@ AnTeka iHTepHeT uev

Cknapg

Aitodi peqyoBuHm:1 po3a (0,5 mn) BiAHOBNEHOI BaKUMHU MICTUTb:
AndTepinHoro aHatokcnHy agcopbosaHoro (D) He MeHwe 30 MiXXHapoAHUX
oanHuub (MO),

npaBUEBOro aHaTokcuHy aacopbosaHoro (T) He MeHwe 40 MO,

KaLLTIOKOBOIro aHaTOKCUHY aacopbosaHoro (PT) 25 mkr,

dinameHTO3HOro remMarntoTUHiIHY aacopbosaHoro (FHA) 25 mkr,

neptakTuHy agcopbosaHoro (PRN) 8 mkr,

p-AHK noBepxHeBOro aHTureHy Bipycy renatuty B agcopbosaHoro (HBsAg) 10
MK,

iHakTMBOBaHoOro noniosipycy Tuny 1 (Mahoney) 40 D-aHTUFreHHMX OAUHMULDb
(DU),

iHakTMBOBaHOro noniosipycy Tuny 2 (MEF-1) 8 DU,

iHaKTMBOBaHOro noniosipycy tuny 3 (Saukett) 32 DU,

KOH'toraTy KancysbHoOro nonicaxapuway Haemophilus influenzae tnny b (PRP)
10 MKr Ta npaBueBoro aHatokcuHy (TT) agcopboBaHoro ~ 25 MKr;
AOMOMIXKHI pe4oBUHM: HaATpito xnopua - 4,5 Mr, cepeposuue 199 (M199)
(Bknoyaroum amiHokmcnotu) — 1,15 Mr, Boga ans in’ekui — 0,5 mMn, nakrosa -
12,6 mr.

Aa’toBaHT: antoMiHin (y dopmi conen) - 0,82 mr:

anmoMinito rigpokeug (AI(OH)3) - 0,5 wr,

antomiHito dpocdat (AIPO4) - 0,32 Mr.

Kanito xnopwua, anHaTtpito docdaT, kanin hGocopHOKNCANA O4HO3AMILLEHUN,
nonicopbat 20 Ta 80, rniumH, dopmanbaerig, HeOMiUMHY CynibdaT, NONIMIKCUHY
B cynbdaT NpuUCyTHI SK 3annWKN BUPOOBHMUYOro rnpolecy.

Jlikapcbka dopma

CycneHsisa (DTPa-HBV-IPV) ans iH'ekuin Tta nioginizat (Hib), wo 3MiwytoTbcs
nepen BUKOPUCTAHHSM.

OcHoBHiI ¢iznko-ximidyHi Bnactusocti: IHOAHPUKC NEKCA™ - koMbiHOBaHa

BakKUMHa Anda npodinaktnkmn andTepii, npasus, Kawnoky (auentonsapHum
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KOMMOHEeHT), renatuty B, nonioMieniTy Ta 3axBoptoBaHb, 36yAHNKOM SIKUX

€ Haemophilus influenzae Tnny b.

IHOAHPUKC N'EKCA™ Bignosigae BuMoraM BcecBiTHLOI opraHi3auil 0OXopoHU
3400poB’a A0 BMpO6HMUTBA 6i0NOriYHUX pevyoBUH, ANPTEPINHNX, NpaBLEBUX,
KaLIKOBUX Ta KOMBIHOBaHMX BaKUMH, BakKUWH 418 NpodinakTUKy renatuTy
B, oTpMMaHuMx 3a 4ONOMOro TexHosnorii pekoMbiHaHTHUX OHK, iHakTnBOBaHMX
BaKUMH ANs NpodinakTMKM NonioMienity Ta KoH toroeaHux Hib BakymH.
dapmakoTepaneBTUYHA rpyna

BakTepianbHi Ta BipyCHi BakUMHM KOMbGIHOBaHI.

Koa ATX JO7C AO09.

IMyHo0OrivHi Ta 6ionoriyHi BNacTUBOCTI

GapmakognHaMmika.

IMyHOreHHicTb

IMyHoreHHicTb BakymHn IHOAHPUKC N'EKCA™ ouiHoBanacs B KNiHIYHUX
AOCNIAXEHHAX Y AiTen 3 6-TUXXHEBOro BiKy. BakuuHa ouiHoBanacsa B 2-
A030BUX Ta 3-4030BUX CXeMax NepBUHHOI BaKuMHaLil, BKOYAOYM CXeMY
Po3wunpeHoi nporpamum iMyHisauii, a TakoX K Ao3a anga 6ycrepHoi BakuMHaLii.
Pe3ynbTaTn UMX KNIHIYHUX AOCNIAXEHb MiACYMOBaHi B Tabnnusx HMxXuYe.
Micna cxemu 3-0030BOI NepBUHHOI BakUMHaUil, y woHanMeHwe 95,7%
HEMOB/IAT BUHUKIM CEPONPOTEKTUBHI abo Cepono3nTUBHI PiBHI @aHTUTIN NPOTH
KOXHOI0 @aHTUIMeHy, WO BXOAMUTb A0 CKiaay BakuuHu. lMNicnga 6ycrepHoi
BakumMHauii (nicnsa gosn 4), y woHanMeHwe 98,4% aiten BUHUKAU
ceponpoTeKkTMBHI abo cepono3nTUBHI PiBHI @aHTUTIN NPOTU KOXHOIO
BAKUMHHOIO aHTUIEHY.

Tabnuusa 1

BiacoTok ocCi6 3 TUTpaMm aHTUTIN = MEXOBOro 3HAaYeHHs aHanily, yepes oaAuH
Micsiub nicnsa 3-A4030BOi NEepPBMHHOI Ta 6yCTepHOT BakuMHaLUii BaKLUMHOK
IHOAHPUKC N'EKCA™

AHTUTINO

(MexoBe
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3Ha4YeHHS)
Micna po3u 3 lNicna posun 4
(bycTepHa
BaKuUMHaLUiA Ha
Apyromy poui
XWTTA nicnga 3-
[030BOro
NEPBUHHOTIO
Kypcy)

2-3-4

Micaui

N=196

(2

gocnig-
YXKEHHS)

2-4-6

Micaui
N=1693

(6

agocnig-

KeHb)

3-4-5

Micaui
N=1055

(6

agocnig-

KeHb)
6-10-14
TUXHI

N=265
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(1

aocnia-

YKEHHS)

N=2009

(12

AOCNiAXEHb)

% % % % %
MpoTtnandTepiriHe 100,0 99,8 99,7 99,2 99,9
(0,1 MO/mn) t
MpoTunpasuese

(0,1 MO/mn) t

100,0 100,0 100,0 99,6 99,9
AHTN-PT

(5 Og ITA/MN)

100,0 100,0 99,8 99,6 99,9
AHTM-FHA

(5 Og ITA/MN)

100,0 100,0 100,0 100,0 99,9
AHTN-PRN

(5 O ITA/Mn)

100,0 100,0 99,7 98,9 99,5
AHTN-HBS

(10 MMO/mMn) T

99,5 98,9 98,0 98,5* 98,4
lMpoTun

nosiioMienity Tuny

1

(po3BeaeHHs 1/8)

+

100,0 99,9 99,7 99,6 99,9
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MpoTtwn

noniomienity Tmny

2

(po3BeneHHs 1/8)

+

97,8 99,3 98,9 95,7 99,9

MpoTtwn

noniomienity Tmny

3

(po3BeneHHs 1/8)

T

100,0 99,7 99,7 99,6 99,9

AHTN-PRP

(0,15 mkr/mn) t

96,4 96,6 96,8 97,4 99,7

N - KinbKicTb 0Cib;

* B Miarpyni HOBOHAPOAXKEHUX, SIKMM HE BBOAMMM BaKUMHY NpOTU renatuty B
Npv HapoaXeHHi, 77,7% ocié mann TuTpn aHtn-HBs 310 MMO/Mn;

T MeXoBe 3HaueHHSs, NPUNHATE K MOKA3HUK 3axXUCTY.

Micna noBHOT BaKUMHaUIT 3rigHO 3i CXeMOot 2-4030B0OI NEPBMHHOT BakUMHaUii Ta
6yctepHoi BakumHauii BakunHoto IHGAHPUKC N’EKCA™, y wioHanMmeHwe 97,9%
0Ci6 BUHUKNM CEPONPOTEKTUBHI abo CepONO3UTUBHI PiBHI aHTUTIN NPOTU
KOXHOr0 aHTUreHy, WO BXOAMTb A0 CKAaAy BaKUMHW.

Tabnuuga 2

BiacoTok ocCi6 3 TUTpaMM aHTUTINT = MEXOBOIro 3HAUYEHHS aHanisy, nicas cxemum
2-4030B0i NepBMHHOI Ta 6ycTepHoi BakumHauii BakunHoto IHOAHPUKC
FEKCA™

AHTUTINO

(MexoBe 3Ha4YeHHS)

Micna po3n 3
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(BakuMHauia y Bili

2-4-12 micsuis)

N=196 (1

AOCNIAXKEHHS)

Micna po3un 3

(BakuuHauia y Biui

3-5-11 micauis)

N=532 (3

AOCNIAXEHHS)

% %

MpotnandTtepinHe (0,1

MO/mn) t

100,0 100,0

Mpotunpasuese (0,1 MO/Mn)

T

100,0 100,0

AHTM-PT (5 Og ITA/Mn) 99,5 100,0
AHTU-FHA (5 Op ITA/Mn) 100,0 100,0
AHTM-PRN (5 Op ITA/Mn) 100,0 99,2
AHTN-HBs (10 MMO/mMn) t 99,8 98,9
MpoTtn nonioMienity Tuny 1
(po3BeaeHHsa 1/8) T

98,4 99,8

MpoTn nonioMienity Tuny 2
(po3BeaeHHsa 1/8) T

98,4 99,4

MpoTn nonioMienity Tuny 3
(po3BeaeHHsa 1/8) T

97,9 99,2

AHTM-PRP (0,15 mkr/mn) t 100,0 99,6
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N - KinbKicTb 0Cib;

T MeXoBe 3HaUYeHHSs, MPUUHATE AK NOKA3HUK 3aXUCTy.

CeponoriyHi cniBBigHOLWEHHS 3aXMCTY BCTAHOBAEHI BIiAHOCHO andTepii,
npasus, nonioMienity, renatuty B Ta Hib-iHdekuii. LLloao kawnioky
CepoIoriyHMMN NOKa3HMK 3aXMUCTY BIACYTHIN. OAHaK, OCKiSIbKM iIMYHHa BiANOBIAb
Ha aHTUreHn Kawnoky y BakumHi IHOAHPUKC FTEKCA™ € ekBiBaneHTHO TakKin
y BakuuHi IHGAHPUKC™, o4iky€eTbCS, WO 3aXnUCHa eheKTUBHICTb ABOX BaKLMH
éyae cxoxoto.

3axmcHa eeKTMBHICTb WOoA0 KaLUIKY

3axucHa edeKkTuBHICTb BakunHU IHOAHPUKC™ ang npodinakTnkm TMNOBOIoO
KaLLOKY, 5K noro Bu3sHa4vae BOO3 (3 21 agHA napoKCM3ManbHOro Kawsi) éyna
NMPOAEMOHCTPOBaHa Nicna NepBMHHOI iMYHi3auil TpboOMa A03aMUN B KNiHIYHUX
AOCNIAXEHHAX, nepeniyeHnx B Tabnuui 3

Tabnuusa 3

KniHiyHe

AOCNIAXKEHHS

KpaiHa

Mpadik

iIMyHi3auil

EdekTnBHICTb

BaKUWMHU

dakTopu

JdocnipgxeHHs

CiMeMHMNX

KOHTaKTIB

(cnine

NPOCMNeKTUBHE)

HiMmeuyunna 3, 4, 5

MicsauiB

88,7% ba3y4mncb Ha
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AaHunXx, 3ibpaHux i3
BTOPUHHUX
KOHTaKTIB Yy CiM'siX,
B AKUX
crocrepiraBecs
iIHOEKCHUI
BMNagoK TUNOBOIro
KaLUJIoKY.
JlocnigXeHHs
eeKTUBHOCTI
(cnoHcopoBaHe
HauioHanbHUM
IHCTUTYTOM
OXOPOHMU
340poB’a)

ITania 2, 4, 6
MicauiB

84% lMpwn noganbliomy
CNoOCTepeXxXeHHi 3a
LLIEI0 X rpynoto
nauieHTiB

e eKTUBHICTb
BaKLUMHWN Bbyna
niaTBepaXxeHa
npotarom 60
Micauis nicns
3aBepLUEHHS
nepBMHHOI
BakLUMHauii 6e3

BBEAEHHA
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6ycTepHOi 403K

BaKUMHW NpOTH

KaLLJTHOKY.

IMYHOreHHICTb Y nepeg4yacHO HapoOAXEHUX HEMOBNAT

IMyHoreHHicTb BakymHn IHOAHPUKC F'EKCA™ ouiHOBanu B TpbOX KJTiHIYHMX
AOCNIAXEHHAX NicNsa 3aBepLlleHHs 3-4030B0r0 KypCy NepBMHHOI BakumMHauii (2-
4-6 MicauiB), aki Bkao4danu npnbnmsHo 300 nepeg4acHO HapoOAXEHUX
HeMoBNAT (rectauinHnm Bik 24-36 TUXHIB). IMyYHOreHHICTb BaKUMHKU nicns
npoBeAeHHS peBaKuMHauil y Biui 18-24 Micauis, ouiHoBanun npmbnnsHo y 200
nepeayacHO HapOIXXEHUX HEMOBNSAT.

Yepe3 oauMH MicdAub Nicnga 3aBeplleHHs Kypcy NepBUHHOI BakUMHaUIl
LoHanMeHwe 98,7% ocib bynun cepo3axulleHi NpoTn andTepii, npaBus Ta
Bipycy nonioMienity Tmnis 1 Ta 2; woHanmeHwe 90,9% Manu ceponpoTeKTUBHI
PiBHi @aHTUTIN NPOTW aHTUreHiB renatuty B, PRP Ta Bipycy noniomienity tuny 3
i BCi ocobn 6ynu cepono3mtMBHUMKM Wwono aHTuTin npotn FHA Ta PRN, ToAi sk
94,9% 6ynn cepono3nMTUBHUMU LLOAO aHTUTIN NpoTu PT.

Yepe3 oanH Micaub nicng 6ycrtepHoi BakuMHauii woHanMmeHwe 98,4% ocib
Mann CeponpoTeKTUBHI abo CepOnO3UTUBHI PiBHI @aHTUTIN NPOTU KOXHOIO
AHTUreHy, 3a BUHATKOM aHTUTIN npoTn PT (woHanMeHwe 96,8%) Ta renatuty
B (woHanmeHwe 88,7%). Peakuisd Ha 6ycTepHy BakUMHaLiO WOAO0 KPATHOCTI
36inblIeHHS piBHIB KOHUeHTpauii aHTuTin (B 15-235 pasiB) BKasye, Wo aAn4
nepefyacHO HapOAXXEHUX HEMOBAST OTPMMAHHSA MEPBMHHOIO BaKUMHANIbHOMO
KoMmnnekcy 6yno agekBaTHUM CTOCOBHO BCiX aHTuUreHis sakunmHn IHOAHPUKC
FEKCA™,

B npocnekTnBHOMY gocnigxeHHi npubnnsHo yepes 2,5-3 poku nicns 6ycrepHoi
BakuMHauii 85,3% aiten Bce We Manu ceponpoTEKTUBHUN piBEHb aHTUTIN
npoTn renatnty B Ta woHanMeHwe 95,7% - Manun ceponpoTeKTMUBHI PiBHI
aHTUTIN NPOTU TPbOX TUNIB BipyCy nosioMienity Ta PRP.

TpuBanictb iMyHHOI BignoBiAi

TpuBanicTb iIMyHHOI Bignosiai nicns 3aBeplweHHsa 3-4030BOro Kypcy nepBMHHOI
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BaKUMHaUii Ta BBeaeHHs 6ycTepHoi Ao3n BakunHn IHOAHPUKC F'EKCA™
ouiHoBanacsa y Aiten BikoM Big 4 A0 8 poKiB. 3aXMCHUN IMYHITET NPOTU TPbOX
TUNiB Bipycy nonioMienity Ta PRP cnocTtepiraecs y woHanmeHwe 91,0% aiten,
a NpoTn audTepii Ta Nnpasus — y wWoHanMmeHwe 64,7% Aaiten. LLloHanMeHLwe
25,4% (aHTK-PT), 97,5% (antn-FHA) Ta 87,0% (aHTn-PRN) aiten 6ynu
Cepono3nTUBHMMM NPOTU AHTUINEHIB KALUTKOKOBOI0O KOMMOHEHTY.

LLloao renatnty B HasABHICTb CEpONPOTEKTUBHMX aHTUTIN Nicnsg 3-4030BOro
KypCy NepBUHHOI BakUuMHauii Ta 6ycTtepHoi BakunHauii sakymHoto IHOAHPUKC
FEKCA™ 6yna npoaemMoHcTpoBaHa Yy = 85% aiten BikoM 4-5 pokiB, y = 72%
AiTen BikoM 7-8 pokiB, y = 60% piten Bikom 12-13 pokiB Ta 'y 53,7% Aaiten
BikOM 14-15 pokiB. KpiM Toro, nicsisa 2-4030BOro Kypcy nepBUHHOI BakuMHauUil
Ta 6ycTepHOI BakuMHaLii ceponpoTEKTUBHUIN piBEeHb aHTUTIN NpoTn HBV
36epiraBca y = 48% piten Bikom 11-12 pokiB.

IMyHonoriyHa nam’ate wono HBV 6yna niaTeepaxeHa y giten BikoM 4-15
pokiB. Ui gitn otpumMmanu BakunHy IHOAHPUKC NEKCA™ B aKOCTi NepBUHHOI
BaKLUMHauUii Ta 6ycTepHOi BakumMHauii B nepiog HOBOHAapOAXEHOCTI, i micnga Toro,
K BBOAMACSA A04ATKOBA A03a MOHOBAJIEHTHOI BakunHM npotu HBY,
CnocTepiraBcs iIMyHHUIM 3aXUCT Y WoHanMeHLwe 93% ocib

JocBig nicnsapeecTpayinnHoro 3acTtocyBaHHs

Pe3ynibTaT AOBrOCTPOKOBOrO CrioctepexeHHsa B LUBeuil nokasyoTb, Wo
auentonspHa BakumHa ans npodinakTMky KawoKy € epeKTUBHOK Y HEMOBAT
Nnpv NpoBeAeHHI KypCcy NepBUHHOI iMyHi3auii B 3 Ta 5 MicAuiB i BBeAEHHI
6ycTepHoi fo3un y Biui NpnbnmnsHo 12 Micauis. OgHak, iCHYHOTb AaHi, WO
A0BOASATb cnablaHHSA NMPOTUKALWIKKOBOIO 3aXMUCTy Y AiTen BikoM 7-8 pokiB 3
rpadikom iMyHisauii 3-5-12 Micauis. TOMy npu3HayYeHHSa Apyroi 6ycTepHOi 403U
BaKUMHU MOXe 6yTn BUNpaBAaHUM Yy AiTer BiKOM 5-7 poKiB, SKUM LWenneHHs
paHilwe NnpoBoAMAN 3a UMM rpadikom.

EdekTuBHicTb Hib komnoHeHTa BakumHu IHOAHPUKC F'EKCA™ 6yna
BCTAHOBJIEHA Ta NPOAOBXYE BMBYATUCS Y KJTIHIYHOMY AOCiAXKEHHI B HiMeuunHi

nig 4Yac nepioay NocTtMapKeTUHroBoro apmakoHarnagy. NMportsarom 7 pokis
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nepiogy noganbLoro cnocrepexeHHs 6yno BCTaHOBEHO, WO eeKTUBHICTb
Hib KOMNOHEHTIB ABOX reKkcaBase€HTHUX BaKLUMWH, O4HOI 3 aKkuX byna
IHOAHPUKC N'EKCA™, cTtaHoBunia 89,6% Ans wenneHux, siki otpumanmu
nepBUHHNIN BakKUMHaNbHUN KoMmnnekc Ta 100% ansa wenneHnx, siki oTpmManmu
NnepBUHHUIN BaKUMHaNbHUM KOMMNNeKC natc 6ycTtepHy Ao3y (He3anexHo Big Hib
BaKUWMHWN, WO BUKOPUCTOBYBanacs Ass nepBMHHOI BaKuuHauii).

IHOAHPUKC F'EKCA™6yna ocHoBHOW Hib-BMicHOO BakuuHow B ITanii, wo
AOCTynHa no4vnHarum 3 2006 poky. IMyHizauito npoeoaaTsb y Bili 3, 5ta 11
MiCsILiB, OXOMNJIEHHS BaKUMHaUi€w nepesutye 95%. B KpaiHi Npoa0BXYETbCS
HaneXHWn KoHTposb 3a Hib-iHdekuieto: 3a nepiog 3 2006 no 2011 poku B
ITanii wopiyHo BMaABNAnocs He b6inblie 3 niaTBeEpAXEHNX BUNaaKiB reModinbHOI
iHdbekuii Tuny b cepen aiten Bikom o 5 pokis.

GapMaKoKiHeTUKa.

OuiHka pbapMaKOKiHETUYHUX BIACTUBOCTEN HE € 060B'I3KOBOIO A1 BaKLMH.
Moka3saHHA

BakuymHa IHOAHPUKC N'EKCA™ nokasaHa ans nepBUHHOI Ta 6ycTepHOoi
iMYHi3auii giten 3 MeTo NpodinakTUku andTepii, NpaBus, KaloKy, renatuTy
B, nonioMienity Ta 3axBoptoBaHb, 36yaAHNKOM Sknx € Haemophilus

influenzae Tvny b.

lMpoTnokasaHHA

BakumHy IHOAHPUKC F'EKCA™ He npu3HadatoTb ocobam 3 niaBuLLEHOO
rinep4yyTnBICTIO O OCHOBHUX KOMMNOHEHTIB abo no0 6yab-aKoi 3
AOMNOMIKHUX/3anULWKOBUX PEYOBMH, B TOMY YUCAI MOMIIMIKCMHY, HEOMILMHY Ta
dopmanbgerigy (ams. po3ain «Cknag») Ta ocobam, WO Manm O03HaKK
rinep4yTIMBOCTI Nicna nonepeaHboro BBeAEHHS BaKUMH ANns npodinakTukm
AndTepii, NnpaBus, KawoKy, renatuty B, nonioMienity abo 3axBoproBaHb,
36yaHUKOM aknx € Haemophilus influenzae Tuny b (Hib).

IHOAHPUKC NEKCA™ npoTunokasaHa AiTsaM Yy SSKUX cnocTepiranacs
eHuedanonaTisa HEBIAOMOI eTionorii B Mexax 7 AHIB nicnsa nonepeaHboi

BaKLUMHALIl 3 Kal/1FOKOBOBMICHOK BaKLUMHOW. 3a umx obCTaBMH BaKLMHALO
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MPOTWU KALLIIOKY CNigd MPUNUHUTU | KypC BaKUMHaUIl cnig npoaoBXUTKU
BaKUMHaMu ansa npodinaktnkn gudTepii, npasus, renatuty B, iHAaKTMBOBaAHOLO
NMOTIOMIENITHOIO BaKLMHO Ta BaKUMHOK AN NnpodiNnakTUKM 3aXBOPOBaHb, WO
BUKNMKaTbCs 36yaHUkoM Haemophilus influenzae tvny b.

AK iy BUNAAKY 3 iHWKMMKM BaKUMHaMM, 3actocyBaHHA BakumHU IHOAHPUKC
MEKCA™ nauieHTaM 3 roCTpuUM 3aXBOPHOBAHHSM, LWLO CYNPOBOAXYETbCA
JINXOMaHKO0, cnia BiaknacTn. HasiBHICTb He3HA4YHOI iHdeKUii He €
NMPOTUMOKA3aHHSAM.

B3aemogia 3 iHWMMK NikapCbKMMKN 3acobamum Ta iHWI BMAWM B3aEMOAIl

BakumHy IHOAHPUKC N'EKCA™ MO>XHa 04HOYaCHO BBOAUTU 3 MHEBMOKOKOBUMMU
KOH'IOrOBaHMMMN BaKUMHAMN, KOH'IOrOBaHOK BaKLUMHOK NPOTU MEHIHFOKOKY C
(MenC), KOH'toroBaHoO BaKLUMHOK NpOTU MeHiHrokoky A, C, W, Y (MenACWY),
KOH'IOroBaHOI BakKLUMHOK NpOTU MeHiHrokoky B (MenB), BakunHamu ang
npodinakTnKn poTasipycy, KOpy, NapoTUTy, KpaCHYXu Ta BiTpAHOI Bicnu. [daHi
He NMOoKa3ylTb KMAIHIYHO CYTTEBOrO BMJ/IMBY HA peaKUito aHTUTI/T HA KOXEH 3
OKpPEMUX aHTUrEHIB.

JaHi KNiHIYHUX gocnigXeHb BKa3ykTb, WO NpY 04HOYACHOMY BBEAEHHI
BakumHn IHOAHPUKC NEKCA™3 NHEBMOKOKOBOK KOH'IOrOBaHOK BakKLMHOKO
yactoTa pebpunbHMX peakuin BuLa y NOPIBHAHHI 3 4aCTOTOK, sika BUHUKAE
nicnga seeaeHHs nuwe BakunmHu IHOAHPUKC F'EKCA™. [aHi oagHOro
KNiHIYHOro AOCNIAXXEeHHSA BKA3ykTb, WO NpyU 04HOYAaCHOMY BBeAEeHHI BaKUMHU
IHOAHPUNKC N'EKCA™ 3 BaKUMHOW 4719 NpOodinakTUKMU KOpy, eniaeMiyHoro
NapoTUTy, KPaCHYXM Ta BITPSHOI BicnK YyacTtoTa pebpunibHUX peakuin BuLla y
NMOPIBHAHHI 3 YaCTOTOIO, KA BUHUKAE MiCcNg BBEAEHHS NuLle BaKUUHU
IHOAHPUKC NEKCA™, Taka X, 9K Micns 3aCTOCYBaHHA Nulle BaKUMHWU ANns
Npo@dinakTMKM KOpy, enigeMiyHoro napoTuTy, KpacHyXu Ta BITPSAHOI BiCcnu
(avB. po3ginm «OcobnnBoOCTi 3acTocyBaHHA» Ta «[ob6iuHi peakuii»). Bnaney Ha
iIMYHHY Bignosiab He 6yno.

Yepe3 niaBUWEHUA PU3NK BUHUKHEHHS NTMXOMaHKK, 60110 B Micui iH'ekuii,

BTpaTW aneTuTy Ta APaTiB/IMBOCTI NMpM 0OAHOYACHOMY 3aCTOCYBAHHI BaKLUMUHN



@ AnTeka iHTepHeT uev

IHOAHPUKC NEKCA™ 3 BaKLUMHOK NPOTU MeHiHrokoky B (MenB) Ta 7-
BaJIEHTHOK NMHEBMOKOKOBOI KOH'IOrOBaAHOK BaKUMHOK 6a>XaHO pO3rnsHyTu
MUTaHHS WOAO OKPEMUX LLEMNJIEHb, KON L& MOXJ/IMBO.

Axkwo IHGAHPUKC MNEKCA™3aCcTOCOBYETLCA O4HOYACHO 3 IHWKWMK
iH'EKLiNHMMM BaKLUMHAMMK, Ui npenapaTu 3aBXan noTpibHO BBOAUTU B Pi3Hi
DINSAHKK Tina.

AK i Ang iHWKWX BakKUMH, MOXHa OYiKyBaTu, WO Y NaUIEHTIB, AKi OTPUMYIOTb
IMYHOCYNpeCcuBHY Tepanito, MOXe He A0CAraTmca ageKkBaTHa iMyHHa BiagnoBigb.
OcobnmBOCTI WOA0 3aCTOCYBaAHHS

BakumnHauii noBnHHI nepeaysatu 36ip MegnyHoOro aHamHesy (oco6snBo Woao0
nonepeaHboi BakKuMHauii i MOXINMBUX BUNAAKiB NO6IUHNX peaKLuin) i KNiHiyHe
obCTexXeHHs.

AK i AnA BCiX BaKUWH, BiAMOBiAb IMYHHOI CUCTEMU MOXE HEe AOCATTU 3aXUCHOro
piBHS Y BCiX BaKUMHOBaHUX (AMB. po34in «IMyHonorivyHi Ta 6ionoriyni
0Cob6MNBOCTI»).

IHOAHPUKC N'EKCA™ He 6yae nonepen)XyBaTW 3aXBOPHOBaHHS, BUK/TUKAHI
iHWKWMK naToreHHnMn 36yaHukamm, okpim Corynebacterium

diphtheriae, Clostridium tetani, Bordetella pertussis, Bipycy renatuty B,
Bipycy noniomienity abo Haemophilus influenzae tvny b. lNpoTe, MOXHa
o4iKkyBaTu, WO Npu iMyHi3auii 6yae nonepegxaTtmnca renatmut D, OCKinbKu
renatnT D (9KUN BUKIMKAETLCA AeNbTa-BipyCoOM) HE BUHUKAE 3a BiACYTHOCTI
iHiKyBaHHS renatuToMm B.

AKWo BiAOMO, WO 6yab-KUA 3 HUXKYE3a3HAUYEeHUX CTaHiB CNOCTEepIiraETbCs y
4acoBOMY 3B'AA3KY 3 OTPMMaHHSM KaL/IIOKOBOBMICHOI BaKUMHW, pilLeHHS npo
NPU3HAYeHHs HACTYMNHOI 4031 BaKLUMHU, WO MiCTUTb KalUOKOBUN KOMMOHEHT,
noTpibHO peTenbHO 06MipKyBaTK:

TemnepaTtypa 3 40,0 °C B Mexax 48 roauH nicnsa BakumHauii, He nos’ss3aHa 3
IHWWMW NMPpUYNHaMK;

konanc abo wokonoAibHMn ctaH (rinoTOHIYHO-riNOPECNoOHCUBHMI eni3o) B

MexaxX 48 roamH nicns BakuuHauii;
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6e3nepepBHUI NNay, Wo Tpmeae 3 3 roanH, B Mexax 48 roamH nicns
BaKLUMHaUIT;

Cy4OMM 3 INXOMaHKOK abo 6e3 Hel, Wo cnocTepiratoTbCa B Mexax 3 AHiB nicns
BaKUMHaUIl.

3a YMOB BMCOKOI 3aXBOPIOBAHOCTI Ha KaLU/OK NOTeHLUiMHA KOPUCTb NepeBaxae
MOXJINBUI PU3UK.

AiTaM 3 nporpecytynMmn HEBPOJIONiYHUMM NOPYLUEHHAMU, BKIOYAKOUM
iHDaHTUNBbHI CNa3MM, HEKOHTPO/IbOBAHY eninencito abo nporpecytouy
eHuedanonaTito, Kpalle BiAKNacTn wenneHHsa ansa npodifakTUKM KalaoKy
(BakuMHOW 3 auentonsapHnM abo 3 LiNIbHOKMITUHHUM KaLl/TlOKOBUM
KOMMNOHEHTOM) A0 NOKpalaHHA abo ctabinizauii ctaHy. OgHak, pilleHHs nNpo
3aCTOCYBaHHS BaKUMHM NPOTU KaLUOKY CNig4 NpunMMaTh Ha iHAMBIAYanbHIN
OCHOBI Nic1A peTenbHOI OLIHKM MOX/IUBUX PU3MKIB Ta nepesar.

AK i Anga BCiX iH'EKUIMHMX BaKUWH, BiANOBiAHA AOMNOMOra Ta MeANYHUM Harnag,
3aBXXAM NOBUHHI 6yTK flerko A0CTYNMHUMW Ha BUNAaAOK BUHUKHEHHS PiAKICHUX
aHadiNaKTUYHMUX peakuin nicna BBeAeHHS BaKUMHU. TOMY Naui€EHTU NOBUHHI
6yTn nig Harnaaom He MmeHwe 30 XBUWH Nicns BakKuMHauil.

BakumHy IHOAHPUKC M'EKCA™cnig npusHadatu 3 obepexHicTio ocobam 3
TpoMbounToneHieo abo NOpyLLIEHHAMMU 3CiAaHHSA KPOBi, OCKiNIbKK Mpu
BHYTPiLWHbOM'A30BOMY BBEAEHHI Y Takux 0Cib MOX/IMBI KpoBOTeui.

He BBOAUTYM BakUMHYy BHYTPILLHbOCYANHHO ab0 BHYTPILLHbOLIKIPHO.

HasaBHiCTb B 0COBUCTOMY aHaMHe3i ANTUHN PebpunbHUX CYA0M, HASIBHICTb B
pPOAMHHOMY aHaMHe3i cyaoM abo CMHAPOMY panToBOi CMepTi HEMOB/ISATU He €
npoTnnokasaHHaMm ansa sakuymHauii IHGAHPUKC MEKCA™. BakuMHOBaHI 3
debpunbHMMN CyaOMaMn B aHAaMHe3i MOBUHHI 3HAaX0AUTUCH Nig Harns4omMm,
OCKiNbKM Taki NO6iYHIi NpoOSBN MOXYTb BUHUKATK Yepe3 2-3 AHi nicng
BaKLMHaLLI.

Mpn ogHo4yacHoMy BBeaeHHi BakumHu IHOAHPUKC NEKCA™ 3 NHEBMOKOKOBOI
KOH'toroBaHot BakuuHot (MKB7, NMKB10, NMKB13) abo 3 BakuMHOW A4S

npodinakTMKn Kopy, enigeMiyHoro napoTuTy, KpacHYXW Ta BIiTPSHOI Bicnu
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yacTtoTa hebpunbHUX peakui BUla y NOpiBHAHHI 3 YaCcTOTOK, iIKa BUHUKAE
nicna eeeaeHHsa nuwe BakunHu IHOAHPUKC FEKCA™. Y 6inblOCTi BUNaaKis
Ui peakuii 6ynm noMipHoro ctyneHto (nnxomMaHka < 39 °C) Tta 3roaoM MUHaNu
(avB. po3ainun «IMobiyHi peakuii» Ta «B3aemoaisa 3 iHWKWMMK NiKAPCbKUMMU
3acobamum Ta iHLWIi BUAW B3AEMOLIN>»).

36inbweHa YyacTtoTa NnoBiAoOMIEHb NMPO CyaoMM (3 IMXOMaHKOK abo 6e3) Ta
rinoTOHIYHO-rinopecnoHcmBHiI enizoamn (IME) cnocTepiranaca npm ogHO4YaCHOMY
3actocyBaHHi BakumHu IHOAHPUKC NEKCA™ Ta MNMKB13 (auB. po3ain «lMobiyHi
peakuii»).

XKaposHuxytoda Tepania mae 6yTn posnoyaTta BiAMNOBIAHO A0 MiCcLEBUX
nporpam JiikyBaHH4.

CunHkone (HenpMTOMHICTb) MOXe BMHUKHYTK Nig Yac abo paHiwe 6yab-sKoi
iH'EKLIMHOI BaKUMHaUIT, 9K NCUMXOreHHa peakuisi Ha iH'eEKLi0 rosiKolo.
BakunHauito HeobXigHO NPOBOANTU TiNIbKU B NOJIOXEHHI BaKUMHOBAHOIo
cnasum abo nexauu Ta 3aauvwaTn Moro B TOMY X MOJIOXKeHHi (cnasayum abo
nexaum) npoTaroMm 15 XBUAMH Nicna BakuMHauii 419 nonepeaXeHHs pusmnky
NOro TpaBMyBaHHS.

OcobmBi rpynu navyieHTiB

IHdekuia, BuknnkaHa BipycoM iMmyHozediumty niogmun (BIL1), He
pO3rNAAa€eTbCa 9K NpoTUNOKasaHHA. icna BakuMHauil NauieHTiB 3
MPUrHIYEHUM IMYHITETOM MOXE He PO3BUHYTUCb AOCTATHSA iMYHOOrivYHa
BiAMNOBIAb.

KniHiyHi gaHi BkasyoTb, Wwo BakunHy IHOAHPUKC NEKCA™ MOXHa BBOAUTHU
nepegyacHO HapoOAXXEHMM HEMOBNATaAM, NpoTe, K nepeabadaerbcsa Ans ui€i
rpynu, cnoctepiranacs 6inbw cnabka iMyHHa BigNoBiAb Ha AesiKi aHTUIeHU
(amB. po3ainn «MobiuHi peakuii» Ta «IMyHonorivyHi Ta 6ionoriyvHi
BNAaCTUBOCTI»).

Mpv NpM3HavYeHHIiNepBMHHOIIMYHI3aUil Ay>Xe nepeayacHO HapOoaXKEeHUM
HemoBnsTaM (< 28 TMXKHIB rectauii) cnia MaTn Ha yBasi NOTEHUINHNK pU3KK

PO3BUTKY Y HMUX anHoe Ta HeobXiAHICTb KOHTPOJIIO 3@ AMXaNbHOK (PYHKUIE
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npoTtsarom 48-72 rogmH nicns BakumHauii, o0cobnmeo y BMnagKy, sKWo HeEMOBNSA
Ma€ B aHaMHe3i HeJOPO3BUTOK AMXasibHOI cucTeMun. OCKiNIbKM KOPUCTb
BaKUMHaLii Ansa Li€el rpynn HEMOBAST € BUCOKOK, Bi4 BaKUMHaUIl He cnig,
BiaMoBnATMUCL abo ii 3aTpMMyBaTw.

Bnnve Ha nabopaTopHi aHanisu

OcCKinbKn aHTUreH KancynbHoOro nonicaxapuay Hib Bnainaeroca 3 ceveto,
MO>XHa CrocTepiratv No3nTUBHUN TECT cedi NPOTAroM 2 TUXHIB Micns
BaKUMHaUii. HeobxiaHO npoBecTu iHWI TecTn, wob niateepantu Hib-iHdekuito
B Len nepioa.

Llen nikapcbkunii 3aci6 MicTuTb MeHwe 1 mMMonb (39 Mr)/po3y kanito, To6TO
NMPaKTUYHO BINIbHUI BiA4 Kanito.

Llen nikapcbknii 3acié MictTuTb MeHwe 1 MMonb (23 Mr)/no3y HaTtpito, To6TO
NPaKTUYHO BiNIbHUI BiA4 HATPIlO.

3acrocyBaHHs y rnepioq BaritHoCcTi abo rogyBaHHS rpyaato.

Ockinbkn BakumHa IHOAHPUKC NEKCA™ He npu3HayeHa A9 BUKOPUCTAHHSA Y
Aopocnnx, AaHi Nnpo 6e3neky 3aCToCyBaHHSA BaKUMHU B nepios BaritTHOCTI abo
nakTauiil BiaCYTHI.

34aTHICTb BM/INBaTH Ha LUBUAKICTL peakuyil npun KepyBaHHi aBTOTPaHCnopToM
abo iHWnMn mexaHiamMamu.

He cTocyeTbCca AaHOI rpynu.

Cnocib 3acTtocyBaHHS Ta 403U

Crioci6 3acTtocyBaHHS

IHOAHPUKC T'EKCA™ npuaHaveHa gnsa rmmbokoro BHYTPilWHbOM 'SI30BOIr0
BBeAeHHS. HeobxigHo 3MiHOBaTK (YepryBaTn) AiINAHKY Tina Anaa HacTynHUX
iH'EeKLiN.

Zlo3yBaHHS

CxeMa nepBMHHOI BakKUKMHaUiT cknagaeTbcsa 3 ABox abo Tpbox Ao3 (no 0,5 mn),
AKi HeobxigHO BBECTU 3rigHo 3 odiliMHMMN pekoMeHaauiaMu (ame. Tabnuuio 4
Ta po3ain «IMyHonoriyHi Ta 6ionoriyHi BNacTUBOCTI» ANS OTPUMAHHS

iHbopMaUuil Woao cXxeM BaKUMHaUl, OUIHEHUX B K/IHIYHUX AOCNIAXEHHSAX).
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BakumHy IHOAHPUKC N'EKCA™ MoxHa po3rnsgaTtu ans 6ycrepHoi BakunHauii,
SAKWO aHTUIeHHWI CKNag Bianosiga€e odiuinHMM pekoMeHaauisaM KpaiHu, ane
pekoMeHA0BaHO BBeAEHHS SIK MiHIMYM oaHi€i 031 Hib-KoH toroBaHOi BaKUMHN.
[MepBUHHA

BaKLMHaLiNA

byctepHa

BaKUMHaUiA

3arasibHi MOJI0OXXEHHS

[loHOLWEeHi HOBOHapoOaXKeHi

3 Ao3u MoXHa

npoBOANTHU

6ycTtepHy

BaKUMHaUIit0.

MoBuHeH 6yTK iHTEpBan WOHaMMeHLIE B

1 Micaub MK fo3aMn NepBUHHOI

BaKUMHaUii.

bycTtepHy 403y cnig BBOAUTHU

LLOHaNMeHLWe Yepe3 6 MicauiB nicns

OCTaHHbOI 403U NepBUHHOI BakKuMHaUIl i

6axxaHo A0 18-MicsA4YHOro BiKy.

2 no3un 0O6os’

A3KOBO

npoBOANTHU

bycTtepHy

BaKLUMHaUit.

MoBMHeH 6yTu iHTepBan WoHaMMeHLWe B

1 Micaui Mi>k 4,03aMK NEePBUHHOIT

BauUMHaUil.

bycTtepHy 403y cnig BBogUTU

LLOHaNMeHLWe Yepe3 6 MicauiB nicns
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OCTaHHbOI 4031 NEePBUHHOI BaKUMHaUIT i

6axaHo y nepioa 11-13 micauis nicns

HapPOAXEHHHA.

MepenyacHo HapoaXeHi HeMoBnsTa (WOHaMMeHwWwe 24 TUXHIB recrauii)

3 nosu 06os’

A3KOBO

NnpoBOANTH

6ycTtepHy

BaKLUMHALUIO.

MoBnHeH 6yTun iHTepBan WoHanMMeHLWe B

1 Micaub MiXX f03aMKM NEPBUHHOI

BaKLUMHaLIT.

bycTepHy Ao3y cnig BBoAUTU

LLIOHaNMeHLe Yepe3 6 MicauiB nicns

OCTaHHbOI 403U NepBUHHOI BakKuMHaUil i

6axaHo Ao 18-Mica4HOoro BiKy.

BeeneHHsa BakuymHu IHOAHPUKC F'EKCA™, BignosiaHo Ao rpadiky Po3wunpeHoi
nporpamu imyHisauii (y Biui 6-T1, 10-Tn, 14-Tn TUXHIB), MOXe 6yTun
BUKOPUCTaHE TiIbKN, AKLO0 BaKLUMHOBAHWM NpU HAPOLAXEHHI OTpUMas [03Y
BaKUWHW AN NpodinakTnukm renatnty B.

SKWO BaKUMHOBAHUW NpW HapOAXKEeHHI OTpMMaB A03Y BaKUMHU ANS
npodginaktnku renatmnty B 10, BakunHa IHOAHPUKC NEKCA™ moxe 6yTu
BMKOPUCTaHa sIK 3aMiHa AN A0AAaTKOBUX 403 BaKUMHM Ans npodinakTukm
renatuTty B y Biui Big 6 TMXHIB. AKWO A0 LUbOro Biky HeobXigHO BBEAEHHS
ApYroi 4031 BakKUuMHKU Ansa NnpodinakTnkun renatnty B, B uboMy BMNaaKy
HeobXiAHO BMKOPUCTOBYBATM MOHOBASIEHTHY BaKUWHY ANS NpodinakTukm
renaTtuty B.

Cnig ,OTpUMYBaTUCb BCTAHOBMIEHMX YMOBHOBAXXEHNUMWN OpraHaMm KOXHOT
KpaiHn 3axoAiB Woao iMyHonpodinakTukm renatmuty B.

LljenneHHs giten Ha TepuTopil YKpaiHun 34iMCHIOETLCS 3rigHO 3 BUMOramm
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Aitounx HakasiB MO3 YKpaiHu oa0o rnpoBeAEHHS Npo@iiakKTUYHNX LLEMNJIEHb.
[HCTpyKLUis 3 BUKOPUCTAHHSA BaKUWHU

MonepeAHbLO 3aNOBHEHMI WNPUL, WO MICTUTb cycneHsito DTPa-HBV-IPV
HeobxigHO nobpe cTpycuTn Wob oTpuMaTh O4HOPIAHY 6iny MyTHY CycneHsito.
Cycnensito DTPa-HBV-IPV Ta nopowok Hib HeobxigHO nepeBipnTh BidyasibHO
Ha HasABHICTb 6y Ab-SKNUX CTOPOHHIX YacTokK i/abo 3MiH (Pi3nYHMUX BACTUBOCTEMN.
Y Bunagky, sakwo 6yab-wo 3 nepepaxoBaHOro CnoCTepiraETbCsi, BaKUMHY He
BMKOPUCTOBYBATMW.

Byab-sIKMN HEBMKOPUCTAHUN NpoAYyKT abo BiAXOAHI MaTepiann MatoTb 6yTH
yTUNi30BaHi 3rigHO 3 BUMOraMm YNHHUX HOPMATMBHO-NMPABOBUX aKTiB B YKpaiHi.
BakumHy HeobXxigHO roTyBaTh WIAXOM A0AABaHHS YCbOro BMICTY nornepeaHbo
HanoBHeHOro wnpuua, wo Mictnte DTPa-HBV-IPV cycneHsito, 4o dnakoHy, Lo
MicTUTb nopowwok Hib. CyMiw HeobxiaHO nobpe cTpycuTn A0 MOBHOMO
PO34YNHEHHS NMOPOLUKY B CyCrneHs3il.

FApHO KNIHIYHOK NPaKTUKOK € BBEAEHHSA BAaKUMHWU NKMLLE TOAi, KON BOHA
AOCArHe KiMHaTHoi Temnepatypu. KpiM Toro, npu OCArHEHHI KiMHaATHOI
TemnepaTypu GNaKoHy rapaHTYETbCSA AOCTAaTHSA eNacTUYHICTb NYMOBOI Npobku
dnakoHy, WO MiHIMI3ye NOTpanAsHHA NYMOBUX YacToOK Yy pnakoH. LLob gocartu
LbOro, nakoH HeobXiAHO 3anNUWKUTU NpKU KiIMHaTHIN TeMnepaTypi (25 £ 3 °C)
LLIOHANMEeHLLEe Ha N'ATb XBUWH nepen BBeAEHHSIM CyCrneHsii 3i wnpuua Ta
PO3YNHEHHS BaKLMHW.

BigHoBNeHa BakuUMHa ABNSE Cob0to 3nerka 6inibll MyTHY CYCREH3it0, HiXX pigKni
KOMMOHEHT OKpeMo. Lle € HOpManbHUM SBULLEM.

BigHoBNeHy BakUMHY HeobXiaHO Bi3yanbHO NMepeBipuTU Ha HasABHICTb byab-
AKNX CTOPOHHIX YacTok i/abo 3MiHn di3nyHKUX BNacTMBoOCTEN. Y BUNAAKY, SKLLO
6yab-WO0 3 NepepaxoBaHOro CNoCTepiraETbCsl, BakKLUMHY HE BUKOPUCTOBYBATW.
Byab-sIKMN HEBMKOPUCTAHUN NpOoAYKT abo BiAXOAHI MaTepiann NOBUHHI 6yTH
yTunni3oBaHi BiANOBIAHO 3 BUMOramMm YNHHNUX HOPMATUBHO-NMPaBOBUX AKTIB B
YKpaiHi.

Micns BiAHOBMEHHS BakKuMHa Ma€e 6yTM BMKOPUCTaHa HeramHo.
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OaHak, BakumHa Moxe 36epiratucb 40 8 roamMH Npu KiMHATHIN TeMnepaTypi
(21 °QC).

HabupatoTb yBeCb BMICT diakoHa.

1. Tpumarwum unniHap wnpuua B ogHin pyui (He TpMManTecs 3a noplleHb
Wwnpuua), BiAKpyTiTb KOBNAYOK wnpuua, obeptatoym noro NnpoTm roAMHHMUKOBOI
CTPIiSNIKN.

2. BcTtaBTe ronky B wnpwuy, 3aKpyTiTb 1l NOBHICTIO A0 YNOpYy 3a rOAMHHUKOBOIO
CTpinkot (AMB. ManHOK).

3. 3HiMiTb 3aXUCHUN KOBMNAYOK rOJIKN, SKUN MOXe ByTn Aewo LWifnbHO
3aKpinjeHun.

4. BeBeniTb BaKUUHY.

AditnHemae paHux woao 6e3nekn ta edpeKTMBHOCTI 3acTtocyBaHHA IHOAHPUKC
FEKCA™ pitam Big 3 pokiB (40A4aTKOBO AMB. po34inu «lokasaHHa», «Cnocib
3aCTOCYBaHHS Ta A03U>»).

MepenosysaHHA

[aHnx HefoCTaTHLO.

MobiuHi edbekTn

MopyweHHA KpOBOHOCHOT Ta MliMaTUYHOI CUCTEMMU

NlimbageHonaTia, TpoMbounToneHisa

MopylweHHA iIMYHITETY

AnepriyHi peakuii (BkAo4aoun aHadinakTUYHI Ta aHainakToigHi peakuir)
MopyweHHs PyHKLUiT HepBOBOI CUCTEMU

Konanc abo wokonodibHmni ctaH (rinOTOHIYHO-TFiNOPEeCcnoHCMBHUIA eni3of)* **
MopylweHHa AnxanbHOI CUCTEMU

AnHoe* (amB. po3ain «0OcobnBOCTI 3aCTOCYBaHHS» LLOAO anHoe y nepeayacHo
HapoAXeHUX HeMoBAAT (< 28 TUXHIB recrauii))

MopyweHHs 3 60Ky Wikpu Ta NiAWKIPHUX TKaHUH

AHTIOHEBPOTUYHUN Habpsak*

Peakuii y Micui iHekuii

MowwnpeHri peakuii y BUrnaai npunyxsaocTi, NPUNyxXnoCTi BCIEl KiHLUIBKU, B AKY
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3p06s1eHO wWenneHHs**, Be3ankynum y Micui iH’exkuii.

* CnocTepiranu TiNbKK Npu 3aCTOCYBaHHI iHWKWX BakuMH MNakcoCMIiTKNSANH, Wo
mictatb DTPa.

**y piten, aknm 6ynn BeBeaeHi NepBUHHI A03W aueNtoNsapHOI BakUMHU AN
NpodiNakTUKN KalLoKYy, MMOBIPHICTb BUHUKHEHHS peakLUin NpunyxaocTi nicng
BBeAeHHS b6ycTepHoi A03M, 6inbla y NOPIBHSAHHI i3 TaKMMM, WO OTpMManm
LiNbHOKJITUHHI BaKUMHU A8 nNpodinakTuky Kawnwky. L peakuii MMHaOTb Y
cepenHbOMYy 4yepes 4 aHi.

*** AHani3 NOKa3HWKIB NOBIAOMAEHb NPO MiCASAPEECTPaLiNHE 3aCTOCYBaHHS
BKA3YE Ha NOTeHUiNHO 36inblleHnin pu3nk cynom (3 nuxomaHkow abo 6e3 Hei)
Ta rinoTOHIYHO-TINOPECNnoOHCUBHUX eni3oAiB npu 3actocyBaHHi IHOAHPUKC
FEKCA™ 3 NHEBMOKOKOBOI MosicaxapnaHo KOH'IoroBaHow agcopboBaHoto
13-BaneHTHOW BakuuHOW (MKB13) y NOpiBHAHHI i3 3aCTOCYBaHHAM nuLle
BakumHu IHOAHPUKC NIEKCA™,

KniHiyHun gocsig BukopuctaHHs BakumHu IHOGAHPUKC MEKCA™ ogHo4YacHo 3
MKB7

Y KNiHIYHUX JOCNIAXEHHAX, B AKUX AesKi 3 wenneHmnx otpumanm IHOAHPUKC
MEKCA™ ogHo4YacHO 3 NMHEBMOKOKOBOI noJlicaxapniHoto KOH'IOroBaHow 7-
BasieHTHOt BakumHoto (MKB 7) B akocCTi peBakumnHauii (4-1) Ao3n 060X BakUUH,
nosigomnsanocs npo nuxomanky 3 38,0 °Cy 43,4% giten, aki otpumysanu NKB
7 3 IHOAHPUKC N'EKCA™ B nopiBHsHHI 3 30,5% pgiten, aki 6ynu wennexi
Tinbkn IHOAHPUKC TEKCA™. JlnxomaHka 6inbwe 39,5 °C cnocrepiranaco y
2,6% i 1,5% piten, aki otpumyBann IHGAHPUKC N'EKCA™ 3 abo 6e3 MKB 7
BignoBiaHO, (AuB. po3ain «OcobnBOCTI 3aCTOCYBaHHA» Ta «B3amopais 3
IHWMMKW NiKapCbKMMK 3acobamu Ta iHWIi BUAM B3aEMOAiN»). Bunagku
JINXOMaHKM Nicfig o4HOYaCHOro BBeAEHHS ABOX BaKUMH Nig Yac BBEAEHHS
NepBMHHOINO BaKUMHANbLHOI0 KOMMAEKCY Bynnm HUXKUYMMM, HIXK CnocTepiranocs
nicng nposefeHHs peBaKuMHaUil.

KniHiyHni gocBig BUKOpUCTaHHs1 BakuymHun IHOAHPUKC F'EKCA™ ogHoYacHo 3

BaKUMNHO AJ151 TPOQINIaKTuKu Kopy, enigemMidyHoro rnapoTnTty, KpacHyxu T1a
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BITpsIHOI Bicrnin.

Y KNiHIYHOMY A0CNIAXEHHI, B IKOMY AesKi 3 BAKUMHOBAHMX OTpUManu
6yctepHy o3y IHOAHPUKC NEKCA™ ogHO4YacHO 3 BaKUMHO AN
npoginakTMKn Kopy, enigemMiyHoro NapoTuTy, KpacHyXu Ta BIiTPAHOI BiCnu,
cnocTepiranacb nmxomaHka 3 38,0 °Cy 76,6% pgiten, B NOopiBHSAHHI 3 48%
cepea aiten, BakunmHoBaHmx nuwe sBakymHio IHOAHPUKC F'EKCA™ Ta 74,7%
cepep niTen, BaKUMHOBAHUX NuWe BakKUMHIO 4519 NpodinakTUKn Kopy,
eniAeMiyHoro napoTuTy, KpacHyxu Ta BiTpsAHOI Bicnu. JInxoMaHka Buwe 39,5
°C cnocTtpepiranacb y 18% giten, BakunHoBaHnx IHOAHPUKC FEKCA™
0AHOYACHO 3 BaKUMHOK An4 NpodinakTUKM Kopy, enigeMiyHoro napoTury,
KpaCHyxXu Ta BIiTPSAHOI BicnK, B nopiBHSAHHI 3 3,3% cepea Aiten, BaKUMHOBAHUX
nmuwe BakumHow IHOAHPUKC N'EKCA™ Ta 19,3% cepea AiTen, BakUMHOBAHUX
nvwe BakUMHOK ANns npo@inakTUKM Kopy, enigemMiyHoro napoTtuTy, KpacHyxu
Ta BITpSAHOI Bicnu (AMBITbCS po3ainn «OcobnnBOCTI 3aCTOCYBaHHA» Ta
«B3amogiqa 3 iHWKWMK fikapcbknMn 3acobamu Ta iHLWi BUAN B3AEMOAIN>).
be3neka 3acTtocyBaHHs BakUMHU y rNepeayacHo Hapoa)XeHux 4iten

BakumnHy IHOAHPUKC 'EKCA™ BBoagunan b6inbiue Hixk 1000 nepegyacHo
HapoaXXeHnx HeMOBJIAT (rectauiviHoro Bik 24-36 TUXXHIB) y AOC/IAXKEHHSX pu
rnepBuHHIN BakymHadii i 6inblie Hixx 200 nepeg4yacHo HapoaXXeHUM
HEMOBJISITAM B SIKOCTi 6yCTEPHOI 403U Ha APYroMy poLli XUTTS. Y NOpIiBHSAIbHUX
AOCNiAXEHHSIX criocTepirasacsi aHasoriyHa 4acrora rnobidyHux peakuin y
nepeag4YacHo HapoaAXXeHux 1a AOHOLIEHNX HOBOHapPOAXEHNX.

KniHiyHui gocsig BukopuctaHHsi BakumHu IHOAHPUKC MEKCA™ 3 BaKLUMHOK
47151 NpoginakTnku renatuty B

[1oBiaOM/151710Cb, O MPOTSrOM MOCTMAapKETUHIOBOIro (hbapmakoHarssgy nicrs
BBeZEHHS BaKUMHW A1 Npo@inakTnku renatuty B BUpobHULTBa KOMNaHii
akcoCmitKnsinH bionoaxxikanas, y AiTen BIKOM < 2 pPOKIB CriocTepirajncs
BUHUKHEHHSI TaKnx rnobiyHMX peakuin, siK: napasid, Heuponartis, CUHAPOM
leHa-bappe, eHyedganonartis, eHUegasnit, MEHIHIIT, anepriyHi peakuii, cCxoxi

Ha cupoBaTKoBy XBOpOObYy, HEBPUT, rirnoOTEH3is1, BACKYJ1iT, YEPBOHUMI J1aCKNi
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aLian, nosaiMmopgHa eputema, apTput 1a m’ss30B8a c1abkictb. [TpMYnMHHO-
HacnigKkoBui 3B’930K MK UMMM MOBIYHNMU peaKUisiMun Ta BBEAEHHSIM BaKUWHUN
He BCTaHOBJIEHWNHA.

3BITHICTb po Mob6iyHi peakuii.

lNoBigomaeHHs rnpo nobidyHi peakyii y nepioa ricsisi peectpawii 1ikapCbKoro
3acoby € Baxx/imBum 3axoqoM. Lle gae 3mory 34iMCcHOBaTH besrnepepBHUi
MOHITOPUHI CriBBIAHOLIEHHS KOPUCTb/PU3NK MPpH 3aCTOCYBaHHI AaHOIMro
JliKkapcbKoro 3acoby. MeanyHum ripayiBHnKam HeobxigHo rnoBigoM/IsITH Mpo
6yab-siKi nobiyHi peakuii 3a 4OMOMOro CUCTEMM MOBIAOM/IEHb PO MO6IYHI
peakuyii B YKpaiHi.

TepMiH npugaTtHOCTI

3 poku.

Jlata 3aKiHYeHHS TEPMIHY NMpUAAaTHOCTI BaKkUnHW 3a3HadyeHa Ha yrnakosui. [lara
OCTa@HHbOI0 MOXX/INBOIr0 BUKOPUCTaHHS BigrnoBiga€e OCTaHHbOMY [HIO BKa3aHoro
micsays.

YmoBu 36epiraHHs

BakumnHy IHOAHPUKC N'EKCA™ HeobxigHo 36epiratv npu temnepatypi Big 2 A0
8 °C. 36epiratn B 3axuleHOMY Bij CBiT/ia Ta HE4OCTYINHOMY AJ151 A4ITEN MiCLi.
[lpu TpaHCnopTyBaHHI C/ig AOTPUMYBaTUCS PEKOMEHAOBAHUX YMOB
36epiraHHs.

DTPa-HBV-IPV cycrieH3ito Ta npuroToBJIEHY A4/19 BBEAEHHS BaKUUHY HE MOXXHA
3aMOpoXXyBaTH.

He BukopuncTtoByBaTu, sIKLLO BaKUnHa 6ysia 3aMOpOXXeEHA.

LaHi cTabisibHOCTI NoKa3yTb, O KOMITOHEHTHU BaKUMHW 3a/IMLLAIOTbCS
cTazmmu npu temnepatypi 4o 25 °C nporsarom 72 rogvH. B KiHUi 4boro nepiogy
BakuymHa IHOAHPUKC N'EKCA™ noBuHHa 6yt BUKopuctaHa abo yTunsii30BaHa.
Lli gaHi npmn3Ha4deHi 4715 MeEANYHNX MNPaLiBHUKIB HA BUNaAg0K TUMYacoBUX
KO/IMBaHb TemrepaTtypHux yMoB.

[licns BigHOBAEHHS BakunHa mMae 6ytm BukopucrtaHa HeranHo. OgHaKk

cTabinibHiCcTb 6y/1a NpoAEMOHCTPOBAHA MPOTSroM 40 8 rognH rnpu KiMHaTHiu
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Temnepartypi (21 °C).

HecyMicHicTb

Uepe3 BifCYyTHICTb AOC/AXXEHb CYMICHOCTI BakUyuHy He C/1ig 3MillyBatu 3
IHLUMMYW JTiIKapCbKuMmn 3acobamm B 0AHOMY LUMPULI.

YnakoBka

CycnieHsis ans iH’ekuyii (DTPa-HBV-IPV) y nonepeAHb0 HarloBHEHOMY
04HOpa30BOMYy LUNpuLi, O MICTUTbL MOHoA03y ripenaparty (0,5 mn), y
KOMIIEKTIi 3 ABOMa rosikamu 1a ¢sakoH 3 nioginizatom (Hib) ans 1 a4o3u, 1o
3MILYOTbCSA Nepes BUKOPUCTaHHAM. LLnpuy 3 rokamMuy 3aKpuTi ryMoBUMu
KoBraykamu.

ABi rosikmn (ogHoro po3mipy), wnpuy 17a ¢;1IakoH repMeTnyYHoO 3arnaKkoBaHi y
r71aCTUKOBUIN KOHTENHEP.

Mo 1 abo o 10 nnacTuKkoBUX KOHTEMHEPIB Yy KapTOHHIN KOpobLui.

®@1aKoHM | LWApULUN BUrOTOBJIEHI 3 HEUTPAsIbHOIoO cKaa Tury I, sike BigrnoBigac
BUMoram €BporiencbKoi papmakorier.

Karteropis BignycKy

3a peuernTom.

BupobHuk

nakcoCmitKnsinH bionoaxikan3 C.A., benbrisi / GlaxoSmithKline Biologicals
S.A., Belgium.

Aapeca

Pto ge n’IHctitio, 89 1330 M. PikceHcapT, benbrisi / Rue de I'Institut, 89 1330

Rixensart, Belgium.__



