MIiHH
94aCTOTH 3aXBOPIOBaHb, CIPHUYMHEHHX cepoTHroM 7F), BOOHOYAC HE CIIOCTEpirayiocst 301IBIICHHS
gactoty II1l, cnprunHeHoi HEBaKIIMHHUMHE CEPOTHIIaMH. 3arajioM yacTota BunukHeHHs II1] ctanoBuia
35/100 000 srosrHO-pokiB y xoroprax BakiuHaiii CUHO®JIOPUKC™ Ta 64/100 000 0 quHO-pOKIB ¥
KOropTax BakIuHalii 7-BajeHTHOIO BakiwHoi (PCV), mo sBisie co0OI0 CTAaTHCTHYHO 3HAYYIILY
pizamiio (p = 0,03). 3poO6UTH BUCHOBKH NP0 HASIBHICTH HPSMOTO IIPHYHHHO-HACIIIKOBOTO 3B’ SI3Ky Ha
MiZICTaBl CIIOCTEPEKHUXK JOCIIIKEHD TIOMIOHOTO THITY HE € MOMKJIMBHM.

JaHi 3 IMyHOT€HHOCTI

He menwa imynonoziuna echexmusnicmo y nopisnsanui 3 7-eanenmnoio saxyunoio (PCV)

BignoBigHo mo pexomenmanii BOO3 nmo peecrpanii Bakmuman CHUH®OJIOPUMKC™  ominka ii
HoTeHLi#HOo] edexTuBHOCTI y mpodinaktumi IT1I mpoBoauiacs Ha OCHOBI MOPIBHAHHS IMyHHOI peakIii
Ha CIM CEpOTHIIiB, IO BXoAaTh Jo ckiamy Bakmuaun CHUHOJIOPUKC™ T1a iHImmol MHEBMOKOKOBOI
KOH’IOTOBaHOI BaKIMHH, JUIS sIKOi paHimie Oyia oliHeHa 3axucHa e(eKTHBHICTEH (TOOTO 7-BajeHTHa
BakuuHa (PCV)). Taxox omiHioBajiacsi IMyHHa peakilisi Ha TPH JOJATKOBI CEPOTHIIA BaKIHMHH
CHUH®JIOPUKC™ |

VY npsmomy HOpiBHHJILHOMy JOCHiDKeHH] 3 7-BajienTHOIO BaknuHoo (PCV) Gyna npoaeMoHcTpoBaHa
HE MEHINA e(peKTHBchTL imynnoi BinmoBini Ha BakuuHy CMH®JIOPUKC™, BCTAHORIEHg, METOLOM
ELISA, s Bcix cepotutiB, okpim 6B ta 23F (BerHH Mexa JIOBIpYoro 1HTepBaJ§)(«9§ﬂ ’S%‘ELLBa}?mHHm
Mix rpymamu > 10 %). Jlns ceporumis 6B ta 23F BinnoinHo y 65,9 % ta 81,4 %1k 5 BaKIT ﬁa’?—mx




y Binti 2, 3 Ta 4 Micsiii, JocsraBcsi MOPOTOBUH piBeHB aHTHTLI (T06TO 0,20 MKI/MIT) Yepe3 OfUH MICSIb
micist BBemeHHst TpeThol no3u Bakiman CMHOJIOPUKC™ y nmopisusaHI 3 79,0 % Ta 94,1 % mitei
BIJIOBIZIHO TIiCNIst BBEJIEHHST TphoX 1103 7-BaseHTHOi Bakuuau (PCV). KiiHiuHa 3HadymmicTh IHUX
BifIMiHHOCTEM HeBifmoMa, ockiipku edexTuBHicTh Bakimuau CHUHOJIOPMKC™ npotu I,
CIIPHYHHEHHX CepoTHIOM 6B, Oyla TpoJeMOHCTpOBaHA Yy TOABIHHOMY CIHIOMY IJIIHIYHOMY
JOCJIDKEHH] 3 BAKOPUCTAHHSIM KJIACTEPHO1 panaoMizarii (uB. Tabmuio 1).
BizcoTkoBa yacTka BaKIIMHOBAHUX OCI0, y SIKMX IOCSTaBCs IOPIr JUIsi TPHOX JOJATKOBUX CEPOTHIIB
pakiuan CUH®JIOPUKC™ (1, 5 ta 7F) cramoBuma 97,3 %, 99,0 % Tta 99,5 %, BiamosinHO, Ta
IIOHaMEHIIIe, He IOCTynanacsi CyKyImHIH IMyHHIH peakiii, 1HIyKOBaHii 7-BaJ€HTHOIO BAaKLIMHOIO
(PCV), mpotu 7 3aranpuux cepotuis (95,8 %).

Tabnuus 6
IMopiBHsL Uil aHANI3 MiK 7-BasienTHOX0 BakuuHoo (PCV) Ta Baknmuaoro CUHO®JIOPUKC™ y
BiICOTKOBOMY CHiBBi{HOIIEHHI 0¢i0 i3 KoHUeHTpaniew anTUTIA = (0,20 MKI/MJI Yepe3 oMH MicAb
micysi 3-A030BOro Kypcy NepBHHHOI BAKIMHALIT

Pizamus B % = 0,20 Mxr/mon
Ao CHH®JIOPUKC™ 7-BasieHTHA (7-BanenTHa Bakuuna (PCV)
paknuHa (PCV) | piguaru CHH®JIOPUKC™)
N % N % % 96.5% JI
Antn-4 1106 97,1 373 100 2,89 1,71 4,16
Antu-6B 1100 65,9 372 79,0 13,12 7,53 18,28
Antn-9V 1103 98,1 374 99,5 1,37 -0,28 2,56
Antu-14 1100 99,5 374 99,5 -0,08 -1,66 0,71
Antu-18C 1102 96,0 374 98,9 2,92 0,88 4,57
Antu-19F 1104 95,4 375 99,2 3,83 1,87 5,50
Antn-23F 1102 81,4 374 94,1 12,72 8,89 16,13

Cepenni reometpuuni konuenrtparii (GMC) aHTuTIn micis HEepBHHHOI BaKIWHAIII, IHIyKOBaHI
pakiuaor0 CMH®JIOPUKC™ 1poTH ceMM 3arajibHHX CEpOTHIINB, OyJIM HM)KYi, HDK KOHIIEHTpalii,
inmykoBani 7-BasentHoro BakimHo (PCV). GMC nepen peBakiuHamniero (depe3 8—12 MicsmiB micis
BBEICHHS OCTAHHBOI JI03H KypCy TIEpPBUHHOI BaKIIMHAIIi1) OyJIi 3arajioM noJiOHUMHU 111 000X BaKIHH.
[Ticnst BBemeHHst peBaknunyo4oi 1o3u GMC, innykosani BakiuHoro CUHOJIOPUKC™ | 6ynu HibKYe
JULs1 OLTBIIOCTI CEPOTHITIB, IO BXOSTH A0 cKiiany 7-BaneHTHOI Bakuuuu (PCV).

YV 1mpoMy x jgociimkenni 6ymo mokasano, 1mo CHH®JIOPMKC™  igmykye BUpPOOJIEHHS
(GYHKIIOHAIBHUX QHTHTLI IO BCIX CEPOTHUINB BaKI[MHA. J[JIsT KOXKHOTO i3 3aralbHUX CEMH CEPOTHIIB Y
87,7%—-100% oci6, imynizoBanux Bakmuaoro CHUH®JIOPUKC™, Ta y 92,1 % — 100 % oci6,
iMyHi30BaHHX 7-BasieHTHOIO BakiuHOIO (PCV), uepes micsiup micis BBEAEHHS TPETHOI JO3U JOCAraBCs
tutp OPA (Ceporumn-crienudidna MHEBMOKOKOBa OTICOHO (paronuTapHa aKTHUBHICTH) > 8. Pi3HUIS MiX
006oMa BaKI[HHAMH 3 OTJIIAY Ha BiZICOTKOBE CITiBBigHOIEHHS cy0’ekTiB 3 TuHTpaMu OPA > 8 cranoBHIa
<5 % s BCiX 3araJibHUX CepoTHMiB, BKIouHO 3 6B Ta 23F. Cepenni reometpuuni tutpu (GMT)
aututin OPA, immykoBani Baknumuoro CHH®JIOPMKC™  micns mepBHHHOI BakIMHamii Ta
peBaxIuHaIii, Oy HIKYl TUTPIB, IHAYKOBaHUX 7-BaleHTHOO BakiuHOoI0 (PCV), 11 ceMu 3aranbHuX
CEpOTHIIIB, 32 BUHATKOM cepotumy 19F.

Jlns cepotutiB 1, 5 ta 7F kinbkicts oci6, imyHizoBanux BakuuHoro CUH®OJIOPUKC™, 3 Tutpom OPA>
8 cramoBuia, BigmosigHo, 65,7 %, 90,9 % ta 99,6 % micisa mepBHHHOTO Kypcy BakuuHaiii Ta 91,0%,
96,3 % 1 100% ricis peaknuuanii. Bignosins OPA Ha cepotunu 1 Ta 5 Oyita MeHII BUpa)kKeHOIO, HiXK
BiZIOBIZb HA KOXHMM IHIIMK cepoTun. 3HAYEHHS IMX pe3yJbTaTiB s 3aXHUCHOI e()EKTHBHOCTI
Hesimome. IMyHHa BigmoBime Ha cepotun 7F 3Haxomuiacs B TOMY K Jiama3oHi, M0 ¥ Ui CeMH
CEpOTHIIIB, 3aTaJIbHUX I 000X BaKIUH.

Byno Takox mpomemonctpoBano, mo BakinupHa CHH®JIOPMKC™  inmyxye iMyHHY “Bi
nepexpecHo-peakTHBHUIN cepoTun 19A 'y 48,8 % (95 % [1: 42,9; 54,7) BaKuHHOB“ v

TUTPY = 8 Yepe3 OMH MiCsIb Micys peBaKIHHAII].




BBezieHHst 4eTBepTOl 103U (peBaKIMHALil) Ha PYTOMY POIli JKHTTS CIPHYIMHSIIO aHAMHECTUYHY IMYHHY
BiJIIOBi/Ib, BuMipsiHy metomoM ELISA Ta amamizom OPA, 10 BaKIIMHHHUX CEPOTHUIIIB Ta IIEPEXPECHO-
peakTHBHOMY cepotumy 19A, 1o AeMOHCTPYE IHAYKIIO IMyHHOI IMaM’sITi Micisi IEPBUHHOIO KypCy
BaKI[MHAIIIT 3 TPHOX JI03.
Hooamxosi dani 3 imyHozeHHOCmi
Hemosnama gixom i 6 musicnie 00 6 micayie:
Cxema nepeunHoi eaxyunayii 3 3-x 003
VY kniHIYHEX JIOCHiKeHHAX Oyna omiHeHa iMyHoreHHicTh Bakimaun CHH®JIOPMKC™  micns 3-
JI030BOTO Kypcy TIepBHHHOI BakimHaili (6941 oco6a), IMpoBENEHOTo 3TiTHO 3 PI3HUMH CXEMaMHU
(3oxkpema miTsim BikoM 6—10-14 TwxuiB, 2-3-4, 3—4-5 abo 2-4-6 MicsiliB), Ta Ticjsl BBEACHHS
yeTBepTOi (peBakuuHyro4oi) mo3u (5645 ocib) He panime HDK depe3 6 MICSIIB Iicis BBEACHHS
OCTaHHBOI JI03H KypCy IEPBHHHOI BaKIMHALII Ta y Bimi Bix 9 MicsiiiB i crapie. 3araigom yisi pi3HHX
CXeM BaKI[MHAIlil CIIOCTEpiraavcs MOPIBHAHHI iMyHHI BIIIOBiZI Ha BaKI[MHAIIIO, X04a JEI0 OiybIna
IMyHHa peakIlis Bij3HavaIacs I CXeMH BaKIHHAIl y 2—4—6 MiCsIIiB.
Cxema nepeunHoi eaxyunayii 3 2-x 003
V KIHIYHEX JOCHipKeHHsX Oyna omineHa imyHorenHicts Baknuaum CHUH®OJIOPUKC™  micns 2-
JI030BOTO Kypcy nepBUHHOI BaknuHallii (470 oci6), mpoBeAeHOro 3TiIHO 3 PI3HUMH cxeMaMH (30KpeMa
miTssM BikoM 6—14 TmxHIB, 2—4 ab0 3—5 MicsIiB), Ta HiCJIs BBEJCHHS TPETHOI (peBaKIIMHYI0901) H03H
(470 oci6) He panime, HiX yepe3 6 MICSIB IicNs BBEIECHHS OCTaHHBOI 03U KypCy NEPBHHHOI
BaKI[MHAIll, Ta y Billi Bif 9 MicsiB i cTapime.
Y xiiHIYHOMY JocHipkeHHI Oyna oriHeHa imyHoreHHictb Baknmuau CHUHO®OJIOPUKC™  npu
3acTOCYBaHHI 2-7030BOi ab0 3-7030BOi CXeMH INMEPBUHHOI BaKIMHAIli B yYacCHUKIB JOCIHII)KEHHS B
YOTHPHOX KpaiHax €Bpomu. [Tompu Te, 1m0 3HAYYIIOT Pi3HUIIL Yy BiJICOTKOBOMY CITiBBIIHOIIEHHI 0ci0 13
KOHIleHTparliero antuTia > 0,20 mxr/mi (ELISA) Mix IBoMa rpymnamMu He CIIocTepiraiocs, BiZICOTOK OyB
HIDKYe JUTst cepoTutiB 6B Ta 23F y mopiBHSAHHI 3 iHINIAME BaKIIAHHUMU CEPOTHIIaMHU. BiZiIcOTKOBa YacTka
oci6 i3 Tutpamu OPA > 8 y rpymi 2-/1030B01 CXeMH BaKIIMHAITI] B IIOPiBHSIHHI 3 TPYIIOI0 3-1030BO1 CXEMHU
BakIuHaIlii Oyia Hx4ae s cepotumniB 6B, 18C ta 23F (74,4 %, 82,8 %, 86,3 % Ta 88,9 %, 96,2 % Ta
97,7 % npnsa 2-m030Boi Ta 3-74030BOi CXEMH BaKIMHAI] BiAMOBIAHO). 3arajioM CTIHKICTh IMyHHOI
BIAMIOBi/Il Ha peBakiuHaNio y Bimi 11 micsamiB Oyna HuX4Ye y JIiTEH, sIKi IPOWIUIM Kypc IEpBHHHOL
BakiuHanii 3 gBox 1o3. Ilim wac 3acTocyBanHS 000X CX€M JUIsI KOXXHOI'O BaKIIMHHOI'O CEPOTHUILY
crioctepirayiacsi OycTepHa peaxiiis, ska CBiTYHTH PO IMYHOJIOTIYHHMA TpadMiHT (AHMB. TabmuIo 7 Ta
tabmumro 8). Ilicias peBakmuHarmii B rpymi 2-I030BOI CXeMH BaKIIMHAIll MeHINa KiJTBKICTh IITEH 3
tutpamu OPA> 8 criocrepiranacs ms cepotumi 5 (87,2 % y nopisusHHI 3 97,5 % it 3-1030B01 cXeMH
BakiHarii) Ta 6B (81,1 % y nopiBasuHi 3 90,3 %), Bei iHNI pe3yIbTaTH MOXHA OYJI0 IOPIBHATH.
Ta6manus 7
BincoTkoBe ciBBiTHOMEHHS P 3aCTOCYBaHHI 2-1030B01 cXeMH NMePBHHHOI BaKIUHaNii y ocio i3
KOHIeHTpanieo anTuTii = 0,20 MKIr/Ma Yyepe3 oHH Micsb HMicas Kypcy HepBHHHOI BaKIMHaMil
Ta 4Yepe3 OJUH MicSIb Micjsi peBaKIMHALIT

Konnentparis antatia > 0,20 mxr/mi (ELISA)
Amnturino ITicns Kypcy nepBMHHOI BaKIIHAIL1 ITicasa peBakupHaLii
% 95% M1 % 95% A1
Antn-1 97,4 93,4 99,3 99,4 96,5 100
Antn-4 98,0 94,4 99,6 100 97,6 100
AnTH-5 96,1 91,6 98,5 100 97,6 100
AnTu-6B 55,7 473 63,8 88,5 82,4 93,0
Antu-7F 96,7 92,5 98,9 100 97,7 100
Antn-9V 93,4 88,2 96,8 99,4 96,5 100
Anti-14 96,1 91,6 98,5 99,4 96,5 100
Antu-18C 96,1 91,6 98,5 100
Anti-19F 92,8 87,4 96,3 96,2
Antu-23F 69,3 61,3 76,5 96,1
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Taoanns 8
BincoTkoBe cniBBigHOMIEHHS MPH 3aCTOCYBaHHI 3-1030B01 cXeMH NepBUHHOI BakIuHAaLIl y ocid i3
KOHUEHTpanieo anTuTii = 0,20 Mxr/mMJ yepe3 oxuH Micsiib Mic/as Kypey HepBUHHOT BaKIMHANIT
Ta 4epe3 OAUH MicSIb MicJs peBaKuHHALIT

Konnenrparist antutia > 0,20 mxr/mi (ELISA)
AmntuTino [Ticyist Kypcy NepBUHHOT BaKIHALIT [Ticnst peBakumHaLii
% 95% I % 95% M1

Anry-1 98,7 95,3 99.8 100 97,5 100

AnTH-4 99,3 96,4 100 100 ¥l 100

AHTH-5 100 97,6 100 100 97,5 100
Antu-6B 63,1 54,8 70,8 96,6 92,2 98,9
Amntu-7F 99.3 96,4 100 100 97,5 100
AnTH-9V 99,3 96,4 100 100 97,3 100
Antu-14 100 97,6 100 98,6 95,2 99,8
Antu-18C 99.3 96,4 100 99.3 96,3 100
Antu-19F 96,1 91,6 98,5 98,0 94,2 99,6
Antu-23F 77,6 70,2 84,0 95,9 913 98,5

IMomo mepexpecHo-peakTUBHOTO cepoTriry 19A momioni GMC anTHTLI, BH3HaueHi meTtooM ELISA,
CIIOCTEpIraJiics MicJisl MEPBUHHOI BaKI[MHAINI Ta MICJS peBaKIMHAILl IpH BUKOPUCTaHHI 2-1030BO1
cxemi [0,14 mxr/mn (95 % JI: 0,12; 0,17) ta 0,73 mxr/mn (95 % JI: 0,58; 0,92)] Ta 3-g030B0i cxeMu
[0,19 mxr/mit (95 % II: 0,16; 0,24) ta 0,87 mxr/mi (95 % JI: 0,69; 1,11)]. BincoTkoBa 4acTKka Hami€HTiB
3 tutpamu OPA > 8 Ta GMT, 1o crioctepirajiucst miciist IEPBUHHOI BaKIIMHALT Ta peBaKIMHALi1, OyIH
HIDKYE TPH 3aCTOCYBaHHI 2-/1030BOI CXEMH, Hi)K ITPH 3aCTOCYBaHHi 3-1030B0i cxemu. [Ipu 3acTocyBaHHI
000X cxeM cItocTepiraiacs BiiMOBiAb Ha PEeBAKIMHAIIIIO, SIKa CBITYUTH IIPO IMyHOJIOTIYHY Bi/IIIOBIb HA
TIEPBUHHY BaKI[HHAIIIO.

KoriHigHI HaCIIiIKK MEHIIIO] IMyHHOT BiJITOBI/L Ticisl Kypey MEpBHHHOI BaKI[MHAIl Ta peBaKIMHALI] B
TpyII 2-030BOi CXEMH IIEPBHHHOI BaKIIMHAIIIT HEBIIOMI.

VYV wiiHIYHOMY JOCHiDKeHHi, mpoBeneHomy B IliBmenniii Adpwumi, Oyna oIliHEHa IMyHOT€HHICTh
Bakiad CMH®JIOPUKC™ qicns 3-mo30Boi (y Bimi 6—10-14 TmkHiB) abo 2-1030Boi (y Bimi 6—14
THO)KHIB) TIEPBHHHOI BaKIMHAIlIl Ta MOMAJIBINOI peBakiuHaIlii y Biri 9—10 micsmis. Ilicis nmepBHHHOL
BaKIMHAIII1 BiZICOTKOBA YacTKa 0cCi0, y SIKIX 0yJIO JOCSITHYTO IOPOTOBE 3HAYECHHS KOHIICHTPALlll aHTUTLII
ta 3 Tatpamu OPA > 8 10 BakIWHHHX CEpOTHINB, OyJia OJHAKOBOIO Iicis 2-1030BOI Ta 3-7030BO1
BaKIIMHAIIil, 32 BHHATKOM MEHIIOI BiICOTKOBOI YacTkH ocid 3 TutpoM OPA nmo ceporumy 14. GMC ta
OPA GMT anTuTiI Oy HIOKYE MICHs 2-1030BOI MEPBHHHOI BaKIIMHAIT I OLIBIIOCTI BaKITMHHUX
CEpOTHIIIB.

Jlnst  mepexpecHo-peakTUBHOrO cepoTtuny 19A B 0gHakoBOI BiZICOTKOBOI YacTKH YYacHHUKIB
JOCITIIDKEHHS OYJIO JIOCATHYTO IIOPOTOBE 3HAYEHHs KOHIIEHTpallii aHTHTi Ta TaTpu OPA > 8, Takox
ICJI IEPBHHHOI BaKIHAII1 B 000X rpymnax Oyiu BinzHadeHi ogaakoBi GMC antutin Ta OPA GMT.
3arayioM repe;| peBaKIHHAIIEI0 CTIHKICTh IMyHHOI BiIIIOBIIi OyJia MEHII BUPa)XXEHOIO B TPy 2-1030BO1
MIEPBHHHOI BaKI[MHAIl B MOPIBHSHHI 3 TPyIOK 3-1030BOi HMEPBHUHHOI BaKuuHamii A OLIBINOCTI
BaKI[MHHUX CEPOTHIIIB Ta OyJia cX0XKor0 ULt cepoTumy 19A.

Pesaxyunayia y eiyi 9—10 micsyie ‘

V¥ nocnimxenHi, npoBeaeHoMy B [liBnennii Adpur, 103a peBakuHaIi1l, BBeAeHa y Bini 9-10 micsis,
cnpraussiia BupaxeHe 30inpmenass GMC antutin Ta OPA GMT 10 K0)XHOTO BaKIIUHHOIO CEPOTHUILY
Ta cepotuny 19A B rpymax 2-1030B0i Ta 3-1030B01 IEPBUHHOI BaKIMHAIII1, II[0 BKa3y€ Ha IMyHOJOTIUHY
BiJITIOBiIb Ha IIEPBUHHY BaKIHHAIIIIO.

Pesaxyunayisa 6 9—12 micayie y nopisHanui 3 pesaxyunayiero ¢ 15—18 micayie
V xiiHiYHOMY HOCIIPKEHH], mpoBeeHoMy B [Hil, OLiHKa 03U peBaKIUHAL]], BEE
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BKa3yBaJla Ha HasBHICTH BiMiHHOCTEH MDXX rpynamu oo GMC antutin. Y rpymi, peBaKIIMHOBaHIH y
Bimi 15-18 micsis, crioctepiramucs B OPA GMT 1o Oi7bIIOCT] BAKIIMHHIX CEPOTHIIIB Ta CEPOTHUILY
19A. Opnnak KIIiHIYHA 3HAYYIIICTh IUX JaHUX HEBiOMa.

Imynna nam smoe

[1ig 9ac mOaIBIIOTO CIIOCTEPEKEHHS 338 0cO0aMH, sIKi Opany y4acTh y €BpONEHCHKOMY TOCIDKEHHI,
SKe OIIHIOBAJIO 2-7I030BY Ta 3-030BYy CXEMH BaKIMHAIli, OyJI0 IpOJEMOHCTPOBAHO 30€peKEHHS
AQHTHUTUI y JiTed BikoM 36—46 MICSIB, IMO OTpPUMAIHA 2-J030BHH Kypc IMEPBHHHOI BaKIMHALII 3
HACTYITHOIO PEBaKIMHAIIIEI0, BOJIHOYAC He MeHIne 83,7% JiTedl 3aIdImaiucsl CEpONO3UTHBHUMHU JI0
BaKI[UHHUX CEPOTHIIIB Ta MEPEXPECHO-PEAKTUBHOTO cepoTumy 19A. V rpymi, mo oTpumaina 3-1030BHH
KypcC TIEpBHHHOI BaKIMHAIli 3 HACTYIHOIO peBaKIMHALi€o, He MeHIme 96,5% niTel 3aiumanucs
CEPONO3UTHBHUMHE JIO BaKIIMHHHX cepoTHmiB Ta 86,4% — mo ceporumy 19A. Ilicis BBemeHH:
omaopazoBoi no3u CUH®OJIOPUKC™ Ha yeTBEpTOMY POII JKHTTS SIK IMPOBOKAIIMHOI J03U KpaTHE
360inpimennss GMC antutin, BusHauene meronoM ELISA, Ta OPA GMT nmo Ta micis BakmuHamMii 0yJ1o
OJTHAKOBHM Y TIEPBUHHO BaKI[HHOBAaHUX 3a 2-7030BOIO Ta 3-I030BOIO CXeMO¥O. 111 pe3ynbraTtu cBi4aTh

Ipo IMYHOJIOTIYHY IaM’SITh Y IEPBHHHO BaKIMHOBAaHHUX OCI0 1O BCIX BaKI[MHHHX CEPOTHUIIB Ta

HepEXPECHO-PEaKTHBHOTO cepoTuIty 19A.

Paniwe ne eaxyunosani Hemoensma ma Oimu 6ikom > 7 Micayia:

Imynna BianoBinp, iHgykoBana BakipHOO CHUH®JIOPMKC™, y panime He BaKIMHOBAHUX MITEH

CTapIIOTO BIKY OI[IHIOBATACS B TPHOX KIIIHIYHUX JIOCIIJKCHHSIX.

VY mepmoMy KITHIYHOMY JIOCTIJDKEHHI OyJiM OIliHEHI IMyHHI BiIIIOBi/li Ha BaKIHMHHI CEPOTHUIIM Ta

HepexXpecHO-peakTHBHUH cepoTril 19A y miteit Bikom 7—11 micsmiB, 12—23 micsini Ta 2—5 pokiB:

o Jlitm BikoM 7-11 MicqmiB oTpuMaiyd 2 [O3W TEPBHHHOI BaKIMHAINII 3 IOJAJIBINOI 03010
peBaKIHAIll HA JPYroMy pOIl >XHTTS. IMyHHA BIiIIOBiJb IICISA JO3W pEBaKIUHAI] BaKIIMHU
CHUH®JIOPHKC™ vy miif BikOBiif TpyIi OyJia 3arajoM cXoxa 3 BiAOBIJUIIO, IO CIIOCTEPITaEThCS
IICJIs IO3W PEeBaKIMHALI Y MiTeH, IKAM BBOAUIIKMCS 3 HO3M BaKI[HHU Y BiIli 1O 6 MICSIIIiB.

e VYV omiteii BikoM 12-23 wMicsami iMyHHa BIAIOBiIb, IHJyKOBaHA JBOMa JI03aMH BaKIIMHU
CHUH®JIOPUKC™, Gyna mopiBHSHHA 3 TaKOIO, IO CIIOCTEPIracThesl Mics BBEJCHHS TPHOX 103
JITSIM BIKOM JI0 6 MiCSIIiB, 32 BUHIATKOM BakuHHUX cepoTumiB 18C Ta 19F, a Takox cepotumy 19A,
JUISL IKAX IMYHHA BiATOBis OyJia BHINE y fiTei BikoM 12—23 MicsIiiB.

e YV mitell BikoM 2—5 pOKiB, AKi OTPUMAH OAHY 103y BakiuHd, GMC aHTHTIN, BU3HAYEHE METOJIOM
ELISA, 3a 6 BakiMHHHMH CEpOTHIIAMH, & TaKOX CepoTHIly 19A Oyl CXOXHMH 3 THMH, SKi
JTOCSITAJTHCS TMiCIIsA 3-7030BO1 CXEMH IIEPBHHHOI BaKIIMHAINI y AiTeH BiKOM JI0 6 MicsiliB, ane Oynu
HUOKYe JIUIs 4 BaKIIUHHKUX cepoTuIiB (ceporunu 1, 5, 14 ta 23F). OPA GMT mnicns BBeeHHS OHI€T
11034 OyJIH CX0XMMHU 200 MEPEBHIIYBATH TaKi B TIOPIBHIHHI 3 THMH, IO CIIOCTEPIraloThes micis 3-
JI030BO1 CXEMH TTEPBHHHOI BaKITHHAIII] Y JiTei BIKOM 0 6 MICSIIiB, 38 BUHATKOM CEPOTHUITY 5.

VY npyroMmy KIHIYHOMY JOCJIIPKEHHI OJTHA 032 BaKI[MHHU, BBE/ICHA Y€pPE3 YOTHUPH MICSIl MICIs ABOX

7103 TypoBoi BakiuHaiii y Bimi 12-20 wmicsmiB, iHmykyBana 3Hadyine 30umsinenHs GMC aHTHTIN,

BuszHaueHe MeTosioM ELISA, Ta OPA GMT (mmopiBHIOBaJiacst BiiIMOBiIb /10 Ta ITiCJIS BBEIEHHS OCTaHHBOL

JI03M), IO BKa3ye Ha Te, IO JIBi JTO3M TypoOBOI BakIMHAIlil 3a0e3NeuyloTh aJeKBaTHYy IIEPBHHHY

BaKIIMHAIIO.

VY TpeTpoMy KIIIHIYHOMY HOCIi/DKEHHI OyJI0 IIPOAEMOHCTPOBAHO, IO BBEINEHHS 2 103 BaKIUHU 3

iHTEepBaJIOM B 2 MiCsIli, MOYMHAIOYH 3 BiKy 36—46 MicsaiiB npusBoamwio mo Bumoro GMC anTHTIN,

Bu3HayeHoro MmetojgoM ELISA, ta OPA GMT pang KOXHOTO BakIMHHOTO CEPOTHIYy, a TaKOX

MEPEXPECHO-PEAaKTUBHOTO cepoTHIry 19A, y HOpIiBHSAHHI 3 TUMH, IO CIIOCTEPITAINCS YE€PE3 OAMH MiCsIIb

micis 3-71030B01 cxeMHd NepBHHHOI BakmuHAaIil. YacTka ocib 3 koHmeHTpariero anTuTil > 0,20 Mxr/mi,

Bu3HaueHoro MetogoM ELISA, abo tutpom OPA > 8 s KOXHOrO BakIIMHHOIO CEPOTHILy B Ipyi

TYpOBOI BakKI[MHAIil OyJia MOPiBHIHHOIO ab0 BHWINE, HK ¥ TPYIi HOBOHAPOJDKEHUX, SKi OTpHMad 3-

JI030BY CXEMY TIEPBHHHOI BaKI[FHAIII1.

JloBrocTpokxone 36epe>K€HHSI AQHTUTLI IICIA TIPOBE/ICHHS l'IepBIrIHHOI BaKIIMHAILI1 Ta peBaKuHHauu y

Sa

v KJnquHOMy JOCHiDKeHHI OyJI0 IpOAEMOHCTPOBAHO, IO [ITSAM, sIKi IPOH

BaKIMHALil 3 TpboX A03 7-BaneHTHOIO BakiuHoiO (PCV), CMH®JIOPUKGHY £
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BBOJIMTHUCS SIK JI03a PEBaKIMHAINI HAa JPYroMy poiii XUTTs. Lle MociipKeHHs moKa3ano, 1o IMyHHa
BIJUTOBIb TIPOTH 7 3arajikHAX CEPOTHINB Oyjia MOPIBHSHHOIO 3 BIATIOBIJUTIO, 1HyKOBAHOIO 103010
peBakiuHarii 7-sagenTHoro BakiuHoo (PCV). Opnak jiTH, ski IpORIIUIE Kypc MEPBHHHOI iMyHI3aITil
7-BanenTHOO BakipHOIO (PCV), HE BBOXaTUMYThCs MIETUNIEHUMH MPOTH JI0JJATKOBHX CEPOTHIIIB, IO
mictateest y BakiuHi CUHOJIOPUKC™ (1, 5, 7F). Tomy y miTeit 1ii€i BIKOBOI I'pylH HEMOXKIHBO
nepef0auuTH CTYIiHb Ta TPHBAIICTh 3aXHCTy IPOTH I1HBA3WBHOI ITHEBMOKOKOBOI iH(peKiii Ta
CEepeHBOTO OTHUTY, CIPHUYAHEHHX ILMMHU TpbhOMa CEpPOTHUITAMH, IIICISI pPa3oBOl JIO3W BaKIUHHU
CHUH®JIOPUKC™ |

Hani imynozennocmi y HedoHouteHux Oimeul

Imynorensicth Baknuan CUHOJIOPUKC™ 'y riuboko HeMoHOIEHHX AiTel (recTamiiuuii Bik 27-30
TiokHIB) (N=42), HefloHomeHuX Aited (recramiiumii Bik 31-36 TkuiB) (N=82) Ta moHOIIEHUX MiTEH
(recrariitauii Bik > 36 TrokHIB) (N=132) omiHtoBaacs micisi IpOBEACHHS Kypey 3-7030BOi IEPBUHHOL
BaKIWHAI1 y BiIli 2, 4 Ta 6 MicsIiB. IMyHOT€HHICTB MicCIIsl Y€TBEPTOI JJO3HM (11032 peBaKIMHaIlil), BBEIEHOL
y Bimi 15—18 Mics1iiB, omintoBaacst y 44 riiub0Ko HEMOHOIIEHUX AiTel, 69 HeTOHOIeHuX IiTel Ta 127
JOHOMICHUX JITEH.

Yepes MicsIp TICIs 3aKiHYCHHST KYpCy TIEPBHHHOI BaKI[UHAIIT (TOOTO MICIST TPETHO1 I03K) Y HE MEHII
HiK 92,7% 0cib mocsramucs koHIeHTpanii antutin > 0,20 Mxr/mi, Bu3HaueHi metosiom ELISA, Tay He
MmeHIr HOK 81,7% nmite#t mocsramacs tatpu OPA > 8 mns BCiX BaKIIMHHHUX CEPOTHINIB, 32 BUHSTKOM
ceporurty 1 (e menme 58,8% 3 tutpamm OPA > 8). Cxoxi GMC antutin ta OPA GMT
criocTepiraimmest y Bcix gited, 3a BuHATKOM MeHmmXx GMC awtutin mis ceporumiB 4, 5, 9V T1a
NepeXpecCHO-peakTUBHOrO cepotury 19A y rmMOOKO HENOHONIEHWX MiTeH, cepotuly 9V —y
HeoHoueHux giteit ta meHmux OPA GMT ms ceporuny S y rimboko HemoHomeHux mited. Kiiniuna
3HAYYIIICTh ITUX BIIMIHHOCTEH HEeBigOMa.

Yepes Micsib micis BBeeHH OycTepHoi no3u 30umbmenHs GMC antuTin, BuzHaueHe MetoioM ELISA,
ta OPA GMT cnocrepiranucs Ay BCiX BaKI[WHHIX CEPOTHIIIB Ta EPEXPECHO-PEAKTHBHOTO CEPOTHILY
19A, mo cBiquuTH Npo HasBHICTH iMyHONoriyHOi mam’siti. Cxoxi GMC amtutin Ta OPA GMT
criocTepiranucs y BCiX JiTed, 3a BUHATKOM Menmoro OPA GMT mis ceporumy S5 y riuboko
HEJIOHOIICHUX JiTeil. 3arasoM y He MeHII HiK 97,6% Bcix oci® mocsraiacsi KOHIEHTpAIlis aHTHTLT >
0,20 mxr/mi, BusHadeHa MetogoM ELISA, ta y He menm Hix 91,9% mocsranucs tutpu OPA > 8 mist
BCIX BaKI[MHHUX CEPOTHIIIB.

ImyHozenHicms 6 0cobausux epynax nayicHmis

Bl/I-nosumueni (BIJI+/+) nemosnama ma Bl/I-nezamusni nemoenama, HapoooiceHi BIJI-nozumusHumu
mamepamu (BIJI+/-)

VYV  KkimiHIYHOMY HOCHTIDKEHHI, mpoBerneHoMy B IliBmeHHi Adpuili, IMyHOTE€HHICTh BaKIHHU
CHUH®JIOPUKC™ 1pyu 3acToCyBaHHI 3a 3-J030BOI0 CXEMOIO TIepBHHHOI BakiuHarii (y Biui 6, 10 ta
14 TiwxHIB), a moTiM peBakimHarlii (y Bimi 9—10 micsmi) Oyna oninena y 70 BlJI-mo3utusaux (BLJI+/+)
miteit, 91 BlJI-neratuBHOi muTwHH, Hapomkenol BlJI-mosutuBHOIO Matip’to (BIJI +/-), Ta 93 BIJI-
HETaTHUBHUX JHiTed, Hapo/ukeHux BIlJI-HeraruBaumu wMatepsmu (BUI-/-). ¥V pocnimkenHs Oyim
BKIt0o4eH] Tinbku BIJI+/+ mitu 31 cragiero 1 (6e3cuMnToMHe 3aXBOpIOBaHHs) a00 2 (CHMITOMH JIETKOTO
crynenst) BUI-ingexmii, 3rigao 3 knacudikamiero BOO3.

Jlist G1ITBIIOCTI BAKIIMHHUX CEPOTHUIIIB IOPIBHSIHHS MiX TPpyIIaMy HE CBITYHIIO IIPO MKOJHI BiIMIHHOCTI
iMyHHOT BiZIIOBi/i Ticyst IEpBHHHOI BaKIMHAIIT Mix rpynamu BIJI+/+ ta BIJI-/- abo rpynamu BIJI+/-
ta BIJI-/-, 3a BUHATKOM 3a3Ha4yeHOl TEHJEHIlI IO MEHINOI BiJICOTKOBOI YacTKH MiTeH, y sSKux Oyiu
nocsrayTi TaTpH OPA amtwTin > 8, Ta no Menmoi OPA GMT y rpyni BIJI+/+. Kiiniuna 3HauyImicts
i€l 3amkenoi OPA BiAmoBizi miciisg NEpBUHHOI BakIMHAILIT HeBigoMa. st mepexpecHO-peakTHBHOIO
cepotuny 19A pesynpTaTii HE CBimUmIM mpo Oymb-ski BimminHocti B GMC aHTHTLN, BH3HAUYEHHX
metonoM ELISA, abo 8 OPA GMT Mix rpynamu.

EyCTepHa no3a Baknuan CUH®JIOPUKC™ y BIJI+/+ ta BIJI+/- miteit rpynHOro BiKy iHAyKyBaia
crifike 36inbmienHss GMC amrtutin, BusHauenux wmeromoM ELISA, ta OPA GMIT ,JIO KO)KHOTO
BaKI[MHHOTO CEPOTHUIly Ta IEPEXPECHO-PEaKTHBHOIO cepoTuiy 19A, mo BKaayg':;rm F 05
BiJIIOBiIh Ha MIEPBHHHY BaKIMHAII0. BimHOCHO O11HIIOCTI BaKITUHHUX cepomniB/ déff
YaC TIOPiBHAHHS MiX TpynamMu He 6yJI0 BiI3HAYeHO Oy/Ib-AKHX BiAMiHHOCTEH/) Py

J 310/ ) 3 Martcplianamuiy g
A\
{ DPeecTpay 3 !




BIJI-/- a6o BIJI+/- ta BIJI-/- B GMC autwutin, Bu3sHadyeHux meromoM ELISA, Ta OPA GMT micis
peBaKIUHAITi].

PesynbraTn mozo npoteiny D HeTHnmoBaHOT reMoiIbHOI TATMYKK CBIUHUIIM IIPO IOPIBHSAHHY IMyHHY
BiJITIOBI/Ib IiCJIs MEPBUHHOI BAKIIMHALIIT Ta MTiC/Is peBAKIMHALLIT B TPyIaXx.

VY xoxHi# Tpyni Oyna Bif3Ha4YeHa CTIHKICTH iMyHHOI Bigmosimi y Bimi 24-27 micsnis, To6To o 15
MICSIIIIB TIICIIS PeBaKI[HHALTI].

Limu 3 cepnoudnorxnimunnolo anemicio

YV KIHIYHOMY JIOCTI/DKEHHI, TpoBefieHoMy B bypkina-®aco, Gysia MpoBeieHa OI[iHKA Ta MOPiBHIHHS
imynorennocti Bakiuan CUH®JIOPUKC™, gpesienoi 146 mgitam 3 CKA (remorno6in SS, remoro6in
SC abo B-ramacemist) Ta 143 Binmosigaum 3a Bikom aiTam 6e3 CKA. 3 rpynu miteii 3 CKA 48 niteit
BiKOM <6 MiCAIIiB OTPHMAJIH IEPBHHHY BaKIMHaIi0 y 8, 12 Ta 16 TrKHiB, MOTIM peBaknuHAamio y 9—10
MicamiB, y 50 mite# Bikom 7-11 micsuiB ta y 48 miteit Bikom 12-23 micsmi 6yna posnoyaTa TypoBa
BaKIMHALlg BiANmoBifHO 10 ixHBOro Biky. CKA He BIuMBaia Ha iMyHHY BiIOBiJs HA BaKIUHY
CUH®JIOPMKC™  (Ha koXX€H BaKIUHHHH CepoTHN Ta cepoTHn 19A, a Takox Ha mporein D
HETHIIOBAHOI TeMO]IBHOT TATHYKH).

Limu 3 nopywenusm gynxyii cenesinku

Imynorennicte Ta 6esmeunicts Bakiuman CUH®OJIOPUKC™  oninroBamucs B 00MeXeHOI KiTbKOCTI
HICTUICHAX Ta HEMIEIUIEHUX 0cib 13 BpOMKeHOI abo HabyTOrO aruias3iero Cele3iHKH, IOpYIIeHHIM
(ynkuii cenesinku abo nedinuToM KOMILIEMEHTY: 6 jiTel Bikom 2—5 pokis Ta 40 miTeit Bikom 6—17
pokiB (BakimHa CHMH®JIOPVMKC™ pokaszana 10 3acTOCYyBaHHs y Billi g0 5 pokiB). Y IboMy
mocnikenHi 6yio mokasano, o Bakipaa CUHOJIOPUKC™ e iMyHOreHHOIO, Ta He 6yJI0 BUSBICHO
HOBHX IIpo0JIeM 13 Oe3mekH.

3acmocysanns eaxyunu CUHOJIOPUKC™ maq [ 3-eanenmuoi eaxyunu PCV 6 kypci imynizayii ocio

Y KIiHIYHOMY IOCHiJUKEHHI, IpOBEAEHOMY B Mekcuili, OyJI0 OIIHEHO 3aCTOCYBaHHS BaKIMHU
CUH®JIOPUKC™  ta 13-panentHoi Bakuwaun PCV B Kypci iMmyHizamii oci6 (B3aeMo3aMiHHICTB).
Hemosnaram Oyio BeeneHo 2 mo3u 13-BanentHoi Bakuuau PCV (86 oci6) a6o 1 mosza 13-BanenTHOI
BakuuHu PCV 11 no3a Baxuuan CUHOJIOPMKC™ (89 0ci6) 3 moJasibIiiM 3aCTOCY BAHHIM Oy CTEPHOT
nozu Bakuuau CHUHOJIOPMKC™ y Bimi 12-15 MicsIliB y TOpIBHSHHI 3 HEMOBISTAMH, SKAM
3actocoByBanu CUH®JIOPMKC™ 3a cxemoro 2+1.

Jlnst Ginpmocti 3 10 mommpeHux cepoTHINB yepe3 1 Micsmb Iicis MEpBHHHOI BaKIMHAINI Ta ITicis
pEBaKIMHANIi KOHIEHTpawii anTuTia > 0,2 Mxr/mi, a Tutpu OPA BHINI rpaHMYHMX IIOKA3HUKIB OyIH y
HEMOBIIAT, sKi orpuMyBaiy sk CUH®JIOPUKC™, tak i PCV13: > 97,7 % s 8 3 10 ceporumis mys
KOHIeHTpanii anTuTia > 0,2 Mxr/mi i > 92,0 % mst 7 3 10 ceporumis myst Tutpis OPA, 1mo 6yiu Bumi
IPaHUYHMX IOKa3HHUKIiB. [l IepexpecHO-peakTHBHOTO cepoTuiy 19A I BiICOTKM CTaHOBHIIM
moHaiimenie 86,5 % ta 88,0 % BigmosigHoO.

ITim gac 3aminu 13-panenTHoI Bakuad PCV wa CUH®JIOPUKC™ mij yac nepBUHHOI a60 OycTepHOI
BaKIIMHALi]l He OYJI0 BUABIICHO YKOAHUX IIPOOIIEM 3 GE3NEKH.

Dapmarxokinemuka. He 3acTOCOBYETBCSL.

Jlani ooxniniunux oocniodcensv be3nexu.

Y 1nOpoBeNeHMX Ha KpOJSIX JOCIHI/DKEHHSX TOKCHYHOCTI 6aratopa3’oBHX J03 ITHEBMOKOKOBOL
KOH IOTOBaHOI BaKLIUHK He OyJI0 BHSIBICHO OYIb-SKMX CyTTEBHX MiCIEBHX 400 CHCTEMHHUX TOKCHUHHX
e(eKTiB.

Kainiyni xapakrepucTuKy.
Ilokazannua.

AxTHBHA iMyHi3alis HEMOBIAT 1 niTe#l BikoM Bim 6 TWXKHIB 10 5 pokiB mis mIpodilmakTHKH
ITHEBMOKOKOBOI iH(exuii, BUKIMKaHOI cepoTunamu Streptococcus pneumoniae 1,4, 5, 6B, 7F, 9V, 14,
18C, 19F, 23F 1 nepexpecHO-peaKTUBHUM CEpOTHIIOM 19A (BKIIFOUArOYH CETICHC, MEHIHTIT, IHEBMOHIIO,
OaxTepieMilo Ta TOCTPUH CEpeIHili OTUT), a TAKOX TOCTPOrO CEPENHBOIO OTHTY, BUKIMKAHOTO
HeTHnoBaHo Haemophilus influenzae. ;
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3actocyBannss Bakiuan CHUH®JIOPMKC™ 1oBMHHO BH3HAYaTHCST Ha OCHOBI OQimiHHX
peKOMEH/IaIlii 3 ypaxyBaHHSIM PU3HKY THEBMOKOKOBHX 3aXBOPIOBAHb y JITEH Pi3HUX BIKOBUX TpYI, a
TaK0’ BapiaOesIbHOCTI eMiIeMIOIOTIYHUX JJAaHKUX Y PI3HUX reorpadiqHux 30HaX.

Ilpomunokazanns.

[TifBUIEHA 9y TIUBICTE JI0 TIFOYHMX Ta JOMOMDKHMX PEYOBHH BaKIHHK a00 10 Oy Ib-sIKOTO O1IKY-HOCIIO
(muB. po3nin « Cknaoy).

SIk 1 mpu 3acTocyBaHHI IHIIMX BakiuH, npusHadeHHs BakuuHu CUHOJIOPUKCT™ mnounHO OyTH
BiZIKJIafieHe y oci0 3 TOCTpHMH 3aXBOPIOBAHHSAMH, IO CYIPOBOJDKYIOTHCS JMXOMaHKowo. OnHak,
HasIBHICTh JIETKHX HE3HAYHHX MPOsIBIB 1H(EKIIHAX 3aXBOPIOBAaHb, TAKHX SIK 3aCTy/la, HE € I1/ICTABOIO
JUISI BITKJTa/TaHHS BaKIIMHAIII.

B3aemoodia 3 inmumu nikapcoKumu 3acobamu ma iHuti 6UOU 634€MOOIIL.

3acmocyeanns 3 iHwuMU BAKYUHAMU

CHUH®JIOPUKC™ Mo)kHa OJHOYACHO 3acTOCOBYBaTH 3 Oy/Ab-sKOIO 3 IIEpepaxOBaHUX HIDKYE
MOHOBaJIEHTHHX ab0 KOMOiHOBaHUX BakiuH [Bkmodgaroun DTPa-HBV-IPV/Hib i DTPw-HBV/Hib]:
BaKI[MHA JIIs PO iTakTHKH JUGTEpii, MpaBId Ta KalUIoKy 3 anemoinsipauM komroHentoM (DTPa),
BakiuHa Ui npodimaktuku remaruty B (HBV), iHakTHBOBaHa BakIMHA [UIA TPOQIIaKTHKU
nomowmienity (IPV), Bakiuna mis npodinaktuku Haemophilus influenzae Tuny b (Hib), Bakuuna s
npodimakTUKH MpaBIyd, AU Tepil 1 KaluTIoKy 3 HUTbHOKIITHHHUM KoMmnioHenToM (DTPw), Bakumna Juis
npoiTakTHKH KOpy, mapoTuTy i KpacHyxu (MMR), Bakiuna Juist mpodilakTHKH BITpsSHOI BicIH,
KOH’IOrOBaHa BaKI[FHA TSI TPpO(iTaKTHKH 3aXBOPIOBaHb, 10 BUKJIHKAHI MEHIHTOKOKAMH CEPOJIOTIYHOL
rpynid C (CRMj97 Ta TT xoH’roraTtu), KOH’[OroBaHa BaKIMHA Ui MPO(ITAKTHKH 3aXBOPIOBaHb, IO
BUKJIMKaHI MeHiHrokokamu cepojoriuboi rpyma A, C, W-135 ta Y (TT xon’roratu), mepopaiibHi
BaKI[HHU JUIs TIpodinakTuku momiomienity (OPV) i poraBipycHoi indexmii. Pi3Hi BakIMHM CIIif 3aBXKIH
BBOJIUTH B PI3HI 1H’ €KUIHHI TUISTHKH.

Kninigai qociiUkeHHs IoKa3aIH, 0 IMyHHA BiAOBIAE 1 Mpodine 6e3mexu BakI[iH, 3aCTOCOBYBAHHUX
OJTHOYACHO, HE 3MIHIOBAJIUCS, 32 BUHATKOM IHAKTHBOBAHOTO IOJIIOBIPYCY THILY 2, JJISl IKOTO IPOTATOM
PI3HUX JOCIiKEHb OYJIM OTPHMaHI CyTepewIrnBi pe3yapTaTi (cepompoTekiis B Mexxkax 78-100%).
KpiM Toro, Iipy 0ZIHOYaCHOMY 3aCTOCYBaHHI BaKIHHH IIPOTH MEHIHIOKOKOBHX ceporpym A, C, W-135 1
Y (xon’torar TT) 3 6ycreproro mo3or0 Bakiuan CUHOJIOPUKC™ npoTaroM Apyroro poxy >KHTTS y
JiTel, IKuM TorepeIHs0 BBO kN 3 1034 Bakuuaun CUH®JIOPUKC™, crioctepiranacs O61bII HU3bKa
reoMeTpu4Ha cepefHs KoHueHTpaimis antutin (GMC) Ta reoMmeTpu4HMil cepenHIM THTp
ornconoaroruryrodoi aktuBHOCTI (OPA GMT) mue st cepotuy 18C. Brutus Ha iHmi 9 cepoTumis
He BUsBIeHO. CriocTepiraioch miBUINEHHs PiBHS aHTUTLI Y BIATIOBiAb HAa aHTUIeHU AU Tepil, mpaBus
ta Haemophilus influenzae TT xon’rorar. KiiHigHa 3HaYyIIIiCTh IFOTO CIIOCTEPEKEHHSI HE BiJOMa.
3acToCcyBaHHS i3 CHCTEMHHMH iIMYHOCYIIPDECHBHUMM JIiKapCHKUMU 3aco0amu

SIK i TIpH 3aCTOCYBAHHI IHIIKMX BaKIIMH, MOYKHA OYiKyBaTH HEOCTATHIO IMyHHY BiIlOBIIb IIpH iMyHi3aril
0ocib, sIKi IPUIMAIOTh NIpenapaTy 3 iIMyHOCYIIPECHBHOIO JI€IO.

3acTocyBaHHS 3 MpodiTaKTHYHIM BBEICHHAM KapO3HIDKYBATBHUX JIIKAPCHKUX 3ac00iB

KorinigHi f1aHi JTO3BOJBTIOTH NPHUILYCTHTH, IMO NIpodiJakTUYHE 3aCTOCYBaHHS IapaleTamolry s
3MEHIIEHHS] YaCTOTH TiCIITBaKIIMHAIEHUX (EOPUIFHEX peakIii MOo)XKe 3HH3UTH IMYHHY BiIIOBifb Ha
Bakiny CHH®JIOPUKC™, Opnak KIiHiYHA 3HAYYIIICTh LUX JaHHX HEBiJoMa. (IOMB. DPO3MILT
«OcobIHUBOCTI 3aCTOCYBAHHSY).

Ocobnueocmi 3acmocy6anHA.
Ilepes BakIMHALIEIO

BingmoBigHO 10 cTaHAapTiB MEAWYHOI MPaKTHKH, PEKOMEHIOBAHO NEPE] MIETIEHHIM 30MpaTh aHaMHE3
nanienTta (0coOJIMBO IOJI0 HASBHOCTI HACIHI/IKIB ITONEPEIHBOTO INEIUICHHS 1 MOXIIMBOIO BUHHUKHCHHST
n061qHHx peaxuiif) i POBO/IUTH MEIUYHUN OIS,




OniHak, HasBHICTH JIETKAX HE3HAYHHX NPOSBIB IH(EKIIHHUX 3aXBOPIOBaHb, TAaKHUX SIK 3acTyla, HE €
IICTABOIO IS BiKJIaMaHHs BAKITMHALII.

STk 1 i Beix 16’ €KIIMHMX BaKIMH, BiIOBIAHA JOIIOMOTA Ta MEAWYHWM HAryIs| 3aB)K/I1 IIOBHHHI OyTH
JIErKOJTOCTYIIHUMH y BHIIQJKy BHHHUKHEHHS DiJKICHHX aHa(UIAaKTHYHHX pEakKilid MicJsl BBEINECHHS
BaKkIIMHHA. TOMY MaIli€eHTH IOBHHHI OyTH IiJ MeIWYHHM HarisgoM He MeHire 30 XBHIWH IMiciis
BaKITHHALIII.

[Tpu mpu3HAYEHHI MEPBHHHOI iMyHI3amil HeJIOHOMEHHM HeMoBisTaM (< 28 TIKHIB recTamii) ciix
ypaxoByBaTH TMOTEHIIWHUA PH3UK PO3BUTKY Y HHUX allHOE Ta HEOOXIIHICTH KOHTPOJIO 32 JUXAJIBHOIO
¢byuxmiero mpotsaroM 48-72 roaMH micis BaKIHWHAII, OCOOIHBO Yy BHIAAKY, SKIIO HEMOBIIS Mae€ B
aHaMHe31 HEZIOPO3BUTOK AUXATBHOI cucTeMu. OCKiJIBKA KOPUCTh BaKIMHAII Y Ii€] TPYITH HEMOBIIAT €
BHCOKOIO, B/l BAKITMHAIIIT HE CIIi/I BIMOBIISITHCE a00 11 3aTpUMYyBaTH.

CHH®JOPUKC™ gi 3a sikmX 0OCTABHH He MOKHA BBOJMTH BHYTPIIIHLOCYIHHHO 2a00
BHYTpimHbomkipHo. Jlani moo migmkipaoro Beeaenass CUHO®JIOPVMKC™ gifgcyTHi.

Y niTei BIKOM BiJl 2 POKiB CHHKOIE (HEIPUTOMHICTE) MOYKE BUHUKHYTH ITiJ] Yac abo paHimne 0y 1b-sIKoi
BaKI[MHAI] SK IICHMXOT€HHAa BIJAMOBINb Ha 1H EKI[I0 TOJKOI. BaXJMBHM € 3a0e3neueHHs YMOB
MIPOBE/ICHHS IIPOIIEAYP VI 3a00IraHHs TpaBMaM IIpH 3allaMOPOYEHHI.

SIK 1 IpH BHYTPIIIHBOM SI30BOMY 3aCTOCYBaHHI iHImuX in’exiiitaux BakiuH, CUHOJIOPUKC™ crix
IpU3HAYATH 3 00EPEKHICTIO 0c00aM 3 TPOMOOIUTONEHIEIO a00 MOPYINEHHIMH 3CiaHHs KPOB1, OCKIJIBKH
IIpY BHYTPIIIHBOM 30BOMY BBEJICHHI Y TaKHX 0Ci0 MOXKYTh MaTH MicCIle KPOBOTEYi.

[rdopmaliist Ipo 3aXUCT, IO HANAETHCS BAKIIMHOIO

Xoua y Bunanky BakuuHarii CUH®JIOPUKC™ crnocrepiraeTbesi yTBOPEHHS aHTHTLUT IO IPaBIEBOTO
aHaTOKCHHY, mu(TepiiiHOro aHaTOKCHHY Ta npoTeiny D (mpotein D € BHCOKO cTabimpHUM y BCIX
mramMax Haemophilus influenzae, BKrouaroun HeTHIIOBaHi mramu), imyHizanis CUHO®JIOPUKC™ ne
3aMiHIOE IIAaHOBOI BakIMHaIlil ipotu Haemophilus influenzae tuny b (Hib), npasiis i nudrepii.

Crizt TakoX JZOTpUMYBaTHCS OQIIIHHIX peKOMEHAIlii o0 iMyHisamil mpotu audTepii, mpaBis Ta
Hib.

Icuye oOmexxennit nocBin, mo 3acrocyBanHs Bakipad CUHOJIOPUKC™ mpu3BoguTh 0 3aXUCTY Bij
ITHEBMOKOKOBHX CEpPOTHIIB, SIKi HE BXOMISTH N0 CKJIAAy BaKIWHH, 32 BHKIIOYECHHSM IIEPEXPECHO-
peakTuBHOro ceporumy 19A (muB. po3min «ImyHosyoriuni i 6Giojomoriydi BIacTUBOCTIY) abo
nerunosanoi Haemophilus influenzae. Baxruaa CUH®JIOPUKC™ pe 3a6esnedye 3axucT NpoTH
IHIIIX MIKpOOPTaHi3MiB.

Sk 1 Oymp-axa iHma BakipHa CHH®JIOPMKC™ pe Moe 3aXMCTHTH BCIX BAKIMHOBAHUX IPOTH
iHBa3UBHOI ITHEBMOKOKOBOI iH(eKIii abo cepeqHbhOro OTHTY, BHKIMKAHOTO CEPOTHUIIAMH Y CKIaii
BakI[MHH Ta IEPEXPECHO-peakTHBHUM cepoTumoMm 19A. KpiM Toro cepemsiii OTHT Ta ITHEBMOHIsI
BUKJTHKAIOTHCSI OaraThbMa iHIIAME MiKpOOpraHi3MaMu, OKpPiM CEPOTHIIB ITHEBMOKOKY TIPE/ICTABICHUX Y
BaKI[MHI, 3aTaJIbHUN 3aXUCT BiJ IIUX 3aXBOPIOBaHb, SIK OYIKY€EThCS, Oyme 0OMEXEHHUM Ta BiJIIOBITHO
HIDKYE, HI)K 3aXHCT MPOTH iHBA3UBHOTO 3aXBOPIOBAHHS, 1[0 BUKIIHKAETHCS BAKIIMHHAME CEPOTHITAMH Ta
cepoturioM 19A (muB. po3nin «ImyHonoeiuni i 6ionoziuni enacmugocmiy).

VY xninivaux BunpoOyBanusx CUH®JIOPUKC™ iMyHHa BIiAMOBiAB CIIOCTEpIiranack Ha BCi IECSIThH
CEpOTHIIIB, BKIIFOYCHHUX N0 BaKIMHH, ajle IHTEHCHBHICTH BiJITOBIiZCH KOJMBAIACS 3aJI€XKHO BiJI CaMHX
cepotuniB. @yHKITiOHATIFHA IMyHHA BiAOBIH Ha cepoTHId 1 1 5 OyJia HHKYOK0, HIXX BiATIOBIAE Ha 1HII
cepoTHII BakmuHH. HeBimomo, uu 1 Oinbin HHM3bka (GYHKIIOHATbHA IMyHHa BiIIIOBiAb IPOTH
cepotumiB 1 Ta 5 mpu3Bene 0 3HWKEHHS 3aXHCHOI €EeKTHBHOCTI MPOTH 1HBa3UBHUX 3aXBOPIOBAHb,
ITHEBMOHi1 a00 CepeIHBOr0 OTHTY, BUKJIMKAHOTO IIMMH CEPOTHIAMH (IUB. po3ain «IMyHONOTIYHI Ta
010JI0T19HI BIACTHBOCTIY).

I'padik imynizamii miteit BakuuHoro CMH®JIOPUKC™ wmae BifMmoOBiIaTH BIKYy OWUTHHHA HAa MOMEHT
MOYaTKy Kypcy BakmuHarii (muB. po3ain « Crocid 3acToCyBaHHS Ta I03M»).
IMyHOCYIIpECHBaHa Tepamis Ta iMyHOomedinuT

I[rm 31 3HIDKEHAM IMYHHHM CTaTyCOM BHACIIiJTIOK 1MyHocynpeanH01 Tepartii, I HE
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Jlani 3 Gesmexu Ta iIMyHOreHHOCTI HasiBHI cTocoBHO BIJI-iH(ikoBaHHX HEMOBIT (0€3cHMITOMHEX ab0
31 cnabkumu cummToMamu 3a iacudikamiero BOO3), BIJI-HeratTuBHUX HEMOBIISIT, Hapo ukeHux BlJI-
MIO3UTUBHUMH MaTEPSIMHU, JITEH 3 CEPHOBHIHO-KIITHHHOIO aHEMI€IO Ta AIiTeH 3 MOpYIIEHHSIM (QyHKIIT
cene3inku (muB. po3ainu «I1o0ivyni peakiiiin Ta « DapmakoHHAMIKAY).

Jani 3 6e3nexu Ta imynoreHHocTi Bakiuan CHUH®JIOPMKC™  BifcyTHI CTOCOBHO 0Ci0 3 1HIIMX
0COOJIMBHX I'PYII TIAIIE€HTIB 31 3HIKEHOIO IMyHHOIO Bi/[IIOBIJII0, TOMY BaKI[HHAI[IIO CJIi/I IPOBOJUTH Ha
IHIUBIAYaJIbHIH OCHOBI. (UB. po3aut «Croci0 3acToCcyBaHHS Ta IO3U»)

IMyHi3aliss MHEBMOKOKOBOIO KOH IOTOBAHOIO BAaKI[MHOIO HE 3aMiHSE€ iMyHi3aliio 23-BaJ€HTHOIO
ITHEBMOKOKOBOIO ITOJTiCAXapHHOIO BAKI[MHOIO [iTEH BIKOM > 2 POKIB 3 TPyl PU3HUKY, SIKI MalOTh
BHUCOKHIl PU3WK BHHUKHEHHS iHBa3MBHHX ITHEBMOKOKOBHX 3aXBOPIOBaHbB (3 CEPHOBHIHO-KIITHHHOIO
aHemiero, aciuieiero, BlJI-iHekiieo, XpOHIYHUMH 3aXBOPIOBAaHHSAMH abo 3  IHIIMMH
IMyHOCKOMIIPOMETOBAHUMH CTaHaMH). Y BHUITAIKYy, KOJIH I1€ PEKOMEHIOBAHO, AiTeH BIKOM >2 POKIB 3
BUCOKHM pPH3UKOM ITHEBMOKOKOBHX 3aXBOPIOBaHb, SKi BXXE OTPUMAJIM IMYHI3allll0 BaKLHHOIO
CUH®JIOPUKC™, cyiji BAKIMHYBaTH 23-BaJIEHTHOIO ITHEBMOKOKOBOIO ITOJIICAXapH/IHOIO BaKI[HHOIO.
[HTepBan MiX IMyHI3alisIMA THEBMOKOKOBOKO KOH 1oroBaHor BakiuHo (CUHOJIOPUKC™) Ta 23-
BAJICHTHOIO ITHEBMOKOKOBOIO MOJiCAXapHIHOK BAKI[MHOIO MOBHHEH CTAHOBUTH HE MEHINE HDXK 8
TIokHIB. Hemae maHux, siki BKa3yIOTb, 1[0 BBE/ICHHS THEBMOKOKOBOI HOJIiCAXapyuaHOI BAaKIMHU TITSIM,
sIKi panimme Oyu iMyHizoBaHi BakuuHor0o CUHOJIOPUKC™, Mo)e IpU3BECTH 10 3HUIKEHHS B1IIOBI/I1
Ha ITHEBMOKOKOBY ITOJIicaXxapuiHy ab0 Ha MTHEBMOKOKOBY KOH IOrOBaHY BaKI[UHY.

IIpodinakTuyHe TpU3HAYEHHS JKapO3HIDKYBALHHUX IIpenapaTiB

[TpodinakTuaHe MpU3HAYEHHS JKapO3HIDKYBAJILHHX IpenapaTiB mepes abo oJpasy IMiciis 3aCTOCY BaHHS
BaKI[MHA MOXKE 3MEHIIHTH YaCTOTy Ta IHTEHCHBHICTh IIOCTBaKIMHAIBHHUX (EeOpHUILHUX peaKilii.
Knminiyni fpami, oTpuMaHi TpH 3aCTOCYyBaHHI IIapaneramony Ta i0ympodeHy cBigdare, IO
npo¢iTakTHYHE 3aCTOCYBAHHS MapaleTaMolly MOXE 3MEHIIYBaTH piBE€Hb MiBUINEHHS TEMIIEPATypH
TiJa, B TOH Yac K MpodiTakTH4HE 3aCTOCYyBaHHS 10yIpoeHy IpoIeMOHCTPYBaJI0 0OMEXEHUH eEKT B
3MEHIIEHH] pIiBHS MiJBHINEHHOI TemmepaTypu Tina.  KuiHiuHI JaHl OpOAEMOHCTPYBAlIH, IO
rapareTamMosl MOXKe 3MEHIyBaTH iMyHHY BifmoBins Ha BBefeHHs CUHOJIOPUKC™, Tum He MeHII
KJIIHIYHA 3HAYUMICTB I[LOTO CIIOCTEPEIKEHHS HEBIIOMA.

BukopucranHs npodiaKTHIHHX YKapO3HIKYIOUYHX JTIKApChKUX 3aC00iB PEKOMEH/TY €THCSI:

- Ui BCix miTedd, siki oTpumyioTh BakuuHy CHUH®JIOPUKC™ onHoyacHO 3 BaKIIMHAMH JIS
npodiakKTHKX KalUIFOKy 3 I[UIBHOKIITHHHAM KOMIIOHEHTOM Yepe3 BHINUH CTYIiHb (eOpHIBbHHX
peaxiit (muB. po3min «Ilo6iuni peakyiiy).

- ULt iTew 3 emisenciero abo 3 Bunagxamu GeOpMIbHUX Cy/IOM B aHaMHE3I.

XKaposHmxyroda Tepamis Mmae OyTH po3rodaTa BilIOBIIHO JI0 JTOKAJHHHX HACTAHOB.
Baxkmuna Mictuth 1 MMoutb (23 Mr)/mo3y Hatpiro, TOOTO MpaKTHYHO BiJIbHA Biff HATPIIO.

3acmocysanns y nepioo eazimnocmi abo 200y6anus epyooro.
CUHO®JIOPUKC™ pe mpu3HaueHMH [IJIs 3acTOCYyBaHHs AOpociuM. JlaHMX IMOAO 3aCTOCYBaHHS y
repiof] BariTHOCTI ab0 To/lyBaHHS I'PY/UIIO Ta PENpOLyKTUBHUX JOCHI/DKEHb Ha TBADHHAX HEMAE.

30amuicmey eénnueamu Ha weUOKICMb peakyii npu KepyeawHi ABMOMPAHCNOPMOM abo IHWUMU
Mexanizmamu.
He cTocyetnes 1€l rpym.

Cnocib 3acmocysanna ma 003u.

Cnocib 3acmocyeanns

BakiuHy  BBOIITH  BHYTPIIIHBOM 5130BO. IlepeBara  HajaeTbcs  BBEJIEHHIO BakIHMHH B

MepeHbOIATEPATBHY JUISHKY CTErHA HEMOBIIATaM ab0 B NENBTOIMOAIOHMHA M’ 513 PYKH JIITSAM CTapIIOro

BIKy.

Ilennenns aiTeit Ha TepuTOPil YKpaiHu 3AiliCHIOETHCS 3TiJHO 3 BHMOTraMH mmqux‘ym@%m MO3

Yxpainu moao cxem iMyHizauii, IpOTHIOKA3aHb Ta B3a€MOJIT 3 iIHIIMMH J}n{a;pcﬁéﬁ% \‘\oﬁamn.
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Haoani epagpixu imynizayii ons eaxyunu CHHDOJIOPHUKC™ nogunni 6ymu 3acmoco6ani Ha OCHOBI

oiyitinux pexomenoayil.

Ocobawm, sixi otpumanu nepiry no3y Bakuuaun CUH®OJIOPUKC™, pexoMeH/ Ty €ThCsI 3aBEPITHTH ITOBHUN

Kypc imyHi3zanii BakiuHoro CUHOJIOPUKC™,

Hemoenama gikom 6id 6 musicnie 0o 6 micayis:

Ilepsunna cxema saxyunayii, wo exno4ac 3 003u

PexomenzoBana cxema BaKI[MHAIIi1, 110 3abe3meduye ONTHMAaTbHAN 3aXUCT, BKiIoyae 4 n1o3u mo 0,5 mi

koxcHa. [IlepBiHHHA cXema JiJIsi HEMOBIIAT BKJTIOYAE 3 JTO3H 3 iIHTEPBAJIOM HE MEHINe | MICSIIS MK J103aMu.

[Teprry 103y MOXCHa BBOJMTH BXe y Billi 6 THOXKHIB. 4-a (6ycTepHa) Ji03a PeKOMEHIYEThCS HE paHille

HDK yepe3 6 MicsIiB micist 3-01 T03U Ta MOJXKE 3aCTOCOBYBATHCH 3 9 MicsiiiB (baxkaHno y Bimi mix 12 Ta

15 wmicausimu) (muB.  pos3nimi  «Imywonoziuni i 6ionoziuni - eénacmusocmiy, «Ocobaugocmi

3aCMOCYBAHHSY).

Ilepsunna cxema saxyunayii, wo exnodae 2 003u

AnprepHatuBHO, y pa3i BBeneHHs BaknuHu CHH®JIOPMKC™ y pamkax cTaHJapTHOI IIporpamu

iMyHIi3aIii HEMOBIIAT, MOYKE 3aCTOCOBYBATHCS CXeMa, 10 BKJtoYae 3 no3u 1mo 0,5 mMit koxHa. 1-y 103y

MOXKHa BBOJHTH BXe Yy Bilmi 6 TKHIB, 2-y 103y BBOJITH dYepe3 2 Micsii. bycrepHa moza

PEKOMEH/IY€ETHCSI HE paHilie HiXK 4epe3 6 MICSIIiB MiCIsi OCTaHHBOI 03U MEPBHHHOI CXEMH BaKIIMHAIIIl

Ta MO>K€ 3aCTOCOBYBATHCH 3 9 MICSIIIB (MUB. pO3MiN « IMyHONO02IYHI | Bi0N02TYHT 81ACMUBOCTIY).

Heoonoweni nemosnsama 3 mepminom 2ecmayii woHavimenute 27 mudicHie

PexomennoBana cepist iMyHi3alii Jijist 3a0e31medeHHs O THMATIBHOTO 3aXHCTy CKIIafaeThes 3 4 o3 o 0,5

M Ko>kHa. [lepBuHHa cxeMa Uil HEMOBIIAT CKIIAMAEThCs 3 3-X J103, IepIa 3 KX 3a3BU4aifl BBOJUTHCS

y 2 wmicsni, 3 IHTEpBaJIOM IoHaiMeHIme 1 Micsamp MDK J03aMH. PekomeHmyeTbest OycTepHa no3a

IIOHAMMeHIe Yepe3 6 MICSIIB ITiCIsSI OCTaHHBOI JO3W TMEPBHHHOI BaKIUHAII (IUB. PO3JILI

«DapmakoOuHamixay).

Paniwie He 6aKYUHOBAHI HEMOGAMA cmapuie > 7 MICAYHO20 BIKY:

- HeMOBJATA BikoMm 7 - 11 micsiniB: cxema BakIMHAIil BKoJae 2 no3u 1o 0,5 M1 3 iHTepBajioM He
MeHIne 1 micsus Mk go3amu. Tpers 103a peKOMEHYEThCSI Ha JPYTroMy POIli )KUTTS 3 IHTEPBaJIOM
HEe MEHIIIE HIX 2 MicsIi M T03aMH.

- miTa BikoM 12 micsiiB - 5 pokiB: cxema BakipHallii BKIrodae 2 1034 o 0,5 Mi1 3 IHTEpBaJIOM He
MeEHIIE 2 MICSIIB MiX JO3aMH.

Oco0uuBi TpynH HaceIeHHS
Ocob6aM 3 0CHOBHHUMH CTaHaMH, II[0 CIIPHSIOTH PO3BUTKY 1HBa3UBHOTO THEBMOKOKOBOT'O 3aXBOPIOBAHHS
(TaxumH K iH(}iKyBaHHS BipycoM iMyHonedinuty oquan (BIJI), cepnoBunaoxmiTuaHa anemis (CKA)
abo mopymeHHs (GYHKIIl cene3inku), MoxHa BBoguTH BakiuHy CHMH®JIOPUKC™ BigmoBigHO 110
BUIIE3a3HAYCHUX CXEM BaKIIMHAIlil, 32 YMOBH, 1[0 IIEpBHHHA CXeMa BaKIIMHAIIIl, IO BKIJIIOYAE 3 /103U
Oyme 3acTOCOBHa HEMOBIIITAM Y MeEpiof Bif 6 TIKHIB 10 6 MmicsiB (muB. pos3nima «OcoOauBOCTI
3acTOCyBaHHs) Ta « DapMaKkoqHHAMIKAY).

3acmocysanns eakyuny CUHOJIOPUKC™ 3 inwumu nHeéMoKOKOBUMU KOH '10208AHUMY BAKYUHAMU
HasiBHi oOMesxeHi KiTiHiYHI 1aHi cTocoBHO 3actocyBaHHs BakiuHd CUH®JIOPMKC™ 3 13-BasieHTHOIO
BakiuHolo PCV mpu mpoBefeHHi Kypcy imyHizamii oci6 (muB. posnin «Imynosoriusi i Giomoriuni
BJIACTUBOCTI»)

IncmpyKyia cmocoéHo 6UKOPUCHAHHA 6AKYUHU

ITig uac 30epiranHs mmpuIa/¢grakoHa MOXE YTBOPIOBATHCH 0CajJl OLIOro KOJBOpPY 3 IIPO30POIO
6e30apBHOIO HAZIOCAIOBOIO PIIMHOIO, SKUH HE CBIAYUTH IIPO MOTIPIIEHHS SKOCTI BaKIIUHH.

[lepen BBemEHHSAM BMICT IMINpHna/(IakoHa OIJISAJAIOTh Ha HAIBHICTH CTOPOHHIX YacTOK Ta/abo
HEBI/NOBIAHOCTEH (Pi3HIHOrO 30BHIIIHBOTO BUIILAY SAK HEPEJ, TaK i MiCIIs CTPYLTy BAHHS.

IIpu HAsSBHOCTI CTOPOHHIX YacTOK a00 HEBIIOBIIHOTO 30BHIIIHBOTO BUTJISTY BaKI[UHY CJIi/I 3HHUIIUTH.
[Tepen BBEIEHHSAM HaJlaTH MOXKJIMBICTh BaKIMHI HaOyTH KIMHATHOI TEMIIEpaTypH.

[Tepen 3acTocyBaHHSIM BaKI[UHY CIIiJT JOOpE CTPYCHUTH.
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IHCTDVKHi'l' JUISI BBEACHHS BAKIIMHY B IIOTIEPEAHHO HAIIOBHEHOMY HIHDI/IIIi

J

Tonxa f e 3axucHMIt KOBIAYOK TOIKH [

} Kopmyc mmpue
[lopiens urnpuira Ll

Kosmnauok mnpHIia

1. Tpumaroun kopmyc INNpuIia B OAHIN pymi (He TpUMaiTe IIMPHUIl 32 HOro MOPIIEHB), BIAKPYTITH
KOBIIQ4OK INIPHUIA, 00€epTaloyy HOro MpoTH YaCOBOI CTPLIKH.

2. Jlng Toro, moO NIpHETHATH TOJKY IO INIpPHUIA, BKPY4YyHTe TrOJIKy, oOepTaioud ii 3a 4acOBOIO
CTPIJIKOIO, IOKU HE BiTIy€eTe 11 3aKpirieHHs! (IUB. MAIIOHOK).

3. 3HIMITP 3aXUCHHUI KOBIIAYOK 3 TOJIKH, BiH MOYE 3HIMATHCS JIENIO0 TYTO.

4. BBeniTh BaKIMHY.

Bynp-sxuii HeBUKOpHCTaHUH ITpenapaT abo BUKOPHCTaHI MaTepialid MatoTh OyTH yTHIII30BaHi 3TiJIHO 3

BHMOTaMH JIF0Y0T0 3aKOHOJABCTBA.

MyneTuno3oBuit dhiaakoH

ITpu 3acTocyBaHHI MyJIBTHI030BOTO (hriakoHa, KoXkHY n03y (0,5 mu1) 3 (dakoHy ciifi BHIIydYaTH 3a
JIOLIOMOTOIO0 CTEPUJIBHOI TOJIKM Ta INIPHIE, JOTPUMYIOYHCH OOEPEXHOCTI 3 METOI0 YHHUKHEHHS
KOHTaMiHaIli BMiCcTy (akoHy.

Bynb-sixuit HeBUKOpUCTaHUH IpernapaT abo BUKOPUCTaHI MaTepiajid MaloTh OyTH yTHIII30BaHI 3T1J{HO 3
BHMOTaMH JIFOY0T0 3aKOHO/IABCTBA.

Mimu.

besnexa ta epexruBHicTs 3acocyBanus Bakmuau CUHOJIOPUKC™ piTsiM BiKOM cTapIne 5 pokiB He
BCTAHOBJIEH.

Ilepedosyeanns.
IIpo >xolieH BUNafOK IIEPEN03yBaHHS HE TTOBIIOMILLIIOCS.

Ilo6iyni peaxuii.

Ouninka 6e3nexu Bakimau CUH®JIOPUKC™ mpoBouiacs Ha OCHOBI JaHUX KIITHIYHUX IOCIIPKEHb,

B xo/i sikux mpubimsHo 63 905 mo3 Bakuman CUH®JIOPHUKC™ Gyio BBeneHo 22 429 3mopoBumM
JiTsM Ta 137 HeJOHOIIEHUM HEMOBJISITAM TIpH NIepBUHHIN BakiuHarii. Kpim Toro, 19 466 niteiita 116
IiTeH, 10 HApOIMIINCS HEeIOHOIIeHUMH, Oynmu peBakuuHOBaHI BaknuHoo CHH®JIOPUKC™ nHa
JIPyTOMY POIIi JKHTTSL.

besnexa Takox oriHoBanack y 6;m3pKo 435 paninie He BaKIIMHOBAHMX JIITEH BIKOM BiJl 2 10 5 POKIB, 3
skux 285 oci6 orpumano 2 pmo3m BaknmHu CHHO®JIOPUKC™, B ycix JOCHiIKEHHIX
CHUH®JIOPUKC™ 3acToCOBYBaJI OJJHOYACHO 3 IHINMMMH BAKITUHAMY, PEKOMEHAOBAaHUMHU JIJIS TITEH.

v HEMOBJIAT Han61m>m YJaCcTHMH n061q}mMH peaKumMH micis nepBI/IHH(,)lw %ardmﬁann 6ymz1
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peakiisimu Oy 6iyb y Micii i’ €Kil Ta ApaTiBIMBICTS, sIKi criocTepirauucs npuoinusao y 51 %153 %
BiIIOBIIHO. BiybimicTs 3 1ux peakiiiit Oy Bij JErKOTO /10 CEPeHBOTO CTYHEHS TSDKKOCTI 1 TPHBAIIH
HEJIOBTO.

[Ipy BBeJICHHI HACTYIIHHX J[03 BaKI[MHHM 3a CXEMOIO INEPBHHHOI BaKI[MHAIil HE CIIOCTEPIranocs
301JIBIIIEHHS] 9aCTOTH 200 CTYIEHS TSDKKOCTI IMOOIYHUX peakIlii.

Peaxrorennicts Oyia OinbIl BHCOKOK Y JiTe€H, ski OJHOYACHO OyJIHM INEIUIEHI BaKIIMHOIO JUIS
NPO(ITAKTHKH KAIUTFOKY 3 IUIbHOKIIITHHHEM KOMIIOHEHTOM.

Micuesa peaKToreHmcrL 6yna CXOYXKOI0 Y IiTel BikoM 10 12 MicsuiB i y jaiTeit crapmmx 12-Mics4HOTO
BiKy KpiM 0010 B MicIi iH’eKIlil, OBIIOMJIEHHS PO KU 3pOCTAIH 31 301IBIIEHHIM BiKy IMTHHH:
noHaz 39 % miteit BikoM 1o 12 micsmis Ta 6ineiue 58 % miteii crapmmx 12-MiCS9HOTO BiKY.

Ilicnsg BakuMHALiT OyCTEPHOIO 03010 JiTeH cTapimuX 12-Mics9HOTO BiKy, OLIBII HMOBIpHIMH € peaKiii
y MicIli BBEJICHHS MOPIBHSIHO 3 IOKA3HUKAMK Y HEMOBJIAT ITi/l Yac IEPBHHHOI BaKIIMHAIIII.
Peakrorennicts Oyiaa OiNbII BHCOKOIO y JiTed, sAKi OJHOYACHO OyJM IIEIUIEHI BAKLXHOK IS
Npo(iNaKTUKA KalUTOKY 3 IUIBHOKIITHHHEM KOMIIOHEHTOM. Y IJIHIYHOMY MOCHI/DKEHH] MiTeH
BakuHyBamy a6o Bakiuuorw CUH®JIOPUKC™ (N = 603) a60o mMHEBMOKOKOBOIO IOJIICAXapUIHOKO
KOH FOroBaHOI0 7-BanienTHOI0 Bakimuoo (PCV) (N = 203) ogHO9YaCHO 3 BAKIMHOIO UL MPOdiIaKTHKH
npasis, JUQTEPIl i KaIUOKyY 3 HUIBHOKIITHHHEM KOMITOHEHTOM. [icisi HepBHHHOTO KypCy BaKI[MHALIi
IO JIMXOMAHKY 3 IiABUIIEHHAM Temrieparyps > 38 °C Ta > 39 °C nosinomisuiocs BimnosigHo y 86,1%
i 14,7% nitet, sxi orpuManu mertends: Bakmpaoro CUH®OJIOPUKC™, iy 82,9% i 11,6% nired,
BakuHoBaHUX PCV. YV NOpIBHSUIBHUX KITIHIYHAX HOCII/PKEHHSX KUIBKICTh MIiCHEBHX 1 3arallbHUX
106IYHKX peakiiif, mpo sIKi MOBIIOMIISUTH IIPOTSATOM 4 THIB ITiCJIS KOXKHOI JI03H BaKIMHALi, OyJjia y TomMy
K AianasoHi, sk micis BakiuHanii PCV.

[Mo6iumi peakiii (mis ycix BIKOBHX Ipyml), Npo SIKi HOBIiZOMIISUIOCS, PO3MiA€HI Ha KaTeropii B
3aJIe)KHOCT] BiJl 9aCTOTH BUHUKHEHHS: Jyxe yacTi (> 1/10), gacti (> 1/100 - < 1/10), mewacTi (> 1/1000

- < 1/100), pimkicui (> 1/10000 - < 1/1000), xy»xe pigkicai (< 1/10000).

Opramn Ta cucrems | YacroTa | [ToOiuni peaxii
KutiHigHI JOCITIHKEHHS

ITopymenns 3 60xy PinxicHi Auepriyni  peakmii (Taki SK eK3eMa, aJepridyHui
IMyHHOI CUCTEMH JIEPMAaTHT, aTONIYHUN JEPMATHUT)

Hyxe AHTI0HEBPOTHYHHUI HAOPSIK

PplIOKicHI
[Topymenns 3 60ky Jy>xe gacTi Brpara anetuty
TpPaBJICHHS Ta
MeTaboi3mMy
[Ncuxivni po3nagu Jyxe gacTi JpaTiBIUBiCTH

PinkicHi HenopmanbHuii 1iad
[TopymenHs 3 60Ky Jy>xe gacti COHJIHBICTD
HEPBOBOI CHCTEMHU PinkicHi Cynmomu (BKIIIOYar0UYH (heOpHIIBHI CYIOMH)
[Topyenns 3 60Ky Hyxe cunapoM Kasacaki
KPOBOHOCHOI Ta pizkicHi
JiMGbaTHYHOI CHCTEMHU
ITopymenns 3 60Ky Hewacri ATnHOE y JIy’kKe HEJIOHOINEHNX HeMOBIAT (< 28 THIKHIB
JIIXaJIEHOI CHCTEMH, recrartii) (muB. po3aist «OcobIMBOCTI 3aCTOCYBaHHS»)
OpraHiB rpyaHoi
TIOPOXKHUHHU
[Ty HKOBO-KHIIIKOBI Heuacri Hiapest, 6iroBaHHS
po3a i
[Topymenns 3 60Ky Hewacri Bucun _
IIKipH Ta PinkicHi Kponup’sHxa ,50\3-:"7&3 L\ﬂq
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3araJibHi po3Jiajik Ta Jy>xe gacTi JIuxomanka > 38 °C pekranbHO (BiK < 2 pokiB), 6115,
TIOPYIIEHHs B MiCIIi MOYEPBOHIHHS, HAOPSIK y MicIIi iH’ ekl
BBEJIEHHS Yacri JIuxomanka > 39 °C pektayibHO (Bik < 2 pOKiB),
peaxiiii y MiCIli BBEJIEHHS, TaKi SIK 3aTBEP/IIHHS
HeuyacTi Peaxmiii y Miciii BBelEHHsS, Taki sK TeMaToMa,
KPOBOBHMJIMB Ta YTBOPEHHSI By3I1a

ITo6iuni peaxyii, 000amko60 nogidomaeHi niciis nposedents bycmepHoi sakyunayii ma/abo mypoeoi
IMyHI3ayii:

Iopymennst 3 60Ky Hewacri I"ooBHMI 61116 (BiK Bif 2 10 S5 POKIB)

HEPBOBO1 CUCTEMH

Iy HKOBO-KHIITKOBI Heuacrti Hypota (Bik Bi 2 10 5 pokiB)

po3naay

3arayibHi po3Jagy Ta Yacri Jluxomanka > 38 °C pekrayibHO (BIK BifJt 2 10 5 POKiB)

MOPYIIEHHS B MiCIli Heuacri JInxomanka > 40 °C pexranpHO (BiK < 2 pOKiB),
BBEJICHHS mxomanka > 39 °C pextanbHo (BiK BiJT 2 10 5 poKiB),

peakiii y Micmi BBeIEHHS, Taki sK Audy3HE
HaOpsIKaHHS KiHIIBKH, KyAu OyJI0 3po6JIeHo iH’ €KIIiIO,
iHOZI i3 3aMyYeHHsIM HAWOIMKIOro cyriioba, cBepOix
ITocTMapKETHHIOBI CIIOCTEPEKEHHS

[Topyensst 3 60ky Hyxe Amnadinakcis

IMYHHOI CHCTEMH PpiaKiCHI

[Topymensnst 3 60Ky PinxicHi ['iOTOHIYHO-TITIOPECTIOHCHBHUH €T1i307]
HEPBOBO1 CUCTEMH

[Ticist GycTepHOl BakIMHAIIl y aiTed Bikom > 12 MicsiiB icHye O1IbII BUCOKA HMOBIPHICTh peaKiiii y
MicCIIi 1H’€KIlii TOPIBHSIHO 3 HEMOBJISITAMHU ITiJT Yac IIEPBUHHOI cepii.

[Ticnst TypoBoOi BakmmHAI] y AiTel BikoM Bix 12 0 23 MicsIiB KpOIMB’IHKA CIIOCTEpiranach JacTimne
HIXK y HEMOBJIAT ITi/1 9ac IIEPBUHHOI Ta OyCTepHOT BaKIHHALII.

Oco0uBI TpyIH HACETEHHS

besnexy Baxiuan CHH®JIOPUKC™ oninroBaym y 83 BlJI-mosutuBuux (BIJI+/+) memosmsr, 101
BlJI-HeraTuBHOTO HEMOBIISITH, HapomKkeHuX BlJI-nozutuBHuMEU MaTepsimu (BIJI+/-), Ta 50 HemMoBiAT 3
ceprioBAIHOKITITHHHOO aHemiero (CKA), siki oTpuMaiy NEepBHHHY BaklMHamioo. 3 HEX 76, 96 Ta 49
HEMOBJIIT BIJIIOBIAHO OoTpuMaiid OyctepHy mo3y. besmexy Bakuman CHUH®JIOPMKC™  Takox
ominroBand y 50 miteit 31 CKA, ski moynHamM BaKIMHAINO y Bimi 7-11 MicsiiB, BCi BOHH OTpUMAaX
OycrepHy BakiuHaiio, Ta y 50 miteit 31 CKA, sxi moynHamM BaknuHamio y Bimi 12-23 wmicsmi.
PesynpTaté BKa3ylOTh Ha TIOpIBHSHHMH mNpoQinh pEaKTOreHHOCTI Ta Oe3leKd BaKIUHH
CUH®JIOPUKC™ wpix [EME TpyIIaMH BHCOKOTO PH3HKY Ta 3J0OPOBUMH JITHMHU.

3simuicmb w000 nobiyHUX peaxyiil

3BiTyBaHHs PO IIiI03pIOBaHi MOOIYHI peakiii Ha JiKapchkuil 3aci6 y micispeecTparifHui nepio Mae
BaXMBe 3HaueHHs. Ile 3abesmedye Oe3mepepBHHI MOHITOPHHT CIIiBBiIHOIIEHHS PU3HK/KOPUCTH
3aCTOCYBaHHs JaHOTO JIiKapchkoro 3aco0y. daxiBui y cdepi OXOpOHM 3[0pOB’S, @ TAKOX Ialll€HTH
MOYKYTh TOBIZIOMJISITH TIPO ITiTo3proBai mobiuni peakiii 1o TOB «'maxcoCwmitKurstiin @apMmaceroTikaic
VYxpainay 3a uinogobosum tenedonom (044) 585-51-85 abo na email 0ax70065@gsk.com.

Tepmin npudoamnocmi. 4 poxu

TepMiH IPUAATHOCTI BaKIIMHY 3a3HAYCHUH Ha €TUKETIII Ta YIIAKOBII.

ITicyist IepImoro BiAKPUTTS My JIBTH(030BOTO dlakoHa BaKIHHY CJIiJl BAKOPACTOBYBATH BiZIpazy.

SIKIMO BakIMHYy HE BHKOPHCTOBYIOTH Binpasy, ii HeoOXimHO 30epiraTé B XOJIOOWIBHHUKY (IIpH

temueparypi Big 2 go 8 °C). SIkmo BakIMHYy HE BUKOPHCTOBYIOTH IIPOTSATOM 6:Ti ﬁl{ii’;l;iéi{ﬂGOGXll{Ho
AL

YTHITI3yBaTH.




YMoBH 36epiranss.
36epiratu npu Temmeparypi Bim 2 mo 8 °C (B xonomwiabHEKY). He 3amoposxyBatu. 36epiraté B
OpHTIHAIBHIN YIAKOBIIL IS 3aXUCTY BiJI CBiTIIa. 306epirati y HEAOCTYITHOMY JUIsl JITE€H MicCIIi.

IIpo ymoBH 30epiranHs JiKapchbKOTO 3ac00y IC/sT MEPIIOro BiKPUTTSI MYJIBTHIO30BOTO (hJIaKOHA
JUBUCH y po3aiii « TepMiH mpuaaTHOCTIY.

Hecymicnicme.
Yepe3 BIACYTHICTH [OCTI/PKEHb CYMICHOCTI BakIFHY HE CJIiJ{ 3MIITyBaTH 3 IHIIUMH JIIKApPCHKAMH
3acobamMu.

YnakoBka.

Cycnensist Uist 11’ eK1i#l y oIepeJTHb0 HATOBHEHOMY CKJISTHOMY INIIPHILL 3 HEHTPaTbHOTO CKJia THITY I,
IO MICTUTH MOHOJ103y npemnapaty (0,5 MJT) y KOMIUIEKTI 3 OJIHI€IO TOJIKOI0 a0 3 IBOMa rojkaMu Ta 6e3
rosiok. IlInmpunu 3 ronkamMu 3aKpuTi TyMOBHMHE KOBITAYKAMH.

Cycnensis 1y iH’ €K1} y MOHOZ030BOMY CKIITHOMY (hJTaKOHI 3 HEHTPAIBHOTO CKJIa THITY I, 1[0 MiCTHUTB
MoHOJ03y npenapaty (0,5 MJI) Ta y MyJIbTHI0O30BOMY CKIITHOMY (hJIaKOHI 3 HEWTPaJIFHOTO CKJia THITY I,
mo MictuTh 2 no3u npenapary (1 muo). ®makoHwm 3aKymopeHi ryMOBHMH IpoOKaMH Ta oOKaTaHi
ATIOMIHIEBUMU KPHITIKAMH.

IIo 1 monepeIHBO HAIIOBHEHOMY LIIPHITY 3 TOJIKOIO, IBOMA TOJIKaMH 200 6e3 TOJIOK, B 1HIUBI Iy AJIBHOMY
FEPMETHYHO 3al1aKOBAHOMY IUIACTHKOBOMY KoHTeWHepi. [1o | mmacTukoBoMy KOHTEeHHEpY Y KapTOHHIH
KOpoOIIi.

ITo 10 mmpumie 3 10 romkamu abo 6e3 TroyOK, B iHOWBIAyadbHHX TI'€PMETHYHO 3allaKOBAHUX
IUTACTHKOBHUX KOHTEHHEpaX Y KapTOHHIN KOpoOIIi.

ITo 1, 10 a6o 100 MoHOIO30BHX (JIaKOHIB Y KapTOHHIM KOPOOIT.

ITo 100 MyIpTHI030BUX (PIIAKOHIB y KApTOHHI#H KOPOOIT.

Kareropis Bizmycky. 3a penientom.

Bupo6nuxk.
I'maxcoCwmitKsitn bionomxkikans C.A., Bensris/GlaxoSmithKline Biologicals S.A., Belgium.

Micne3HaxomxeHHs: BHPOOHMKA Ta aJipeca MicUsi MPOBaIKeHHs 0r0 Jis/ILHOCTI.
I'maxcoCmitKmsiiia Biomomxixan3 C.A., Pro me i’lucritio, 89 1330 m. Pikcencaprt, Benbris/

GlaxoSmithKline Biologicals S.A., Rue de I’Institut, 89 1330 Rixensart, Belgium.

JaTa ocTaHHBOrO Nepersiay.
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