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IHCTPYKIIA
AJIS1 MEeIUYHOT0 32CTOCYBAHHS JIKAPCHKOI0 3aC00y
(MexmuHOro0 iMYHO00i0JIOTiYHOT0 Mpenapary)

IHO®AHPUKC 'EKCA™ (INFANRIX HEXAT™)
KoMmo6inoBana BakuuHa 1uis npoduiakTuku audrepii, npaBus, KallIIOKY
(ane/r0IsIpHUII KOMIIOHEHT), renatuty B, moJiiomiesiiTy Ta 3aXBOpIOBaHb,

3oynaukom sikux € Haemophilus influenzae Tumy b

Cknao:

oitoui pewosunu:1 no3a (0,5 Mir) BITHOBIICEHOT BAaKIIMHU MICTUTB:

— mudrepiiHOro aHaTokcuHy agcopooBanoro (D) e menie 30 miknapoHux oauHuik (MO),

— MpaBIIEeBOT0 aHaTOKCHHY ajcopOoBanoro (T) ne menute 40 MO,

— KalTIOKOBOTO aHATOKCHHY ajacopooBanoro (PT) 25 Mk,

— (piTaMeHTO3HOTO reMarfoTUHIHY ajfcopooBaHoro (FHA) 25 mkr,

— neprakTuny ajgcopbosanoro (PRN) 8 mkr,

— p-AHK moBepxHeBoOro aHtureny Bipycy remaruty B anpcopooBanoro (HBsSAQ) 10 mxkr,

— iHaKTHBOBaHOTO OMioBipycy Tumy 1 (Mahoney) 40 D-anturennnx oguauis (DU),

— IHAKTUBOBAHOTO MoioBipycy Tumy 2 (MEF-1) 8 DU,

— iHaKTHBOBaAHOTO TomoBipycy Tumy 3 (Saukett) 32 DU,

— KOH’rorary KarcynbHOro mnoiicaxapuay Haemophilus influenzae tumy b (PRP) 10 mkr Ta
npasueBoro anarokcuny (TT) amcopboBanoro ~ 25 MkT;

oonomidcni  peuogunu. HaTpito xiuopung - 4,5 wr, cepepoBume 199 (M199) (Brimouaroun
aMIHOKHCIIOTH) — 1,15 Mr, Boga ans iv’ ek — 0,5 mi, akro3a — 12,6 mr.

A0 roeanm: amomiHiii (y Gpopmi coseit) — 0,82 mr:

— amrominito riapokcua (Al(OH)s) — 0,5 wr,

— aimroMiHito pocdar (AIPOs) — 0,32 mr.

Kaniro xnopun, aunarpito ¢ocdat, kamiit pochopHokucnuii ogHozamimenuid, nomicopdar 20 ta 80,
TJIUH, (QOopMasbaeril, HEOMIUHY cylbdaT, MOJTIMIKCHHY B cynbdaT mpuCyTHI SIK 3aiUILKA
BHPOOHUYOTO MPOIIECY.

Jlikapcoka d¢opma. Cycnensis (DTPa-HBV-IPV) nmns iw’exmiii ta modimzar (Hib), mo
3MIIIYIOTHCS TIEpe]] BUKOPUCTAHHSIM.

Ocnosni izuxo-ximiuni enacmusocmi: ITHOAHPUKC T'EKCA™ — xom0iHOBaHa BaKIWHA IS
npodinaktuku audTepii, TpaBIsd, KaNUIIOKYy (AUETIONSPHUNA KOMIIOHEHT), Tematuty B,
MOJIOMIENIITY Ta 3aXBOPIOBaHb, 30y 1HUKOM sikux € Haemophilus influenzae tumy b.



IHOAHPUKC T'EKCA™ gignoBigae BuMoraMm BcecBiTHROI oprasizaiii OXOpOHH 3I0POB’S 10
BUPOOHMIITBA O10JIOTTYHUX PEYOBHH, AU(DTEPIHHUX, MPABIEBHUX, KAIUTIOKOBHX Ta KOMOIHOBAaHUX
BaKIMH, BAaKIWH Ui NPO(QIUIAKTUKK TemnaTuTy B, OTpuUMaHMX 3a JJOIOMOTOI0 TEXHOJOTIi
pexom6OinanTHuX JIHK, iHaKTHBOBaHMX BaKUUH s MPO(ITAKTUKY TOTIOMIEITY Ta KOH IOTOBAHUX
Hib BakiuH.

dapmakoTepaneBTHYHA rpyna. bakTepiaibHi Ta BipyCHI BaKIIMHA KOMOIHOBaHI.
Kox ATX JO7C AQ9.

Imynonoziuni ma 6ionociuni enacmueocmi

Dapmarxoounamixa.

IMyHOreHHICTh

Imynorennicte Bakuuaun [HOAHPUKC T'EKCA™ oriHtoBanacss B KIIHIYHUX JTOCHIKEHHAX Y
JiTeH 3 6-TIKHEBOTO BiKy. BakiHa oliHIoBasacsi B 2-1030BHUX Ta 3-7030BHX CXEMax MEPBUHHOI
BaKI[MHAIIl{, BKJIFOUaO4u cxeMy Posmmpenoi mporpamu iMyHi3arlii, a TaKoX sK J03a 11t OycTepHOi
BakIuHAMIi. Pe3ynpTaT WX KIIHIYHUX JOCIIHKEHB MiICYMOBaHI B TAOIUIISIX HUXKYE.

[Ticns cxemu 3-71030BOT MEPBUHHOI BakIUHAI, y MmIOHaiMeHmIe 95,7% HEMOBISAT BUHHUKIH
CEPONPOTEKTUBHI 200 CEPOIMO3UTHBHI PIBHI QHTHUTLI MPOTH KOKHOTO AHTHIEHY, IO BXOJIUTH IO
ckiany BakuuHu. Ilicns Oyctepnoi BakumHauii (micnst no3u 4), y monaiimenme 98,4% niteit
BUHUKJIM CEPONPOTEKTUBHI a00 CEpOMO3UTHBHI pIBHI AHTUTUI TPOTH KOXKHOTO BaKIMHHOTO

AHTUI'CHY.

Tabmuns 1

BincoTok 0ci0 3 THTPaMu AHTUTLI > MeKOBOIr0 3HAYEHHS aAHAJI3Y, Yepe3 OAMH MicAlb MicJIs
3-1030B0i nepBUHHOI Ta OycTepHoi BakuuHalii BakunHow IHOAHPUKC 'EKCA™

AHTHUTLIIO ITicnsa nosu 3 ITicasg nos3u 4
(MeXOBe 3HAUCHHS) (6ycrepna
BakI[MHAIlis Ha
JPyroMy poiii
JKUATTS Tichs 3-
JI030BOTO
MIEPBUHHOTO KYpPCY)
2-3-4 2-4-6 3-4-5 6-10-14
MiCSIITi MicsIIi MiCSITi THXKHI _
N=106 | N=1693 | N=1085 | N=265 | ;l:);i?;?ieﬂb)
(2 mocmin- | (6 mocmia- | (6 mocmia- | (1 mocmin-
KEHHSI) JKEHb) KEHb) KECHHSI)
% % % % %
[IporuaudTrepiiine 100,0 99,8 99,7 99,2 99,9
(0,1 MO/mn) T
[Iporunpasnese 100,0 100,0 100,0 99,6 99,9
(0,1 MO/mn) T
Antu-PT 100,0 100,0 99,8 99,6 99,9
(5 On ITA/mi)
Antu-FHA 100,0 100,0 100,0 100,0 99,9
(5 On ITA/mi)
Antu-PRN 100,0 100,0 99,7 98,9 99,5
(5 On ITA/m)
Antu-HBs 99,5 98,9 98,0 98,5* 98,4
(10 MMO/mn) T
[Tpotu nomiomieniTy 100,0 99,9 99,7 99,6 99,9
Tumy 1
(po3Benenns 1/8)




[TpoTu mosioMienitTy 97,8 99,3 98,9 95,7 99,9
THny 2

(po3Benenns 1/8) 1

[IpoTu momiomieniTy 100,0 99,7 99,7 99,6 99,9
TUmy 3

(po3Benenns 1/8) 1

Antu-PRP 96,4 96,6 96,8 97,4 99,7

(0,15 Mxr/mn) T

N — kinbKiCTB 0CiO;

* B MIATPYIi HOBOHAPO/DKEHUX, SKMM HE BBOJWJIM BaKIHMHY MPOTH TenaTUTy B mpu HapoHKEHHI,
77,7% oci6 manu tutpu antTu-HBS >10 MMO/mut;

+ MexoBe 3HaUCHHSI, IPUUHATE K MOKA3HHUK 3aXHCTY.

[Ticns moBHOI BakIUHAIIT 3TiTHO 31 CXeMOK 2-1030BOi MEPBUHHOI BakKIMHAII Ta OycTepHOi
BakiuHanii BakuuHoro I[HO®AHPUKC T'EKCA™, y monaiimerme 97,9% oci0 BUHUKIH
CEPOTPOTEKTUBHI 200 CEPOIMO3UTHBHI PIBHI AaHTHTUI MPOTH KOKHOTO AHTHTEHY, IO BXOJIUTH IO
CKJIa/ly BaKLIUHHU.

Tabmuns 2
BincoTok 0ci0 3 THTPaAaMHU AHTHUTIII > MEKOBOT0 3HAYECHHS AHAJII3Y, MICJIA CXeMH 2-1030B0L
nepBuHHOI Ta 0ycrepHoi BakunHauii Bakunuow IHOAHPUKC 'EKCA™

AHTHUTIIIO ITicnsa no3u 3 ITicnsa no3u 3
(MeoBE 3HAUEHHS) (BakiuHAaIis y Billi (BakiuHaIis y BiLli
2-4-12 wmics1iB) 3-5-11 micsiB)
N=196 (1 mociKeHHs) N=532 (3 mocimKeHHs)
% %

[MpotunudTrepiiine (0,1 MO/mi) 100,0 100,0
[Tporunpasnese (0,1 MO/mi) 100,0 100,0
AnrTH-PT (5 On ITA/M11) 99,5 100,0
Antu-FHA (5 On ITA/mn) 100,0 100,0
Antu-PRN (5 Ox ITA/mn) 100,0 99,2
AnTtu-HBs (10 MMO/mi) 99,8 98,9
[TpoTtu noniomienity tumy 1 98,4 99,8
(po3Benenns 1/8)

[TpoTu momiomienity Tumy 2 98,4 99,4
(po3Benenns 1/8) 1

[TpoTtu momiomienity Tumy 3 97,9 99,2
(po3Benenns 1/8) 1

Antu-PRP (0,15 mxr/mn) T 100,0 99,6

N — KUIBKICTB OCiO;

T MekoBe 3HaUEHHs, IPUIHATE K NOKA3HUK 3aXUCTY.

Ceponoriyti CIiBBIAHOIIEHHSI 3aXUCTY BCTaHOBJIEH! BIAHOCHO IUQTEpii, MpaBlsl, MOJIOMIENITY,
rernatuty B ta Hib-ingexuii. [1{ogo kanuoky ceponoriyHui Moka3HuK 3axXUCTy BiACYTHIH. OJqHAK,
OCKUIbKM IMyHHa BIiAMOBIIb Ha aHTuUreHu kaunumoky y BakuuHi [HOAHPUKC T'EKCA™ e
exBiBajieHTHOIO Takii y BakiuHi [HOAHPUKC™, ouikyeThcs, 110 3aXUCHa €()EKTUBHICTH JBOX
BaKIIMH 0yI€ CXOXKOI0.

3axucHa eeKTUBHICTD 1010 KAILITIOKY

3axucHa epextuBHICTh BakquH [HOAHPUKC™ it mpodinakTHKY TUIOBOTO KAIIUTIOKY, SIK HOTO
Bu3Hayae BOO3 (> 21 aHs mapoKCU3MaJIbHOTO Kaluio) Oyiia MpoIeMOHCTPOBAHA MiCisl TEPBUHHOT
IMyHI13a11ii TphOMa J103aMHU B KIIIHIYHUX JOCIIKEHHSX, TIEpesliueHrux B Tabmui 3




Tabmuis 3

Kn.iHque Kpaita . Fpa'q)iKm EdexTuBnict daxropn
JOCTIPKEHHS iMyHi3aIlii | b BaKIUHU
JocmimkeHHs Himeuunna 3,4,5 88,7% bazytouunce Ha JaHUX,
ciMeHUX MicCSIIiB 310paHux i3 BTOPUHHUX
KOHTAaKTIB KOHTaKTIB y CIM’SIX, B SKHX
(cmime criocTepiraBcs 1HAEKCHUI
IIPOCIICKTHBHE) BUIQ/IOK THIIOBOTO KAIILTIOKY.
JlocimiKeHHS Itamis 2,4,6 84% [Tpu MOAAIBIIOMY
e(heKTUBHOCTI MICSLIB CIIOCTEPE)KCHHI 32 €I XK
(cnoHCcOopoBaHe IPYIOI0 MAIli€HTIB
Hamionansaum e(eKTUBHICTh BaKIMHH Oyia
IHCTUTYTOM MiATBEpKeHA MpoTsaroM 60
OXOPOHH MICSIIIB  MICJISI  3aBEPIICHHS
3/10pOB’s1) NMEepPBUHHOI  BakmuHALii  0e3
BBEJICHHA  OyCTepHOi  J03H
BaKIIMHH [TPOTH KAILTIOKY.

Ivynocennicmo y nemosnam ma Oimell panHb020 GIKY, Mamepi AKUX OVAU uwienieHi 8aKyuHoo
AaKlI-M (sakyunoro npomu_kawiiioky, ougmepii, npasys 3i 3MEeHUWEHUM BMICIOM aHMuU2eHis)
NpOmMA20M 6a2IMHOCMI

Imynorennicte Bakimau [HOAHPUKC T'EKCA™ vy HeMOBIAT Ta [iT€Hd pPaHHBOTO BIKY,
HapOPKCHUX 3J0POBHMH MaTepsiMH, sKi OyJM IIEIUICHI BaKIUHOK AaKJ/[I-M Ha 27-36 THXKHSIX
BariTHOCTI, OI[IHIOBAJIM Yy ABOX KiiHIYHUX nociimkeHHsx. [HOAHPUKC 'EKCA™ 3acrocoByBaiu
oaHO04YacHO3 13-BaJIEHTHOIO KOH'IOTOBAaHOIO ITHEBMOKOKOBOIO BaKIIMHOIO HEMOBIATaM Ha 2, 4 Ta 6
Micsii ab6o Ha 2, 3 Ta 4 MicsIli 3riJHO 3 TPHI030BOK CXEMOIO MEPBUHHOI BakuuHailii (N = 241) a6o
Ha 3 Ta 5 micsi abo Ha 2 i 4 Micsiii 3TiIHO 3 JBOJ030BO0 CXEMOIO MIEPBUHHOI BakIMHAIIT (N = 27);
i Tak caMO 3aCTOCOBYBaJId HeMOBJsiTaM/miTsM BikoM Big 11 g0 18 micsmis sk 6ycrepry mo3y (n =
229).

IMyHoOMIOT1YHI JaHi micias NepBUHHOI Ta OycTepHOI BakIMHALli HE MOKa3ald KJIIHIYHO 3HAYyLIOro
BILJIUBY BiJ HIeTuieHHs: Matepl BakiuHoo AaK/I[1-M Ha peakiiii HEMOBIJIAT Ta AIT€H paHHBOTO BIKY
micis mermieHad Bakuaono [HOAHPUKC TEKCA™ Tta mHEBMOKOKOBOIO BAKIIHHOIO.

binb1 HU3bKI KOHUEHTpALli aHTUTUT MPOTH KALIUTFOKOBUX aHTUIEHIB MICIs NEPBUHHOI BaKIIMHALIL
(PT, FHA Tta PRN) Ta micis OycrepHoi Bakmmuaimii (PT, FHA) crocrepiraiuch y HEMOBIST Ta
JiTe paHHBOTO BIKYy, MaTepl SkUX Oynu 1mersieHl BakuuHoro AaKJIII-M mpoTsrom BariTHOCTI.
301IbIIEHHS] KOHIIEHTpALlli KalUTIOKOBUX AaHTHUTIA JO MOYaTKy OycTepHOi BakiuHamii Ta uepes |
MicsAlb Ticias OycTepHOI BakUMHALii OyJlo B OJHAKOBOMY Jiama3oHl Ui HEMOBIAT Ta MJITeH
PaHHBOTO BiKYy, MaTepi skux Oynu mienseHi BakuuHoo AaK/III-M abo miane6o, AeMOHCTPYOUH
e(eKTUBHICTh NMEPBUHHOI BaKLMHAIIi. 3a BICYTHOCTI KOPEJSTIB 3aXUCTy BiJl KAlUTIOKY, KJIIHIYHA
3HAYMMICTh IIMX CIOCTEPE)KEHb 3aJMIIAETBCA HE A0 KiHIA 3po3ymutoro. OJHaK CydacHi
eM1JIeMIOJIOTIYH1 JIaH1 MPO 3aXBOPIOBAHHS HA KAIILUTIOK TICHs iMyHi3alli maTepi BakiuHoro AaK/II1-
M He cBiguaTh Mpo OyaAb-sSKy KJIIHIYHY 3HAYUMICTh OTO IMyHHOT'O BTPYYaHHS.

IMyHOT'eHHICTh Y IepeYacHO HaPOPKEHUX HEMOBJIST

Imynorennicty Bakiuau [HOAHPUKC I'EKCA™ oriHoBanu B TPhOX KITHIYHUX JOCIIIKEHHSIX
micnsl 3aBepUICHHS 3-7030BOTO KypCy TNepBHHHOI BakmuHaiii (2-4-6 MicsmiB), sKi BKIIOYAIH
npubmmszao 300 mepemyacHO HApOHKEHWX HEMOBIAT (TecTamiHuii Bik  24-36  TIOKHIB).
IMyHOTEHHICTh BaKIMHU TMCIs MPOBEIEHHS peBakuuHalil y Bimi 18-24 MicsIiB, OIIHIOBAIH
npuban3Ho y 200 nepenyacHO HAPOAKEHUX HEMOBJIST.

UYepe3 oauH MICAIb Micis 3aBEepIICHHS Kypcy NMEpBHHHOI BakIMHALil moHaimenme 98,7% ocib
Oynu cepo3axuuleHl NpoTu AUQTepli, IpaBlLsl Ta BipyCy MOMIOMIENITY TUMIB 1 Ta 2; moHaiiMeHIe
90,9% wManu ceponpoTEeKTUBHI PIBHI aHTUTLI NMpOTHM aHTUreHiB rematuty B, PRP Tta Bipycy
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norioMieniTy Tuiy 3 1 Bci ocoOu Oynu ceporno3uTuBHUMU 100 aHTUTLT mpotu FHA ta PRN, Toxi
K 94,9% Oynu cepomoO3UTUBHUMH 010 aHTUTLI ripotu PT.

UYepes oauH Micsup micias OycTepHoi BakiuHalii moHaiimenie 98,4% ocid maiu ceporpoTeKTUBHI
a00 Cepomo3UTUBHI PIBHI AHTHUTIA MPOTH KOKHOTO AHTUTEHY, 32 BHUHATKOM aHTUTLN mpotu PT
(monaiimenie 96,8%) Ta renatuty B (monaiimenmie 88,7%). Peakuist Ha OycTepHy BaKIMHAIIIIO
IIOJI0 KPAaTHOCTI 30UIbLICHHS PIBHIB KOHIEHTpawii aHtutin (B 15-235 pasiB) Bkasye, mio s
nepeIyacHo HapOIKEHUX HEMOBJIST OTPUMAaHHsS MEPBUHHOTO BaKUMWHAIBHOIO KOMIUIEKCY OyJio
aJleKBaTHUM cTOCOBHO BCix anTtureHis Bakimau [IHOAHPUKC I'EKCAT™,

B npocriekTuBHOMY A0OCTiHKEHH] TPUOIM3HO Yepe3 2,5-3 poku micist OycrepHoi BakiuHalii 85,3%
JiTel BCe IIe Mald CEPONPOTEKTUBHUI piBEHb aHTUTLI IPOTH TenaTuTy B ta monaiimenme 95,7% -
MaJIi CEpOIPOTEKTUBHI PiBHI aHTUTLI MMPOTH TPHOX THITIB BipycCy momiomMieniTy Ta PRP.

TpuBasicTs IMYHHOI BLIHOBiAI

TpuBamicTh IMYHHOI BIJIOBIZI TICIS 3aBEPIICHHS 3-7030BOTO KypCy IMEPBHHHOI BaKIMHAIll Ta
BBezieHHs OycrepHoi 103U BakuuHn IHOAHPUKC 'EKCA™ ouiHtoBanacs y AiTed BikoM Bif 4 10
8 pokiB. 3axXMCHUN IMYHITET MPOTH TPHOX THUIIIB Bipycy mojiomiemity Ta PRP crnocrepirascs y
monaiimentie 91,0% miteir, a mpotu audrepii Ta npaBus — y mjoHaiMenme 64,7% miTCH.
lonaiimenme 25,4% (autu-PT), 97,5% (antu-FHA) Ta 87,0% (antu-PRN) niteir Oyiu
CEpOIO3UTUBHUMH MPOTH AaHTUTCHIB KAIIUTFOKOBOTO KOMITOHEHTY.

[Moxgo rematuty B HasBHICTH CEPONPOTEKTUBHUX AHTUTLI Micis 3-1030BOTO KypCy MEPBHUHHOI
BaknuHamii Ta OycrepHoi BaknmHamii  BakumHoro [HOAHPUKC TEKCA™  Gyna
MIPOJIEMOHCTpOBaHa y > 85% nitelt BikoM 4-5 pokiB, y > 72% niteii Bikom 7-8 pokiB, y > 60% miteit
BikoMm 12-13 pokiB ta y 53,7% nireir Bikom 14-15 pokiB. Kpim Toro, micis 2-m030BOro Kypcy
MEePBUHHOI BaKUMHAIlli Ta OycTepHOT BaKI[MHAIIl CEpONPOTEKTUBHUM piBeHb aHTUTLN potu HBV
30epiraBcst y > 48% niteit Bikom 11-12 poxkis.

ImyHonoriuna mam’sate mono HBV Oyna migrBepmkena y niteid Bikom 4-15 pokiB. i agitu
orpumanu BakimHy IHOAHPUKC T'EKCA™ B skocTi mepBHHHOI BakiuHamii Ta OycTepHOI
BaKI[MHAII B TIEpioJi HOBOHAPO/KEHOCTI, 1 MICIA TOro, SK BBOAWJACA JOJATKOBa J03a
MOHOBaJIEHTHO1 BakiHu ipotet HBV, crioctepirascst imynHmii 3axuct y monaiimenie 93% ociod
Hoceio nicisspeecmpayitinoco 3acmocy8anHs

PesynbraT JOBrocTpokoBOro crioctepeskeHHs B L1IBerii mokaszyroTs, o anentossipHa BaKIMHA IS
npoQIAKTUKY KalUTIOKY € e()eKTHBHOIO Y HEMOBJIAT MPH MPOBEJIEHHI KypCy NMEPBUHHOI iMyHi3amii
B 3 Ta 5 MicAliB 1 BBeJIeHHI OycTepHOi 103U y Biul npubiausHo 12 micsauiB. OaHak, iCHYIOTh JaHi,
10 JAOBOJATH CJIAOIIaHHs NMPOTUKAILIIOKOBOTO 3aXUCTy Y JTeH BiKOM 7-8 pokiB 3 rpagikom
imyHi3anii 3-5-12 wicsuiB. ToMmy mnpu3HadeHHS Apyroi OycTepHOI J03M BaKLUMHU MOXe OyTu
BUIIPABJAHUM Y JIITeH BIKOM 5-7 POKIB, IKUM LIETIJICHHS paHille MPOBOIMIN 32 IIUM IpadikoMm.
EdexruBnicte Hib xomnonentra BakuumHu [HO®AHPUKC T'EKCA™ Gyna BcTaHOBJIEHA Ta
NPOJOBXKYE BHUBYATHCS Yy KIIHIYHOMY JociijpkeHHI B HimeuunmHi mig uac mepiony
MMOCTMAPKETUHTOBOTO (hapMakoHarsiay. [IpoTsrom 7 pokiB mepiony MOAAIBIIOTO CIIOCTEPEKEHHS
OyJ0 BCTaHOBJEHO, 0 eekTuBHICT, Hib KOMIMOHEHTIB ABOX I€KCAaBAaJICHTHUX BAaKIIMH, OJHOIO 3
sxux Oyna [HOAHPUKC 'EKCA™, cranosmuia 89,6% uist mETUIEHUX, SIKI OTPUMAaIIH IEpBUHHUIA
BaKIMHANBGHUN KoMmIuiekc Ta 100% Ans merieHux, SKi OTpUMaid TEPBUHHUNA BaKIUHAIbHUN
KOMIUIEKC IUIoc OycTepHy 103y (HesanexxkHo Bin Hib BakuuHuM, 1m0 BHKOpPHCTOBYBamacs IJis
MEePBUHHOI BaKIIMHAIIIT).

IHOAHPUKC TEKCA™ G6yna ocHoBHOIO Hib-BMicHOIO BakiuHOW B Itamii, mo mocTymHa
nounHatoun 3 2006 poky. IMyHizamiro mpoBoasTh y Bimi 3, 5 Ta 11 MicsmiB, OXOIUICHHS
BaKIMHAIlI€I0 niepeBuInye 95%. B kpaiHi mpooBKyeThCs HaNeKHUH KOHTpoub 3a Hib-indekmiero:
3a mepiox 3 2006 nmo 2011 poku B Irtamii mOpIiYHO BUSBIAIOCA HE OUIbIIEe 3 MiATBEPIKEHUX
BUIAJKIB reMo(uIbHOI iHGeK1ii TuIy b cepen nitelt BIKOM 10 5 pOKiB.

Dapmaxokinemuxa.

Orinka hapMaKOKIHETUYHHUX BJIACTUBOCTEN HE € 000B’I3KOBOIO ISl BAKIIHMH.




KuiniuyHi XapakTepucTHKH.

Hloka3zanns.

Bakuuna IHOAHPUKC I'EKCA™ noka3ana Jyisi IEpBUHHOI Ta OyCTEpHOI iIMyHIi3allii giTel 3
METOI0 podinakTuku AudTepii, mpaBLs, KAILUTIOKY, TenaTuTy B, momgioMieniTy Ta 3aXBOPIOBaHb,
30ymaukoM skux € Haemophilus influenzae tuny b.

Ilpomunokazannus.

Bakuuny IHOAHPUKC I'EKCA™ He npu3HauaioTh 0co0aM 3 MiJBUILEHOIO TIMEPUyTIUBICTIO 10
OCHOBHHMX KOMITOHEHTIB 200 110 OyJb-SKO1 3 JOMOMDKHHX/3QJIMIIKOBUX PEUYOBHUH, B TOMY YHCII
MOJIIMIKCUHY, HEOMIilIUHYy Ta (opmanpaeriny (auB. po3ain «Ckiiamy) Ta ocobaM, 110 Malld 03HAKH
TiNepYyTIMBOCTI MICHS MONMEPEAHHOTO BBEJASHHS BaKIUH JIA NpodinakTuku audrepii, mpaBIg,
KalUTIOKy, renatuty B, momiomienity abo 3axBoproBaHb, 30yaHukom sikux € Haemophilus
influenzae tumy b (Hib).

IH®AHPUKC I'EKCA™ mpoTHmnokaszaHa JIiTsAM y SKAX CcIocTepiranacs enuedanonaris HeBiZoMoi
€TioJIOoTii B MeXKax 7 JIHIB MiCis MONEePeIHbOI BaKIIMHAII 3 KallJTIOKOBOBMICHOIO BaKIIMHOKO. 3a ITUX
OOCTaBHH BaKIMHAIIIO MPOTH KAILIIOKY CJiJ NMPUIHHUATH 1 KypC BaKUWHAIII CIiJ MPOIOBXKUTH
BaKIIMHAMH ISl TpoinakTuku audTepii, mpasis, renaTuTy B, iHAKTHBOBAHOIO MOJIIOMIETITHOO
BaKIIMHOIO Ta BAKIMHOI I MPO(IUIAKTUKN 3aXBOPIOBAHb, IO BUKIUKAIOTHCS 30YTHHUKOM
Haemophilus influenzae tumy b.

Sk 1 y Bumaaky 3 IHIUMH BakiuHamu, 3actocyBaHHs Bakiuan [HOAHPUKC T'EKCA™
MaieHTaM 3 TOCTPUM 3aXBOPIOBAHHSM, IO CYMPOBOIXKYETHCA JIMXOMAHKOI, CIiJ BiJIKIACTH.
HasBHicTh He3HA4HOT iH(EKii HE € IPOTHITOKA3aHHSM.

B3aemooia 3 inwumu nikapcokumu 3acooamu ma iHuii 6UOU 63aEMOOIL.

Bakuuny [HOAHPUKC TEKCA™ MoOXHAa OJHOYAaCHO BBOJUTH 3 ITHEBMOKOKOBHUMH
KOH IOTOBAaHMMH BaKIIMHAMH, KOH IOTOBAHOIO BakIMHOIW Mpoth MeHiHTokoky C (MenC),
KOH IOTOBaHOIO0 BakKUWHOIO MpoTh MeHIHToKoKy A, C, W, Y (MenACWY), KOH’IOrOBaHOIO
BaKI[MHOK TNpOTH MeHiHrokoky B (MenB), Bakuuunamu s npodigakTuku poraBipycy, Kopy,
NapoTUTy, KpacHyXM Ta BITpAHOI Bicmu. JlaHi He MOKa3yloTh KIIHIYHO CYTTE€BOIO BIUIMBY Ha
peaxIito aHTUTLT Ha KOXKEH 3 OKPEMUX aHTUTEHIB.

JlaHi KJIIHIYHUX JOCIHIPKEHb BKa3ylOThb, 110 MPU OAHOYAacHOMY BBejaeHHI BakuuHu [HOAHPUKC
I'EKCA™ 3 nmHEBMOKOKOBOIO KOH FOTOBAHOIO BAaKIIMHOKO 4YacToTa (eOpHIIbHUX peakiliii BUIla Y
MOPIBHSHHI 3 YacCTOTOIO, sika BUHUKae micis BBeaeHHs nuine BakiuHu [HOAHPUKC 'EKCA™,
JlaHi OJHOrO KJIIHIYHOTO JOCHIPKEHHS BKa3yloTh, 110 IPH OJHOYACHOMY BBEJECHHI BaKIIMHU
IHOAHPUKC T'EKCA™ 3 BakuuHOW0 JUIsi NPOQUIAKTUKUA KOpY, €MiIEMIYHOTO MHapOTHUTY,
KpacHYXH Ta BITPSHOI BICIIM yacToTa (eOpMIIbHUX PEaKI[iii BUIA y MOPIBHAHHI 3 YacTOTOO, sIKa
BuHuKae micins BBeneHHs nuiie Bakunau [HOAHPUKC 'EKCA™, taka i, SIK MicIis 3aCTOCYBaHHS
JUIIE BAKIUHHU AJs NPO(QIIAKTUKU KOpY, €MIJEMIYHOIO MapoTUTY, KpPaCHYXH Ta BITPSIHOI BICTIH
(muB. pozainu «OcobnuBocTi 3acTocyBaHHs» Ta «[1o6iuHi peakuii»). BrumBy Ha iMyHHY BiANOBiIb
He OyJ10.

Uepes MigBUIICHUM PU3WK BUHUKHEHHS JIMXOMAaHKH, OONO0 B MiCIi iH €KIlli, BTpaTH ameTHTy Ta
JpaTiBIUBOCTI Mpu ogHoyacHoMy 3acTtocyBaHH1 BakuuHu [HOAHPUKC I'EKCA™ 3 BakiuHOO
npotu MeHiHrokoky B (MenB) Ta 7-BaleHTHOI IMTHEBMOKOKOBOIO KOH IOTOBAHOKO BaKI[MHOO
0a’kaHO PO3TJIIHYTH MUTAHHS 111010 OKPEMHUX ILIETJIEHb, KOJIH 11€ MOKIIUBO.

Axmo [HOAHPUKC 'EKCA™ 3acToCOBYETHCS OTHOYACHO 3 IHIIUMHM 1H €KIIIHHUMU BaKIIMHAMH,
11l IpenapaTy 3aBXI1 NOTPIOHO BBOAUTH B Pi3HI AUISHKH Tia.

Sx 1 q1s IHIOIMX BakLMH, MOXKHA OYIKYBATH, 110 y MAallI€HTIB, SIKI OTPUMYIOTh IMYHOCYIIPECUBHY
Teparriio, MOXe He JOCATaTHCS aJleKBaTHA IMyHHA BiIMOBIIb.

Ocoobnueocmi 3acmocysanns.



Baknunamii moBuHHI TmepeayBaTtH 30ip MEIWYHOTO aHaMmHe3y (OCOOJMBO MO0 TMOMEpPETHBOT
BaKIMHAIIT 1| MOKJIMBHX BHITJIKIB MOOIYHUX PEaKIIiii) 1 KIIIHIYHE 0OCTSIKEHHS.

Ak 1 anma BCiX BakIMH, BIAMOBIAL IMYHHOI CHCTEMH MOXKE€ HE JIOCATTH 3aXHCHOTO PIBHS y BCIX
BaKLMHOBAHUX (AMB. po3aia «IMyHOJOTI4HI Ta 61070TT4HI 0COOIMBOCTI).

IHOAHPUKC TEKCA™ He Oyae mnomepekyBaTH 3axBOPIOBAHHS, BHUKIMKAaHI 1HIIUMU
naToreHHuME 30ymHuKamu, okpim Corynebacterium diphtheriae, Clostridium tetani, Bordetella
pertussis, Bipycy remartuty B, Bipycy momomienity abo Haemophilus influenzae tumy b. Ilpore,
MOJKHA OYiKYBAaTH, IIIO MPH iMyHI3allii Oy/e momnepemkarucs renatut D, ockiibku renatut D (sxwuii
BHUKJIMKAETHCA JISbTa-BIPYCOM) HE BUHUKAE 3a BiJICYTHOCTI iH(IKYBaHHS renmatuToM B.

Sxmo Biomo, 1m0 OyIb-SKHiA 3 HIDKYE3a3HAUCHUX CTaHIB CIIOCTEPITAETHCA Y YacOBOMY 3B’SI3KY 3
OTPUMAHHSIM KallUTFOKOBOBMICHOT BaKIIMHH, PIIIEHHS MPO MPU3HAYCHHS HACTYITHOI 03U BaKI[MHH,
10 MICTUTh KaIITFOKOBHI KOMIIOHEHT, IIOTPIOHO peTeTbHO 00OMipKYyBaTH:

- temneparypa > 40,0 °C B mexax 48 roawH micis BakIMHAIi, HE MOB’SA3aHA 3 IHIIUMHU
MIPUYUHAMU;

- KoJiaric abo MIOKOMOAIOHMH CcTaH (TiMOTOHIYHO-TIMOPECIIOHCUBHHM €Imi30/) B Mekax 48 roauH
IiciIs BaKIMHALT;

- Oe3repepBHMIA 114, 1110 TPUBAE > 3 TOAWH, B MeXax 48 TOJMH Iicis BaKIIMHAILIT;

- CY/IOMHU 3 JINXOMaHKOI0 a00 0e3 Hel, 1110 CIOCTEPIraloThCs B MeXax 3 JHIB MICIsI BaKIIUHAIII.

3a yMOB BHCOKOT 3aXBOPIOBAHOCTI Ha KAIILTIOK TOTEHIIIHA KOPUCTD MIEPEBaKae MOKIMBUIN PU3HK.
JUTSAM 3 [pOrpecyrourMMH HEBPOJOTIYHUMH MOPYLIEHHSMH, BKJIKOYaOud 1H(AHTWIBHI CHa3MH,
HEKOHTPOJIbOBaHY EMICICiI0 a00 Mporpecyody eHiedanonarito, Kpaie BiIKIacTH METUICHHS JIIs
NpoQUIAKTUKY KaIUIOKY (BaKIMHOIO 3 aleMIoSIpHUM ab0 3 LUIbHOKIITHHHUM KalUTFOKOBUM
KOMIIOHEHTOM) J0 TMOKpamianHs abo craOumizamii ctany. OpHak, pIlIEHHS PO 3aCTOCYBAaHHS
BaKIIMHU TMPOTU KAILIIOKY CIiJl NpUAMaTH Ha 1HAWBIAYyaJdbHIN OCHOBI MICHS PETENbHOI OLIHKH
MOJKJIMBHX PU3UKIB Ta IE€pEBar.

SIK 1 Ans BeiX 1H’€KIIMHUX BaKIMH, BIAMOBIAHA JOIOMOra Ta MEIWYHUM HArjIsnd 3aB)KIH ITOBHHHI
OyTH JIeTKO JOCTYIMHMMH Ha BWIIQJ0OK BHHUKHEHHS PIAKICHUX aHa(iMaKTHUYHUX PEaKLiid Micis
BBEJICHHS BaKIMHU. TOMy Malli€eHTH MOBUHHI OyTHM miJl HariasaoM He MeHme 30 XBUIMH Micis
BaKIMHAIII].

Bakuuny IHOAHPUKC I'EKCA™ cria npu3HadaTu 3 00€pekHICTIO 0c00aM 3 TPOMOOIIMTONEHIEI0
a00 MOpYIIEHHSMHU 3C1IaHHS KPOBI, OCKIJIBKU MPH BHYTPIIIHHOM S30BOMY BBEJIEHHI Y TaKUX OC10
MO>KJIMB1 KPOBOTEHUI.

He 6600umu eakuyuny 6HympiuiHb0CyOUHHO 400 6HYMPIUHbOUIKIPHO.

HasBHicTh B 0cOOMCTOMY aHaMHe31 TUTUHU (HEOPUIBHUX CYJIOM, HasiBHICTh B POAMHHOMY aHaMHe31
cyaoM a0 CHHAPOMY panToBOi CMEpPTi HEMOBIATH HE € TPOTUIIOKA3aHHSAM JUJIs BaKIIMHAIT
IHO®AHPUKC TI'EKCA™. BaknuHoBaHi 3 (eOpuiIbHMMU CyAOMamMM B aHaMHe31 IOBHMHHI
3HAXOAMTHUCH TiJI HATIIAOM, OCKUIBKH TaKi MMOOIYHI POSIBM MOXYTh BUHUKATH depe3 2-3 JTHI Micis
BaKLMHAII].

[Tpu ognouacuomy BBeaeHHI BakuuH IHOAHPUKC 'EKCA™ 3 mHEBMOKOKOBOIO KOH FOTOBaHOIO
BaknuHoo (I[IKB7, IIKB10, TIKB13) a6o 3 BakiuHOW0 151 MPOQITAKTHKU KOPY, €MiJeMiYHOrO
MapoTUTy, KpacHyXW Ta BITPAHOI BiclK yacToTa (DeOpUSIbHUX peakiliii BUIIA Yy TMOPIBHSAHHI 3
YacTOTOIO, sika BUHUKAE micis BBeaeHHs nuiine Bakiuau IHOAHPUKC I'EKCA™, V Ginbmiocti
BUTIQJIKIB 1Ii peakiii Oyam momipHoro cryneHto (muxomanka < 39 °C) Ta 3rogoM MuUHaIM (IUB.
po3nimn  «IloGiyHi peakmii» Ta «B3aemozis 3 IHIIMMM JTIKQpChKUMHU 3aco0aMu Ta iHINI BUIM
B3aEMOIII).

30i7plIeHa YacToTa IMOBIJOMJIEHb PO CyIOMH (3 JHUXOMaHKOO abo 0e3) Ta TilOTOHIYHO-
rinopecnioncuBHi emizogu (I'TE) cnocrepiranacs mnpu OJHOYACHOMY 3acCTOCYBaHHI BaKIMHU
IH®AHPUKC I'EKCA™ Tta [IKB13 (quB. po3ain «I1o6iuHi peakiii»).

XKapozHmxkyroua Teparist Mae OyTH po3rodara BiIOBIIHO 10 MICIIEBUX ITPOrpaM JIiKyBaHHS.
Cunkone (HENPUTOMHICTb) MOXK€ BHMHUKHYTH MiJ dYac abo panime OyJb-skoi 1H €KUiiHOI
BaKIIMHAIll{, K MCUXOT€HHA peakiis Ha 1H €KIil0 rojikor. BaknuHamiio HE0OX1AHO NMPOBOIUTH
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TIJIBKU B TMOJIOKEHHI BaKLIMHOBAHOTO CUASUM a0o0 JIe)KauM Ta 3ajJMIIaTH MOro B TOMY X IMOJIOKEHHI
(cumsum abo Jekayu) MPOTATOM |5 XBHWIIMH TICHA BaKIHMHALIL JUIS MOMEPEIKEHHS PU3UKY HOTO
TpaBMyBaHHS.

Ocoo0augi 2pynu nauienmie

[ndekmisa, Bukimkana BipycoM imyHoxaedinuty moauan (BIJI), He posrmsmaerscs sk
npoTunokazans. [licas BakuuHaIil MaieHTiB 3 MPUTHIYEHUM IMYyHITETOM MOXXE HE PO3BHHYTHCH
JOCTATHS IMyHOJIOT14HA BiJIITOBI/Ib.

Kniniuni nani Bkasyroth, mo Bakuuny IHOAHPUKC I'EKCA™ wmoxHa BBOJWTH IEpeI4acHO
HapO/DKEHUM HEMOBJISITAM, NPOTE, SK IepeadadaeTbCs Ui i€l rpymu, criocTepiraiacs OuTbIn
crabka iIMyHHA BiJIIIOBiJIb HA €Ki aHTUreHH (IuB. po3ainu «Ilobiuni peakmii» Ta «IMyHOIOTIYHI Ta
010JI0T1YHI BJIACTUBOCTI»).

[Ipu npu3HavyeHHI NMEpPBUHHOI IMyHi3amii gyXe NepeayacHO HApOHKEHUM HeMoBIsiTaM (< 28
THKHIB TecTallii) CIii MaTh Ha yBa3i MOTEHIIHHUA PU3UK PO3BUTKY Y HUX alTHOE Ta HEOOXIIHICTh
KOHTPOJIIO 32 JOUXAIbHOI (yHKIi€0 mpoTsrom 48-72 ToauH mMichs BaKIMHAIII, OCOOIUBO Y
BUIMAJIKY, SKIIO HEMOBIII Ma€ B aHaMHE31 HEJIOPO3BUTOK AMXAIBHOI crucTeMu. OCKUIBKH KOPUCTh
BaKIMHAIII JUIS i€l TPynu HEMOBJSAT € BHCOKOIO, Bl BaKIMHAIIT HE CJiJ BIIMOBISITHCH a0o ii
3aTpPUMYBATH.

Bnius Ha 1a6opaTopHi aHATI3H

OCKibKM aHTUTEH KarcylbHOro mnomicaxapuny Hib Buminserbcs 3 ceuero, MOXKHA CIOCTEpIiraTu
MO3UTHUBHUIN TECT Cedi MPOTATOM 2 THXKHIB Micis BakiuHamii. HeoOximHo mpoBecTH iHIII TeCTH,
o0 miarBepauTu Hib-iHdekito B e nepio.

Le#t mikapcbkuii 3aci6 mictuth MeHmie 1 Mmons (39 mr)/no3y kaiito, TOOTO MPAKTUYHO BUIBHUI Bij
KaJiro.

Le#t mikapcbkuit 3aci6 micTuth MeHmie 1 MMonb (23 Mr)/mo3y HaTpito, TOOTO MPAKTUYHO BiIHHHIMA
BiJl HATPIIO.

3acmocysanns y nepioo eazimnocmi abo 200y8anus 2pyooio.
Ockinpku BakunHa [HOAHPUKC 'EKCA™ He npusHayeHa AJ1 BAKOPUCTAHHS y JOPOCIUX, J1aHl
npo Oe3neKy 3acTOCYBaHHs BaKIIMHU B MEPioJ] BariTHOCTI a0o JaKTalii BIACYTHI.

30amuicms eénaueamu Ha WEUOKICMb peaxyii npu KepyeauHi aemompaHcnopmom abo iHWUMU
MexaHismamu.
He crocyerbes naHoi rpynu.

Cnoci6 3acmocysannsa ma 0o3u.

Cnocib 3acmocysanns

IHOAHPUKC TEKCA™ npusHaueHa Juisi TJIMOOKOrO BHYTPILIHBOM SI30BOIO  BBEJCHHS.
HeoOxiaH0 3MiHIOBaTH (4epryBaTu) AUISHKY TUIa JJ11 HACTYIHUX 1H €KIIIH.

Jlo3ysamnns

Cxema NEepBHHHOI BaKIMHAIl CKJIaJa€ThCs 3 ABOX abo Tphox A03 (mo 0,5 mui), sxi HeoOxiaHO
BBECTH 3TiIHO 3 ODIMIHHUMHU peKOMeHIaIisaMu (quB. Tabuuiro 4 Ta po3aul «IMyHOJIOTIYHI Ta
010JI0T14YH1 BJIACTUBOCTI» JUIsI OTpUMaHHS 1H(GOpMallli MO0 CXEeM BaKIUHAIl, OILIHEHUX B
kniHiyHUX gociipkeHHsx). Bakuuny IHOAHPUKC TEKCA™ wmoskHa po3risiaTi sl 0ycTepHOi
BaKI[MHAIll{, SKIIO AHTUTCHHWH CKJIaJ BiANOBiNAae OQIIIHHUM pEKOMEHIAIAM  KpaiHu, aje
PEKOMEH/IOBAHO BBEJCHHS SIK MiHIMYM OfHi€1 1031 Hib-koH roroBaHoi BakIuHY.

IlepBuHHA Bbycrepna 3araJjbHi 10JI0KeHHS
BaKIMHALIA BaKIUHALIA
JloHO1IEHI HOBOHAPOXAKEHI




3 no3u MoxHa e [loBunen OyTu iHTepBan IIOHaWMeHme B 1

MPOBOJIUTH MICSIIb MIXk J103aMHU TIEPBUHHOT BaKIIMHAIII].
OycrepHy e bycrepHy A03y CIiJl BBOAUTH MOHAHMEHIIIE
BaKLIMHALIIO. gyepe3 6 MICSIIiB ITicIIsI OCTaHHBOI 1031

NEepBUHHOI BakUMHaMii 1 6axaHno 10 18-
MICSIYHOTO BIKY.

2 no3u O00B’ SI3K0BO e [loBuHeH OyTH iHTEpBaJ IMIOHAKWMEHIIE B 1
MPOBOJIUTH MICSIII MiXk JI03aMH{ TIEPBUHHOI BaI[MHAIII.
Oycrepny e bBycrepHy 103y cii1 BBOAUTH IIOHAWMEHIIE
BaKLIMHAIIIIO. gyepe3 6 MICSIIiB IicIsI OCTaHHBOI 031

MEePBUHHOI BaKIMHAIIIi 1 Oaxkano y nepioxg 11-13
MICSIIIB TICJIsl HAPOKEHHSI.
IlepeauacHo HapoaKeHi HeMOBJIsITA (IOHAIMeHIIe 24 THIKHIB recraiii)

3 no3u O060B’ 13KOBO o [loBuHeH OyTH iHTEepBas MOHAWMEHIIE B |
IIPOBOJIUTH MiCSIlb MK JI03aMH TICPBHHHOI BaKIIMHAIII].
6yCTepHy o ByCTepHy J03y CJII BBOIAUTH LIOHANMEHIIIE
BAKIMHALLIIO. gepe3 6 MICSIIIB Micisl OCTAHHBOI 103U

MePBUHHOI BaKIMHaIii i 6axano 1o 18-
MICSTYHOTO BIKY.

Beenenns Bakiuan [HOAHPUKC T'EKCA™, BiamoBimHo no rpadiky Posmmpenoi mporpamu
imynizamii (y Bimi 6-tu, 10-tH, 14-TM THXKHIB), MOXe OYTH BHMKOPUCTAHE TUIbKH, SIKIIO
BaKIIMHOBAHUU TIPU HAPOKEHHI OTPUMAB 03y BaKIIMHU AJis TpodilakTUku renatury B.

SIKII0 BaKIIMHOBAHWMA TIPY HAPOJDKEHHI OTPUMAB 103y BAKIIMHU JJIsl MPO(UTAKTUKH TenaTtuty B To,
BakiHa [HOAHPUKC T'EKCA™ wmoxe OyTH BHUKOpPHCTaHA SIK 3aMiHa JJs JOJATKOBUX J103
BaKLIMHU JUII podinakTuku renatuty B y Bimi Big 6 TWkHIB. SIKIIO A0 HBOTO BiKy HEOOXiTHO
BBEJICHHSI JPYroi J103W BAaKIUHHU i1 NPOQUIAKTHKU rematuty B, B bOMy BUNAAKY HEOOXiTHO
BUKOPUCTOBYBAaTH MOHOBAJICHTHY BaKIIUHY JUTS MPO(IIAKTHKY renaTuty B.

Crnig moTpuMyBaTHCh BCTAaHOBJICHHX YIMOBHOBRXCHHMH OpraHaMH KOKHOI KpaiHM 3aXOJiB IOJ0
IMyHOIIpO(1IaKTUKU renaTtuty B.

ILl]ennennsa oimeit na mepumopii Ykpainu 30ilicCHIOEmMbCA 32I0HO0 3 UMO2amu JiIOUUX HAKA318
MO3 Ykpainu uj000 npoeedenna npoQinakmuyHux wienieHs.

IHCTpYKIlig 3 BUKOPUCTAHHS BaKLIIMHU

[Tonepeanbo 3amoBHEHWH wimpui, Mo MICTUTH cycneH3ito DTPa-HBV-IPV neobxigHo mo6pe
CTPYCUTH 1100 OTpuUMaTH OAHOPIAHY Oinry MyTHY cycnensito. Cycnensito DTPa-HBV-IPV ta
nopoiok Hib HeoOXigHO mepeBipUTH Bi3yaJbHO HA HasIBHICTh OyAb-SIKUX CTOPOHHIX YacTOK 1/abo
3MiH (PI3MYHUX BIACTUBOCTEH. Y BHUMAJKY, SKIIO OyAb-III0 3 MEpPEepaxoBaHOIO CIOCTEPIraeThCs,
BaKIIMHY HE BUKOPHCTOBYBATH.

Bynb-skuif HEBUKOPUCTAHUHM MPOAYKT a0 BIAXOIHI MaTepiajay MaroTh OyTH yTHJII30BaHi 3TiJHO 3
BAMOTaMH YHHHHAX HOPMATHBHO-TIPABOBUX aKTiB B YKpaiHi.

Bakuuny HeoOXiHO TOTYBAaTH LUIAXOM JIOJIaBaHHS YCbOTO BMICTY IONEpPEIHbO HANOBHEHOTO
mmpuua, mo Mictute DTPa-HBV-IPV cycnensiio, 1o ¢nakony, mo Mictuth nopoiok Hib. Cywmim
HEOOXiJHO J00pe CTPYCUTH J0 MOBHOTO PO3YMHEHHS MOPOIIKY B CYCHEH3Ii.

["apHOIO KIIIHIYHOIO TPAKTHUKOKO € BBEJEHHS BaKI[MHU JIMIIE TOI, KOJU BOHA JOCSITHE KIMHATHOI
temneparypu. KpiM Toro, mpu [IOCATHEHHI KIMHATHOI Temmeparypu (IJAaKOHY TapaHTyeThCs
JIOCTaTHS €TaCTHYHICTh TYMOBOI POOKHU (PJIaKOHY, 110 MIHIMI3y€ MOTPAIUISIHHS T'YMOBUX YacTOK Y
¢makon. 106 mocsartu mporo, (rakoH HEOOXITHO 3aJWIIUTH NPU KiIMHATHINA TeMmepatypi (25 £ 3
°C) moHaiMeHIIe HAa I’ATh XBWJMH MEpe]] BBEICHHSIM CYCHEH3ii 31 IIMpHULa Ta PO3YMHEHHS
BaKIIMHU.




BigHoBieHa BakmuwHa SBIsSE€ COOOIO 3JIeTKA OUIBII MYTHY CYCIHEH310, HDK PIIKHA KOMITOHEHT
okpemo. Lle € HopMabHUM SIBULIEM.

BinHoBiieHy BakImHy HEOOX1THO Bi3yaIbHO MEPEBIPUTH HA HABHICTH OY/Ib-KMX CTOPOHHIX YaCTOK
i/a60 3MiHM (I3UYHUX BIACTHBOCTEH. Y BHUMAIKy, SKIO Oyap-II0 3 IEepepaxoBaHOIO
CIIOCTEPITa€ThCS, BAKIIMHY HE BUKOPHCTOBYBATH.

Bynp-skuii HEBUKOPHCTAHUI NPOAYKT a0 BiIXOAHI MaTepiand MOBHHHI OYyTH YTHIIiI30BaHi
BIJIMOB1THO 3 BUMOTaMU YUHHUX HOPMAaTHBHO-IIPABOBUX aKTIB B YKpaiHi.

[Ticna BiAHOBIIEHHS BaKIMHA Mae OyTH BUKOpUCTaHa HeraiHo. O/iHaK, BaKIIMHA MOXKE 30epiraTuch
10 8 TouH pH KIMHATHIN Temneparypi (21 °C).

Habuparu yBech BMicT (briakoHa.

THCTPYKUIT CTOCOBHO BHKOPHCTAHHS NONEPEIHLO HANOBHEHOIO INNPHIA 3 AXANTEpPOM 3
aacaakoio Jwepa (PRTC — naacrukoBHii KopcTKHil TBHHTOBHH KOBHA0K)
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Unmuap mapina

Konnovox mnpunas

1. Tpumaroun HWJHHAP IINIpHUIA B OJHIN pyll (He TpuMaiTecs 3a MOpUIEHb LINPHIA), BIAKPYTITH
KOBIAUOK IIIPHUIA, 00epTat0ul HOTO MPOTH FOJUHHUKOBOI CTPUIKH.

2. BeTaBTe roiKy B IUNPHIL, 3aKPYTITH ii MOBHICTIO JIO YIOPY 3a TOJAMHHHUKOBOIO CTPIIKOIO (IMB.
MAaJIFOHOK).

3. 3HIMITb 3aXUCHUHN KOBINAYOK I'OJIKHU, IKUH MOKe OyTH 110 HIUIBHO 3aKpIIUICHUH.

4. BiIHOBITh BaKIIMHY, SIK OTIMCAHO BHIIIE.

Jimu. Hemae nanux mojo 6e3neku ta epexktuBHOCTi 3actocyBands IHOAHPUKC '’EKCA™
JITSAM B 3 pokiB (101aTKOBO auB. po3auin «llokazanHsa», «Criocid 3acTOCYBaHHS Ta 1031U»).

Ilepeoosysanns.
JlaHMX HENOCTAaTHBO.

Ho6iuni peakuii.

JaHi KJIIHIYHUX JOCT1KEHb

ITpodins 6e3neku, HaBeACHUH HUXKUE, Oa3y€ThCA HA JaHUX, OTPUMAHMUX NPU IMYyHI3allil OUIbII HiX
16 000 martieHTiB.

Sx 1 y Bumagky 3 BakuuHoo DTPa Ta koMOiHOBaHMMM BakIuHaMu, 1o MicTaTh DTPa,
MOBIAOMJISUIOCH TIPO 30UIBIIEHHS YacTOTH MICHEBOI peakiii Ta JUXOMaHKU Micias OycTepHOi
BakuuHaiii [HOAHPUKC 'EKCA™ mnopiBHSHO 3 IEPBUHHUM KYPCOM.

Peaxkirii, siki cioctepiranuch, BU3BHAYAIUCH 3 HACTYITHOIO YaCTOTOIO:

ayxe gacro: > 1/10

gacto: > 1/100 Ta < 1/10

Heuacrto: > 1/1000 ta < 1/100
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pigko: > 1/10000 ta < 1/1000
ayxe pigko: < 1/10000

Kuiac cucremu opranis YacroTa Ilo0iuni peakuii
Iadekmnii Ta inBaszii Heuacro IHdekii BepXHiX TUXaTbHUX NUISXIB
Pinxo BponxiT
[Topymienus metabonizmy Ta Hyxe gacto Brpara aneruty
YKUBJICHHSI
[TopymieHHs ICUXiKH Jlyxe gacTo JpariBnuBicTh, Oe3MepepBHUN KPUK,
HECTOKiH
Yacto HepBo3HiCTh
[Topymenns GyHKIIiT HEpBOBOT Jlyxe gacTo COHIUBICTH
CHCTEMH Jlyxe piko Cynomu (3 Ta 6e3 JIMXOMaHKH )***
[Topymenns pauxanas, ¢yskmii | Hewacto Kamens*
OpraHiB TPYIHOI MOPOXKHUHH Ta
CEPEIOCTIHHS
[Topyiienns 3 60Ky IUTYHKOBO- Yacro BbmoBanns1, miapes
KHIIKOBOTO TPAKTy
[opymenns GyHKIiT mKipyu Ta Pigko Bucunka
HiIKIPHAX TKAaHUH Yacto CepOix*
Jyxe pinko JlepMaTtuT, KponuB’ sHKa™
3aranpHi MOPYIICHHS Ta Hyxe gacto binb, mouepBoHiHHS, MicleBa
MaTOJIOTIYHI peakuii y micii OPUITYXJIICTh Y MicIi iH ekl (< 50 Mm),
10’ €K1l nuxomanka > 38 °C.
Yacrto MicueBa nIpUnmyxJicTh y MiCI 1H €Kil
(>50 mm)**, nuxomanka >39,5°C,
NaTOJIOTIYHI peakuii y Micii iH €Ki,
BKJIIOYAIOYH YIIUTFHEHHS.
Heuwacro Judy3Ha NpunyxJicTb KiHIIBKH, KyaAu
3po0JeHa 1H’ €K1isl, 1HO/1 3 MOMIUPEHHIM
Ha NPTl cyTra00u **, BTOMIIIOBaHICTh

* Crioctepiraiy TUIbKH NPU 3aCTOCyBaHH1 1HIMX BakuuH [ makcoCmiTKsiiH, mo mictats DTPa.

** YV piteit, skuM Oyiu BBeIEHI NMEPBUHHI J03U ALENIOJNSAPHOT BAKIMHU JUISL MPOQIIAKTUKU
KallUTIOKY, WMOBIPHICTh BUHMKHEHHS pEaKLiil NPUIYyXJIOCTI MICis BBEAECHHA OycTepHOi 103H,
OlIbIIa Y TOPIBHAHHI 13 TaKOK MICHs OTPUMAHHS LIIbHOKIITMHHOI BaKUMHU JUIS NPOQLIaKTUKU
kanutoky. Lli peakirii MUHAIOTh Y cepeIHhOMY depe3 4 THi.

*** AHaui3 MOKa3HUKIB MOB1IOMJIEHB NPO MiC/IspeecTpalliiiHe 3acTOCYBaHHsI BKa3ye Ha MOTEHLIHHO
30UIbIIEHUN PHU3HK CYIOM (3 JUXOMaHKOI abo 0e3 Hei) Ta TIMOTOHIYHO-TIMOPECITOHCUBHUX
emizoniB npu 3actrocyBHHI [HO®AHPUKC T'EKCA™ 3 nHEBMOKOKOBOIO TOJiCaXapUaHOIO
KOH IOTOBaHOIO  azcopOoBaHoio  13-BasienTHoro BakuumHoro (IIKB13) 'y mopiBHsAHHI 13
3actocyBaHHsM Jnie BakuuHu [HOAHPUKC 'EKCA™.,

Jlani micagpeecTpalliiiHoro HarasIy
[Ipo Hmwkue3a3HayeHl MOOIYHI peakilii, MOB’s3aHi 3 TMpemapaTroM, TMOBIAOMIISAIOCS T dYac
HICIIAPEECTPALITHOTO CIIOCTEPEIKEHHS.

Tabmuis 6

Kuac cucremu opranis ITo0iuni peakuii

[TopymeHHss KpOBOHOCHOI Ta
TiMQpaTUYHOI CUCTEMH

Jlimpanenonarist, TpOMOOIIUTOTIEH ST

[TopyuieHHs iMyHITETY Anepriyni peakiii (BKJII04Ya0uu aHa(iIaKTHYHI Ta

aHa(TaKTOIMHI peakilii)

[Topymenns QyHKIi Komarnc a6o mokono1i0Hu# cTaH (TiIMOTOHIYHO-
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HEPBOBOI CUCTEMHU rinopecnoHCUBHUM emizon)™***

[Topymenns quxanbHOL AmHoe™ (nuB. po3aia «OcoOIMBOCTI 3aCTOCYBAHHS MO0 alTHOE
CUCTEMH y nepe4acHo HapOLKEHUX HeMOBIIAT (< 28 THXKHIB recraitii))

[TopymienHs 3 00Ky mIiKpHU Ta | AHTIOHEBPOTHUYHUN HAOPSIK™
MK PHUX TKaHWH

Peakii y micii iH’ ekt [Tommpeni peakilii y BUTIISAI1 TPUITYXJIOCTI, MPUITYXJIOCT1 BCI€T
KIHIIIBKH, B SIKY 3p00JI€HO LICTICHHS**, BE3UKYIIU Yy MicIi
10’ ekmil.

* CrocTepiraiy TUIBKH MPU 3aCTOCyBaHH1 iHIMX BakiuH [ makcoCmiTKsitH, mo mictate DTPa.

** YV nitedt, skuM OyiM BBEACHI TEPBUHHI JO3W AalCIOSAPHOI BAaKIUHU IS MPOQPUIAKTHKA
KalUTIOKY, WMOBIPHICTh BHHHUKHEHHS pEAKIii NPHUIYXJOCTi Micias BBeIeHHS OycTepHOl 103H,
OUThbIlIa y TOPIBHAHHI 13 TaKWMH, IO OTPUMAIM IUIBHOKJIITHHHI BaKIMHU JUIsI TPO(UIaKTUKH
kanutroky. Li peakiiii MUHAIOTh y cepeTHROMY depes 4 JHi.

*** AHaji3 MOKa3HUKIB MOBIIOMJICHB TIPO MICIAPEECTPAIIIHE 3aCTOCYBaHHS BKa3y€ Ha MOTEHITIHHO
30IMBIICHUN PU3UK CyIOM (3 JIMXOMaHKO abo 0e3 Hel) Ta TiMOTOHIYHO-TIMOPECTIOHCUBHUX
emizoniB npu 3actocyBaHHi [HO®AHPUKC T'EKCA™ 3 mnHEBMOKOKOBOIO MOJiCaXapHIHOIO
KOH'IOroBaHOIO  ancopOoBanoto  13-BanentHoro Bakumuoro (IIKB13) 'y mopiBHsHHI i3
3actocyBaHHsM Jiniue BakquHu [HOAHPUKC I'EKCA™,

Kniniunuu doceio suxopucmanns eaxyunu IHGAHPUKC I'EKCA™ oounouacho 3 [IKB7

VY KIHIYHUX JOCHIDKEHHSAX, B SKUX Jedki 3 memieHux orpumanu [HOAHPUKC I'EKCA™
OJTHOYACHO 3 THEBMOKOKOBOIO TOJIICAXapuIHOI0 KOH FOTOBaHOIO 7-BasieHTHOIO BakiuHoo  (I1IKB
7) B sikocTi peBakuuHauii (4-1) 1031 000X BaKIUH, MOBIAOMIISLIOCS MPO JuxoMaHky > 38,0 °C y
43,4% nitei, sixi orpumyBaiim [IKB 7 3 IHOAHPUKC T'EKCA™ g niopiBasiaHI 3 30,5% miTe, ski
Oynu wemuieHi Tuibku IHOAHPUKC I'EKCA™. Jluxomanka Ounbiie 39,5 °C cnocrepiranacek y
2,6% 1 1,5% niteit, sixi orpumyBasiu IHOAHPUKC I'EKCA™ 3 a6o 6e3 [IKB 7 BinmoBigHo, (AuB.
po3ain «OcolGnMMBOCTI 3acTOCYBaHHS» Ta «B3aMmofis 3 1HIIMMHU JIKapChbKUMHU 3acob0amMu Ta i1HIII
BHUJU B3a€EMOJIi1»). BUmagku TUXOMaHKH ITICIAS OJHOYACHOTO BBEICHHS JBOX BaKIMH ITiJl Yac
BBEJICHHSI NEPBHHHOTO BAaKLMHAJIHHOTO KOMIUIEKCY OYNIU HIDKYMMH, HIXK CIIOCTEPIranocs Micis
MPOBEACHHS PEBAKIIMHAILI.

Kniniunui 0ocsio suxopucmanns saxyunu IHPAHPUKC I'EKCA™ o0dunouacHo 3 8akyuHow 0us
npoghinaKkmuku Kopy, enioemiuno20 napomumy, KpAcHyxXu ma eimpsaHoi 8icnu.

Y KJIIHIYHOMY JOCHI/KEHHI, B SIKOMY JeAKi 3 BaKIMHOBAHMX OTpUMalu OyCTepHy 103y
[HOAHPUKC T'EKCA™ onHOYacHO 3 BakKIMHOKW I MNPOQUIAKTUKHA KOpY, EMiAeMIYHOTO
MapoTHUTY, KPAaCHYXH Ta BITPSHOI BICIH, criocTepiraiiachk guxomanka > 38,0 °C y 76,6% niteit, B
nopiBHsHHI 3 48% cepen aiteit, BakiuHoBanux juine BakiuHio [HOAHPUKC 'EKCA™ Ta 74,7%
cepell AITel, BAKIIMHOBAHUX JIMIIE BAaKLIMHIO A NPOMUIAKTUKH KOpY, €MIJEMIYHOIO MapoTHUTY,
KpacHyxu Ta BiTpsHOi Bicmu. Jluxomanka Bume 39,5 °C crnocrtpepiranace y 18% nmitei,
BakimHoBaHux IHO®AHPUKC T'EKCA™ opHOouacHO 3 BakIMHOKW JIsi MPOQIIAKTUKU KOpY,
eMiJIeMIYHOr0 MapOTUTY, KpPacHyXW Ta BITpsIHOI Bicmu, B mopiBHsAHHI 3 3,3% cepen aited,
BakimHoBaHux juiie BakiuHoo [HOAHPUKC I'EKCA™ Ta 19,3% cepen aiTeil, BaKIIMHOBAHUX
JMIE BAaKIMHOKO NSl MPO(IIAaKTUKU KOPY, €MiJIEMIYHOr0 MapOTUTY, KPACHYXU Ta BITPSAHOI BICIH
(muBiThCS po3inu «OCcOOIMBOCTI 3acTOCYBaHHS» Ta «B3aMomis 3 IHIIMMHU JIIKAPCHKUMHU 3aC00aMHU
Ta 1HII BUIWA B3aEMOIII»).

besnexa 3acmocyeannsa sakyunu y nepeduacno HapoodiceHux dimeti

Bakmuny IHOAHPUKC 'EKCA™ poaunu Oinbie Hixk 1000 mepeayacHo HAPOHKEHUX HEMOBIIST
(recrariiiHoro Bik 24-36 TWXXHIB) y MOCII/DKEHHSX TPU NEpBUHHIN BakmuHaIii i 6imemre Hixk 200
MepeIyacHo HApOKEHWM HEMOBJISITAM B SIKOCTI OycTepHOi /103W Ha JAPYroMy pOIi KUTTA. Y
MOPIBHSUIBHUX ~ JTOCHI/DKEHHSX CIIOCTepiranacs aHaJoriyHa YacToTa MOOIYHUX peakuid y
nepeIyacHo HapOKEHUX Ta JOHOIIEHUX HOBOHAPOIKEHUX.

besnexa 3acmocysanns eaxkyunu IHOAHPUKC I'EKCA™ nemosnsamam ma 0imam panubo20 8iKy,
Mamepi akux oynu wenneni gakyunoo AaKJ/[II-M (saxyunor npomu Kauinioky, ougmepii, npasys
31 3MEHIUEHUM BMICIOM AHMU2EHI8) NPOMA20M 8a2IMHOCII
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VY nBox wmiHivHUX nociipkeHHsx BakiuHy IHOAHPUKC 'EKCA™ 3actocoByBanu nonan 500
narieHTam, Marepi skux Oynu meruieHi Bakiuaoro 3 AaK/II1 komnonenTom (n = 341) abo miame6o
(n = 346) mpoTAroM TPETHOr0 TPHUMECTPY BariTHOCTI (amB. po3din «ImyHosoriuni Ta Giojoriui
BJIACTHUBOCTI»).

[Tpodins 6e3nexkn Bakuuau IHOAHPUKC 'EKCA™ 3anuimaBcsi HE3MIHHAM HE3aJICKHO BiJl TOTO
KUl BIUTMB Mana abo He mana BaknuHa 3 AaK/II1 KOMIIOHEHTOM TiCHs 3aCTOCYBaHHS MPOTSITOM
BariTHOCTI.

Kniniunuu  doceio  euxopucmannsa saxyunu [HPAHPUKC [I'EKCA™ 3 eakyunow 0as
npoginakmuku cenamumy B

[ToBiAOMIISIIOCH, IO MPOTATOM IMOCTMAPKETHHTOBOTO (hapMaKOHATJISAY ITCIs BBEACHHS BaKIIMHH
Ut poIakTHKY Tenatuty B BupoOHHUIITBAa KoMmaHii ['makcoCmiTKmsiin bionomkikans, y aiTei
BIKOM < 2 POKIB CIIOCTEpirajiicss BAHUKHEHHSI TAKUX MOOIYHUX peakiii, SK: mapajiid, HeWpomnaris,
cunapom [iena-bappe, enuedanonaris, eHiedasiT, MEHIHTIT, aJepriyHl peakiii, CXO0Xl Ha
CHpPOBATKOBY XBOpOOY, HEBPHT, TiIOTEH3is, BACKYJIT, YSPBOHMU IUIACKUH JHINai, momiMopdHa
epuTeMa, apTpUT Ta M’ s30Ba ClIaOKicTh. [IpMUMHHO-HACTIIKOBHIA 3B 30K MK ITUMHU MOOIYHUMH
peaxIisiMi Ta BBEJACHHIM BaKI[MHU HE BCTAHOBJICHHH.

3BITHICTb PO MOOIYHI PEaKILii.

[ToBimomieHHs po MOOIYHI peakiii y mepio micis peecTparii JIiKapchbKoro 3aco0y € BaXIUBUM
3axonoMm. lle nae 3mory 3nilicHIoBaTH Oe3MepepBHUI MOHITOPUHT CIIBBIIHOIICHHS KOPUCTH/PUZHK
IIPH 3aCTOCYBAaHHI JJAHOTO JIKAPCHKOTO 3aco0y. MeauyHuM TpamiBHUKaM HEOOX1THO ITOBIOMIISTH
po Oyb-sKi MOOIYHI peakilii 3a JOMOMOT0I0 CUCTEMH MOBIIOMIIEHB IIPO MOO14HI peakiii B YKpaiHi.

Tepmin npuoamnocmi. 3 poku.
Jlata 3aKiH4eHHs TepMiHy IPUAATHOCTI BAaKIMHY 3a3HaYeHa Ha yHakoBii. J[ata oCTaHHBOTO
MO’KJIMBOT'O BUKOPHCTAHHS BI/IIIOB1/1a€ OCTAHHBOMY JIHIO BKa3aHOT'O MiCSALIS.

YmoBH 30epiranus.

Baknmuny IHOAHPUKC I'EKCA™ neoOxiaHO 30epiraTu mpu Temmepatypi Big 2 1o 8 °C.
30epiraTu B 3aXMILIEHOMY BiJl CBiTJIa Ta HEAOCTYNHOMY s JiTeil micui. [Ipu TpancnopTyBaHH1
CJIIT TOTPUMYBATHUCSI PEKOMEHIOBAaHUX YMOB 30€piraHHsl.

DTPa-HBV-IPV cycnensito Ta NpuroToBieHy JUIsl BBEACHHS BaKIIMHY HE MOXKHA 3aMOPOKYBAaTH.
He BUKOpHCTOBYBAaTH, AKIIO BAKIMHA 0yJ1a 3aMOpO:KeHa.

JlaHi cTabiIbHOCTI TOKA3yIOTh, 110 KOMIOHEHTH BaKIIMHU 3aJIUIIAIOTHCS CTATUMU TIPU TeMIIeparypi
1o 25 °C npotsroMm 72 roaus. B kinmi nporo nepioay BakiuHa IHOAHPUKC 'EKCA™ nosunHa
OyTu BUKOpHCTaHa abo ytumizoBaHa. Lli naHi mpu3HayeHi I MEIUYHUX MPAI[iBHUKIB HA BUMAJI0K
TUMYaCOBHX KOJIMBAHb TEMIIEPATYPHUX YMOB.

[Ticns BiTHOBIEHHA BakiMHA Mae OyTH BHUKOpUCTaHAa HeraiiHo. OpjHak cTaOuUIbHICTE Oyna
MPOJIEMOHCTPOBAHA MPOTATOM JI0 8 TOJAMH MpHU KiMHATHIN TemriepaTypi (21 °C).

Hecymicnicms. Yepes BIACYTHICTh TOCIIPKEHb CYMICHOCT] BaKIIMHY HE CJIiJ 3MIIIYBaTH 3 IHIIUMU
JKapChbKUMU 3aC00aMy B OJTHOMY IINPHIII.

YnakoBska.

Cycnensist st iv’exiiii (DTPa-HBV-IPV) y nomnepeaHbo HalmOBHEHOMY OJHOPA30BOMY IITIPHIII,
0 MICTUTh MOHOA03y mpemnapary (0,5 M), y KOMIUIEKTI 3 JBOMa TojJKamMM Ta (JIakoH 3
miogimizarom (HIb) mms 1 mo3um, mo 3mimyroTthes nepen BukopucTanHsm. Llnpui 3 ronkamu
3aKpUTI TYMOBHUMHM KOBIIAUKaMHU.

JIBi Tonmku (OAHOTO pO3Mipy), WIMPHUI] Ta (IAKOH TEPMETUYHO 3aMakoOBaHI y TUIACTUKOBUMN
KOHTENHED.

ITo 1 abo no 10 macTUKOBUX KOHTEHHEPIB Y KAPTOHHINA KOPOOIIi.

@®nakoHM 1 MINPHUIM BUTOTOBJECHI 3 HEUTPaJbHOrO CKia TUMY I, sKe BiANOBiAae BUMOraMm
€Bporneiicbkoi papmakomnei.
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Kareropis Binmycky. 3a perentom.

BupooHuk.
I'makcoCmitKnsita bionomkikans C.A., benbris / GlaxoSmithKline Biologicals S.A., Belgium.

Micue3Haxo/:keHHs1 BUPOOHMKA Ta HOro ajapeca Micusi NPOBA/KeHHS iAJIbHOCTI
Pro ne n’Iucritio, 89 1330 m. Pikcencapr, bensrist / Rue de I’Institut, 89 1330 Rixensart, Belgium.

JlaTa ocTaHHBOIO NeperJsay.
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