IacTpyKIis

IJIsi MEJUYHOTI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

POTAPHUKC

BaknuHa i1 npodiTakTHKH poTaBipyCcHOI iHpeKii

CKnao:

ditoua peyosuHa: 1 go3a (1,5 M) mictuts He Merme 10*° TLIM,, poTaBipycy IIONUHY, KUBUM
aTeHyroBaHuy wram RIX4414%;

donomidcHi peyosuHu: nykpo3sa (1,073 r), puHatpito agunat (132,74 mr), MoaudikoBaHe CepefoBHUIIE
Irma-Mrons6exkko (DMEM) (2,26 Mr), Boma s il exiin (mo 1,5 Mi).

* BupolleHuY Ha KyJIbTypi KJIiTUH Vero.

JlikapcbKka ¢popma. CycreH3sis opanbHa.
OcHo8HI (i3uko-ximMiuHi 81acmMuBoCcMi: BaKIMHA € IPO30Pp0oi0 0e30apBHOI0 PiIMHO.

POTAPHKC - 11e MOHOBaJIeHTHa BaKLIMHA [JIg IPOQiTaKTUKN POTaBipyCHOr0 raCTPOEHTEPUTY, IKa
MICTHTD XKUBUH 0clnabieHu# Bipyc, OTpUMaHui 3i TaMy POTaBipyCy MIOOWHU.

POTAPHKC BignoBimae BuMoraM BcecBiTHBOI opraHizallii 0XxopoHU 300pOB’a s GiooriyHuX
PEYOBHH i /I BAKIIWH IPOTH POTaBipyCHOI iH(DeKIil.

dapMmakoTepaneBTHYHA rpyna. Bakiunu. [IpoTuBipycHi Bakiuau. BakiHa g5 npoginakTUKu
poTaBipycHoi in¢ex1ii, KkuBa aTeHyroBaHa. Kom ATX JO7B HO1.

ImyHon02iuHi i Oion02iuHi 8 1acmueocmi.

dapmakoOuHamika

3axucHa edpeKTHBHICTh BakiiuHu POTAPHUKC
v dopmi diodizizary ojisd NPUTrOTYBaHHSA




CycneH3il opaabHOl

Y xoai KiaiHiYHHMX JOCTigKeHb Oyia
MPOAEMOHCTPOBaHa e(PEeKTUBHICTh IIPOTH
BHUIIAJIKIB raCTPOCHTEPHUTY, BUK/IHKAHOI 0
POTaBipyCcOM HaHOINLII MOITHPEHHX
regotumiB G1P[8], G2P[4], G3P[8], G4P|[8] i
GI9P[8], i npoTH HenmoOIMIMPEHUX I'€HOTHUIIIB
poraBipycy G8P[4] (TsKKHH racCTPOEHTEPHT)
i G12P[6] (Oynh-s1KHH racTpoeHTepHT). Yci mi
MITaMH IAPKYII0I0Th IO BCbOMY CBITYy.

IIns1 OIIiHKH 3aXHCHOl1 e()eKTHBHOCTi BaKIIHHH
POTAPHUKC npotu Oyab-sIKHX, 30KpeMa
TSAKKHX, POTaBIiPpYCHHX ITaCTPOEHTEPUTIB
OyJ/io mpoBeaeHo KIiHiuHI MOC/TiIKeHHa B
€Bpomni Ta JlatTuHCchKin AMepuni, Appuni Ta
A3zii.

TAXKICTh TaCTPOEHTEPUTY BU3HAYAIH 3a 2

Pi3HMMH KPUTEPisIMH:

- 3a 20-0an1pHO01I0 IKa1010 Becikapi, sika
OILIiHIO€ MOBHY KIiHIYHY KapPTHUHY
POTaBipPyCHOIr0 raCTPOEHTEPHUTY, BPaXOBYIOUH



TAXKKICTBH i TpUBaJIicTh Hiapel Ta O/II0BaHHS,
TAXKKICTh THXOMAaHKH Ta 3HEeBOJTHEHHsI, a
TaK02K HEeOOXiOHICTh JTiKyBaHHSA

- a00 3a KpuTepisiMmu BcecBiTHBOI
oprani3saiil oxoponu 370poB’st (BOO3).

OrniHIOBaHHSA KJIIHIYHOI0 3aXHUCTY IPOBOIHIIA
B KOTrOpTi NaIi€HTIB, sSIKi BUKOHAJIA BUMOTH
npoToKony (ATP), nist oninkKu e(peKTUBHOCTI,
00 CKJIaAy sIKOl BXOOHWIH YCi Ialli€HTH i3
Koroptu ATP 10151 omiHKH 0€31MeYHOCTI,
BKJIIOUEHi y BiIIIOBiTHHH mepioa moaaabIioro
CIIOCTEePEeKEeHHS /IS OIIIHKH e(PeKTHBHOCTI.

3axucHa ePeKTHBHICTH BaKIIMHHU 34
pe3yJIbTaTaMM JOCITIIKEeHb, IPOBEIEHUX Y
€Bporiri

Y xoai KIIHIYHOI0 OOCIiIKeHHs],
NMIPOBEeIeHOro B €Bpoiri, O1iHIOBAIH
e(PpeKTHUBHICTH 3aCTOCYBAaHHS BaKIIMHHA
PoTapuKc 3a CXBaJIGHHMH Y Pi3HHUX KpaiHax
€sponu cxemamu (2, 3 micsui; 2, 4 micsi; 3,



4 micsni; 3, 5 micsauais) y 4000 mamieHTis.

Iliciast 3aCcTOCYyBaHHS 2 103 BAaKIIUHHU
POTAPHKC 3axucHa e(peKTHBHICTb

30epirajiacsi MpoTsAroM MepIioro Ta APyroro
POKIiB XKHUTTS JUTHHH, SIK MOKa3aHO B TaOIuIi

HHU2KYe.

1-# pik XKHTTS
POTAPHUKC N =
[Tnane6o N = 13

2572
02

2-1 PiK KHTTSA

POTAPHKC N = 2554
[Tnanebo N = 1294

EdekTuBHiCTh BakiiuHHU (%) MPOTH OYAb-AKHX i TAXKKHX pOoTaBipyCcHHX
racrpoenTepuriB [95 % II]

l'eHOTHI PoraBipycHun [[sIKKHH PoraBipycHu# [[SIKKHH POTaBipyCHHH

raCTPOEHTEPHUT|POTABIPYyCHUH raCTPOEHTEPHUT[raCTPOCHTEPHT

0yIb-1KOl1 racTpoeHTepur [0yab-sKOol

TSIZKKOCTI TSIZKKOCTI
G1P[8] 95,6 96,4 82,7 96,5

[87,9; 98,8] [85,7; 99,6] [67,8; 91,3] [86,2; 99,6]
G2P[4] 62,0* 74,7* 57,1 89,9

[< 0,0; 94,4] [< 0,0; 99,6] [< 0,0; 82,6] [9,4; 99,8]
G3P[8] 39,9 100 79,7 83,1*

[9,5; 99,8] [44,8; 100] [<0,0; 98,1] [<0,0;99,7]
GA4P[8] 38,3 100 69,6* 87,3

[57,5; 97,9] [64,9; 100] [< 0,0; 95,3] [< 0,0; 99,7]
G9P[8] 75,6 94,7 70,5 76,8

[51,1; 88,5] [77,9; 99,4] [50,7; 82,8] [50,8; 89,7]
MlTamu 88,2 96,5 75,7 87,5
reqoruny P[8][80,8; 93,0] [90,6; 99,1] [65,0; 83,4] [77,8; 93,4]
[upkymoioui [87,1 95,8 71,9 85,6
[MITaMK [79,6; 92,1] [89,6; 98,7] [61,2; 79,8] [75,8; 91,9]
poTaBipycy

EdexkTuBHiCTh BakiiuHH (%) MPOTH POTAaBipyCHUX raCTPOEHTEPHUTIB, SIKi MOTPeOdyIoTh
MeIHYHOI JOIIOMOI'H

[95 % O]

[lupkymomwoui (91,8 76,2

MITaMU [84; 96,3] [63,0; 85,0]

poTaBipycy

EdexTuBHICTH, BaknuHH (%) 3a 4aCTOTOIO TOCHiTaTi3anii yepe3 poTaBipycHHH
raCTPOEHTEPHUT

[95 % O]

Lupkymowoyi [100 92,2

[ITaMHU [81,8; 100] [65,6; 99,1]

POTaBipyCy

" TsaKKMM BBaXKaBCs BUTIANOK FaCTPOEHTEPUTY 3 ouinkow 311 GatiB 3a mKkasomo Becikapi.




* He € ctaTuctuyHo 3HauymuM (P 3 0,05). Ui mani cnip TnymaunTu 3 06epexkHiCcTIO.

306inbIIeHHsT e(eKTUBHOCTI BAKIIMHY ITPOTSITOM IIEPIIOT0 POKY XKUTTS OyJI0 MIPSMO MPOIOpIifHe
30iNTbIIIEHHIO TSIKKOCTI 3aXBOPIOBaHHS, i BoHa mocsirana 100 % (95 % HI: 84,7; 100) mist oIiHOK 3a
mKkasoo Becikapi 317.

3axucHa e)eKTUBHICTb BaKIIMHY 3a Pe3yIbTaTaMU OOCHiIXKeHb, TPOBedeHUX vV JIaTUHCEKIN AMepuili

[Tig 9ac KIIiHIYHOTO OOCHiIXKEeHHs, TPOBEIEeHOT0 B JIaTUHCHKIM AMepulli, B OLiHIOBaHHI e(eKTUBHOCTI
BakuuHU POTAPHUKC B3sinu y4acts Oinbire 20 000 nanieHTiB. TsaxkicTs racTpoeHTeputy (I'E)
BU3Ha4anu 3a kpurepismu BOO3. [TaHi momgo 3axucHol e(eKTUBHOCTI BAKIIMHU TPOTHU
TSI2KKOT'0 poTaBipycHoro (PB) racTpoeHTepury, sikuit notpedye rocmitamisatiii Ta/a6o
perimparalliifHol Teparlil B MeAUYHHUX 3aKjIafiaX, i reHOTUI-CrienudpiyHoi e(eKTUBHOCTI BaKIIUHY

ITicJI 3aCTOCYBaHHS 2 103 BaKIMHU PoTapuKc HaBefeHi y TaOnuili HuxKyve.

Tenotun [TSKKHMH pOTaBipyCHHH
|raCTpoeHTepnTT

(1-¥ piK XKHUTTSI)
POTAPHUKC N = 9009
[Tnane6o N = 8 858

TsIKKHH pOTaBipyCHHH
racTpoeHTepuTt

(2-¥ piK KHUTTS)
POTAPUKC N = 7175
[Tnane6o N = 7062

EdexTusnicts (%)

EdexTusHicts (%)

P[8]

[95 % OI ] [95 % OI ]
Vci PBI'E 84,7 79,0

[71,7; 92,4] [66,4; 87,4]
G1P[8] 91,8 72,4
[ <] [74,1; 98,4] [34,5; 89,9]
G3P[8] 87,7 71,9%

[8,3; 99,7] [< 0,0; 97,1]
G4P[8] 50,8#* 63,1

[< 0,0; 99,2] [0,7; 88,2]
G9P[8] 90,6 87,7

[61,7; 98,9] [72,9; 95,3]
[ITamu 3 90,9 79,5
resotunioMm |[79,2; 96,8] [67,0; 87,9]

T TaKKMM BBaxXKaBCsl BUIAJOK raCTPOEHTEPUTY 3 emi3onoM giapel 3 O0BaHHAM uu 0e3, SKU
BMMaras rocIhiTanisallii Ta/abo perigparaliHoi Teparil B Megu4YHUX 3aKnafgax (kputepii BOO3)

* He € cratuctuyHo 3HavymuM (p 2 0,05). Ui mani cnig TnymaunuTu 3 06epexkHiCTIO.

# KinbKicTh BUIIQ[IKiB, Ha SIKUX I'PYHTYBAJIACS OIiHKY e(eKTUBHOCTI BAKIIMHY IPOTU F€HOTHUITY
G4P[8], 6yna He3HauHOI0 (1 BUMIAMOK Y I'PYIIi, TKa OTPUMYyBaJia BaKIMHY PoTapukc, i 2 BUMTafKu B
Ipymi, ika OTpuMYyBasa I1ane6o).

AHani3 CyKyIIHOCTi IaHUX II'SITH HOCTiIXKeHb eGeKTUBHOCTI* mpogeMoHcTpyBaB 71,4 % (95 % [I:
20,1; 91,1) epeKTUBHOCTI IPOTH TSIKKOTO POTaBiPyCHOT'O0 TaCTPOEHTEPHUTY (OIliHKA 3a IIKaI0k0



Becikapi 311), cippurHEeHOTO TeHOTUIOM poTaBipycy G2P[4] mpoTSIroM mepiioro pPoKy XUTTS.

TO4YKOBI OLIIHKY Ta OOBipYi iHTEpBasX y LUKUX AOCHIAXKEHHAX BUragfanu takuMm yuaoMm: 100 % (95 %
II: - 1858,0; 100), 100 % (95 % [HI: 21,1; 100), 45,4 % (95 % [II: -81,5; 86,6), 74,7 (95 % [I :-386,2;
99,6). B ocTaHHBOMY [IOCITifIZKEHHI TOYKOBi OLIHKK OYJIM BigCYyTHI.

3axucHa eeKTUBHICTb BaKIIMHY 3a Pe3yJIbTaTaMU OOCHiIXKeHb, IPOBeIeHNX B Adpuiri

B A¢puri 6ymo mposeneno kiiniyne gocmimxkenus (POTAPUKC: N = 2974; nnane6o: B IKOMY
ouiHtoBanu BakiuHy POTAPHKC, siky nipr3Hadany npubnu3so Ha 10 Ta 14 TuXKHSX XKUTTS (2 [T03K)
a6o Ha 6, 10 i 14 TuxHsIX KUTTS (3 003H). EQEKTUBHICTD BaKIIMHYU MIPOTH TSAXKKUX POTaBipyCHUX
raCTPOEHTEPHUTIB IPOTATOM IIEPIIOT0 POKY XKUTTS OUTUHU CTaHOBUIIA 61,2 % (95 % [I: 44,0;
73,2). laHi, AKi BEMOHCTPYIOTh 3aXUCHY e(eKTUBHICTh BAKIMHU IPOTH OYAb-IKUX Ta TAKKUX

POTaBipyCHUX TaCTPOEHTEPUTIB, HaBefleHi y TabIuIl HUX4e.

TeHOTHII PoTaBipyCHHH raCcTPOEHTEPHUT TsIKKUHM pOTaBipyCHHM
[0ynb-sikol TsIKKOCTI racTPOEHTEPHT
POTAPUKC N = 2974 POTAPUKC N = 2974
[Tnamnebo N = 1443 [Tname6o N = 1443
EdexkTuBHicTh (%) EdexTuBHicTh (%)
[95% HI] [95% 111

G1P[8] 68,3 56,6
[53,6; 78,5] [11,8; 78,8]

G2P[4] 49,3 83,8
[4,6; 73,0] [9,6; 98,4]

G3P[8] 43,4* 51,5%
[< 0,0; 83,7] [< 0,0; 96,5]

G8P[4] 38,7* 63,6
[<0,0; 67,8] [5,9; 86,5]

G9P[8] 41,8* 56,9*
[<0,0; 72,3] [< 0,0; 85,5]

G12P[6] 48,0 55,5%
[9,7; 70,0] [< 0,0; 82,2]

[MTamu 3 39,3 70,9

TEeHOTHUIIOM [7,7; 59,9] [37,5; 87,0]

P[4]

[MITamMu 3 46,6 55,2%

TeHOTUIIOM [9,4; 68,4] [<0,0; 81,3]

P[6]

[MITamu 3 61,0 59,1

TeHOTHUIIOM [47,3; 71,21 [32,8; 75,3]

P[8]

T TaKKMM BBaXKaBCsl BUMAJOK raCTPOEHTEPUTY 3 OIliHKoI0 311 GaiB 3a mkanoio Becikapi.

* He € ctatuctuyHo 3HauymuM (p 3 0,05). Li maui cig Tnymauutu 3 06epexkHiCTIO.

TpuBaIiCTL 3aXMCHOI eeKTUBHOCTI BAKIIMHA

IOCIiIXXEeHHS, POBeIeHoro B A3il

iTeil BikOM 10 3 POKIiB, 3a pe3yabTaTaMu




Y kiiHiYHOMY OOCTiAXKeHHi, npoBefeHoMy B ['oHKOHTY, CuHramnypi Ta TalBaHi (3arajbHa KOropTa
BakIKMHOBaHUX namieHTiB: POTAPUKC: N = 5359; mmane6o: N = 5349), oriHioBanu e(peKTHBHICTb
3actocyBaHHS BakuuHN POTAPHKC 3a cXBaJleHHMHU y Pi3HUX KpalHax €Bpomu cxeMamu (2, 4 micsii;
3, 4 micami).

[TpOTSITOM IIEpINOro POKy XKHUTTs (y mepion yepes 2 TUXKHI ITiCIIS 3aCTOCYBaHHS 2-1 103U 1O
OIHOTO POKY) KiNBKICTh BUNAIKIB TAKKOI'0 POTABIPYCHOTO raCTPOEHTEPUTY, CIIPUUUHEHOTO
UPKy/00unuM PB nukoro tumy, y rpyii, ska oTpuMyBaia Bakiuay POTAPHUKC, Gyna 3Ha4HO
MEHIIIO, HiX y IpyIi, ska orpuMyBasa mname6o (0,0 % i 0,3 %). EQekTuBHICTh BAKIIMHYU CTAHOBUIIA
100 % (95 % [II: 72,2; 100).

IlaHi, 9Ki HEMOHCTPYIOTh 3aXUCHY e(DeKTUBHICTh ABOX 03 BaKuHU POTAPHUKC npOTH TAXKKUAX
POTaBipyCHUX TaCTPOEHTEPUTIB 10 2 POKIB KUTTS OUTUHU, HaBe[eHi y TaOnuili Huxyve.

EdeKTUBHICTH, BaKIIMHHU 10 2 POKiB
POTAPUKC N = 5263
[Tname6o N = 5256

EdekTuBHICTh BaKIIMHY (%) IPOTHU TIKKUX POTaBipyCHUX racTpoeHTepuTis [95 % [I]

['eHoTHII [ 12KKUY pOTaBIPyCHUYU raCTPOEHTEPUTT
G1P[8] 100 [80,8; 100]

G2P[4] 100* [< 0,0; 100]

G3P[8] 94,5 [64,9; 99,9]

GIP[8] 91,7 [43,8; 99,8]

[[ITamu 3 remoTunoM P[8] 95,8 [83,8; 99,5]

[lupkymioroui mraMu potasipycy |96,1 [85,1; 99,5]

EdekTuBHICTh BakIIMHY (%) IPOTH POTaBipyCHUX TaCTPOEHTEPUTIB, SKi MOTPEOYIOThH
rocmiTtanisatii Ta/abo perigpaTaliifHol Teparil B MeguYHUX 3aknafgax [95 % 1]
[IupKymoiodi mramu poTasipycy [94,2 [82,2; 98,8]

t Ts12kKMM BBaxKaBCs BUIIAfIOK raCTPOEHTEPUTY 3 owiHKoo 311 6asiB 3a mkasnowo Becikapi.

* He e cratuctruHo 3HauyuwmM (p 3 0,05). i gani cnig TnymauuTu 3 06epekHiCTIO.

[TpoTSATOM TPETHOTO POKY KHUTTS Y TPYIIi, sKa oTpuMyBasna Bakuuay POTAPUKC (N = 4222), ue 6yno
3a(ikcoBaHO KOMHOTO BUMNAAKY TSIKKOT0 PB racTpoeHTeputy, a y rpyimi, sika oTpuMYyBaa mjamebo
(N = 4185), Takux Bumakie 0ymno 3adikcosano 13 (0,3 %). EQeKTuBHICTL BaKIIMHYU CTAHOBHUIIA
100 % (95 % [O1: 67,5; 100). Tsaxkuit PB racTpoeHTEPHUT CIPpUYMHSIK Taki mtamu PB: G1P[8],
G2P[4], G3P[8] i GIP[8]. KinmbKicTh BUMAAKIB TSKKOTO PB racTpOEHTEPHUTY, CIIPUUYUHEHOTO
OKpeMUMU TeHOoTunaMu, 0yjia HagTo Majolo OJIs OIiHKY eeKTUBHOCTI. EGQEeKTUBHICTL BaKIIUHU

IIPOTH TSXKKOTro PB ractpoeHTeputy, skuii norpebye rocmiramizartii, cranoBuiaa 100 % (95 % [I:
72,4; 100).

3axucHa edekTuBHiCTL Bakuuuu POTAPUKC OpMi cycIieH3ii opanbHoil

OckinbKy iMyHHa BifTIOBiOb, fIKa crocTepiranacs micnsg 2 fo3 Bakiuuau POTAPHUKC y dopwmi cycnieHsil
opasnbHoi, 6yna crmiBcTaBHOWO 3 iMyHHOI0 Bigmosiamio micns 2 1o3 Bakuuiu POTAPHUKC y dhopmi



mioinisaTy Ay IpUrOTYBaHHS CYCIIeH3il opasibHOI, piBeHb e(peKTUBHOCTI IiodinizoBaHol popMu
BaKLKHU MOXHA €KCTPAaNoJIoBaTH Ha PiAKy GhopMmy.

IMyHHa BifNOBIOL

IMyHOJIOTiYHKY MexXaHi3M 3axHUCTy Bifi pOTaBipyCHOT0 racTpoeHTeputy Bakiuuau POTAPHUKC
IIOBHICTIO He BUBYEHUM. 3B’I30K MiXK I'yMOpPabHOX iMYHHOIO BiNOBIAI0 Ha 3aCTOCYBaHHS BaKI[UHU
IIPOTH POTaBipyCHOI iH(EKIIil Ta 3aXUCTOM Biff pOTaBipyCHOT'0 TaCTPOEHTEPUTY HE BCTAaHOBIIEHO.

Y Tabnuni HUXKYe HaBeleHO YacTKy IallieHTiB, SKi [0 IIenaeHHs Oyau cepoHeraTUBHUMU 10
poraBipycy (tutpu anTutin IgA < 20 Op/mn (imyHOpEepMeHTHUN aHasi3)), 3 TATPOM aHTHUTIN OO
porasipycy IgA y cuposatui 320 On/mi gepe3 1 abo 2 micsii micis 3acTOCyBaHHS APYTOi KO3U
BakIKHU abo maiebo (3a JaHUMU [OCTiIXKeHb nmiodinizoBanoi popmu Bakiuuu POTAPHKC).

[Cxema KpaiHa BakiuHa [I1ame6o
BaKIHHAIl [TOCTiTKeHHss [N % 3 20 On/m [N % 3 20 On/™MuI
[95 % OI1 [95 % OI]

2, dpaniris, 239 82,8 127 8,7
3 micanis

Himeuuuna [77,5; 87,4] [4,4; 15,0]
2, [criaHis 186 85,5 89 12,4
4 micsaniB [79,6; 90,2] [6,3; 21,0]
3, QiHIIHAOIS, 180 94,4 114 3,5
5 micsaaiB ([Tamnis

[90,0; 97,31 [1,0; 8,7]

3, Yecbka 182 84,6 90 2,2
4 MmicaiiB

Pecny6rika [78,5; 89,5] [0,3; 7,8]
Bing 2, 3 mo |/laTuHCBKA 393 77,9% 341 15,1%
4
MicsaiiB AMepHKa, [73,8; 81,6] [11,7; 19,0]

11 xpaln
10, [TiBmexHa 221 58,4 111 22,5
14 TuxuiB [Adpuka,
i6, 10, 14 [Manasi [51,6; 64,9] [15,1; 31,4]
THKHIB
(CyKynHicTH
maHHX)

Y TpbOX NOPIBHAJIPHUX KOHTPOJIbOBAHUX OOCIIIIXKEHHIX iIMyHHa Binnosinb Ha BakiuHy POTAPUKC y
¢dopwmi cycmensii opanbHOI OyJia CIiBCTaBHOIO 3 BifMOBiAI0 Ha NTiodinizoBany GopMy BaKIUHHU.

IMyHHa BiNOBiAb YV HEOOHOUIEHUX HEMOBJIAT

Y xJiHIYHOMY OOCigKEHHi, IPOBEIEeHOMY 3a y4acCTI0 HeOHOIIEHNX HEMOBIIAT (SIKi HAPOOUIIUCS Ha



27-My TUKHIi BariTHOCTI 4H mi3Hiie), iMyHoreHHicTh BaKinHN POTAPHUKC o1LiHIOBany B MiATrpymi 3i
147 mamienTiB. Lg omiHKa moKasana, 110 y 1iit nmonynsiil BakuuHa POTAPHUKC € iMyHOTe€HHO0. Y
85,7 % (95 % [OI: 79,0; 90,9) marfieHTiB TUTPU CUPOBATKOBHUX aHTHUTIN 0 poTaBipycy IgA mocsirnu
piBHs 320 OJI/Mn (iMmyHOGEpPMEHTHUY aHai3) yepe3 1 MicAIp micis BBeOeHHS APYrol J03U BaKIMHU.

EdbexTusHiCTH

B o6cepBalliitHUX JOCTiAKeHHSIX 6y10 MPOeMOHCTPOBAHO e()EeKTUBHICTh BAKIIMHY IIPOTH TSIXKKOTO
TaCTPOEHTEPHUTY, CIPHUMHEHOTO poTaBipycoMm Haumoummperimux resorunis G1P[8], G2P[4], G3P[8],
G4P[8] i GIP[8], a Takoxk MeHII po3moBciogKennx reHotumnis G9P[4] i GIP[6], sikuii Ipu3BiB 10
rocmitasiizatil. Yci 1i mramMu [UPKYII0TE II0 BCbOMY CBITY.

EdekTHuBHICTh IBOX 103 BAKIIMHU 3 TOYKM 30pY npodinaktuku PBI'E, skuii moTpebye rocmitamizartii

* He € ctatuctuyHo 3HauymuM (P 3 0,05). i gaxi cnig TnymMauuTtu 3 00epexkHiCTIO.

(1) HaBemeHo KinbKiCTh BUIIAIKIB IIOBHICTIO BaKIIMHOBAHUX (2 H03M) 1 HeBAaKIIMHOBAHUX IIAIlI€HTIB, a
TaKOXK KiJIbKiCTh IAIi€HTIB KOHTPOILHOI TPYIIH.

(2) OocmigxeHHs, CIIOHCOPOM SKUX € KoMiaHis GSK.
(3) PesynbTaTl pETPOCIIEKTUBHOIO aHalli3y.

(4) EbekTUBHICTh BAKIIMHY OIiHIOBAIM, BUKOPUCTOBYIOYH KOHTPOIBHUX IallieHTiB 6€3 poTaBipycy
(omintoBaHHS B TaliBaHi MPOBOAMIMA 3 BUKOPUCTAHHAM CYKYITHOCTi JaHUX KOHTPOJIbHUX TaIlieHTIB 6e3
poTaBipycy i KOHTPONbHUX MalieHTiB 6e3 miapei).

(5) EdpexTuBHICTh BaKIMHY OI[iHIOBA/IX, BUKOPUCTOBYIOYX KOHTPOIbHUX AIli€HTIB i3 OGHOTO PETioHY.

(6) V He MOBHICTIO BaKIIMHOBAHUX IMalliEHTIB e(peKTUBHICTh BAaKIIMHU IIiCIIsT 3aCTOCYBaHHS OOHi€el 103U
kKonuBanacs Big 51 % (95 % [I: 26; 67, CansBagop) mo 60 % (95 % IO1: 37; 75, Bpasuris).

(7) Ouinka e(eKTUBHOCTI BaKIIMHU I'PYHTYETHCS Ha HaHuX 41 BUMIAgKy raCTPOEHTEPUTY Cepen
MIOBHICTIO BaKIIMHOBAHUX Malli€HTiB Ta 175 MOBHICTIO BaKIIMHOBAaHUX KOHTPOJIbHUX IAI[iEHTIB.

BIOJIMB Ha CMEPTHICTE

Hocnipxenus BnnuBy BakuuHu POTAPHUKC, npoBeneHi B [Tanami, Bpasurii Ta Mekcwutii,
TIPOJIEMOHCTPYBA/IM 3HMKEHHSI CMEPTHOCTI 4epes fiapelo 3 ycix mpuyuH 3 miana3osHoM 17-73 % y
OiTer BIKOM [0 D pOKiB, mPOTSATOM 2-4 POKiB IIiC/I BBEI€HHS BaKLUHHU.

BouB Ha rocmitamizarrio’



Y peTpocneKTUBHOMY OOCigKeHHi 6a3u maHuX B benbril, IpoBefeHOMY 3a y49acTio HiTell BiKOM 0

5 POKIB (BK/IIOYHO), IPSIMUY Ta HeNPSAMUY BIIUB BBefeHHs BakuHU POTAPHKC Ha 1I0OB’g3aHy 3
poTaBipycoM rocimiTtanizaiito craHoBuB Bifg 64 % (95 % [OI: 49; 76) mo 80 % (95 % [II: 77; 83) uepes
2 pOKH TicNsl BBeeHHS BaKLUWHU. AHaNOTiYHi gocigkeHnHs B bpasurii, ABctpantii Ta Ens-CansBagopi
IIPOIEMOHCTPYBAIN 3HUKEHHS PiBHA rocmitanidanii Ha 45-93 % y mepion Big 2 1o 4 pokiB micis
BBEIeHHSI BaKLIWHMU.

Kpim Toro, 9 mocnifxKeHb BIJIUBY Ha TOCIiTasi3allio 4yepes fgiapelo 3 yCiX IPUYMH, TPOBEEH] B
Adputi Ta JlaTuHCBHKIN AMepHuIl, TpogeMOHCTPyBany 3HMKeHHs Ha 14-57 % y mepiof Bifg 2 [0
O POKiB micyst BBEOEHHS BaKIMHHU.

TIPUMITKA. [TocrifKeHHs BIIMBY 03HAYAIOTh BCTAHOBJIEHHS YaCOBOT0 B3aEMO3B’I3KY, a He
IPUYUHHO-HACTIIKOBOTO 3B’513Ky, MiXK XBOp000I0 Ta BakKlIMHAalLi€l0. KonuBaHHS OKa3HUKIB
3aXBOPIOBAHOCTI 3 IPUPOJHUX MPUUYUH TaKOXK MOXKYTh BIJIMBAaTHU Ha CIIOCTEPEKYBaHUMN
YaCOBUM B3a€EMO3B’ SI30K.

dapmakokiHemuka
Ominka (papMaKOKiHETUUHHUX BIaCTUBOCTEN HE 3aCTOCOBYETHCS OIS BAKLIUH.

KniniuHi xapakKTepucTHKH

IToka3aHHs.

Bakuuna POTAPHKC moka3aHa [aJisi MpodilakKTUKY raCTPOEHTEPUTY, CIIPUYMHEHOTO POTaBipycoM
(muB. po3minu «Crmoci6 3acTocyBaHH i 03u», «OcoOMMBOCTI 3aCTOCYBaHH», «IMyHOOi0IOTiUHI Ta
0i0JIOTiYHi BJIaCTUBOCTI»).

Illenaenns dimeii Ha mepumopii Ykpainu 30ilicHIOeEMbeA 32i0H0 3 suMoz2amu dilouux
Haka3ie MO3 YkpaiHu.

IIpomunoka3aHHs.

[TigBullleHa YyTIUBICTH MIiCISA OIEepPeaHbOro 3acTocyBaHHA BakKMHU POTAPHUKC a6o mo 6yms-
SIKOTO 3 KOMIIOHEHTiB BaKIIMHY (OUB. po3min «CKiam»).

HasBHiCTh B aHaMHe3i iHBariHaiiii.

HeycyHeHa BponKeHa Bafla PO3BUTKY IITYHKOBO-KHIIKOBOI'O TPAKTY, 1110 MOXKe OyTH
IIepelyMOBOI0 PO3BUTKY KHIITKOBOI iHBariHalil.

Tsxxkui KoMOiHOBaHUY iMyHOmedinuT (SCID) (nuB. po3min «[To6iuHi peakirii»).

3actocyBanHs BakuuHu POTAPHKC noBuHHO OyTH BifKJIameHo B 0Ci6 3 TOCTPUMU 3aXBOPIOBAHHSIMH,
II0 CYIIPOBOMAXKYIOTHCS TUXOMaHKOK. HasgBHICTh He3HAYHUX iH(EKIIiM, TaKWX K 3BUYalHa 3aCTyada,
He € IPOTUII0OKA3aHHIM [IJIs IIPOBefleHHs iMyHi3arTii.

3acrocyBanHs BakiuHu POTAPHUKC nioBuHHO OyTH BifKJafieHO B 0Cib, 0 cTpaXkaaloTh Ha [iapelo



a00 OJII0BaHHS.

IIpu npoBeneHHi imyHi3allii Ha TepuTOpii YKpaiHu 1010 MPOTHIOKAa3aHb TAKOXK CJIif
KepyBaTHCA Til0YuMH HaKa3damMu MO3 YkpaiHu.

B3aemodin 3 iHwumu snikapcoKumu 3acobamu i iHwi eudu e3aemoditl.

Bakiuny POTAPHKC mMoxHa 3aCTOCOBYBaTH B ITOENHAHHI 3 OYAb-1KOI0 3 HUKUYe3a3HaUeHUX
STK MOHOBAJIEHTHUX, TaK i KOMOiHOBaHUX BaKIMH, BKITIOYAIOYX reKCaBaJIeHTHY BaKIIUHY
DTPa-HBV-IPV/Hib - BakuHO10 715 podiTakKTUKKU AUQTEPil, MpaBLs, KalToKYy
(amemrongapHa), renaTUuTy B, moIioMieniTy Ta 3aXBOPIOBaHb, 110 BUKIUKAKTCI Haemophilus
influenzae tuny b (Hib); 3 BakiinHO0O A1 TpodinakKTUKXA AU(Tepil, IpaBLs i KAILIIOKY
(mimpHOKMiITHHHOIO) (DTPW), 3 BakKuMHOW A IpodinakTuku AuQTepil, MpaBLs i KALITIOKY
(amenmonsapHa)be3kniTuHHOI0) (DTPa), 3 BakKIIMHOIO It NTPOoGiTaKTHKKY 3aXBOPIOBaHb, 1110
BUK/IMKaOTLCS Hib, 3 iHakTHBOBaHOI0 BAaKIMHOIO O IpodinakTuku nomiomienity (IPV), 3
BaKLMHOMWO [7g mpodinakTuku rematuty B (HBV), 3 KoH'1oroBaHoo BaKIIMHOIO OIS
Ipo(diTaKTUKKU ITHEBMOKOKOBOI iH(EKIIil Ta 3 KOH IOTOBAaHOI0 BAaKLIMHOIO A1 IPOGiTaKTUKH
3aXBOPIOBaHb, CIPUYMHEHNX MEHIHTOKOKaMu ceporpynu C. Pe3ynbTaTtél 4OCHIAKEHD
TI0Ka3asH, 1110 OfHOYacCHe BBeJIeHHS IIMX BaKIMH He BIIJIMBAJIO Ha IX iMyHOTeHHICTh Ta
Oe3mexy.

OpHouacHe 3acTocyBaHHs BaKIUHN POTAPHKC i nepopanibHOi BaKIMHY 1 TPOGiTaKTHKH
noniomienity (OPV) He Mano BIUIMBY Ha iMyHHY BifIIOBifb A0 MOJiOBIpyCiB. X04a CyMicHe
3acrocyBaHHSI OPV BakIMHY MOXKe y HeBEJIUKil Mipi 3MeHIIIyBaTH iMyHHY BiIIOBifib HA POTaBipyCHY
BaKIMHY, KJTIHIYHUYU 3aXUCT IPOTYU TIXKKUX FaCTPOEHTEPUTIB, CIPUYMHEHUX POTaBipycamy,
30epiraeTncs, SK 6y10 MPOOEeMOHCTPOBAHO Y KITIHIYHOMY JOCTiAXKEHHi 3a y4acTio 6inbirre Hix 4 200
Ial€HTIB, IKUM 3acTOCOBYBaid BakuuHy POTAPHUKC opgHOYAaCHO 3 IEPOPasIbHO BaKIUHOI OJIs
npodinakTuku nomioMienity (OPV).

Hemae o6MexkeHb LT0J0 CIIOKUBAHHS HEMOBIISIM ki 000 pimuHM Hi [0, Hi Mic/Is BaKIMHAIII.
0Oco6/1THBOCTi 3aCTOCYBaHHSI.

3rigHo 3 BUMOTaM# MeOUYHOI MPaKTUKH, BaKIMHALIil TOBUHHO IepeqyBaTH BUBUEHHS aHaMHe3y
0CO0IHBO IIOJI0 TPOTUIIOKA3aHb Ta MeIUYHE 00CTeXKEeHHS.

Hani mpo 0e3meky Ta epeKTUBHICTh 3acTocyBaHHs BaKIMHU POTAPHKC y HEMOBIAT i3
3aXBOPIOBAHHSAMMU IIJTYHKOBO-KUIIIKOBOTO TPAKTy abo i3 3aTpUMKOI0 POCTY BifcyTHi. Tomy
3acTtocoByBaTu BaklmHy POTAPHKC TakKuM HEMOBJISITaM Cllif 3 00epeXkHiCTio, 3BaXKyI0Ul PU3UK Ta
KOPUCTD BiJ BaKIMHAIIil.

Ak 3anobixkuul 3acib, MefUYHNUM IEPCOHAT Y Mic/IgIBaKUXHAILHUY IIePiof TOBHHEH CIOCTEPIraTh 3a
OyOb-IKUM CUMIITOMOM, ITI0 BKA3Y€ Ha iHBariHaliio (TSXKKUM Oi/lb V¥ JKUBOTI, IOCTiliHE OJTI0BAHHS,
KPOB'SIHUCTi BUIIOPOKHEHHS, 3MYTTS KUBOTa Ta/abo BrCOKa TeMIIEpaTypa), OCKiIbKY faHi
CIIOCTEPEXKHUX JOCIigKeHb 3 6e31eKy BKa3yloTh Ha MigBUINEHNWN PU3UK iHBariHallil IepeBaxkHO
IPOTSATOM 7 [OHIB Micysg poTaBipyCHOI BakKIMHalil (quB. po3min «I1o6iuni peakirii»). baTbkam abo
OTIiKyHaM CJIifi MOPagUTH IIBUAKO MOBIIOMIISATHU PO MOSIBY TAKUX CUMIITOMIB.

Ilnst oci0 3i cXuNbHICTIO OO iHBariHallii, uB. po3min «IIpoTUIIOKa3aHHS».



He ouikyeThbc, mo 6e3CMMIITOMHA Ta 3 IOMipHO BUpaxeHuMH cuMintomamu BlJI-iHbexkrisa
BIIMBAaTUMYTh Ha 6e3MmeKy Ta eheKTUBHICTh BaKUuHU PoTapukc. KiTliHiYHE JOCTIIKEHHS 3a
y4acTio 00MexkeHOol KiTbKOCTi 6€3CUMIITOMHUX a00 3 MOMiIpHO BUPAaXXEHUMH CHMIITOMaMU
BIJI-mo3UTUBHUX HEMOBJIST He BUSIBUJIO SBHUX IIP06jeM 3 6e3mekoro (muB. po3min «ITobiuHi
peaxtii»). 3acTocyBaHHS PoTapuKc HEMOBIIITaM i3 BigoMuM abo Migo3pioBaHUM
iMyHOmE(IIIMTOM, Yy TOMY YHCIIi BHYTPIIHbOYTPOOHUM BILIMBOM iMyHOCYIIPECHBHOI Tepairii,
Ma€ TPYHTYBaTHCS Ha PETEIbHOMY PO3TJISAdi MOTEHIIMHOI KOPUCTI Ta pU3UKY 3aCTOCYBHHS
BKIIMHY POTAPUKC.

SIK BimoMoO, BUi/IeHHsI BAKIIHHHOI' O Bipycy 3
BHIIOPOKHEHHSIMH 3’ SIBJISIETHCS IMiCIIsI
BaKIIHHaIIil i TpHBa€ B cepegabomy 10 10
IHIB 3 MiKOM BHUIOi/ICHHS Ha 7-U IeHb.
YaCTHHKH BipyCHOIO aHTUI€HY, BUSIBJIEHi 3a
moriomorox metony ELISA, Oynu BusiBjieHi B
50% BHIIOPOXHEHBH IIiC/ISA 3aCTOCYBaHHSA
nepiiol mo3M BaknuHu Porapukc y ¢popmi
niodimizaTy O/ IPUTrOTYBaHHS CyCHeH3il
OPAIBHOI

i B 4% BUIOPOXKHEHB Ticns apyroi qo3u. Koy 11i BUTIOPOXKHEHHS MePeBipsiau Ha HasgBHICTh IITaMy
JKUBOI BaKIMHU, nuiie 17% BUSBUIUCS TO3UTUBHUMHU. Y [IBOX MOPIBHSANBHUX KOHTPOJILOBAHUX
MOCTiIXXKEeHHSAX BUIINIeHHST BaKLIMHY IiC/Is 3aCTOCYyBaHHS BakuuHU PoTapukc y dpopmi cycnensii
opassHOi Oy710 MOPIBHSHHUM i3 TUM, IO CIIOCTepiraaocs mmicig BakIuHalil Potapukc y dopmi
miodinizaTy Oy MpUTrOTYyBaHHS CYyCIIeH3il opasibHOI.

CnocTepiranmucs BUMIaiKY Ilepefavi BaKIIMHHOTO BipyCy CepOHeraTUBHUM KOHTAKTHUM ocobaM, aje
6e3 1osiBU OyOb-IKUX KITiIHIYHUX CUMIITOMIB.

POTAPHKC criig 3 00epexKHICTI0 3aCTOCOBYBaTH 0co0aM, SKi TICHO KOHTAKTYIOTh 3 MallieHTaMu 3
iMmyHOZmedinuToM, 30KpeMa 3i 37I0IKiCHUMHU HOBOYTBOPEHHSIMHU, a00 THMHU, XTO OTPUMYE
IMyHOCYIIpECHBHY Tepartiio.

Oco0u, 1110 KOHTAKTYIOTh 3 HEI[ONAaBHO BaKUIXHOBAHUMU [iTbMHU, IOBUHHI JOTPUMYBaTUCh PETENIbHOI
ririeHu (BKJIIOYAIOYU MUTTS PYK MiC/Is 3MIHU MIiATY3KiB Y JUTUHU).

[Tpu poBefeHHi MepBUHHOI iMyHi3allil y CU/IbHO HEJOHOIIEHUX OiTel (HapomXKeHUX < 28 TUXKHIB
BariTHOCTI) HEOOXiMHUY MOHITOPUHT OUXaHHS MPOTATOM 48 - 72 roguH micas BakKUMHALIl yepes

TIOTEHUIMHUY PU3UK altHoe, i 0CO6IMBO y miTel 3 aHaMHEe30M He3pPiloCTi AUXalbHOI CUCTEMU.

OCKinmbKH KOPUCTD Bif BAKIIMHAIIl € BUCOKOO [JIsI Ii€l TPyN¥ HEMOBJIST, BAaKIIMHALIII0 HEe CITif



Bimknamatu a00 BiIMIHATH.
3axuCHa iMyHHa BifilOBigh MoXKe OyTH OTpUMaHa He y BCiX BaKIIMHOBAHUX JiTel.

Hapasi HeBigomo, Hackinbku BakimHa POTAPHKC Moxe 3a0e3medyBaTy 3aXUCT IIPOTH LITaMiB
pOTaBipyCy, AKi He MUPKYJII0BAJIA Y paMKax [IPOBefeHuX KIIIHIYHUX NoCIigXeHns. KitiHiuHi
IOCTiAKeHHS, 3 9KuX Oy OTpUMaHi faHi IPo e(peKTUBHICTh, TPOBOAUNUCS B €Bpomi, LleHTpanbHin
ta [TiBnenHin Amepuii, Apuii ta Asii (qus. po3nin «IMyHosoriuHi i 6iomoriyHi BIacTUBOCTI»)

Baknuaa POTAPHUKC He 3axullia€ Bif raCTPOEHTEPHUTIB HEPOTaBipyCHOI eTiomorii.
Hemae manux npo BukopucTtaHHs BakiuHA POTAPHUKC nmns MOCTKOHTAKTHOI MPO(iTaKTUKH.
Baknuny POTAPUKCHI B 4KOMY PA3I HE MOXKHA BBOIIUTU Y BUT'JIAII IH’E€KLIII!

[TOTTOMizKHi pEYOBHUHU

IIs BaKIMHA MICTUTH Caxapo3y Ta I'JIF0KO03Y 9K OOIOMIXKHI pedyoBUHU. [lamieHTaM 3 pigKiCHUMU
CIIafIKOBUMU ITpo0eMaMy HellepeHOCHMOCTi (PYKTO3H, IOPYIIEHHSIM BCMOKTYBaHHS TIIOKO3H-
rayakTo3u abo HeOCTaTHICTIO caxapa3u-i30ManbTa3yu He CJIifl 3aCTOCOBYATH ITI0 BAaKIMHY.

L5 BakumHa Mictuth 0,15 Mikporpama ¢eHinanaHiHy B KOXHiN 103i. PeHinanaHid Moxe OyTH
IMIKiITMBUM [J15 TTallieHTiB 3 peHinkeToHypieo (PKY).

LIs1 BakIIMHA MiCTHTh 34 MI HaTPil0 B KOKHIH [03i.

BigcTexyBaHICTh

3 MeTO0 TTOKpAllleHH BiICTEKYBAHOCTI MEIUYHUX iIMyHOOIOIOTiYHUX IIpEemapariB, y
BigmoBigHUX PpopMax MeouyHOI 06J1iKOBOI HOKYMeHTallii 00 MIeNIeHHsT MeOU4YHUN MpalliBHUK Mae
4iTKO 3a3HayaTH TOPTOBEJIbHY Ha3By Ta HOMeP cepii MeguyHOro iMyH0O0i0I0TiYHOT 0 ITpenapary, KU
Oy710 3aCTOCOBAHO.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

Baknuna POTAPHUKC He npu3HayeHa [Ji 3aCTOCYBaHHS Y JOpocauX. ToMy AaHi I0A0
3aCTOCYBaHHS BaKLMHU XiHKaMH i Yac BariTHOCTi abo mepiofy romyBaHHS TPYOOIO
BI[ICYTHI.

l"pyHTonqI/ICL Ha [0Ka3aX, OTpUMaHUX B Pe3yJIbTaTl KIIHIYHUX JOCIIAKEHD, TPYAHE
BUT'OJIOBYBaHHS He 3MEHIIY€E 3aXUCT Biff pOTaBipyCHOI'O TaCTPOEHTEPUTY, OTPUMAHOTO IIiCIIA
(BHACHIMOK) 3acToCyBaHHS BakKUMHUA POTAPHUKC. TakuM YMHOM, TPyHE BUTONOBYBaHHS MOXKHA
IIPOMOBXKYBATH IIifl YaC BaKIIMHAIIil.

Cnocid 3acTocyBaHHS i T0O3H.
llo3yeaHHs

Kypc BakIuHAIII CKITafla€ThCSA 3 IBOX M03. [lepima mo3a Moxke OyTH IpU3HAYEeHA OUTHHI,



IIOYMHAIOYH 3 BiKy 6 THXKHiB. [HTepBaj MiXK 3aCTOCYBaHHSM IIEPIIO] i APYTol [03U MOBUHEH
OyTtu He MeHIne 4 TuxkHIB. Kypc BakIMHalil CIil 3aKiHUUTH [0 HOCATHEHHS OUTUHOIO BiKy 24
TUXKHI.

Takuit ke Kypc BakirHallii POTAPUKC moxe GyTy MpU3HAYEHHUHE HEJOHOIIEHUM [TiTSIM,
HapOMIXKEHUM ¥ Billi He MeHIle 27 TUXKHIB recraliil, JOTPUMYIOUYXACh TAKOT'0 CaMOT0 JO3yBaHHA (IUB.
po3minu «ImyHo6io02iuHi ma b6ioso02iuHi 8aacmusocmi» ma «I1obiuHi peakuii»).

3a maHUMU KITiHIYHUX OOCTiAKeHb, 3pUTYBaHHS a00 CIIJIbOBYBaHHS IIPU 3aCTOCYBaHHI
BaKLWHY CIIOCTEPIrasoch AyxKe pigKo i B TaKUX BUIIafKaX [TIOBTOPHA [03a He BBOOUJIACE.
OpHak, 9KII0 OUTHHA 3PUTHYNTa abo CITIOHya Malike BCIO [03y, MOXKHA OODHOPA30BO
3aMIHUTH L0 JO3Y IIif Yac UbOr'0 K CaMOr0 BaKLIMHYBaHHS.

HacTiliHo peKOMEeHIYETHCS, 11100 HEMOBIIATA, SIKi OTPUMAK IEPITY A03Y BaKIMHU
POTAPHKC, 3aBepuiunu 2-g030BuM Kypc BakiuHalil npenapatoM POTAPUKC. Hemae manux
mopo 6e3neky, iMyHOTeHHOCTI abo edekTuBHOCTI, Konu BakiimHa POTAPHUKC 3aCTOCOBY€ETCS IS
IIepIIoi 03Y, a iHIIa poTaBipycHa BaKLIMHA 3aCTOCOBYETHCS [/l APYTOi 03U ab0 HaBIaKH.

Cnoci6 3acmocyeaHHs
Baknuna POTAPHUKC npu3HayeHa TiJIbKY [JIS1 IIepOPabHOr0 3aCTOCYBaHHS.
Bakuuny POTAPUKC ui 8 AKOMY PA3I se MO2KHA BBoguTH YV Bul' JIAI] [a’€KIIII!

[HCTPYyKIIil 111070 3aCTOCYBaHHS BaKIMHU IPUBENEH] HUXKYE.

TexHika 3acmocy8aHHA/N0B00HCEHHA 3 NPenapamom.
CnenianbHi 3acTepekeHHS MO0 3aCTOCYBaHHSA i BUKOPUCTAaHHA Ipemapary.

Bak1muHa € npo3opoio 6e30apBHOI0 PiAMHOI0, BiTbHOIO Bifl OyOb-IKUX CTOPOHHIX YaCTOK, A7
IIepOPAJIbHOT0 3aCTOCYBAHHS.

Baki1iiHa roToBa i BUKOPUCTAHHS (He MOTPiOHO ii po3uuHsaTH a00 PO3BOIUTH).

BakuuHy cIifi 3aCTOCOBYBaTU IIepOPaIbHO He 3MIlIyouy il 3 Oyab-IKUMU iHIIUMEI BaKIIMHaAMU 000
PO3YMHAMU.

[Tepern 3acToCcyBaHHSIM BaKIMHY HEOOXiAHO Bi3yabHO IEPEBIpUTH Ha HASIBHICTh OyOb-IKUX CTOPOHHIX
YacTOK i/a00 3MiHYy 30BHIIIHBOTO BUTJISAAY. Y BUIMAOKY, SKIIO CIIOCTEPITaeTLCS I10-HEOY b i3
IepepaxoBaHOTro BUIllE, BAaKIIMHY HE BUKOPUCTOBYBATH.

Bynb-siKuii HeBUKOPUCTAHUY IIpernapaT abo Bigxomau He0OXigHO yTUMIi3yBaTH BiAMOBIOHO OO
MiCII€BUX BUMOT.

TexHiKa 3aCTOCYBaHHs BaKIIMHHA B OPaJILHOMY alUIiKaTopi



1.3HIMITH 3aXUCHUHT
KOBITQYOK 3 OPabHOI0
amikaTopa

2. 15 BaKIIMHa IIPU3HaAYeHa
TiILKH IJI51 MEePOPaILHOT O
3aCTOCyBaHHA. [[UTHHA Ma€
3HAXOOUTUCH Y BiIXUIIEHOMY
II0JIOKEHHI Ha3ap. Beenite
YBEChb BMICT OpajIbHOTO
anIikaTopa Ha BHYTPILIHIO
[IOBEPXHIO L[OKU OUTUHU
INIEPOPAJIBHO.

3. He BBOOMTH HNIISIXOM
in’exuii.



YTunizyute nycTuil OpajbHUAM amnaikaTop Ta 3aXMCHUM KOBIA4YO0K BiAMOBIAHO [0 MiCI[€BUX BUMOT.

TexHika 3aCTOCYBaHHS BaKIIHHHU B TYyOi

KOBIIa49O0K

A Illo BM NOBHHHI 3pOOUTH, mEepUI Hixk 3axucHUu

BBOOuTH POTAPUKC™ KOBIA4Y0K
[lepeBipTe naTy 3aKiHYeHHS TEPMiHY

IPUIATHOCTI. Mem6paHa
[TepeBipTe TyOy 11070 MOMKOOXKEHHS a00

BIIKPUTTS. Tun
[TepesipTe, 106 piguHa Oysa mpo3opa i

6e36apBHa, 0e3 OyOb-IKUX YaCTOK. Tyba

SIKIII0 BU MTOMITHIY II0-HEeOYIb He3BUYHE, He (%]
BUKOPHCTOBYITE BaKIUHY.

[1s BakIIMHA 3aCTOCOBYETHCS IEPOPATIBHO
- 6e3nocepegHbo 3 TyOu.

BakiinHa roToBa 4O 3aCTOCYBaHHSA - He
noTpibHO 3MinryBaTH ii 3 YUM-HEOYIb iHIIKM.

B Iligroryiite TyOy A/1si 3acTOoCyBaHHA ||
1. 3HiMiTh 3aXMCHHUH KOBIAY0K
He Bukupmanite 3aXuCHUM KOBIIQYOK - BiH
BaM 3HaHOOUTHCS, 11100 MPOKOI0TH MeMOpPaHYy.
Tpumaiite Ty0y BepTUKAJIBHO.

2. IlocTykauTe o BepxiBui TyOH mM100

3BUIBLHHTH 1l Big Oyab-siKol piguHH.
Bupanite piguHy 3 TOHKOI YaCTUHU TyOH,

IIOCTYKYIOUM TPOXU HUXKYEe MeMOpaHHU.

3. ITonokeHHsI 3aXMCHOTO KOBNayKa I MeMOpaHa
BiIKpHUTTA TyOH

Tpumaiite Ty6y y BEPTUKAIbHOMY lun
II0JIOKEHHI.
VTpumyiiTe Ty6y 3a GOKHU. (]

BcepenuHi BepxXHbOI YaCTUHU 3aXHUCHOTO
KOBIIA4Ka € HEBEJIMKUY IIUII - V IeHTPI.

[ToBEPHITH 3aXMCHUM KOBIAYOK IIUIIOM
nonu3sy (180°).



4, IlTo6 BigKpuUTH TYOY Harucuytu
BaMm He MOTPiOHO KPYTUTH 3aXUCHUM 3aXUCHUM

KOBIIa4OK. HaTuCHITHE Ha HBOTO, 11100 KOBIIAY0OK

IIPOKOJIOT MeMOpaHY. OOHU3Y
IToTiM 3HIMITh 3aXMCHUM KOBIIQUOK. E| |E|

C IlepeBipTe, 06 Ty0a Oy1a nmpaBuIbHO OTBIp
BigKpuTa
1. IlepeBipTe, 00 MeMOpaHa Oy/ia
MPOKOJIOTA (x]
Y BepxHiit yacTHHI TyOu Mae OyTH OTBIp.

2. Illo po®uTH, AKII0 MeMOpaHa He Oy/1a
NMPOKOJIOTa

dxkmo memOpaHa He ITPOKOJIOTA,
IIOBEPHITHCA [0 MYHKTY B i MOBTOPITh KPOKU

2,3i4.

D BBenith BakuuHy Tineku gns
[Ticns BigKpHUTTS TyOu mepeBipTe, 06  MepopaIbHOTO

piguHa Oysa mpo3opoio, 6e3 6yab-IKuX 3aCTOCYBaHHS

CTOPOHHIX YaCTOK.
SIKIIO BY IIOMITHIH I[0-HeOyNb He3BUYHE, HE ||
3aCTOCOBYXTE BaKIUHY.

Bigpa3sy Xk BBe[iTh BaKIKHY.

1. IIpaBUJIbHO NOCAJiTh TUTHHY, 100
BBECTH BaKIIUHY

[TocapiTh OUTUHY y 371€TKa BiIXUeHe
Ha3aj MMOJI0XKeHHS.

2. BBeiTh BaKIIUHY

Haruckaiouu Ha TyOy, 00epe:kHO BBeiTh
BCIO PiIMHY B POT (Ha BHYTPIIIHIO [IOBEPXHIO
IITOKY OTUTHHHU).

Moxe 3HagoOUTHCS [eKiTbKa HaTHCKaHb
Ha TyOy, 11106 BUJABUTHU BCIO BAaKLUHY - IIe
HOPMaJIbHO, SIKILO0 KpaljvHa 3aUIIUThCS Ha
KiHYUKY TyOu.

YTunisyite mycty TyOy Ta 3aXMCHMM KOBIIAYOK BiITIOBIOHO [0 MiCI[€BUX BUMOT.

Ilepeno3yBaHHsI.

Byno oTpuMaHoO fesKi MOBifoMJIeHHS PO BUIIaAKY ITepefo3yBaHHs. 3arajioM IoBifoMIeHi mobiuHi



peaxilii Oyu aHANOTiYHUMU TUM, SIKi CIIOCTEPIraloThCS IMiC/s 3aCTOCYBaHHS PEKOMEHIOBAHOI H03U
BakuuHu POTAPUKC.

Himu

Bakuuna POTAPHKC He OBMHHa BUKOPHCTOBYBATHUCh Y AiTel cTapiue 24-TUXKHEBOTO BiKY.

ITo6iuni peakuii.

[Tpodins Ge3neky BaKLUWHY, HaBeJeHUN HUXKYe, IPYHTYEThCS Ha JaHUX KITIHIYHUX
BUIIPOOYBaHb, IPOBENEHUX K 3 NiodinizoBanoo popmoio Bakuuaun POTAPHUKC, Tak i 3 yxe
TOTOBOIO OPAJIBHOIO CYCIIEH3I€H0.

3arasnoM y 4 KiiHiuHuX gocuimxkeHHsx BakuuHu POTAPHUKC y dopMi cycriensii 0ymo
imynizoBano 1900 HeMmoBnAT, sKuM Oy1i0o BBemeHO 61113bK0 3800 03 BaKIIMHU. 3a JaHUMU
ITUX OOCIHiXKeHb Oy/0 MoKa3aHo, 1110 mpodins 6e3meku BakKIuHY y GopMi cycreHsii €
OPiBHSIHUM 3 mpodinieM Oe3meku BaKIMHE Y ¢opmi Tiodini3oBaHOTO MOPOLIKY.

3aranoM y 23 KIiHIYHUX OOCTigKeHHsIX 6yi10 BukopucTaHo npubnusno 106000 mo3 BakIUHU
POTAPHKC (y dopwmi niodinizoBanoro nopoiuky abo cycrnensii) mpubau3uo 51000 HeMOBIATaM.

Y Tphox nnane60-KOHTPOIbOBAHUX KITIHIYHUX MOCHIIXKEeHHIX (110 TPOoBOAUNIKUCh ¥ PiHIIHAIl,
Iamii Ta Banrnapemi), B ikux POTAPHUKC 3acTOCOBYBaBCSI CAaMOCTIMHO (IpU3HaYeHHS iHIINX
3BMYAMHUX IefliaTPUYHUX BaKIWH BigOyBanocs 3a rpadikoM), 4acToTa Ta TAKKICTh TaKUX
OYiKyBaHMX CUMIITOMIB (3ape€eCTPOBaHUX MIPOTATOM 8 [HIB IiC/IsA BaKIMHAIll), K Oiapes,
OnmoBaHHS, BTPaTa aleTUTY, TUXOMaHKa, OPAaTiBIUBICTh Ta KallleIh/HEXKUTh CYTTEBO He
BifIpi3HANUCA y Ipyi, mo BakiuHyBanaca POTAPHUKC, y IOpiBHSHHI 3 TPYIIOI0, 1110
oTpuMyBasa mnnane6o. He 6yno BimMiueHo 30i/bllIeHHS YaCTOTH Ta TSXKKOCTI ITUX peakirin i
iCJI 3aCTOCYBaHHS OPYTOl AO3H.

3a maHUMU y3arajJlbHEHOT0 aHamidy 17 mmare00-KOHTPOIbOBAaHUX KITIHIYHUX JOCTiIXKeHb (1110
mpoBoOuiKchk B €Bpori, [TiBHiuHI AMeputli, JlaTuHCEKi AMepuiri, A3ii Ta AQpHlli) BKITIOYHO 3
pnociigxenuamu, ne POTAPHUKC 3acTOCOBYBaBCs pa30M 3 IHIIMMHU MefiaTpUYHUMU
BaKI[MHaMH¥ (OuB. po3Min «B3aemopmis 3 iHIIUMHU MeAuKaMeHTaMH Ta iHIII BUOYA B3aEMOMIN»),
Taki mobiyHi peakiril (3apeectpoBaHi mpotsaroM 31 mHS micnsa BaKLKHALil) Oy OLiHEH] K
MOZKJIMBO II0B’sI3aHi 3 BaKI[MHAIE.

[ToGiyHi peakiiii 3a3Ha4YeHi y TaOIHII

3a 9acTOoTOI0 BUHUKHEHHS MM0GiYHI peakilil po3aisieHi Ha HACTYIIHI KaTeropii:
Iyxe gacTo (= 1/10)
Yacto (= 1/100 - < 1/10)

Heugacto (= 1/1000 - < 1/100)



Pigko (= 1/10000 - < 1/1000)

Hyxe pigko (< 1/10000)

K 1ac cucmemu Yacmoma [|[Io6iuHi peakuii
|lopaanie

[MITyHKOBO-KHIIIKOBA Hacto [liapes

crcTeMa HedacTo MeTteopu3sm, 0ifib y XKUBOTI

[lyxe pigko [luBariHaris (guB. po3min «OcoGIMBOCTI 3aCTOCYBaHHS»)
HesigoMmo*  [KpOB'STHUCTI BUIOPOXKHEHHS

Hesimomo*  [[aCTpOEHTEPUTHU 3 BUAIEHHSAM BaKLIUHHOTO BipyCy y
HEMOBJIAT 3 TSIXKKUM KOMOiHOBaHUM iMyHOOedimuToM

(SCID)
[Ikipa Ta DiOIIKipHi HeuacTo [lepMaTuUT
TKaHVHNA [lyxe pigko [Kponus’siHKa
3arasbHi po3nagy Ta Yacto [ paTiBNUBICTh
OPYIIEHHS B MiCIIi
BBEIEHHS
[lopyuieHHs guxaHHsd, (HeBigomo* [|AnHOe y HeJOHOIIEHUX HEMOBIIAT (HApOAXKEHUX < 28
byHKITI] opraHiB rpygHol TUXKHIB BariTHOCTI) (OuB. po3min «OcobIuBOCTI
OPOXHWHY Ta 3aCTOCYBaHHS»)

CepenoCTiHHA

* OckinbKu 1o I1i moxil 6yI10 IoBimOMIEHO CIIOHTAHHO, HEMOXKJIUBO IOCTOBIPHO OLIIHUTH IX YaCTOTY.

Onuc aessKHX MOOIiYHHX peakIrin

IHBariHailisg

IaHi cocTepexKHUX OOCTigKeHb 6e3MeKy, TPOBeIeHUX y KiJTbKOX KpaiHaX, IT0Ka3yIoTh, II0
POTaBipyCHi BaKIIMHY HECYTh MiABUINEHNY PU3UK iHBariHallil, mepeBaxHO IPOTIToM 7 OHIB micis
BaKIMHallil. Y IKUX KpaiHaX crocTepiranocs 0o 6 momaTkoBux Bumaakis Ha 100 000 HeMOBIAT Ha T
dbonOBOI 3axBoproBaHocTi Big 25 7o 101 Ha 100 000 HeMOBNIAT (BiKOM 0 OTHOTO POKY) Ha PiK
BifmoBigHO. € 00MeKeHi ToKa3y MEHIIIOT0 MigBUIEHHS PU3UKY ITiCIIsS APYTol M03U. 3aTUIIaEThCS
HE3PO3yMIJIUM, UM BIJINBAIOTh BAaKIIMHY IIPOTH POTaBiPyCHOI iH(eKIil Ha 3arajabHy 4acTOTY
iHBariHallil Ha OCHOBi Oi/bIII TPMBAJIOTO MIEPiOAY CIIOCTepekKeHHS (OUB. Po3mdin «Ocob6nMMBOCTi
3aCTOCYBaHHS»).

Inmi 0co01uBi rpynu Hace1eHHA

be3neka 3acTOCYBaHHS y HEIOHOIIEHNUX OiTEH

Y KiiHiuHOMYy mociaigxkeHHi 670
HEeITOHOIIIeHUM HeMOBJIsSITaM Bin 27 mo 36



THXKHIB recraiiil OoTpuMyBa/Id BaKITUHY
PoTapikc y ¢popmi niodiaizary maias
IIPUTOTYBaHHA CyCHeH3il opajibHOl, a 339
OTPHUMYBAJIH IUIane0o0. [lepury mo3y BBOOTHIH
3 6 THXKHSA HicIa HapoaxkeHHs. CepHo3Hi
nmoOiuni peakmnii cnocrepiranucay 5,1%
namieHriB, saKi orpumyBaiu POTAPUKC,
MOPiBHAHO 3 6,8% mamieHTiB, AKi
OTpUMYBa/IH Iiane0o0. [TogiOHi moKa3HUKH
iHITMX MOOIYHHX peakIil CIIOCTePirajiucs y
nami€eHTiB, sAKi oTpuMyBaiu Porapikc i
m1anedo. ITpo Bunagku iHBariHarii He
IMOBiTOMJISIIIOCSI.

Besneka 3acTocyBaHHS Y HEMOBIAT 3 iMyHonedinuTom monunu (BLII).

Y kniniyroMy pocnigxeHHi 100 HeMoBaT 3 BIJI oTpuMmyBanu BakiuHy PoTapikc y ¢popMi miodinizaTy
[7Is1 IPUTOTYBaHHS CycreHsii opansHoi abo miane6o. [Ipodins 6e3neku 6yB mogiOHUM Mixk
POTAPUKC i nnaue6o.

3BiTyBaHHsI PO migo3proBaHi MoGivyHi peakmii.

[ToBimoMnenHs npo nmobiuHi peakilil micnis peecTpaliii 1ikapchKoro 3aco0y Ma€e BaXK/IMBe 3HAYEHHS.
Ille mae 3MOry IIPOBOOUTHU MOHITOPUHT CIIiBBITHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI
IILOTO JTIiIKapChKOro 3acoby. MemnyHuM Ta (papMalleBTUYHKM MIpalliBHUKAM, a TaK0XK
nariestTaM abo IXHiM 3aKOHHUM IIpeiCTaBHUKAM CJIifl IOBITOMISATH IIPO YCi BUNIAIKX
nimo3poBaHuX M00IYHUX peaklliil Ta BiiCyTHOCTI e(eKTUBHOCTI JTiKapChKOTO 3aco0y yepes
ABTOMaTH30BaHy iH(pOpMaliHy cUCTEMY 3 (hapMaKOHAT ISy 3a MOCUIIaHHSIM:
https://aisf.dec.gov.ua.

TakoxX IMpo yci BUMaAKX Mig03pioBaHUX MOOIYHUX pPeakIlii Ta BilCyTHOCTi e(eKTUBHOCTI JIIKapChKOTO
3acoby moxHa nopigomnaTa TOB «'makcoCmiTKnsitn ®apmachioTikanc YKpaiHa» 3a 1inofo60BuM
tenedonoM (044) 585-51-85 a6o Ha email 0ax70065@gsk.com.



https://aisf.dec.gov.ua
mailto:oax70065@gsk.com

Tepmin npudamuocmi.
3 POKH.

[laTa 3aKiHUEeHHS TePMiHYy IPUOATHOCTI BaKI[MHYU 3a3HayeHa Ha €eTUKETL Ta Ha YIaKOBII.

YMmoBH 30epiranssi.

Bakiuny cniif 30epiraty npu TeMmnepaTypi Bif 2 0o 8 °C (y xomopunbHuKy). He 3aMopoxyBaTy.
30epiraTtu B OpuriHanbHi# yIaKoBIi, 11100 3aXUCTUTH Bif CBiT/Ia. 30epiraTu y HEJOCTYIIHOMY IS
OiTey Micrii.

HecymicHicTsb.

ITpu 3actocyBanHi Bakiuny POTAPHUKC He ciif 3MilllyBaTy 3 IHIIUMU JIiIKapCbKUMU
3acobamu.

YnakoBka.

ITo 1 mo3i (1,5 Mi1) BaKIMHY y IIOIIEPEIHBO 3alI0BHEHOMY OpaJIbHOMY aIljIikaTopi 3i CKjla TUILY
[ (EBp.D.) i3 3aXUCHUM KOBIIAYKOM a00 IIJITaCTUKOBiN TyOi 3 KOBIIaYKOM.

Opanbauii anmikatop abo Ty6a pa3oM 3 iHCTPYKIIi€0 PO 3aCTOCYyBaHHS BKIafeHi B KAPTOHHY
KOpoOKy. [To 1 abo mo 5 nonepegHbO 3alI0BHEHUX OpPAJIbHUX allIikaTopiB ab0 Ty0 B KapTOHHIN
KOpPOOL1Ii.

Kareropis Bigmycky. 3a perenTtom.

BupoOHuK. I'makcoCwmitKnsiin Bionogxikans C.A., Bensrist / GlaxoSmithKline Biologicals S.A.,
Belgium.

Micue3HaxoaKeHHsI BUPOOHHKA Ta afipeca Micis MpoBaIXKeHHS HOTr0 Tis/IbHOCTI.

Pio me m’'IucTiTio, 89 1330 M. Pikcencapt, Benerisa / Rue de I'Institut, 89 1330 Rixensart, Belgium.






