IHCTPYKUIA
ANS1 MeAMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby
(MeguyHoro imyHobionoriyHoro npenapary)

IHPAHPUMKC F'EKCA™ (INFANRIX HEXA™)
KombiHoBaHa BakUMHa 4715 NPOMINaKTUKN LUTepil, NpaBLs, KaLlllloKy
(auentonApHUA KOMMNOHEHT), renatuTy B, noniomieniTy Ta 3aXxBOpOBaHb,

36yaHMKOM sikux € Haemophilusinfluenzae Tuny b

Cknag:

Aitodi pevosuHu:1 gosa (0,5 mn) BiAHOBNEHOT BAKLUMHM MICTUT:

— AndTepiiHOro aHaToKcuHy agcop6osaHoro (D) He MeHLwe 30 Mi>kHapoaHuX oguHuub (MO),

— MpaBLLEBOro aHaTOKCKHY aacopbosaHoro (T) He MeHLwe 40 MO,

— KaLL/IFOKOBOr 0 aHaTOKCUHY afcopbosaHoro (PT) 25 mkr,

— (hinaMeHTO3HOro remar/itoTUHIHY agcopbosaHoro (FHA) 25 mkr,

— nepTakTuHy agcopbosaHoro (PRN) 8 Mkr,

— p-AHK nosepxHeBOro aHTUreHy Bipycy renatuty B agcop6osaHoro (HBsAQ) 10 mkr,

— iHakTBOBaHOrO nosiosipycy Tuny 1 (Mahoney) 40 D-aHTUreHHUX oauHULB (DU),

— iHakTMBOBaHOro noniosipycy tuny 2 (MEF-1) 8 DU,

— IHaKT1BOBaHOrO Mosiosipycy Tuny 3 (Saukett) 32 DU,

— KOH’torarty KarncynsHoro nonicaxapngy Haemophilus influenzae Tuny b (PRP) 10 MKr Ta npaBLeBoro aHaTokcuHy (TT) agcop6oBaHOro ~ 25 MKTr;

AONOMI>KHI PeyoBUHU: HaTpito xnopua — 4,5 mr, cepegosule 199 (M199) (Bkntouaroum amiHoOKMUCNoTK) — 1,15 mr, Boga Ans iH’ekuin — 0,5 mn, naktosza — 12,6 mr.
AL’10BaHT : a/ItOMiHIl (y hopmi coneid) — 0,82 mr:

— aftomiHito rigpokeng (Al(OH)3) — 0,5 mr,

— a/moMiHito ocdar (AIPO,4) — 0,32 wmr.

Kanito xnopug, gvHatpito docdar, Kaniin gochopHOKMCAUIA oaHOo3aMilLeHNiA, nonicopbat 20 Ta 80, rniumH, opmanbaerif, HeoMiumHy cynbhaT, nonimikcuHy B
Cy/b(haT MPUCYTHI AK 3a/IULLIKN BUPOOHNYOIO MpoLecy.

Nikapcbka thopma. Cycnensis (DTPa-HBV-IPV) ang iH’ekuiin Ta nioginisat (Hib), Wwo 3miwytoTbeca nepes BUKOPUCTAHHSAM.

OCHOBHI  (pi3nko-ximiuHi BnacTusocTi: IHOPAHPUKC MEKCA™ — Kom6iHOBaHa BakUMHa A8 NpoMinakTukKM audTepii, npasus, KaluitoKy (auentonspHui
KOMIMOHEHT), renatuty B, nonioMieniTy Ta 3axXBOproBaHb, 36yaHNKOM Akmx € Haemophilus influenzae tuny b.

IHPAHPUKC T'EKCA™ Bgignosifae Bumoram BcecBiTHbOI opraHisalii OXOpPOHM 340pOB’S A0 BUPOGHULTBA 6i0MOMIYHMX PEYOBUH, AUGTEPIMHMX, NpaBLEBUX,
KaLL/TIOKOBUX Ta KOMOIHOBaHMX BakKUWH, BaKUUH AnS NPoinakTuku renatuty B, oTpumaHuX 3a AOMOMOro TeXHOOriT pekomMbiHaHTHUX OHK, iHaKTMBOBaHUX
BaKUWH 4719 NPOMifIakTUKIX NOMIOMIENITY Ta KOH’toroBaHux Hib BakumH.

dapmakoTepaneBTUYHa rpyna. baktepianbHi Ta BipyCHiI BaKLMHN KOMGIHOBaHI.



Kog ATXJO7C A09.

IMyHONOriyHi Ta 6ionorivyHi BNacTUBOCTI

PapmakognHamika.

IMYHOIeHHICTb

IMyHOreHHicTb BakunHn IHOAHPUKC FEKCA™ ouiHtoBanacs B KAiHIYHUX AOCNIMKEHHSX Y AiTei 3 6-TUXXHEBOro BiKy. BakLMHa ouiHioBanacs B 2-A030BUX Ta 3-
[I030BMX CXemax MePBUHHOT BaKLMHaLil, BK/OYaouM CXeMy PO3LIMPEHOI nporpamy iMyHisauii, a TakoX ik go3a Ans 6ycTepHOl BakumHauil. Pe3ynbTatv uux
KNIHIYHUX JOCNIIKEeHb MiLCYMOBaHI B TabNMLAX HUXKYeE.

Micna cxemn 3-4030BOI MEPBUHHOT BaKLMHaLil, Y LoHaiMeHwe 95,7% HeMOBNAT BUHWK/M CEPOMNPOTEKTMBHI ab0 CEPONO3UTMBHI PIBHI aHTUTIN MPOTU KOXKHOIO
aHTUreHy, WO BXOAMTb A0 CKNagy BakuuHu. Micna OycTepHoi BakumHauii (micnd gosv 4), y woHainmeHwe 98,4% AiTeil BUHWKAN CEPONPOTEKTUBHI abo
Ceporno3nTMBHI PIBHI @aHTUTIN NPOTU KOXXHOMO BAKLMHHOTO aHTUTEHY.

Tabnuus 1
BifcoTOK 0Ci6 3 TUTpaMn aHTUTIN = MEXO0BOr0o 3HAYeHHA aHaslidy, Yepe3 OAWH Micaub nicna 3-4030BOi MEPBUMHHOI Ta 6yCTepHOT BaKLMHaLT BaKUVHOK
IHPAHPUKC TEKCA™

AHTUTINO Micnsa go3n 3 Micnsa po3n 4
(MexxoBe 3HaYeHHs) (6ycTepHa BakuMHaLis Ha
LAPYromMy poui XXuTTs nicng 3-
[,030BOr0 MEPBUMHHOIO Kypcy)
2-3-4 micaui 2-4-6 micaui 3-4-5 micaui 6-10-14 TWXHI
N=196 N=1693 N=1055 N=265 N=2009
(2 pocnig- (6 mocnif->eHb) (6 mocnif->eHb) (1 pocnig->xeHHs) (12 pocnipkeHb)
YEHHS)
% % % % %

MpotnandTepiiHe 100,0 99,8 99,7 99,2 99,9
(0,2 MO/mn) t
MpoTunpasLese 100,0 100,0 100,0 99,6 99,9
(0,1 MO/mn) t
AHTU-PT 100,0 100,0 99,8 99,6 99,9
(504 ITA/MN)
AHTU-FHA 100,0 100,0 100,0 100,0 99,9
(50pa ITA/MN)
AHTK-PRN 100,0 100,0 99,7 98,9 99,5
(504 ITA/MN)
AHTN-HBS 99,5 98,9 98,0 98,5* 98,4
(10 MMO/mn) t

100,0 99,9 99,7 99,6 99,9
Mpotu noniomienity Tnny 1
(po3BeaeHHs 1/8) T




MpoTu noniomienity Tuny 2 97,8 99,3 98,9 95,7 99,9
(po3BeaeHHs 1/8) T

MpoTu noniomienity Tuny 3 100,0 99,7 99,7 99,6 99,9
(po3BegeHHs 1/8) 1

AHTU-PRP 96,4 96,6 96,8 97,4 99,7
(0,15 mkr/mn) T

N - KifbKiCcTb 0Ci0;

* B NiArpyni HOBOHAPOKEHWX, KM He BBOAUIN BaKLUMHY NPOTY renatuty B npu HapogykeHHi, 77,7% oci6 manun Tutpn aHtn-HBs 3 10 MMO/wmr;
T MeXxoBe 3HaUeHHS, NPUINHATE AK MOKa3HUK 3aXMUCTY.

[Micns NOBHOI BakUMHaLiT 3rifHO 3i CXeMOI0 2-4030B0I NEPBUHHOT BaKUMHaL T Ta 6ycTepHOT BakumHauii BakynmHo IHOPAHPUKC TEKCA™, y woHaimeHLwe 97,9%
0Ci6 BUHWK/IN CepONpPOTEKTNBHI a60 CePONO3UTUBHI PIBHI aHTUTINT NPOTU KOXXHOMO aHTUIeHY, L0 BXOAWTb [0 CKady BaKUUHN.

Tabnuugs 2

BifcoToK 0cib 3 TUTpamu aHTUTIN = MEXO0BOI0 3HAYEHHS aHasi3y, Nicnsa CXeMU 2-A030B0I NEPBUHHOI Ta B6ycTepHOI BaKUmMHauii BakymHo IHOPAHPUNKC

TEKCA™

(MexxoBe 3HaYeHHs)

Micnsa posn 3
(BakumMHaLia y BiLi
2-4-12 micsuiB)

N=196 (1 gocnigpKeHHs)

Micna posn 3
(BakumMHauis y BiLi
3-5-11 micsuyis)

N=532 (3 gocnigpxeHHs)

%

%

MpotnandTepiiHe (0,1 MO/mn) t 100,0 100,0
MpoTtunpasuese (0,1 MO/mn) T 100,0 100,0
AHTN-PT (5 Og ITA/MN) 99,5 100,0
AHTU-FHA (504 ITA/MN) 100,0 100,0
AHTU-PRN (5 Og ITA/mn) 100,0 99,2
AHTK-HBS (10 MMO/mn) t 99,8 98,9
MpoTu noniomienity Tuny 1 98,4 99,8
(po3BeaeHHs 1/8) t

MpoTu noniomienity Tnny 2 98,4 99,4
(po3BeaeHHs 1/8) T

Mpotu noniomienity Tnny 3 97,9 99,2
(po3BeaeHHs 1/8) T

AHTU-PRP (0,15 mkr/mn) T 100,0 99,6

N - KifbKicTb 0Cib;

T MeXXoBe 3HaYeHHS, NPUAHATE SK NMOKA3HUK 3aXUCTY.
CeponoriyHi cniBBiJHOLLIEHHS 3aXMCTy BCTaHOB/IEHI BiAHOCHO AudTepii, npasus, noniomienity, renatuty B Ta Hib-iHdekyii. LLLoAO KalumoKy CeponoridyHumi
MOKa3HWK 3axXMCTy BifCYyTHIN. OAHaK, OCKifbKM iMyHHa BignoBigb Ha aHTUreHn Kawsoky y BakuuHi IHOAHPVKC TEKCA™ e ekBiBa/IeHTHOI TaKiil y BaKUUHI



IHPAHPUNKC ™, 04iKyeTbCA, LLLO 3aXMCHA e(DEKTUBHICTb ABOX BaKLMH Oy/ie CXOXOH0.

3axucHa e(heKTUBHICTb LLOA0 KALLITOKY

3axucHa eheKTuBHICTb BakunHU IHOPAHPUKC™ and npodinakTMKM TUNOBOrO Kall/oKy, K 1Moro Bu3Hadae BOO3 (3 21 AHA napoKCM3Ma/ibHOro Kallsni) 6yna
NPOAEMOHCTPOBaHa NicNs NePBUHHOT iMYHi3aLiT TpbOMa J03aMM B KNIHIYHUX AOCNIIKEHHSX, NepenivyeHnx B Tabnumui 3

Tabnuus 3
Kn_iHque Kpaika _ Fpa_lq)iK_" EeKT1BHICTb dakTopu
LOC/TIKEHHS IMyHi3auil BaKLVMHN

JocnifpkeHHs HimeuyunHa 3,4,5 88,7% basytoumcb Ha AaHux, 3ibpaHumx
CiMenHnx micALiB I3 BTOPMHHUX KOHTaKTIB Y CIM’fIX,
KOHTakKTIiB  (cnine B AKMX CnocTepirascs iHAEKCHWIA
MPOCNEKTUBHE) BMMAAO0K TUNOBOMO KALLHOKY .
JocnifpkeHHs ITanis 2,4,6 84% Mpu nofanbLLOMy
eeKTUBHOCTI micALiB CMOCTEPEXEHHI 32  Uiel0 X
(cnoHcopoBaHe rpynot NauieHTiB eeKTUBHICTb
HaujioHanbHUM BakUMHM  Byna niATBepAKeHa
IHCTUTYTOM npotarom 60 micAyiB nicna
OXOPOHU 340POB’°S) 3aBepLLEHHS NnepBUHHOI

EUAVIEETIN 6e3s BBeAEHHA

OyCTepHOI 03U BaKUUHWU MPOTK

KaLLJTHoKY.

IMYHOTEHHICTb Y HEMOBNAT Ta [AiTeli PaHHbLOro BiKY, MaTepi Akux 6ynu wenneHi BakunHowo AaK/AM-M (BakuuHOK NPOTW KalMoKy, AudTepii, npasus 3i
3MEHLLEHUM BMICTOM aHTUreHiB) NPOTSAroM BariTHOCTI

IMyHOreHHicTb BakumHU IHOAHPUKC FEKCA™ y HeMOBAAT Ta AiTe paHHbLOrO BiKY, HapOMKEHUX 340POBUMK MaTepsiMi, AKi Oynn LienseHi BaKUMHOK
AaKAM-M Ha 27-36 TWXKHSAX BariTHOCTI, OLiHIOBa/M Yy ABOX KNiHIYHUX gocnimpkeHHaX. IHOAHPNKC FEKCA™ 3acTocoByBasM OfHOYACHO3 13-BasIEHTHOH
KOH'HOroBaHO NMHEBMOKOKOBOO BaKLMHOK HEMOBNSITaM Ha 2, 4 Ta 6 micaui abo Ha 2, 3 Ta 4 micsyi 3rifHo 3 TPUA030BOK CXEMOKO NEPBUHHOI BakumMHauii (n = 241)
abo Ha 3 T1a 5 micaui abo Ha 2 i 4 micaui 3rifHoO 3 ABOA030BOK0 CXEMOK MEPBUHHOT BaKLMHaUT (n = 27); i TaK caM0 3aCTOCOBYBa/IM HEMOBNATaM/AiTAM BikoM Bif 11
[0 18 micauiB sk 6ycTepHy go3y (n = 229).

IMyHOMOriYHI AaHi nicns NepBMHHOI Ta OYCTEPHOT BaKUMHALIT He MoKasanyv KNIHIYHO 3Ha4yLLOoro BMAMBY Bif LienieHHA MaTepi BakuuHoto AaKAIN-M Ha peakuii
HEMOBNAT Ta AiTei paHHbLOr O BiKy Micns wenneHHs BakumHo IHOAHPNKC FTEKCA™ Ta MHEBMOKOKOBOH BaKLMHOLO.

Binbl HM3bKI KOHLEHTpaLiT aHTUTIN NPOTK KaLL/KOKOBUX aHTUrEHIB Nicns nepBuMHHOI BakumHauil (PT, FHA Ta PRN) Ta nicns 6yctepHoi BakuyuHauii (PT, FHA)
crnocTepiraincb Yy HeMOBAAT Ta [iTeli paHHbOro BiKy, MaTepi fikux Oynu uienneHi BakymHoro AaKAM-M npoTtsarom BariTHOCTI. 36ifbLUEHHA KOHLEHTpauii
KaLLMFOKOBMX aHTUTINI A0 Mo4vaTKy 6yCTepHOI BakUMHaLiT Ta yepe3 1 micaub nicns 6ycTepHOI BakUMHaLil 6yn0 B 0AHAKOBOMY fiana3oHi Ans HEMOBAAT Ta [AiTei
paHHbLOrO BiKY, MaTepi SKux 6ynn uienneHi BakumHoto AaKAM-M abo nnaue6o, AeMOHCTPYHOUM e(heKTUBHICTb NepBUHHOI BaKLMHaLiT. 3a BIACYTHOCTI KOpensTis
3aXMUCTY Bif KaLLMOKY, KNIHIYHA 3HAYMMICTb LMX CNOCTEPEXEHD 3/INLLAETLCS He 40 KiHUA 3p03yMinoto. OfHaK cy4yacHi enigemioniorivHi faHi npo 3axBOpHOBaHHA Ha
KaLLMtOK Nicns iMmyHisaui’ matepi BakyuHoto AaKAM-M He cBiguatb Npo 6yab-SKy KAiHIYHY 3HAYUMICTb LIbOro iMyHHOr0 BTPYYaHHS.




IMYHOreHHICTb Y NepeaYacHO HApOIKEHNX HEMOBAAT

IMyHOreHHicTb BakUyHU IHPAHPUKC TEKCA™ ouiHtoBaIM B TPbOX KNIHIYHUX LOCMIIKEHHAX NICA 3aBepLUeHHsA 3-4030BOro Kypcy nepBUHHOI BakuuHauii (2-4-6
micsauiB), Aki BKAoYanm npmbnmnsHo 300 nepeayvacHO HapOMKEHWMX HEMOBAAT (rectauiiHuini BiK 24-36 TWXKHIB). IMYHOreHHICTb BakUMHW MiCNs NPOBEAEHHS
peBaKLUMHaUil y Bili 18-24 micsuis, ouiHoBanM NprmoansHo y 200 nepegyacHO HapOaPKEHUX HEMOBSIAT.

Uepe3s oauH MicsLpb Mic/s 3aBepLUeHHS KYpCYy NepBUHHOT BakLMHALLT LWoHaiMeHLLe 98,7% ocib 6ynun cepo3axmLLeHi NpoTn audTepil, NpasLs Ta Bipycy noniomienity
™MniB 1 Ta 2; woHaiimeHwe 90,9% Mann CeponpoTEKTUBHI PiBHI aHTUTIN NPOTK aHTUreHiB renatuTy B, PRP Ta Bipycy noniomienity Tuny 3 i BCi ocobu 6ynu
Cepono3nTUBHMMM LWodo aHTuUTIN npotn FHA Ta PRN, Toai sk 94,9% 6ynn cepono3uTUBHUMM LWOAO aHTUTiN npotu PT.

Uepe3s ofuH MicsAup nicns 6ycTepHOT BakLmMHaLiT WwoHalrimeHLwwe 98,4% oci6 Manu ceponpoTeKTUBHI ab0 Cepono3nTUBHI PiBHI @HTUTINI NPOTU KOXHOIO aHTUTeHY, 3a
BUHATKOM aHTUTiN NpoTn PT (WoHaiMeHLwwe 96,8%) Ta renatuty B (LoHaiMeHLe 88,7%). PeakLis Ha 6yCcTepHY BaKLUMHaLiO WOAO0 KPpaTHOCTI 36i/bLUEeHHS PiBHIB
KOHUeHTpauil aHTuTIN (B 15-235 pasiB) BKa3ye, LU0 AN NepefyacHO HapOLKEHUX HEMOBNAT OTPUMaHHA NMEePBMHHOMO BaKLMHaNLHOIO KOMMJIeKCYy 6yno afieKBaTHUM
CTOCOBHO BCiX aHTuUreHiB BakumHn IHOAHPUKC TEKCA™,

B npocnekTnBHOMY AOCAIKEHHI NPUOIN3HO Yepe3 2,5-3 pokKn nicns 6ycTepHOT BakuMHauil 85,3% fiTeil BCe Lie Manv CepornpoTEKTUBHUIA PiBEHb aHTUTIN NPOTU
renatuTy B Ta woHanmeHLwe 95,7% - Mann ceponpoTEKTUBHI PiBHI aHTUTIN NPOTK TPLOX TUNIB BipyCy noniomienity Ta PRP.

TpuBanicTb IMyHHOT BiANOBIAI

TpuBanicTb iIMyHHOI BIAMOBIAI Nicns 3aBepLUeHHs 3-4030BOr0 Kypcy MepBUHHOT BaKUMHaLil Ta BBeAeHHs 6ycTepHoi fo3n BakumHU IHPAHPUKC MEKCA™
OujiHIOBasIacs y AiTein BikoM Bif 4 10 8 poKiB. 3axXMCHWIA IMYHITET NPOTU TPLOX TUMIB Bipycy nonioMienity Ta PRP cnocTtepirascs y LoHaimMeHwe 91,0% piteit, a
npotTu AudTepil Ta npaBusd — Yy WoOHaMeHwWwe 64,7% giteid. LLoHaiveHwe 25,4% (aHTU-PT), 97,5% (aHTn-FHA) Ta 87,0% (aHTM-PRN) pgiteir 6ynu
Cepono3MTUBHUMM NPOTU aHTUTEeHIB KaLL/TKOKOBOTO KOMMOHEHTY.

LLofo renatuty B HasBHICTb CEPONPOTEKTUBHUX aHTUTIN nicnd 3-4030BOr0 Kypcy MepBUHHOT BaKuMHauii Ta 6ycTepHOi BakuuHauil BakunHoto IHO®AHPUKC
FEKCA™ 6yna npofemoHcTpoBaHa y = 85% fiTelt BikoM 4-5 pokiB, y = 72% fiTeil Bikom 7-8 pokiB, y = 60% fiTeit BikoM 12-13 pokis Ta y 53,7% aitelt Bikom 14-15
pokiB. Kpim Toro, nicns 2-4030B0Oro Kypcy NepBUHHOI BakUMHALLiT Ta 6yCTepHOT BakLUMHaLiT CeponpoTeKTUBHUI piBeHb aHTUTIN NpoTu HBV 36epirascs y = 48%
aitein Bikom 11-12 pokis.

IMyHonoriyHa nam’Atb wopo HBV 6yna niateepmkeHa y aitel Bikom 4-15 pokis. Li gity otpumanun BakynHy IHOAHPUKC FEKCA™ B AKOCTi NepBUHHOI
BaKUMHaLii Ta OyCTepHOT BaKLMHaLiT B Mepiog HOBOHAPOMKEHOCTI, I NiC/A TOro, AK BBOAU/IACA [0AATKOBA 032 MOHOBa/IEHTHOT BaKUMHM NpoT HBV, cnocTepirascs
IMYHHWI 3aXUCT Y LWoHariMeHLLe 93% ocib

Jlocsipa nicnapeecTpauitHoro 3acToCyBaHHS

Pe3yfbTaTv [JOBrOCTPOKOBOIO CMOCTepeXkeHHA B LLIBeuil mokasyroTb, WO aueniongpHa BakuMHa 418 NPOQiNaKTUKA KalIioKy € eEeKTUBHOK Y HEMOBMIAT npu
NpoBefeHHI Kypcy NepBUHHOT iMyHi3alii B 3 Ta 5 MicauiB i BBeAeHHI 6yCTepHOT 03K Y Bili NnpubnnsHo 12 micauis. OfHak, iCHYHTb AaHi, Lo A0BOAATb CabluaHHs
MPOTUKALL/TIOKOBOI0 3aXUCTY Y AiTel BiKOM 7-8 pokiB 3 rpapikom imyHiszauii 3-5-12 micauis. ToMy Npu3HaYeHHs 4pyroi 6yCTepHOT 403K BaKUMHN MOXe ByTK
BUNpaBLaHVM Y fiTeld BIKOM 5-7 pOKiB, AKUM LUEMN/IeHHs paHiLle NPOBOAWAM 3a LIUM FpadikoM.

EdekTmsHicTb Hib kKomnoHeHTa BakunHu IHOPAHPUKC FTEKCA™ 6yna BCTaHOB/EHA Ta MPOAOBXKYE BMBYATUCS Y KNIHIYHOMY JOCNiMKeHHI B HiMeyunHi nig yac
rnepiofy NOCTMapKETUHIOBOrO (hapMakoHarnagy. MpoTarom 7 pokis nepiofy nofasibLIOro CrocTepeXxeHHs 6yno BCTAHOB/EHO, L0 e(heKTUBHICTL Hib KoMnoHeHTIB
[BOX reKcaBaleHTHUX BaKLWH, 0AHOHO 3 AKux 6yna IHGPAHPUKC FTEKCA™, ctaHoBuna 89,6% ANs WenneHnx, ki oTpumany NepBMHHMIA BaKLMHaNbHWUIA KOMMIEKC
Ta 100% An15 WwenneHnx, ski oTpUMany NepBMHHUIA BakKLMHaIbHWIA KOMIMIEKC Mt0C ByCcTepHy A03y (HesanexkHo Bifg Hib BakuuHKM, WO BUKOPUCTOBYBaacs A/is
MePBUHHOI BaKLMHaLT).

IHOPAHPNKC TEKCA™ 6yna ocHoBHOIO Hib-BMiCHO BakLMHOLO B ITanii, Lo AocTynHa novnHatoum 3 2006 poky. IMyHi3aLito npoBoasaTh y Biui 3, 5 Ta 11 micsuis,
OXONJIeHHs BaKUMHauieto nepesuiLye 95%. B KpaiHi NpogoBXYETLCSA HANIEXHUIA KOHTPOAb 3a Hib-iHdekuieto: 3a nepiog 3 2006 no 2011 poku B ITanii WOPiYHO
BUABNANOCS He Ginblue 3 NiATBEPIKEHNX BUNaAKIB reModifibHOT IHeKUiT Tuny b cepen aiTeil Bikom Ao 5 pokiB..




dapmakoKiHeTVKa.
OuiHKa thapMakoKiHETUYHUX BNacTMBOCTEN He € 060B’A3KOBOIO 151 BaKLIVH.

KniHIYHI XapaKTePUCTUKM.

Noka3aHHA.

BakumHa IHPAHPNKC FrEKCA™ nokasaHa 4715 NepBMHHOT Ta 6yCTepHOI iMyHi3auii giTei 3 MeTor NpodinakTuky audTepii, NpaBus, KalloKy, renatuty B,
noniomieniTy Ta 3aXBOPHOBaHb, 36yAHMKOM sKknx eHaemophilus influenzae Tuny b.

MpoTunoKasaHHs.

BakumHy IHOAHPUKC TEKCA™ He npu3HayaloTb 0cob6am 3 MiABMLLEHOKD TiNepyyTAMBICTIO [0 OCHOBHMX KOMMOHEHTIB ab0 0 OyAb-AKOI 3 [OMOMIKHUX
/3a/IMLLIKOBMX PEYOBWMH, B TOMY YmMC/i NONIMIKCUHY, HEOMIUMHY Ta (opmanbgerigy (ave. po3gin «Cknafy») ta ocobam, L0 Maiv 03HaKWU TinepyyTanBoCTI Nicns
nonepeAHbLOro BBEAEHHS BaKUMH AN NPoginakTukKy audTepil, NpaBus, Kawnoky, renatuty B, noniomienity abo 3axBoproBaHb, 30yAHUKOM sikux € Haemophilus
influenzae Tuny b (Hib).

IHPAHPNKC FTEKCA™ npoTunokasaHa AiTAM Y SKMUX criocTepiranacs eHueanonartis HeBifJOMOI eTioNorii B Mexax 7 AHIB Nicns nonepeiHbol BakuMHauii 3
KaLL/TIOKOBOBMICHOIO BaKLMHOK. 3a UMX 06CTaBMH BaKUMHALO MPOTU KAaLWMOKY CAif MNPUNUHATA | Kypc BakuMHauii cnif NpofOBXUTK BakuMHamn ans
npoinakTUKN AndgTepii, npasys, renatuty B, iHaKTVBOBAHOK MOMIOMIENITHOK BaKUMHOK Ta BakKUWMHOK ANA MPOMiNakTUKN 3aXBOPHOBaHb, WO BUKINKAKOTHCA
36yaH1Kom Haemophilus influenzae Tuny b.

AK 1y BUNaAKy 3 IHWWUMKU BaKuuHamu, 3actocyBaHHA BakuuvHu IHPAHPUKC MEKCA™  nauieHTaM 3 FOCTPMM 3aXBOPHOBaHHAM, L0 CYNPOBOLKYETLCA
NIMXOMAHKOI, Clif BigKnacTu. HadBHICTb He3HAUYHOT IHEKLT He € MPOTUMNOKa3aHHAM.

B3aemogisi 3 iHLWIMMK NikapcbKMMKM 3ac06amm Ta iHLLi BUAM B3aEMOZIN.

BakunHy IHOAHPNKC FTEKCA™ MO)KHa 0HOYaCcHO BBOAMUTM 3 MHEBMOKOKOBVMM KOH’HOroBaHMM BaKLUMHaMM, KOH’HOrOBaHOK BaKLIMHOK NPOTU MeHIHIOKoKYy C
(MenC), KOH’HOroBaHoK BakUMHOK NPOTW MeHIHroKoky A, C, W, Y (MenACWY), KOH’tOroBaHOK BaKLMHOK NPOTK MeHIHrokoky B (MenB), BakuuMHamu ans
MPOINAaKTUKN POTaBipycy, KOpY, NapOTUTY, KPACHYXM Ta BITPAHOT BiCNW. [JaHi He NOKasytoTb K/IHIYHO CYTTEBOrO BIN/IMBY Ha PeakLito aHTUTI/T HA KOXEH 3 OKPEMUX
aHTUTEHIB.

[aHi KNiHiYHMX JocnifXeHb BKasyHoTb, WO Npu ogHovacHoMy BBeAeHHI BakunHu IHOAHPUKC F'EKCA™ 3 NHEBMOKOKOBOK KOH’HOrOBaHOK BaKLMHOK YacToTa
(hebpunbHMX peakuili BMLA Yy MNOPIBHAHHI 3 4acTOTOW, fika BUHMKAe nicna BeefeHHs nvwe BakymHu IHOAHPUKC FEKCA™. [daHi 04HOro KAiHi4YHOro
[OCNIKEHHSA BKasytoTb, WO MNpu ogHoyacHoMy BeefdeHHI BakuvHu IHOPAHPUKC NEKCA™ 3 BakUMHOKW 418 MPOMINaKTUKM Kopy, enifgeMiyHOro napoTuty,
KpacHyXm Ta BITPAHOT BiCMM YacToTa (PebpuibHNX peakLiii BULLa Yy NOPIBHSAHHI 3 4aCTOTOHD, KA BUHMKAE Nicns BBefeHHs nuwe BakunHn IHOAHPUKC FTEKCA™,
Taka XX, fK MiCNA 3aCTOCYBaHHS fiMLLIE BakKUMHU AN NPOMiNakTUKK Kopy, enigemMiyHoro napoTuTy, KpacHyXu Ta BITpsAHOI Bicnu (auB. posginu «OcobamnsocTi
3acTocyBaHHs» Ta «[106iuHI peakLii»). Bnaney Ha iMyHHY BinoBifb He 6yno.

Uepe3 NigBULLEHWI PUSNK BUHWMKHEHHS NMXOMaHKW, G0N0 B MicCLi iH’eKUiT, BTpaTW aneTuTy Ta ApaTiBAMBOCTI MpPW OAHOYACHOMY 3aCTOCYBaHHI BaKLMHU
IHPAHPNKC F'EKCA™ 3 BakUMHOIO NPOTWM MEHIHIOKOKY B (MenB) Ta 7-BaJIEeHTHOK NMHEBMOKOKOBOK KOH’HOrOBaHOK BaKLMHOK 6aXaHO PO3rNsHYTW NUTaHHS
LLLOA0 OKPEMUX LLEneHb, KO Lie MOX/IUBO.

Akwo IHPAHPUNKC FTEKCA™ 3aCTOCOBYETHCA OHOHMACHO 3 IHLLUMMW iH’EKLINHMMM BaKLUMHaMK, LI NpenapaTu 3aBXam NoTpibHO BBOAWUTU B Pi3Hi AINAHKK Tina.
AK 1 ANg IHWWX BaKLUMH, MOXHa OYiKyBaTK, WO Y NaLieHTIB, AKi OTPUMYHOTb IMyHOCYMNPECVUBHY Tepanito, MOXe He [JocAratuca afeksatHa iMyHHa BiAnoBiap.



Ocob6nMBOCTI 3aCTOCYBaHHS.

BakumHauii noBMHHI nepefysaTtu 36ip MeAMYHOro aHamHe3dy (0c06/MBO LOA0 MOMEPeAHbOT BaKUMHaLiT i MOXIMBUX BUNAAKIB NOGIYHMX peakuiid) i KniHiuHe
06CTEXEHHS.

AK i pna BCIX BakUWH, BIAMOBIAb IMYHHOT CUCTEMW MOXE He [LOCArTM 3aXMCHOrO PIiBHA Y BCiX BaKUMHOBAHWX (AMB. Po3fin «IMyHOMOriYHi Ta 6ionoriyxi
0C06MMBOCTI»).

IHPAHPNKC FrEKCA™ He 6yfe nonepempKyBaTu 3aXBOPHOBaHHS, BUKNKaHI iHLUMMK NaToreHHUMK 36y aHmMkamu, okpim Corynebacterium diphtheriae, Clostridium
tetani, Bordetella pertussis, Bipycy renatuty B, Bipycy noniomienity abo Haemophilus influenzae tuny b. MpoTte, MOXHa o4ikyBaTu, WO NpKU iMyHi3auii 6yae
nonepempkaTuncs renatut D, ocKinbku renatnt D (AKWMI1 BUKIMKAETLCA AeNbTa-BipyCoOM) He BUHMKAE 3a BiICYTHOCTI iH(hiKyBaHHS renatntom B.

AKLWO BigOMO, WO OyAb-AKWUIA 3 HMKYe3a3HaYeHUX CTaHiB CMOCTEPIraETbCA Yy 4YacoBOMY 3B’A3KY 3 OTPUMAHHAM KaLL/IFOKOBOBMICHOT BaKUMHW, PIiLLEHHA Npo
MPU3HAYeHHA HACTYMHOI 03U BaKLMHW, L0 MICTUTb KalL/FOKOBUIA KOMMOHEHT, NOTPIGHO peTesibHO 06MipKyBaTW:

- Temnepatypa 3 40,0 °C B Mexxax 48 rogunH nicns BakumMHawii, He NoB’s3aHa 3 iHWUMK NpUYnHaMU;

- Konanc abo LWoKonoA4i6HMIA cTaH (rinOTOHIYHO-TiNOPECNOHCUBHIIA €Mi30a) B MeXax 48 rofnH nicns BakuynHauii;

- 6e3nepepBHMiA Nnay, Wo Tpueae 3 3 roanH, B Mexax 48 roauH nicns BakumHauii;

- CYZLOMU 3 NINXOMaHKO0 ab0 6e3 Hel, L0 CNoCcTepiraloTbes B MeXkax 3 AHIB Micns BakuMHau .

3a yMOB BMCOKOI 3aXBOPHOBAHOCTI Ha KaLL/HOK NOTEHLiHA KOPUCTb NEPEBAXKae MOX/IMBUIA PUSKIK.

LiTAM 3 NporpecyrounMy HEBPOJOTIYHMMUN MOPYLLEHHAMW, BKIOYAKOUN IH(AHTULHI CNa3mm, HEKOHTPO/IbOBaHY enifnencito abo nporpecyrody eHuedanonarito,
KpaLle BigKnacTu WwenneHHa 4158 npoinakTMKN KawwsoKy (BaKLUHOK 3 auetoNsapHUM abo 3 LiIbHOKNITUHHUM Kall/IlOKOBMM KOMMOHEHTOM) A0 NOKpallaHHs abo
cTabinisauii ctaHy. OAHak, pilUeHHS NPOo 3aCTOCyBaHHSA BaKLMHM MPOTW KaLLMOKY CNif NPUAMAaTK Ha iHAMBIAYaNnbHI OCHOBI MicNsA PeTeNnbHOT OLIHKA MOX/IUBUX
PU3KNKIB Ta nepe.ar.

AK | gna BCiX iH’€KUIMHNX BaKUWH, BignoBigHa AoNoMora ta MeAMYHWIn Harnsag 3aBXau MOBUMHHI 6YTW NErko AOCTYMHUMW Ha BUMAAO0K BUHUKHEHHS PigKICHUX
aHainakTUYHMX peakuir nicns BBeAeHHs BaKUUHWU. TOMY NauieHTX NOBUHHI 6yTK Nif Harnsaom He MeHLwe 30 XBUIMH MicNs BakUMHaL .

BakunHy IH®AHPUKC TEKCA™ cnig npu3HayatM 3 00epexHicTio ocobam 3 TPOMOOUMTOMEHiEd abo MOpYLUEHHAMMW 3CifaHHA KpPOBi, OCKifIbKW nNpu
BHYTPILLUHHOM’30BOMY BBELlEHHI Y TakMX 0Ci6 MOX/MBI KPOBOTeuI.

He BBOAWT M BaKUMHY BHY T PILUHBOCYAUHHO ab0 BHY T PiLLIHBOLLKIPHO.

HasBHICTb B 0COOMCTOMY aHaMHesi AUTUHW (PeOPUIbHUX CYAOM, HasBHICTb B POAMHHOMY aHaMHesi cyAom abo CMHAPOMY panToBOi CMepTi HEMOBATW He €
npoTunokasaHHAM Ana BakumHauii IHGAHPUKC TEKCA™. BakuymHoBaHi 3 hebpunbHUMK Cya0oMaMmn B aHaMHe3i MOBUHHI 3HAXOAUTUCH Mif Harns40M, OCKiNIbKM
Taki NOGIYHI NPOSABN MOXKYTb BUHMKATK Yepes 2-3 AHi Nicns BakumHaLil.

Mpn ofHouvacHomy BBefeHHI BakuuHU IHOAHPUKC F'EKCA™ 3 nMHEeBMOKOKOBOK KOH’tOroBaHot BakuuHow (MKB7, MKB10, NMKB13) abo 3 BakUWHOW A/
NPoMiNakTUKN Kopy, enigemMiyHoro napoTuTy, KpacHyXu Ta BITPAHOT BiCMM YacToTa (PebpunbHUX peakLiin BULla Y MOPIBHSAHHI 3 4YacTOTON, ika BUHUKAE Micns
BBefeHHA nuwie BakunHu IHOAHPUKC MF'EKCA™. Y 6inbliocTi BUNAAKIB Li peakuil 6ynn nomipHOro ctyneHto (nnxomaHka < 39 °C) T1a 3rogoM MuHanu (4me.
po3ginn «lMobiuHi peakuii» Ta «B3aeMogis 3 iIHLUMMUK NiKapCbKMMK 3aC006aMK Ta iHLLI BUAW B3aEMOUIN»).

306inbLUeHa YacToTa MOBIAOMIEHb NP0 cyAoMK (3 NMXOMaHKOK abo 6e3) Ta rinoTOoHiYHO-rinopecnoHcuBHI enizogn (FTE) cnocTtepiranacs npv 0gHOYaCHOMY
3actocyBaHHI BakuHN IHPAHPVKC FTEKCA™ Ta MNMKB13 (auB. po3ain «MobiyHi peakuii»).

YKaposHmkytoya Tepanisi Mae 6yTu po3noyara BignoBigHO A0 MiCLEBMX MPOrpam fikyBaHHS.

CuHkone (HENPUTOMHICTb) MOXeE BUHWKHYTW MNif Yac abo paHille 6y/b-AKOi iH’eKUIAHOT BaKUMHaLIT, K MCMXOreHHa peakLis Ha iH’eKUit0 roNkow. BakuyuHauito
Heo6XiHO NPOBOAMTM TifIbKN B NOMOXKEHHI BaKLIMHOBAHOIO CUAAYM ab0 NieXkaun Ta 3a/1naTtin Moro B TOMY X NMOMOXKeHHI (cnaaum abo nexxaun) npoTarom 15 XsunmH
nicnsa BakuMHaLiT 418 nonepesykeHHs pu3nKy Moro TpasMyBaHHS.



Oco6/11BI rpynum NawieHTiB

IHeKUif, BUKIMKaHa Bipycom iMyHoaediuunTy nroanHu (BIJT), He po3rnsaacTbes SK NPoTUnoKasaHHa. MNicnsa BakyMHauii naLieHTiB 3 NPUrHiYeHUM iMyHITETOM MOXe
He PO3BMHYTUCb [OCTaTHA IMyHOMOriYHa BiANOBIAb.

KniHiYHI faHi BKa3ytoTb, Wo BakymHy IHOPAHPUKC FTEKCA™ Mo)XKHa BBOAUTY NepefyacHO HapopKEHUM HEMOB/IATaM, MPOTe, AK nepefdavacTbCs Ans Liel rpynu,
cnocTepiranacs 6ibLU cnabka iMyHHa BiAMNOBIAb Ha AesiKi aHTUreHU (AMB. po3ainn «IMo6iyvHi peakuii» Ta «IMyHOMOrivHi Ta 6i010riYHI BNACTUBOCTI»).

Mpwn Npu3HaYeHHI NepPBUHHOI IMYHI3aLil y)Xe nepefyacHO HapOKEHUM HeMOBNATaM (< 28 TWXKHIB rectauil) cnif MaTv Ha yBasi MNOTEHLUiAHWIA PUSKNK PO3BUTKY Y
HMX arnHoe Ta HeOOXIAHICTb KOHTPO/IKO 3a AMXa/IbHOK (YHKLIEK NPOTAroM 48-72 roguH nicns BakuuHauii, 0co6/1MBO y BUNaAKY, SKWO HEMOB/S Mae B aHaMHe3si
He0PO3BUTOK AMXanbHOT cucTeMn. OCKINbKN KOPUCTb BaKUMHALLIT ANs Liel rpynu HEMOBAAT € BUCOKOHO, Bif BaKLMHaLT He cnif BigMOBNATUCL abo 1T 3aTpuMyBaTu.
Bnave Ha nabopaTopHi aHasi3n

OCKIiflbK/ aHTUreH Karncy/bHOro nonicaxapugy Hib BuainseTsca 3 ceyeto, MOXHa CrocTepiraT MO3MTUBHUIA TECT Cedi MPOTArom 2 TUXKHIB MICNs BakUMHaul.
Heo6xigHO NpoBecTy iHWI TecTn, Wob nigTeepanTn Hib-iHdekuito B Lei nepiog,.

Llein nikapcbKuii 3aci6 MicTUTb MeHLe 1 MMonb (39 Mr)/go3y Kanito, TO6TO NPaKTUYHO BifIbHWIA Bif Kanito.
Liei nikapcbkuii 3aci6 MiCTUTL MeHLe 1 MMob (23 Mr)/fo3y HaTpito, TO6TO NPAKTUYHO BiNIbHUIA Bif HATPIHO.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyaato.
Ockinbkn BakumHa IHOPAHPUKC MEKCA™ He npusHayeHa A/19 BUKOPUCTaHHSA Y AOPOCAMX, AaHi Npo 6e3neKy 3acTOCyBaHHS BaKLMHW B Mepiog BariTHOCTI abo
nakTauii BIACYTHI.

34aTHICTb BNAMBATY Ha WWBMAKICTb peakLii npy KepyBaHHi aBTOTPaHCNOPTOM abo iHLIMMKU MeXaHi3mamu.
He cTocyeTbCa faHoT rpynu.

Cnoci6 3acTocyBaHHS Ta [03MK.

Cnocib 3acToCyBaHHS

IHOPAHPNKC FTEKCA™ nipusHayeHa Ans rnmboKoro BHYTPILLHLOM’ A30BOr0 BBeAeHHS. HeobXifHO 3MiHIOBaTV (YepryBaTi) AiNAHKY Tina AN HaCTYNHUX iH’EKLIA.

Jo3ysaHHs

Cxema nepBUHHOI BaKUMHaLiT CKNagaeTbes 3 ABOX abo Tpbox 403 (no 0,5 mn), AKi HeobxigHO BBECTW 3rigHO 3 OQILiAHMMK pekoMeHaauisMu (auB. Tabnuuto 4 Ta
po3ain «IMyHOMOriyHi Ta 6ionoriyHi BNacTMBOCTI» ANA OTPUMaHHA iH(opMauii LWOAO0 CXeM BaKUMHALI, OUiHEHWX B KAIHIYHUX AOCNIMKEHHNX). BakuuHy

IHPAHPVKC TEKCA™ wMoXxHa posrnsgat gns 6ycTepHOi BaKuMHaLil, SKWO aHTUIeHHWA cKnag BignoBigae OgiuliiHMM pekoMeHAauisM — KpaiHu, ane

PEKOMEH0BaHO BBeEHHA AK MiHIMYM OfHiel 1031 Hib-KOH’toroBaHoi BakKLMHM.

MNepBUHHA BaKUuMHaL,is | BycTepHa BakUunHau,is | 3arasibHi NOI0XKeHHS
[OHOLLEeHI HOBOHAPOLXKEHI




3 fo3u Mo>XHa NpoBOANTY BYCTEPHY : MoBMHeH GyTw iHTepBan LjoHaliMeHLWwe B 1 MicALb MK [03amMn NepBUHHOI
BaKLMHaUito. BaKLMHaLll.

BycTepHy 03y Cnif BBOAUTU LLOHaMeHLLE Yepes 6 MicALiB Nicas ocTaHHLOI 40BN
NepBUHHOT BaKUMHaLii i 6axxaHo A0 18-MiCAYHOro BiKY.
2 fo3u OG0B’ A3KOBO NPOBOAUTY - T1oBMHeH OyTu iHTepBa LOHaNMeHLLE B 1 MicALi MiXK J03aMW NEPBUHHOT
OyCTepHY BaKLMHaL,itO. BauuHauii.
BycTepHy 03y Cnifi BBOAUTU LLIOHAMeHLLEe Yepe3 6 MiCALIB nicns oCcTaHHLOI 403K
NepPBMHHOI BaKUMHauii i 6axxaHo y nepiog 11-13 micAuiB Nicns HapOIKEHHS.
MepegyacHO HapomKeHi HemoBATa (LLOHaNMeHLLe 24 TWXKHIB rectau,ir)

3 fo3u 0608’ 513K0BO NPOBOANTH . TloBUHEH ByTY iHTEPBAN LLIOHANMEHLLE B 1 MiCAL MiX [103aM1 NEPBUHHOT
6ycTepHy BaKLHaLlito. BaKLMHaLil.

BycTepHy 403y Cnif BBOAUTU LLOHaiMeHLLEe Yepe3 6 MicALiB Micns 0CTaHHbOT 403
NePBMHHOI BaKLMHaUii | 6axaHo [0 18-MiCYHOro BiKY.

BeegeHHs BakuuHn IHOAHPVKC TEKCA™, BignoBigHO A0 rpadiky Po3swupeHol nporpamu iMmyHisauii (y Biyi 6-tn, 10-Tn, 14-TM TWXKHIB), MOXe OyTU
BUKOPUCTaHE TifIbKK, AKLLO BaKLMHOBaHWIA NPWY HAPOKEHHI OTpUMaB [03Y BaKUMHWU 415 NPOogiNakTukm renatuty B.

FAKLLO BaKLMHOBaHWUIA NPW HAPOKEHHI OTPUMaB A03Y BakUMHU Ana npoginaktukm renatuty B 10, BakymHa IHGAHPUKC FEKCA™ Mmoxe 6yTW BUKOpUCTaHa SK
3aMiHa Ans A0AaTKOBMX 403 BaKUMHM ANd NPOoginakTuky renatuTy B y Bili Bif 6 TWXKHIB. AKWO 40 LUbOro BiKy HeobXigHO BBeAEHHS APYroi 403U BakKUMHW ONs
NpogiNakTukKK renatuty B, B LbOMY BMNafKy HeOOXi4HO BUKOPUCTOBYBATV MOHOBA/IEHTHY BaKLMHY A5 NPOginakT1ky renatuty B.

Cnig [OTpYMYBaTMCh BCTAHOBNEHUX YMOBHOBAXXEHVMU OpraHamy KOXHOI KpaiHW 3aX0AiB LLoL0 iMyHOMNPOMinakTuku renatuty B.

LLlenneHHA giTein Ha TepuTOpIT YKPaiHN 3[4IACHIOETHLCA 3rigHO 3 BUMOramm itoumx Hakasis MO3 YKpaiHu Wwoa0 nposefeHHS NPoginak TUUYHMX LLEMNEHD.

IHCTPYKLLiS 3 BUKOPUCTAHHS BaKLMHN

MonepefHbO 3aMOBHEHWI LUNPUL, WO MIiCTUTL cycneHsito DTPa-HBV-IPV Heob6xigHO pobpe CcTpycutu W06 oTpuMati OAHOPIgHY 6inly MyTHY CycCreHsito.
Cycnensito DTPa-HBV-IPV Ta nopowwok Hib HeobxigHO nepeBipMTK Bidya/lbHO Ha HasiBHICTb OY[b-SKMX CTOPOHHIX YacTOK i/abo 3MiH (Pi3UYHUX BNACTUBOCTEN. Y
BUMAAKY, AKLLO By/b-LL0 3 MepepaxoBaHOro CnoCTepiraeTbes, BakLMHY He BUKOPUCTOBYBATH.

Byab-AKWi1 HEBUKOPUCTaHWIA NPOAYKT abo BiaX0AHI MaTepiany MatoTb O6yTI YyTUNI30BaHi 3rigHO 3 BUMOraMmn YAHHUX HOPMaTUBHO-MNPaBOBYX aKTiB B YKpaiHi.
BakuuHy Heob6XigHO roTyBaTV LUNAXOM [0faBaHHA YCbOro BMICTY nonepeAHbO HarmoBHEHOro wwnpuua, wo Mictute DTPa-HBV-IPV cycneHsito, Ao (hnakoHy, wo
MiCTUTb nopoLuok Hib. Cymiw HeobxigHO f0o6pe CTPYCUTU SO MOBHOMO PO3YMHEHHS MOPOLLKY B CYCMEH3IT.

"apHOI0 KIHIYHOK MPaKTUKO € BBEAEHHSA BaKLUMHW fINLLE TOAI, KON BOHA AOCATHe KiMHATHOI TemnepaTypu. Kpim TOro, npy JOCATHEHHI KIMHATHOT TeMnepatypu
(hNaKkoHy rapaHTyeTbCsl [OCTATHS e1ac-TUYHICTbIYMOBOT MPOOKM (DNaKoHY, WO MiHIMI3ye NOTPanIsHHSA rYMOBMX 4acTOK y (hakoH. LLLo6 gocartv uporo, hnakoH
HeoOXiAHO 3aMLWNTK NpY KIMHATHIK TeMnepaTtypi (25 + 3 °C) woHaMeHLUe Ha M’ATb XBWIVH Nepej, BBEAEHHAM CYCMeH3it 3i lnpuua 1a po34MHEHHS BaKLMHN.
BifHoBNeHa BaKLMHa AB/ISE COOO0LO 3/1erka 6inbLL MyTHY CYCNeH3it0, HK PifKUIA KOMMNOHEHT OKPeMo. Lie € HopMa/ibHVM SBULLEM.

BigHoBNeHy BaKLMHY HEOOXiLHO Bidya/lbHO NePeBipUTM Ha HasfBHICTb Oy /b-AKMX CTOPOHHIX YaCTOK i/ab0 3MiHW (hi3UYHMX BNACTUBOCTEN. Y BUNaAKY, AKLLO 6y ab-L10
3 NepepaxoBaHOro CrocTepiracTbCs, BaKLUMHY He BUKOPUCTOBYBATU.

Byab-SKMil HEBUKOPUCTaHWI NPOAYKT abo BiAX0AHI MaTepianv MOBUHHI BYTK YTUi30BaHi BIAMNOBIAHO 3 BUMOramMy YAHHMUX HOPMAaTUBHO-MPaBOBUX aKTiB B YKpalHi.
Micns BiAHOBNEHHS BaKLMHa Mae 6TV BUKOpUCTaHa HerainHo. OfHak, BakLHa MoXe 36epiratucb 4o 8 rogvH npu KimHaTHIN Temnepatypi (21 °C).




Habupatn yBecb BMICT (hakoHa.

1. Tpumaroum UNNIHAP Wnpuua B OAHIW pyui (He TpumarTecs 3a NopLueHb LWNpuULA), BIAKPYTITb KOBNAYoK LWNpULa, 06epTatoum noro NpoTu roAuHHNKOBOI CTPISIKK.
2. BcTasTe rosiky B LUNPULL, 3aKPYTITh ii MOBHICTIO A0 YMOpPY 38 rOAWHHWUKOBO CTPI/NIKOKO (AMB. MasItOHOK).

3. 3HIMIiTb 3aXMCHMI KOBNAYOK rOMKK, IKUIA MOXKe 6y TY AeLo LiSIbHO 3aKpinneHWiA.

4. BifHOBITb BaKLHY, K OMNUCaHO BULLE.

[iTun. Hemae gaHmx Wwopo 6e3nekn Ta etheKTMBHOCTI 3acTocyBaHHS IHOAHPUKC FTEKCA™ aitam Bif 3 pokiB (404aTKOBO AMB. po3finv «IMokasaHHS», «Crnocib
3aCTOCYBaHHA Ta J03U»).

Nepeno3yBaHHSA.
JaHnx HeloCTaTHLO.

Mo6iuHi peakuii.

JaHi KAiHIYHUX JoCNipKeHb

Mpoinb 6e3nekun, HaBeaeHUI HXKYE, 6a3yeTbCA Ha AaHUX, OTPUMaHUX NPKU iMyHi3auii 6inbl HiXX 16 000 nawieHTiB.
AK i y BUnagKy 3 BakuuHoto DTPa Ta KoM6iHOBaHMMU BakKUMHaMK, Lo MicTATb DTPa, noBigomasnock npo 36i/bLUeHHA YacToTV MiCLEeBOI peakLil Ta NMXOMaHKM
nicna 6ycrepHoi BakuuHauii IHOAHPNKC FTEKCA™ nopiBHAHO 3 NePBUHHUM KYPCOM.

Peaku,ii, fIKi cnocTepiraincb, BU3Ha4YaIMCb 3 HACTYMHOK YaCTOTOHO:

AyXe yacto: > 1/10

yacTo: > 1/100 Ta < 1/10

HeyacTo: > 1/1000 Ta < /100

pigko: > 1/10000 Ta < 1/1000

Ay>Xe pigko: < 1/10000

Knac cuctemu opraHis UacTtoTa Mob6iuHiI peakuyii

IHeKuiT Ta iHBa3IT Heuvacto IHeKUiT BepXHIX AUXaIbHUX LUNAXIB
Pigko BpoHxiT

MopyLeHHs MeTaboni3My Ta XXMUB/EHHS Ly>Xe yacTo BTpata anetuty

[MopyLLEeHHS NCUXIKK [yxXe yacTo [patiBnueicTb, 6e3nepepBHUIA KPUK, HECTOKIN
YacTo HepBo3HICTb

MopyLueHHA PYHKLIT HEPBOBOI CUCTEMM [y>xe yacTo CoHNMBICTb
Lyxe pigko Cypomu (3 Ta 6€3 TMXOMaHKM)* **

MMopyLlUeHHA  AMXaHHS, (YHKUIT opraHiB  rpygHoi | HeuyacTo Kawenb*

MOPOXXHWHW Ta CEPeAOCTIHHA

MopyLleHHs 3 60KY LLITYHKOBO-KULLKOBOIO TPaKTy Yacto BnoBaHHs, fiapes




MopyLeHHA PYHKUIT WKipn Ta NigWKIPHUX TKaHUH Pigko Bucunka
Yacto CBepbix*
Lyxe pigko JepmaTtunT, Kponme’aHKa*
3aranbHi NopyLIeHHA Ta NaTONOrIYHI peakuii y MicLi [y>e yacTto Binb, NOYepPBOHIHHA, MicLeBa NPUNyxXNicTb y Micui iH’ekuii (< 50
IH’eKUiT MM), MXomaHKa = 38 °C.
Yacto MicueBa npunyxaicTb Y Micui IH ekt (>50 MM)** , nuxoMaHKa
>39,5°C, natonoriyHi peakuii y micyi iH’ekuii, BKIHOYarUn
YW iNIbHEHHS.
HeuvacTo AndysHa npunyxnicTb KiHWIBKW, KyAu 3po6/ieHa iH’ekuis, iHOAi 3
MOLUMPEHHSAM Ha NPUerai cyrnobu **, BTOM/IIOBaHICTb

* CnocTepirany TiNbKW NpK 3aCTOCYBaHHI IHWNX BakKUMH nakcoCMITKAsAH, wo mictate DTPa
** Y niTen, SkuM 6ynu BBefeHI NEPBMHHI [03M auentoNapHOI BakUMHU AN NPOQINaKTUKMA KalloKy, MMOBIPHICT BUHUKHEHHS peakuiini npunyxnocTi nicns
BBEEHHA OyCTepHOT A03W, Ginblia Y MOPIBHAHHI i3 TakOK MNIiC/iA OTPUMAHHA WiNbHOKMITUHHOT BakUMHW AN NPOMINaKTUKL Kawwimoky. Lii peakyii MUHaKOThL Y

cepefHbLOMY uepes 4 fiHi.

***  AHasi3 NOKasHUKIB MOBigOM/IEHb NPO MNicnsApeecTpaLiiHe 3aCTOCYBaHHA BKa3ye Ha MOTEHLiNHO 36ibLUEHNIA PU3MK CYLOM (3 SIMXOMaHKoK abo 6e3 Hel) Ta
riNOTOHIYHO-TINOPECNOHCUBHUX eni3oAiB npu 3actocyBHHI IHOPAHPUKC MEKCA™ 3 NMHEeBMOKOKOBOK MojicaxapyHOK KOH’KOroBaHoK afcopbosaHo 13-
Ba/IEHTHOO BakLMHO (MKB13) y nopiBHAHHI i3 3acTOCyBaHHAM nunile BakunHN IHOAHPUKC TEKCA™,

JaHi nicnspeecTpaliiHoOro Harnsay

Mpo HMKYe3a3HayeHi NOGIYHI peakLii, NOB’3aHi 3 NpenapaToM, NOBIAOMAANOCA Mif Yac MicNApeecTpaLiiHOro COCTEPEXKEHHS.

Tabnmus 6

Knac cuctemu opraHis

Mo6iyHi peakuyii

MopyLLEHHS KPOBOHOCHOT Ta NiMaTUYHOI
cuctemu

NimdageHonaTis, TPOMOOUMTOMNEHIS

MopyLUeHHs IMYHITETY

AneprivHi peakuii (BKMoYaoum aHaiNakTUYHI Ta aHagiNakToigHI peakwir)

MopyLueHHs (PYHKLT HepBOBOT CUCTEMY

Konanc a6o wokonogioHmin ctaH (rin0TOHIYHO-riNOPeCNOHCUBHUIA eni3on)* **

lNopyLUeHHsA AnxanbHOT CUCTeMN

AnHoe* (auB. po3ain «OcobnMBOCTI 3aCTOCYBaHHSA» LLOA0 anHoe Yy nepeayvyacHo HapoOgKEHUX HEMOBAAT (<

28 TWXKHIB recrauii))

MopyLUeHHS 3 60Ky LUIKPKU Ta NIAWKIPHUX TKaHWH

AHriOHEBPOTUYHWIA HAOPAK*

Peakuii y micui iH’ekuit

MoLlumpeHi peakuii y BUrIsAi NpunyxnocTi, NPUNyxXnocTi BCIET KiHLIBKK, B AKY 3P06/1EHO LLENIEHHA**

BE3UKY/IN Y MiCLLi 1H’EKLT.

* CnocTepiranu TiNbKy NPy 3aCTOCYBaHHI iHLWMX BakUMH MnakcoCmiTKNsAH, wo mictate DTPa
** Y piTeld, SKUM Gynu BBeAeHi NEepPBUHHI A03M aLENtONSPHOI BaKUMHW AN NPOGiNaKTUKN Kall/KY, MMOBIPHICTb BUHUKHEHHS peakLii npunyxnocTi nicns
BBEEHHS1 OYCTepHOI 03K, Gifblua Y MOPIBHAHHI i3 TaKUMW, WO OTPUMAIN ULiNbHOKNITUHHI BakUWHWA AN NPOgiNakTUKM Kawntoky. Lii peakuii MuHatOTb Y



cepefHbOMY yepes 4 fHi.

**% AHasli3 NOKa3HWKIB MOBIAOM/IEHb NPO MicnsapeecTpauiiHe 3aCTOCYBaHHA BKa3ye Ha MOTEHUINHO 36iNbLUEHNA PU3NK CYAOM (3 TMXOMaHKOK abo 6e3 Hel) Ta
riNOTOHIYHO-TiNOPecnoHCMBHMX eni3ofis npu 3actocysBaHHi IHOAHPVKC TEKCA™ 3 NMHEeBMOKOKOBOK MoJiicaxapuHOK KOH’HOroBaHoK afcopbosaHol 13-
BaJIEHTHOH BaKuuHOK (MKB13) y nopiBHAHHI i3 3acTocyBaHHAM nule BakuHn IHOAHPUKC FTEKCA™.,

KnidiyHui gocsif, BukopucTadHs Bakuyin IHOAHPUKC FTEKCA™ opaHovacHo 3 MKB7

Y KNHIYHUX OOCMIMKEHHAX, B AKMX feski 3 wenneHux otpumany IHOPAHPUKC F'EKCA™ oaHOYacHO 3 MHEBMOKOKOBOK MO/icaxapuaHO0 KOH HOroBaHOoW 7-
Ba/IeHTHOO BakuMHOW  (MKB 7) B AKOCTi peBakumHaLii (4-1) fo3n 060X BakLVMH, NosigoMnsnocs npo nuxomMarky 3 38,0 °Cy 43,4% pitei, aki otpumysanu MNKB 7
3 IHPAHPUKC FrEKCA™ B nopiBHsHHI 3 30,5% aiTeit, aki 6ynu wenneni Tinbkn IHPAHPUKC FTEKCA™. JlnxomaHka 6inbLie 39,5 °C cnoctepiranacb y 2,6% i
1,5% piteir, aki otpumysaim IHOAHPUKC FEKCA™ 3 a6o 6e3 MKB 7 BignosigHo, (AvB. po3gin «Oco6/MBOCTI 3aCTOCYyBaHHA» Ta «B3amofisi 3 iHLWUMK
NiKapcbKMMM 3acob6amu Ta iHLWi BUAW B3aEMOZiN»). Bunaiky NMMXoMaHKuM Micns 04HOYaCHOr0 BBEAEHHS ABOX BaKLMH Nif Yac BBEAEHHSA MEPBMHHOI0 BaKLMHaIbHOIO
KOMIMNEKCY BY/IN HYXKYMMM, HIXXK CMOCTEPIrasiocs nicns NpoBefeHHA peBakumHauil.

KnidiyHni pgocsig BukopucTanHs BakunmHu IHOPAHPUKC FEKCA™ 0AHOYACHO 3 BaKUMHOKW An8 NPOoMinak TUKL KOpy, enifeMiyHoro napoTuTy, KpaCHyxu Ta

BiTPSAHOI BiCMK.

Y KNIHIYHOMY AOCNIIKEHHI, B SKOMY [esKi 3 BaKUMHOBaHNX oTpumann 6ycTtepHy gosy IHOAHPVKC FTEKCA™ ofHOYaCcHO 3 BaKLUMHOW 4715 NPOMiNakTUK1 Kopy,
enifemMiuyHoro napoTuTy, KpacHYXu Ta BITPSIHOT BicnK, cnocTepiranack nnxomaHka3 38,0 °Cy 76,6% aiTeid, B NOPiBHAHHI 3 48% cepef AiTei, BaKLMHOBaHMX NLLIE
BakynHiO IHOAHPUKC TEKCA™ Ta 74,7% cepef LiTeld, BaKLMHOBaHUX /IULLE BaKUMHIO ANS NPOMINaKTUKKN KOpy, enifemMidyHOro napoTuTy, KpacHyXu Ta BiTPAHOT
Bicnu. JlnxomaHka suwe 39,5 °C cnoctpepiranack y 18% gaiteir, BakunHoBaHnX IHOAHPUKC MEKCA™ ofHo4YacHO 3 BaKUMHOK AN8 NPoinakTUKU Kopy,
enigeMiyHoro nNapoTuTy, KpacHyxu Ta BiTPAHOT BiCMK, B NOPiBHAHHI 3 3,3% cepeg, fiTel, BaKUMHOBaHUX nuLle BakumHoO IHOAHPUKC FEEKCA™ Ta 19,3% cepef
AiTei, BaKUMHOBAHUX fMLIE BaKUMHOK AN NpoginakTuKM Kopy, enifemMiuyHoro napoTuTy, KpaCHyxW Ta BITPAHOI Bicnu (AuBiThbcs po3ginn «OcobanBOCTI
3aCTOCyBaHHs» Ta «B3amogisa 3 iHLWMMM NiKapCbKUMM 3ac06amm Ta iHLLI BUAW B3aEMOAIN»).

besneka 3acTOCyBaHHSA BaKLMHM Yy NepeavyacHO HapoaXKEHUX AiTeN

BakunHy IHOAHPUKC TEKCA™ Beognnu 6inblie HixX 1000 nepefavyacHO HapomKEHUX HEMOBAT (recTauiiHoOro BiK 24-36 TWMDXKHIB) Y AOCHIIKEHHAX Npw
NePBUHHIN BakUMHaUii i 6inble Hi>XX 200 nepeayacHO HapPOLXKEHUM HEMOBNATaM B AIKOCTI BYCTepPHOT J03W Ha APYroMY poLi XXUTTA. Y NOPIBHANbHUX JOCIPKEHHSX
crnocTepiranacs aHanorivyHa YactoTa NOGIYHNX peakLili y nepegyacHO HapOMXKEHMX Ta JOHOLLEHNX HOBOHAPOMXKEHMX.

Besneka 3acTocyBaHHa BakunHu IHOPAHPUKC F’EKCA™ HemoBasTaM Ta AiTSAM PaHHbLOro BiKy, MaTepi akux 6ynn wennedi BakumHow AaKAlM-M (BakUWHOW

NPOTU KaWIKY, AndTepii, npasus 3i 3SMEHLLIEHUM BMiCTOM aHTUreHiB) MPOTSAroM BariTHOCTI

Y [ABOX KNiHIYHWUX pocnigpkeHHaX BakumHy IHOAHPUKC MEKCA™ 3acTtocoByBanv noHafg 500 nauieHTam, matepi Skux Oynum wienneHi BakumHow 3 AaKll
KOMMoHeHTOM (n = 341) a6o nnauebo (n = 346) NpoTAroM TPETLOro TPMMECTPY BariTHOCTI (AMB. po3ain «IMyHOMOrivHi Ta 6i010riYHI BNACTUBOCTI»).

Mpodginb 6e3nekn BakymHY IHOPAHPUKC FTEKCA™ 3aniuiuaBcs HE3MiHHUM HE3aNeXHO Bif, TOro SKWiA BNAMB Mana abo He Mana BakumHa 3 AaK T KOMMNOHEHTOM
nicnsa 3acTocyBaHHSA NPOTArOM BariTHOCTI.

KniHiuyHuiA gocsig BukopucTaHHs BakumHn IHPAHPUKC FTEKCA™ 3 BakUMHOW A8 Npodinak TUKK renaTuTy B

MoBifLOMNANOCH, WO MPOTArOM MOCTMapPKeTMHIOBOro (papMakoHarnsagy nicns BBEAEHHA BaKUUHW A0S NPOoinakTuku renatuty B BUpPOGHMLUTBA KOMMaHIT
I"nakcoCmIiTKnsAH bionomkikans, y AiTei BIKOM < 2 pOKiB CMOCTEPIiraincs BUHUKHEHHS TaKMX NOGIYHUX peakLiii, AK: napaniy, HeiponaTis, cuHapoM IMieHa-bappe,
eHuedanonaTisa, eHuedaniT, MeHIHIIT, anepriyHi peakLii, CX0Xi Ha CPOBAaTKOBY XBOPOOY, HEBPUT, FiNOTEH3is, BACKY/IT, YePBOHWI NIacKUin nuwai, noniMopgHa
epuTema, apTpuT Ta M’A30Ba CNabKicTb. MPUUNHHO-HACNILKOBWIA 3B’ 430K MK LMK NMOBIYHUMMN peakL,ismMy Ta BBEAEHHAM BaKLMHWN HE BCTAHOB/IEHWA.

3BITHICTb NPO NOBGIYHI PeaKLil.

MoBifoMNeHHA Npo No6iYHI peakyii y nepiog nicna peecTpauii NiKapcbKOro 3acoby € BaXK/MBUM 3aX040M. Lle aae 3mory 3ailicHioBaTH 6e3nepepBHNIA MOHITOPUHT
CMNiBBIAHOLLEHHA KOPUCTL/PU3MK NPU 3aCTOCYBaHHI AaHOro NiKapCbKOro 3acoby. MeanyHUM npauiBHMKaM HeobXi[HO MoBiAOMIATL NPOo OyAb-AKi NOGIYHI peakuii 3a




[0MOMOr OO CUCTEMM NOBIZOM/IEHb NPO NOBGIYHI peakLii B YKpaiHi.

TepMiH NpUAaTHOCTI. 3 POKK.
[ara 3aKiHYeHHs TepMiHY NPUAATHOCTI BaKLMHK 3a3HayeHa Ha yrnakoBL,i. [lJaTa 0CTaHHbOr0 MOX/IMBOI0 BUKOPUCTAHHS BIAMOBILAE OCTaHHLOMY [HIO BKa3aHOro
micaus.

YMoBW 36epiraHHs.

BakumHy IHOAHPUKC FEEKCA™ HeobXigHo 36epirati npy Temnepatypi Bia2 o 8 °C. 36epirati B 3axumLLEHOMY Bif CBiT/a Ta HEAOCTYMHOMY ANs AiTel micLi.
Mpwy TpaHCNOPTYBaHHI CNif LOTPUMYBATUCA PEKOMEHA0BAHMX YMOB 36epiraHHs.

DTPa-HBV-IPV cycneHsito Ta NpUroToB/eHy Ans BBEAEHHSA BaKLMHY He MOXHa 3aMOpPOXXYBaTMu.

He BnkopucToByBaTH, AKLLO BaKLMHa 6y/1a 3aMOpoXKeHa.

[aHi cTabifIbHOCTI MOKa3yHoTb, L0 KOMMOHEHTY BaKUMHW 3a/IMLWIAKOTLCA CTa/IMMKU Npu Temnepatypi 4o 25 °C npoTarom 72 roguH. B KiHLUi LbOro nepiofy BakLmHa
IHPAHPVKC MEKCA™ noBuHHa 6yTn BMKOpUCTaHa abo yTunizoBaHa. Lii gaHi npusHadveHi Ans MeguYHUX MnpauiBHUKIB Ha BUMAAO0K TUMYacOBWUX KONMBaHb
TemnepaTypHUX YMOB.

[Micns BiHOBMEHHSA BaKLMHa Mae ByTu BUKOpMCTaHa HeraiHo. OfHak cTabinbHICTb Oyia NPoLeMOHCTPOBaHa NPOTAroM A0 8 roAvH Npu KiMHaTHI Temnepatypi (21
°C).

HecymicHicTb. Yepes BiACYTHICTb AOCNIAXKeHb CYMICHOCTI BaKLMHY He CAif 3MiLlyBaTV 3 IHLUMMW NIKApPCbKMMKM 3aC06aMu B OAHOMY LUNPUL,.

YnakoBkKa.

CycnieHsisa ansa iH’ekuin (DTPa-HBV-IPV) y nonepefHb0 HanoBHEHOMY OAHOPA30BOMY LLNPULi, WO MICTUTL MOHOA03Y npenapaty (0,5 mMn), y KOMMNEKTi 3 ABOMa
ronkamu Ta nakoH 3 niogpinizatom (Hib) ana 1 o3u, LWo 3MiLLyroTbCA Nnepes BUKOPUCTaHHAM. LLINpuWL, 3 roikaMuy 3aKpuTi r'yMOBUMY KOBMavkamu.

[Bi ronku (og4HOro po3mipy), LWnpuuy, Ta p1akoH repMeTUYHO 3anakoBaHi y NAacTUKOBUIA KOHTEMHEP.

Mo 1 a6o no 10 NacTUKOBUX KOHTEMHEPIB Y KapTOHHI KOPOOL.

®nakoHW i LINPULM BUTOTOB/EHI 3 HETPasIbHOrO CKa Tuny |, ike BiAMNOBi4ae BUMOram €BponeincbKoi hapmakoner.

KaTteropis Bignycky. 3a peLenTom.

BupobHuK.

I"nakcoCmiTKnsiiH Bionogpxkikan3 C.A., benbris / GlaxoSmithKline Biologicals S.A., Belgium.

Micue3HaxomkeHHA BUPOOHMKa Ta oro agpeca mMicusa NpoBafKeHHS LisNIbHOCTI
Pto ge n’IHcTiTio, 89 1330 M. PikceHcapT, benbria / Rue de I’ Institut, 89 1330 Rixensart, Belgium.



