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SATBEPIKEHO
Haxkazom MiHicTepcTBa 0XOpoOHHM
310poB’s YKpaiHu
Bix 15.08.2018 Ne 1501
PeecTrpaniiine mocBiguenus
Ne UA/16901/01/01

3MIHHA BHECEHO
Haka3 MiHicTepcTBa 0XOpOHHU
30poB s YKpaiuu

L8, OF £0488 Ne 755

THCTPYKIIA
ISt MEIUYHOT'O 3aCTOCYBAHHA JIIKAP CHLKOT0 3ac00y
Himenpuxc®/Nimenrix®

Cknao:

[Ticns BigHOBIEHHS oxHa fo3a (0,5 M) MICTUTE:

Hiroui pevosunu:

Tlonicaxapun Neisseria meningitidis ceporpymu Al 5 MKT
[omicaxapun Neisseria meningitidis ceporpynu C! 5 MKT
Tomicaxapun Neisseria meningitidis ceporpymu W-135! 5 MKT
Homicaxapun Neisseria meningitidis ceporpymu Y! 5 MKT

! kon’roroBanmit 3 6iIKOM-HOCIEM IIPABIIEBOIO AHATOKCHHY — 44 MKT.
Lonomidicni pewogunu: caxaposa, TpPOMETaMOoIL.
Po3vunnux: HaTpilo XJTOpUA, BOAA A iH €KIIii.

Jlikapcbka ¢opma. Ilopomok Ta po34WHHHUK AJIA pO3UNHY AN 1H’ €KIIH.
OcHogHi hizuko-ximiuni enacmugocmi: 6ina Maca abo MOPOIIOK; MiCid BiAHOBIEHHS PO3UHHHMKOM:
npo3opa Ta 6e36apBHa pinuHa.

dapmakoTepaneBTUYHA rpyna. AnTuOakTepiaybHi BakuUWHH. BakuwHa ana 1po¢igaKTHKH
MeHiHrokoxosoi iHdexuii. Kox ATX: JO7AHOS.

Imynonoziuni i 6ionoziuni enacmueocmi.

Dapmaxoounamixa.

Mexani3Mm Aii

AHTHKAICYJIbHI MCHIHTOKOKOBI AaHTHTiNIa 3aXHWINAIOTh Bil MCHIHMOKOKOBHX 3aXBOPIOBaHb 3a
PaxyHOK KOMILIEMEHT-0IIOCEpeIKOBaHOT OaKTepUIIMHOI aKTUBHOCTI. 3a pe3yJIbTaTaMH KIIBKiCHOTO
BU3HAYCHHS 3 BHUKOPHCTAaHHAM Kpojsdoro komimeMmeHTy (rSBA) abo koMmieMeHTy JFOIWHHA
(hSBA) poBemeHo, o TIpenapaT BUKIHUKAE BHPOOICHHSA OaKTEPUUUAHUX AHTHTUI MPOTH
KarncynbHUX nomicaxapuniB Neisseria meningitidis rpyn A, C, W-135Ta Y.

IMYHOTEHHICTE Y HEMOBIIAT

VY xninigaomy pocuimkenHi MenACWY-TT-083 nepury mo3y BBOAMIH Y Billi Bifi 6 10 12 THXHIB,
Apyry — uepe3 2 micsmi, a Tperio (OycTepHy) 03y BBOAWIM Yy Billi OpHOIM3HO 12 Micsauis.
Baxmuay DTaP-HBV-IPV/Hib Ta 10-BaneHTHY NHEBMOKOKOBY BakI[MHY BBOAWIH OJHOYACHO.
ITpenapat Himenpuxc® puxnauxas tutpu SBA Ta hSBA npoTu JoTHpEOX MEHIHIOKOKOBHX TPYII, K
HaBeJieHo B Tabnumi 1. Bignoeiny npotu rpynmu C Oyna He cnabmoro 3a BIANOBiAb, SKY
BUKJIMKAIOTh JileH30BaHi BakIMHA MenC-CRM Tta MenC-TT, BpaxoByrouH BiICOTOK 3 THTpaMHu
rSBA > 8 gepe3 1 Micsup micns Ipyroi JO3H.

Jani 50ro JOCHiKEHHS MIATBEPKYIOTH €KCTPATIOIALI0 JaHUX PO IMyHOTEHHICTh Ta J03yBaHHS
JUIST HEMOBJIST BIKOM Bif 12 THXXHIB IO 6 MiCALIB.
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Tabmums 1. Tutpu rSBA ta hSBA nicnsa nBox mo3 npenapaty HiMmenpukc® (axiwau MenC-
CRM a6o MenC-TT) 3 inTepBanoMm y 2 Micsri 3 Mepmoro J03010, SKy BBOIITH HEMOBIATAM
BiKOM 6-12 THXHIB 1 Tcng BBeJ¢HHS OycTepHOi A03u y Bimi 12 MicAliB (ZOCTIIXECHHS

MenACWY-TT-083)

Menin Mowmenr * _** -
rokoxo | 'pyna Hacy il psBA
Ba BaKIWHUA N >8 GMT N >8 GMT
rpyna (95 % 1) |(95 % III) 95 % 10 |95 % A1)
Ticns |, 7.4 % D03 0o 6,5 % 157
no3u 20 (95,4; 98,6) (182; 227) 93,0; 98,6) (131; 188)
. ® .
A HiMeHpIEe 1611?’11‘: oi ligz P96 % 1561 14 P95 % 1007 (8364
H-ZBH(S (98,4; 99,9) (1412; 1725)( " (97,4; 100) [1214)
Micns |, P87 % 512 13 P86 % 1308
nozu 20 (97,2 99,5) [540;693) [ °{96,0;99,7) |1052; 1627)
. ® .
HHMEHBUKS 1611?: oi b P98 % 1177 1 P95 % 4992
Hgm(g (08,8; 100) (1059; 1308)["~" k97,5; 100) |[4086; 6100)
Micns |, P9,6 % 058 02 100 % 3188
U 20 98,4; 99.9) (850; 1079) 98,2; 100) K2646; 3841)
< MenC-CRM 161‘2;1: i lag PBA % 1051 b1 [100 % 5438
HZSH(E)’ 96,8; 99,4) (920; 1202) 98,3; 100) [4412; 6702)
Ticns |, [100 % 1188 0 [100 % h626
S - 2 99,2; 100) [1080; 1307)“" (98,4; 100) k2219; 3109)
MenC-TT 167“;2: o s [100 % 1960 1100 % 5542
HZSH(S 99,2; 100) [1776;2163)f "~ (98,3; 100) K4765; 6446)
Micna [, P9,1% 1605 17]100 % 753
no3u 20 97,8; 99,8) (1383; 1862)("" ' k98,3; 100) |(644; 882)
» ® .
A FMEFRHKS g‘g:;‘ iy P98 % D777 15100 % 5123
Hzgn(})’ 98,8; 100) [2485;3104) ° (98,3; 100) [4504; 5826)
Micns |, 8.2 % 483 L 14 P77 % 328
mo3u 2 96,6; 99,2) |419; 558) 94.,6; 99,2) {276, 390)
. ® .
4 (IMEHpHIEC 161‘23;: i lgp P94 % R8I 7[00 % ho54
Hzm(})’ 99,1;99,9) (787;986) [’ [(98,3; 100) |2498; 3493)

AHaJi3 iIMyHOT€HHOCT] IPOBOAMIM Ha IEPBHHHIA KOTOPTi «BIANOBiIIHO 10 mpoTokomy» (ATP).
* Anani3 13 rSBA npoBoaunu B nabopatopisix Cayx6u rpomancskoro 3q0poB’st Auriii (PHE)
y Benuxobpurasnii.
** Anani3 i3 hSBA nposoaunu B naboparopisx xommanii GSK.

M 3pasku kposi 6pamu yepes 2148 AHIB MicIA BAKIMHALI.

V nocnimkxerni MenACWY-TT-087 neMoBnsTaM 3acTOocOBYBaIU ab0 OJHY IIEPBHHHY J03Y VY Billi 6
MicAlliB 3 Nojanblo OycTepHoro mo3010 y Bimi 15-18 micsuis (DTaP-IPV/Hib ta 10-BanentHy
TTHEBMOKOKOBY KOH IOTOBaHY BaKIIMHY 3aCTOCOBYBaJIH OJHOYACHO TiJ Yac 000X BaKIUHaMiH), a00
TPM TIEPBUHHI 034 Y Billi 2, 4 Ta 6 MicawiB 3 OycTepHOIO 03010 Y Bimi 15-18 Micamnis. Oana go3a,
BBE/ICHA y BIlll 6 MicALiB, BUKIMKaNa CTiHKI THTpU rSBA 10 9OTHPHOX MEHIHTOKOKOBHX TPYIL,
OIliHEH] 3a BiACOTKOM cy0’ekTiB 3 THTpaMH rSBA > 8 uwepes Micswp, ki OyIH CIIBCTaBHUMH 3
BIANOBIAIMH TICJIA BBEJSHHSI OCTaHHBOI J0O3U i3 cepil TprOX MEpBHHHUX N03. BycrepHa noza
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BHUKJIHKAaNa CTIfKi BAMOBiIAI O BCiX YOTHPHLOX MCHIHTOKOKOBHX CEpOTPYI, CIIBCTaBHiI B 000X
rpyrax o Jo3yBaHHI0. Pe3ynpraTty HaBeneHi B TadbmuI 2.

Tabmm 2. Tutpn rSBA ta hSBA micns onHiel go3m npenapaty HiMeHpHKC® y HEMOBIAT Y Billi
6 MicsaniB i mepen Ta micas OycrepHoi go3u y Bimi 15-18 micani (mocmimkenuss MenACWY-TT-

087) _
SiSHIE rSBA* hSBA**
rokok | Mowmenr
oBa yacy N >8 GMT N >8 GMT
rpyma (95 % 1) | (95 % I 95% ) | (95 % A1)
[Ticns mo3m 163 98,8 % 1333 59 98,3 % 271
1M (95,6;99,9) | (1035; 1716) (90,9; 100) |  (206; 355)
. ?szzlom 3 | 8L7% 125 | 662% 20,8 (143,5;
A yﬂm‘(’m (74; 87.,9) (84,4; 186) (54; 77) 32,2)
. rc[;‘;”flo.l. 130 | 993% 2762 - 100 % 1416 (1140;
)ymmp<1> (96,1; 100) | (2310;3303) (95,7; 100) 1758)
[Ticia mosm 163 99,4 % 592 66 100 % 523
i (96,6; 100) (482; 726) (94,6;100) | (382; 717)
: I;Zp?om 31 | 656% 27,4 e | 962% 151
C yno;(’)}o (56,9:73,7) | (20,6; 36,6) (89,2;99,2) | (109;210)
6;:;23;_]_ 139 9291’? 10{())0 (210225-235033 92 (961 01(-) (1)/80) (5’) 32(3);
TO3H (8D} ( sl ) ’ ) sl 16 296)
[Ticas mo3n 163 93,9 % 1256 47 87.2 % 137
1M (89; 97) (917; 1720) (74,3;95,2) | (78,4; 238)
. Efep?om i | 779% 63,3 B 100 % 429
w y,uOSI())Io (69.,8; 84,6) |  (45,6; 87,9) (93,3;100) | (328; 559)
’ I(}T‘Z”I‘;O.l. o | 100% 3145 o | 100% 9016
3;(03“1’(1) (97,4; 100) | (2637; 3750) (93,9; 100) | (7045; 11 537)
[Ticmst mo3u 163 98,8 % 1470 59 92,3 % 195
1M (95,6;99,9) | (1187; 1821) (81,5; 97,9) (118; 323)
L ?T?ZIOIO | 88.5% 106 o | osa% 389
Y ynosl(’m (81,8;934) | (76,4;148,1) (91,2; 100) | (292; 518)
) E;Z”io.l. o | 100% 2749 o | 100% 5978
}1:][03Hp(1) (97,4;100) | (2301; 3283) (94,8; 100) | (4747; 7528)

AHairi3 iIMyHOT€HHOCTI IPOBOAMIM Ha TIEpBHHHIN KoropTi ATP.
* Anaiis 13 rSBA nposoaunu B nabopatopisx 'PHE y Benmuko6puranii

** Ananis i3 hSBA nposogunu B komnanii Heomen, Kanaga
() BinGip kpoBi MPOBOAMIN Yepes MiCAIb TCIIA BAKIMHATLIT

BumiproBanns tuTpiB hSBA 0yio BTOPHHHOIO KiHIIEBOIO TOYKOI0 B jociikenHi MenACWY-TT-
087. Xoua i crocrepiranucs criBcTaBHiI BiAmoBini mo ceporpyn A Ta C mpu ob6ox cxemax
BaKIMHAaUii, BBEJACHHA OAHiel NMEepBHHHOI NO3H Yy Bii 6 MicAniB Oyo NOB’A3aHO 3 HIKYMMHU
snageHHaMd TUTpiB hSBA po ceporpyn W-135 Ta Y, OIliHeHMMH 3a BiZCOTKOM CY0’€KTiB 3
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tutpamu hSBA > 8 [87,2% (95% MI: 74,3, 95.2) Ta 92,3% (95% AI: 81,5, 97.9), BinnosinHo] y
MIOPIBHAHHI 13 3aCTOCYBaHHAM TPHOX 703 Y Bili 2, 4 Ta 6 micauis [100% (95% MAI: 96,6, 100) Ta
100% (95% AI: 97,1, 100), signosigro] (ouB. pozmin «OcobmuBocTi 3acTocyBaHHA»). Ilicis
BBeJIcHHS GycTepHOT 103K TUTpH hSBA 10 BCiX YOTHPHOX MECHIHTOKOKOBUX TPyl Oy/IM CHiBCTaBHI B
060X cxeMax mo3yBaHHsA. PesynpraTu HaBeeHi B Tabmumi 2.

IMyHOTEHHICTh Y MAITOKIB BikoM 12-23 micsii

V kniniyaux pocmimxenusx MenACWY-TT-039 ta MenACWY-TT-040 onna no3a mpemapary
Himenpuxc® Buximkana tutpy SBA [0 4OTHphOX MCHIHTOKOKOBHMX Ipym, 3 THTpamu rSBA mo
rpynu C, aki Oyimu MOpIBHAHI 3 TUTPaMH, sKi BHUKIIHKae JileH30BaHa BakuuHa MenC-CRM, 3a
BificoTKOM cy0’ekTiB 3 TuTpamu rSBA >8. V mocmimkenni MenACWY-TT-039 hSBA Takox
BHMIpIOBaIK K BTOPMHHY KiHUEBY TOYKY. Pe3ynbTaTH HaBesieHi B Tabuui 3.

Tabmung 3. Tutpu SBA* micna Beeenns ofnuiel mo3u nupenapaty Himenpukc® (a6o MenC-CRM)
y miteit y simi 12—23 micani (mocnimpkents MenACWY-TT-039/040)

Hocnimxenas MenACWY-TT-039() Iocmimxenns MenACWY-
Meniuro TT-040®
KOKOBA gfgﬂsm rSBA* hSBA* rSBA*
rpyma H N |28 GMT N (292 9 gg‘f N |28 GMT
(95 % A [(95 % D 1 ° 0 ° (95 % HI) | (95 % A
99709,  |2205 77,2% |19,0 98,4 % (3170
A Himenpukc® |354 (9é 4; 100) (2008; 338 [(724; |(16,4; |183 |(95,3; (2577,
> 2422) 81,6) |22,1) 99.7) 3899)
0 98,5 % | 196 97,3 % 829
Himenpuxc® |354 ?9952744)100) ?47387 522) 341 |(96,6; |(175; |183 (93,7, (672;
C il ’ 99,5) |219) 99,1) 1021)
97,5 % 81,9 % (40,3 98,2 %
Bakwmma |51 1gpg, 212 6 |37 |eos |14 938 |21
MenC-CRM 99.5) (170, 265) 88,4) |55.1) 99 8) (521;918)
100 % 2682 87,5 % | 48,9 98,4 % 4022
W-135  |Himenpukc® |354 99 0-0100) (2453;  [336 (83,5 [(41,2; |186 |(95,4; (3269;
> 2932) 90,8) |58,0) 99.7) 4949)
100 % 2729 79,3 % [30,9 97,3 % 3168
Y Himenpukc® |354 (99.0; 100) (2473; 329 |(74,5; |(25,8; 185 [(93,8; (2522;
iy 3013) 83,6) |37.1) 99,1) 3979)

AmHai3 iMyHOreHHOCTI nmpoBoAniIH Ha koroprax ATP.

M 3pasku kpoBi Opanu yepes 42—56 qHiB Micis BaKLHHALI].
@ 3pasku kpoBi 6Gpamn yepes 30-42 [Hi MiCIS BaKIUHAILI].
* Ananiz SBA nposoaunu B naboparopisx komnanii GSK.

Tpusana imynozennicms y Oimeu paHHb020 6IKY

Jocmimxenns Men ACWY-TT-104 onisroBano iMyHoreHHicTh uepe3 1 Micsanp i 30epexeHHsS
BIAIOBIi 10 5 POKiB micis BBeAeHHs ofHiel a6o ABOX 103 (3 iHTepBanoM 2 Mmicaui) Himenpukc® y
miteit sikom Big 12 o 14 micsauiB. Yepes Micsus micas ojHiel abo 1BOX 103 HiMerHKc® BUKJIHKAaB
TuTpH rSBA MpOTH BCiX YOTHPHbOX MEHIHTOKOKOBUX TPy, sAKi Oyiu moniGHMMH WOAO BiICOTKa
cy6’ektiB i3 TuTpoM rSBA >8 i GMT. B sixocTi BTOPUHHO] KiHIEBOI TOYKM BHMIPIOBAIM TUTPH
hSBA. V pocnimxenni MenACWY-TT-104 turpm hSBA BuMipiOBadH B SKOCTI BTOPHUHHOL
KiHIeBoi Touku. Yepes Micsaupb Michs BakIMHALIT ogHi€l0 abo [BOMA 103aMH Ipenapar Himenpuxc®
puknukae TuTpy hSBA mportu rpyn W-135 ta Y, sAki B pa3i BBeJeHHs ABOX 103 OynM BUIIi 3a
BiZCOTKaMu cy0’ekTiB i3 tuTpom hSBA >8 y mOpiBHAHHI 3 OAHIEIO 03010 (OWMB. PO3ALIT
«Ocobnueocti 3acrocyBanusn»). [Ipenapar Himenpukc® Buknnkas TuTpu hSBA mpotu rpyn A Tta
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C, ski B pa3i BBeACHHS OBOX 103 OynM CXOXi 3a BiICOTKOM cy0’ekTiB i3 THTpoM hSBA >8 y
nopiBHsAHHI 3 oamiero moszoro. Ha 5 pik cmocrtepiramacst jauiie HEBENHMKA PI3HULA B CTIHKOCTI
AHTUTLI MiX OJHI€I0 Ta ABOMa J03aMH, BUpaXeHa y BiCOTKaX cy0’ekTiB i3 TuTpamu hSBA >8
TOpiBHSHO 3 yciMa rpynamu. CTiHKICTh aHTHTIN crocTepiranacs Ha 5 pomi mpotu rpyn C, W-135 ta
Y. Ilicast oxamiei Ta ABOX 103 BiACOTOK cy6’ekTi i3 TuTpamMu hSBA >8 nns rpymu C cranoBus
60,7% Ta 67,8%, nus rpynmu W-135 — 58,9% Tta 63,6 % i rpyna Y cranoBuwiu 61,5 % 1 54,2 %
Bignmosigno. YV rpymi A 27,9% i 17,9% nauienTis, siki oTpUMyBaiau ofHy abo ABI T03M BiATIOBIIHO,
manu tuTpr hSBA >8. Pesynpraty HaBeaeHi B Tabnuui 4.
Tabmuusg 4. Turpu rSBA Ta hSBA micns oauiei abo nBox po3 npenapaty HiMeHprke® i3 mepioro
103010, Ky BBOAWIM AiTsAM y Bimi 12—-14 MmicamiB Ta cTaOUIBHICTE 7O 5 POKIB (AOCILIDKECHHS
MenACWY-TT-104)

rSBA* hSBA**
. I'pyna no3u GMT
oo | 10 e | ]y | | [ ]
PYI | Himenpuke® Y 95% A | (95 % 1) | %
I
959
. 1437 21118
Ilicns 97,8 % ) % .
o3u 1 £l (94,4; 99.,4) (11814178)’ i (88,6; (fg’lg)’
99.2)
62.7 35.1% | 6.1
0
Pic1 | 167 (5563;'_571‘)’ o| @26 | 0 @58 @
1 moza o 92.2) 49.5) 8.9)
207 364% | 58
(V)
Pik3 | 147 (3;3_95/5" y| 098 |55 | @38 |68
75 53 44.5) 50.4) | 8.9)
468 27.9% | 44
0
Pix5 | 133 (4952'_66/; | o7 | el |ani| G
-8; 67. 71.5) 40.8) | 6.2)
97,0
. 1275 01 133
1) 0
A Miens |50 | 968 % ©70; | 66 | 2 | (98.1;
fosml 0289900 | jera) ®5; | Tgo)
99,6)
97,0
. 1176 01 170
0 0
Mhena | ;5 | 980% ©22: | 66 | 2 | (126;
11038 2 043;99.6) | Jgor) 895; | 01
99.6)
2 no3u o 76.6 355% | 6.4
Pix1 | 143 (6272'_67/; o| 0T | & |@%| @2
il 115.7) 48.7) | 10.0)
285 36.0% | 5.4
1)
Pi3 | 121 (455;'_56/3" o| (87 | 50 | @GS
25 63. 43.6) 50.8) | 8.0)
69.9 17.9% | 3.1
o
Pics | 117 | o2 ng y| @ | se | 68 | @4
2 15 109.3) 30.4) | 4.0)
. ) .7 | 152
[Micns 179 95,0 % 452 78 % (105:
STl (90,7, 97,7) | (346; 592) (93,1; ;
220)
C 1 no3a 100)
16.2 81.7% | 352
0
Pik1 | 167 (4142115/3 o| (24 | 7|07 | @25
330900 51,1 89.9) | 55.2)
BocuSigned by: 5

Plsana. Kyfuunkona

636BESFBC261411.,




DocuSign Envelope ID: 26135DB3-0735-4C2C-AE7B-F948912B97C2

rSBA* hSBA**
. I'pyna no3n S GMT
Nerrors | ey | M| o aur |28 s
PYI2 | Hiverpuxc® Y (95% D) | (95 % Al) o A
hi\
65.6% | 23.6
. 35.4% 9.8 _ _
Pc3 1 147 ) 77,437y 76,127 | & (757233) %'29)’
60.7% | 18.1
. 20.5% 6.6 _ _
Pucs | 132} 139983y | (53:82) | & (7427'93)’ (315)'09)’
237 1 161
Iicns 157 95,5 % 369 70 % (110;
mosm 1 (91,0, 98,2) | (281; 485) (88,0; | v
99,1)
1753
0
Micns | o0 | 987% 639 . }82;’ (1278
O3M 2 (95,3;99,8) | (522; 783) 106)’ ;
2404)
73.4
2 no3u o 21.2 93.7% i
Pik1 | 143 | 322% ase. | 63 | sas; | 47>
(46.7,63.6) | o) 082y | 1134
. . )
67.9% | 27.0
. 33.9% 11.5 ‘ ,
Pic3 1 1211 55 5.43.0) | 84;15.8) | °° (7594_'70)’ %'86)’
67.8% | 29.4
. 28.4% 8.5 _ _
Pics | 116 | 505.376) | (64;112) | >° (7594_2‘)’ (5126,'93)’
62,5
[Micns 180 95,0 % 2120_ % 27’5_
\ (1601; 72 | ae,1;
no3m 1 (90,8; 97,7) 2808) (50,3; 46,3)
73,6) |
209.0
572 95.8% | (149.
0
Pix1 | 167 (5762337/2" | GO | 72| @83 9
1 mo3a RS 82.0) 99.1) | 291.4
)
425 71.6% | 30.5
0
Pix3 | 147 |, 002 29.2; | 67 | (59.3; | (18.7;
= s (50.8,67.2) | 41 g) 82.0) | 49.6)
- 14.4% 25.0 58.9% | 20.8
Pik 5 133 e (16.7; 56 | (45.0; | (11.6;
Sl IR 71.9) | 37.1)
68,9
[Micms 94,9 % 2030' % 26’2_
posul | 8 | 903978 | WL 61 | (557. | 16:0;
3 2 2728) 151 43,0
80,1) |
2 mo3u 97.1
. 3533 ’ 757
T 100 % %
)10301311}; 130\ 976 1(0)0) (2914; 0 (9001- (550;
03 4283) 5 | 1041)
99.7)
Pikl | 143 | 77.6% 123 65 | 98.5% | 232.6
(—Oncuslgncd Tay: 6
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rSBA* | hSBA**
Meninroko ['pyma nosu MomenTt >8 il
KOBa rpymna nperapary gacyD N 28 GME N | (95% 3
Himenpukc® 95% A1) | (95 % AI) %
|
| (69.9; 84.2) | (82.7; 183) 91.7; | (168.
100.0) | 3;
321.4
)
87.0% | 55.5
. 72.7% 92.9 ) _
D - (63.9; 80.4) | (59.9; 144) Et (974;5..61), (g,;.'f)’
37.1 63.6% | 19.5
)
Pixs | 117 | 4158345/; | @3 | 4 | @807
T 59.0) 77.6) | 35.2)
67,6
: 952 ’ 41,2
0 0 3
Mieast | ygq | 928 % 05, | 71| 2o | @3
nosu 1 (88,0; 96,1) 1285 (55,5; 71,5)
78,2) ’
144
76.8 91.9%
0 .
Pik 1 167 (657?'17/90 6) (54.2; 62 | (82.2 (2912‘25’
1 mo3a B 109.0) 97.3) )'
58.0 53.1% | 173
0
Pik 3 147 (536;:96/5] 8) (39.1; 64 | (40.2; | (10.1;
T 86.0) 65.7) | 29.6)
36.5 61.5% | 243
0,
Pik 5 133 (3;;'_452 2) (23.6; 65 | (48.6; | (14.3;
T 56.2) 73.3) | 41.1)
64,3
. 933 ’ 31,9
o 0 s
Y Mienst || 455 || 93,6 % ©92; | 56 | 2| A
mo3u 1 (88,6; 96,9) 1258) (50,4; 57,9)
76.6) ’
95,3
: 1134 y 513
0, 0,
Hiens | y50 | 99,3% 044, | 64 | 2| (339,
JI03H 2 (96,3; 100) 1360) (86,9; 775)
99.,0)
2 no3u 79.7% 112.3 87.9% (1;;59
Pik 1 143 72 2'. 82 0) (77.5; 58 | (76.7, 233' 8’
T 162.8) 95.0) )'
75.1 61.5% | 24.1
o
Pik 3 121 (5962'_67/5’ 7 (48.7; 52 | (47.0; | (13.3;
T 115.9) 74.7) | 43.8)
55.8 54.2% | 16.8
0
Pixs | 117 | 4852116/; »| G5 | a8 | o2 | 0
o 87.5) 68.6) | 31.3)
AHai3 iMyHOT€HHOCT] TpOROAMITH Ha xoropti ATP.
M 3pasku kposi Gpanu yepes 2148 qHiB micas BaKIMHALIL.
* Anams3 i3 rSBA npoBoaunu B naboparopisx PHE.
** Ananis i3 hSBA npooauiu B 1aboparopisax komnadii GSK.
DocuSigned by:
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DocuSign Envelope ID: 26135DB3-0735-4C2C-AE7B-F948912B97C2

Tutpn rSBA ta hSBA BusHauamu mpotrsroM 10 pokiB y JiTed, sAKi TPOUNUIM MOYATKOBY
BaKIIMHAIIIO OJHI€0 103010 TmpernapaTty HimeHpukc® a6o MenC-CRM y Bimi 12-23 micsaniB y
pamkax pociipkeHHss MenACWY-TT-027. Crifikicth THTpiB SBA oWiHIOBaNIM Y ABOX PO3IINPEHUX
nociijpkeHHax: MenACWY-TT-032 (o S pokiB) ta MenACWY-TT-100 (mo 10 pokis). VY
nociimkerHi MenACWY-TT-100 Takodx OLiHIOBaJIM BIANOBIIE Ha OJIHY OyCTepHY /103y HIpenapary

Himenpukc®,

AKy BBOJUIIH 4YEpE3

10 pokip mmichs TOYATKOBOI

BaKIHAIi]

IIperapaTom

Himenpukc® abo MenC-CRM. Pesynbraté HaBeneHi B Tabimmui 5 (guB. po3pinm «OcoGiuBocTi
3aCTOCYBaHHS).

Tabmuns 5. Turpu rSBA ta hSBA nicnst oxniei 1o3u npenapary HiMmenpuke® (a6o MenC-CRM) y
niteit y Bimi 12-23 wmicsni, crifikicts 1o 10 pokis, Ta micis 6ycTepHol H03H, Ky BBOJUIH YEpe3
10 pokiB micns movaTkoBoi BakIuHamii (ocmimkenas MenACWY-TT-027/032/100)

* *kk
Mesirro | Momenr |TSBA hSBA
KOKOBa Py 1acy >8 GMT >8 GMT
BaKIIUHU N N
rpyna 0 (1) 0, 0
(95 % D |(95 % 1) (95 % D) [(95 % JD)
. 221100 % 3707 21 (91,2 % 59,0
Micams 1V ] ] ) )
2 [(98,4; 100) [(3327;4129) |7 |(86,7; 94,6) |(49,3; 70,6)
64,4 % 35,1 44 (52,3 % 8,8
Pix 4 45
(48,8; 78,1) [(19,4; 63.4) (36,7; 67,5) |(5.4; 14,2)
73,5 % 37,4 35,6 % 52
Pix 5@ 49 45
3 Himerpiic® (58,9; 85,1) [(22,1; 63,2) (21,9; 51,2) [(3,4;7.8)
Pix 10®
(epen | 66,1 % 28.9 s 25.4 % 42
Gycreproro| | (53.0; 77,7) |(16,4; 51,0) (15,0; 38,4) [(3,0;5.,9)
103010)
(ITicna 0 0
. 98.4 % 5122 100 % 1534
GycrepHoi |62 i ) 62 ) )
Hoo)0 (91,3; 100) [(3726; 7043) (94,2; 100) |(1112;2117)
- [ |22]100 % 879 22 (991 % 190
A0 1(98,3; 100) [(779;991) |1 {(96,8; 99,9) |(165;219)
97,8 % 110 45 97,8 % 370
Pik 4@ 45
(88,2; 99,9) [(62,7; 192) (88,2; 99,9) |(214; 640)
77,6 % 48,9 91,7 % 216
Pix 5@ 49 48
Hiserpukc® (63,4; 88,2) |(28,5; 84,0) (80,0; 97,7) |(124; 379)
C Pix 10®
(Mepen |, 82,3 % 128 " 91,7 % 349
6ycreproro | (70,5 90,8) [(71,1; 231) (81,6; 97,2) |(197; 619)
JI03010)
(Micnx 100 % 7164 100 % ad il
GyerepHol 1621 g4 5. 100) |(5478; 9368) |°° |(93.9; 100y |(*3 890
I[OBH)(3’4) ( Lt ] ) ( 5 ) ( 37 ) 48 274)
Baxkuuna Micsus 110 |68 98,5 % 415 68 72,1 % 21,2

DocuSigned by;
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DocuSign Envelope ID: 26135DB3-0735-4C2C-AE7B-F948912B397C2

MenC-CRM (92,1; 100) [(297; 580) (59,9; 82,3) [(13,9;32,3)
o 1o 80,0 % 137 " 70,0 % 91,9
Pix 4
(44,4; 97,5) |(22,6; 832) (34,8; 93,3) {(9,8; 859)
63,6 % 26,5 90,9 % 109
Pix5® |11 11
(30,8; 89,1) |(6,5; 107) (58,7, 99,8) |(21,2; 557)
Pix 10)
(Mepen |, 87,5 % 86.7 " 93,3 % 117
Gyereproro | |(61,7; 98,4) |(29,0; 259) (68,1; 99,8) |(40,0; 344)
JI03010)
gnim |16 [100% 5793 15 [100% ?220515096,
Hgg;;gj)m (79,4: 100) |(3631; 9242) (78,2, 100) |g 086)
Micxme 10|22 (100 % 5395 17 79,7 % 38,8
1Oe 20 1(98,4; 100) [(4870;5976) |7 |(73,0; 85,3) [(29,7; 50,6)
60,0 % 50,8 84,4 % 76,9
Pik4® |45 45
(44,3; 74,3) |(24,0; 108) (70,5; 93,5) |(44,0; 134)
34,7 % 18,2 82,6 % 59,7
Pik 5@ |49 46
W-135 | Hivonprc® (21,7; 49,6) |(9.3; 35.3) (68.,6; 92,2) |(35,1; 101)
Pik 100
(Mepen |, 30,6 % 15,8 = 44,2 % 7,7
Gycreproto | | (19,6; 43,7) |(9,1; 27,6) (30,5; 58,7) |(4,9; 12,2)
JI03010)
(Micns 0 25911 0 11925
oycreproi |62 | L0078 (19120; |62 |100% (8716;
T 04.2;100) 13515 (94.2;100) |} 316)
Mica 10| 22100 % 2824 20 66,7 % 24.4
1IE 0 1(98,4; 100) |(2529; 3153) |1 [(59,7; 73,1) |(18,6; 32,1)
62,2 % 44,9 87.8 % 74,6
Pik 4® |45 41
(46,5; 76,2) |(22.6; 89,3) (73,8; 95,9) |(44,5; 125)
> |ao 42,9 % 20,6 45 80,0 % 70,6
Pix 5
7 Hingerprcc® (28,8; 57,8) [(10,9; 39,2) (65,4; 90,4) [(38,7; 129)
Pix 109
(epen | 45,2 % 27,4 . 42,9 % 9,1
Gycreprowo |~ |(32,5; 58,3) |(14,7; 51,0) (29,7; 56,8) |(5,5; 15,1)
Z103010)
(Micns 5 7661 N 12 154
Sycreproi |62 |07 7 (5263; il {00 (9661;
YCTeD (91,3; 100) (94,1; 100)
no3m)* g 11 150) ol 15 291)

AHali3 IMYHOT€HHOCTI MPOBOAMIM Ha KOTOPTax

ATP mporarom 1 micsaus Ta 5 pokiB micns
BaknuHauii Ta Ha Koropti ATP OycrtepHoi no3u. Cy0’ekTH 3 HENOCTaTHHOK BIAMOBIAMIO Ha
MeHIHrokokoBy rpyny C (BusHaueHa sk THTp SBA HWXue 3a3[aJieriAb BCTAHOBIEHOI IPAHMYHOL

DocuSigned by:
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DocuSign Envelope ID: 26135DB3-0735-4C2C-AE7B-F948912B97C2

MeX1 BU3HAYEHHs) MOBMHHI OymM OTpUMaTH AoXaTkoBY no3y BakuumHu MenC no 6 poxy. i
cy0’exTu Oynu BUKIIIOUCHI 3 aHami3y Ha 4-My 1 5-My pokax, aje BK/IIoYeHi B aHanmi3 Ha 10-my porii.
M Tocnigxeans MenACWY-TT-027.

) Tocnimxeaas MenACWY-TT-032.

@) JHocnigxeaass MenACWY-TT-100.

) Bin6ip xposi npoBoamm gepe3 1 Micsin, micis BBeJeHHs OycTepHol 1031 Ha 10-My poiti.

* Ananiz 13 rSBA mposommnn B nabopartopisix GSK uwepe3 1 micsup Imicis B3ATTS 3pasKiB
nepeuHHOI BakiuHanii ta B tabopartopisx PHE y BenuxoOpurtanii 1uis HACTYTHUX MOMEHTIB 4acy 3
BiaOOpy 3pa3kie.

** Anaii3 13 hSBA mposoanmu B naboparopisx kommanii GSK ta Neomed, Kanana, mis MoMeHTiB
gacy B pocnipkenai MenACWY-TT 100.

Cmitikicmb 6i0nogidi 6ycmepHoi 003u

VY nocnimxensi MenACWY-TT-102 oninroBanu criiikicte TUTpiB SBA 10 6 pokiB micis 6yctepHoi
nosu mnpenapaty Himenpukc® ab6o MenC-CRMig7, ki BBOAMIM B paMKax JOCTDKEHHS
MenACWY-TT-048 nmitsaM, ski COYaTKy OTPUMYBAIM Ty caMy BakIMHY y Bimi 12-23 micsmis y
nmocnimkerni MenACWY-TT-039. Oxuy GycrepHy /103y BBOIWIN Yepe3 4 POKH Iicis MOYaTKOBOL
BakiuHanii. PesynbraTtu Haseneni B Tabnuni 6 (auB. po3nin «Oco6IMBOCTI 3aCTOCYBaHHS» ).

Tabnuns 6.  Tutpu rSBA Ta hSBA micns oxniei no3u npenapary Himenpukce® (a6o MenC-CRM) y
nitedt y Bimi 12-23 micsii, cTifikicTs 10 4 poKiB Ta BiAmoBiap micns GycrepHoi Ao3u uepe3 4 poku
Ticas TOYaTKOBOI BaKIMHALii Ta CTIHKICTb OO 6 pokiB micag OycTepHOi [03M BaKIMHaMii
(nocnimxenns MenACWY-TT-039/048/102)

MeHninr Fovia rSBA* hSBA**
OKOKOB BSIZ’ - MomenT gacy N >8 GMT N >8 GMT
a rpyma H (95 % D (95 % AN (95 % D) |(95 % A
77,2 %
Micmm 100|354 |9%7 % |2205 33 | 734 19,0
(98,4; 100) | (2008; 2422) |8 ’1 (’5)’ (16,4; 22,1)
Pix 4@ 28,9 %
(TTepen 74,5 % (22,5;
OycTepHOIO 212 [(68,1; . ) 18 35,9) 48 )
RO $0.2) (80,3; 156) |7 (3,9;5,9)
. HimeHprkc®)
A Sl e
kc® SveTentol 214 100 % 7173 20 199,5% 1343
HZ?.H)EJ) (98,3; 100) | (6389; 8054) (2 |(97,3;100) |(1119; 1612)
5 poxiB mics 89,8 % 53,3 %
OycrepHoi 137 |(83,4; %12693 322) é3 (44,6; (193’62 18.3)
nozu® 94,3) g 62.,0) et = 2
6 poKiB micns 92,5 % 58,5 %
6ycrepHoi 134 |(86,7; ?29174 413) (1)3 (49,5; gf645_ 19,7)
nozu® 96.4) ’ 67,0) T
98,5 %
. 99,7 % 478 34 ’ 196
€] > ;
Micsn 1 3541 98,4, 100) | 437, 522) |1 (9996;52’ (175; 219)
Pik 4 N
Himeunpu | (Ilepen 39,9 % 73,0 %
S KC® OycrepHoIOo 213 |(33,3; (192,61 15,2) 30 (66,3; ?21?;20' 42.2)
IIO3010 46,8) D 79,0) o
Himenpukc®)
(ITicns 215 100 % 4512 20 |100 % 15831
6ycrepHoi (98.3: 100) |(3936; 5172) |9 [(98,3;100) |(13 626;
DoouSigned by: 10
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DocuSign Envelope ID: 26135DB3-0735-4C2C-AE7B-F948912B87C2

no3u)%>) 18 394)
2130““3 — 137 ?702’36% 66,0 13 199,3%  |337
o b |(4815905) |6 |(96,0; 100) |261; 435)
6 pOKIB micis 71,6 % 97,7 %
oycrepHoi 134 |(63,2; 3295’;66' 54.6) (1)3 (93,4; %15995 345)
nozu™® 79.,1) o 99,5) ’
97,5 % 81,9 %
) i 212 11 ’ 40,3
Micsp 1 121 (92,9; _ (73,7; =
99.5) (170; 265) 6 88 4) (29,5; 55,1)
Pix 4@
(ITepen 37,2 % 143 48,4 % 11.9
OycTepHOIO 43 (23,0 - 31 |(30,2; -
no3zoro MenC- 53,3) (7.7, 26,5) 66,9) (3,1,27,6)
Baxnuna |CRMig7)
gﬁnMc énziz"m.l. 43 |100%  [3718 33 |100% 8646
)12)]314)8’3) (91,8; 100) |(2596; 5326) (89,4; 100) |(5887; 12 699)
. 5
e N P I Ty
,ugsn(‘g ) ’5)’ (19,0; 118) (85,2; 100) |(139; 420)
6 POKIB ITicis 65,2 % 33.0 95,7 % 169
OycrepHol 23 (42,7, = 23 ((78,1; ]
H03I/I(4) 83’6) (1437, 74:2) 99,9) (94,1, 305)
87,5 %
Micss 10 154 100 % 2682 33 (83.5; 48,9
(99,0; 100) | (2453, 2932) |6 90 é)’ (41,2; 58,0)
Pik 4@
(TTepen 48,8 % 81,6 %
OycTepHOIO 213 |(41,9; 3;)1’2 415 és (74,7, 4??635_ 63.9
03010 55,7) ( ,9, P ) 87,3) ( ) > )
Hi Himerpukc®)
W-135 cher“ (Ticns —_— 10950 191100 % 14411
yCTepHOl k " k
g 2 & (98,3; 100) (9531 2 [(98,1; 100) (12972
no3u)®) i 12 579) s 16 010)
e =
el I L P Y P E e =
an(‘g 93 i)’ (130; 261) |6 [(97,3; 100) |(276; 388)
6 poKiB micns 85,8 % 98,5 %
OycrepHoi 134 | (78,7, 172 ] 13 94,7, 314 ]
03 91.2) (118; 251) 3 99.8) (255; 388)
79,3 %
Micsus 10 354 100 % 2729 32 (74.5; 30,9
(99,0; 100) |(2473; 3013) |9 23 ,6), (25,8; 37,1)
Pik 4
(ITepen 58,2 % 65,9 %
Himenpu |6ycrepHoo 213 |(51,3; <l ) 12 (56,8; 30,2 )
Y c® ho3010 64.9) (27,6;50,4) |3 74,2) (20,2; 45,0)
Himenpukc®)
(GH‘CF;E"HO.I. J1s |100% (4585 17 [100%  |6776
;[2)7314)8’3) (98,3; 100) |(4129; 5093) |3 |(97,9; 100) |(5961; 7701)
5 pokis micns | 137 92,7 % 265 13 197.8 % 399
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DocuSign Envelope ID: 26135DB3-0735-4C2C-AE7B-F948912B97C2

OycrepHol (87,0; (191; 368) 7 (93,7, (321, 495)

no3u® 96.4) | 199.9) |
1 ™ 0 V]

e P K A S Y U

1030® 97.4) (189; 359) 1 99.5) (253; 394)

AHai3 IMyHOreHHOCTI TTPOBOAMIHM Ha koropTi ATP s KoXHOTo MOMEHTY Jacy.
(1) Hocmimxenus MenACWY-TT-039.
(2) Hocmimxerus MenACWY-TT-048.
(3) Binbip xpoBi npoBoaAnTH Yepe3 1 Micsmb micis BBeAeHHS OyCTEpPHOT 1031 Ha 4-My poIli.
(4) Hocnimxennst MenACWY-TT-102.
* Anainis i3 rSBA nposogunu B naboparopisx GSK yepes 1 Micsib micins B34TTS 3pa3KiB
TIepBMHHOI BakunHalii Ta B maboparopisx PHE y BenukoGpuranii 11 HacTyTHUX MOMEHTIB Hacy 3
BiIOOpY 3paskis.
** Ananiz i3 hSBA npoBoaunu B maboparopisx kommanii GSK ta Neomed, Kanapma, nyist MOMeHTIB
yacy B gociijpkenHi MenACWY-TT-102.

IMyHOrenHicTs y jiteii Bikom 2—10 pokis

Y mocnmimxerHi MenACWY-TT-081 Oymo mnpoaeMOHCTpOBaHO, [IO0 OJHA [03a Tpernapary
Himenpukc® € He MeHII eeKTHBHOIO, HiX iHIIa TineH3zoBana pakuuna MenC-CRM, 3 Touku 30py
Bigmosiai Ha rpyny C [94,8 % (95 % JII: 91,4; 97,1) ta 95,7 % (95 % JI1: 89,2; 98,8), ignosigHo].
3uauenns GMT 6yno mwkde aua rpynu npenapaty Himenpukc® [2795 (95 % JI: 2393; 3263)] B
nopiBHaHHI 3 BaknuHo0 MenC-CRM [5292 (95 % JII: 3815; 7340)].

V npocnimxenni MenACWY-TT-038 omna mosa npenapaTy Himenpuxc® Bussumacs He MeHII
e(EKTHUBHOIO TIOPIBHAHO 3 JIILEH30BaHOIO BakIWHOI ACWY-PS 3 ToukM 30py peaxilii Ha 4YOTHpH
MCHIHTOKOKOBI TPYIIH, SIK HaBeAeHO B Tabnumi 7.

Tabmmus 7. Turpu rSBA* micng BBezenHs onniel go3u npenapary HiMmenpukce® (abo ACWY-PS) y
jureii y it 2—10 poxis (ocnimkenns MenACWY-TT-038)

Merirroxo L0 imenpuxc® Bakuura ACWY-PS!
Mook I | VR GMT N R GMT
Py (95 % JI) | (95 % JIT) 95% ) | (95 % JII)
89,1 % 6343 64.6 % 2283
i 9 | (86,3;91,5) | (5998,6708) | 1°? | (57,4,71.3) | (2023;2577)
96,1 % 4313 89,7 % 1317
- 1 | 044:974) | (a342:5335) | 23* | (85.1:93.3) | (1043: 1663)
11543
97,4 % _ 82,6 % 2158
RS2 691 | 95.9. 98 4y | (10873; 236 | 772:872) | (1815; 2565)
12 255)
10825
92,7 % , 68,8 % 2613
k4 723 | 90,5: 94.5) (1110 425323)’ 240 | 62.5,746) | (2237, 3052)

AHa1i3 IMyHOI'®HHOCTI mpoBovny Ha Koropti ATP.

M Binbip xpoBi npoBoauiy yepe3 1 MicAns micisa BaKIHHAIL].

VR — BiAllOBiAb Ha BakIMHY, BU3HAUYEHA K YacTKa Cy0’ €KTIB 3 HACTYITHUMH TIOKa3HHKaMH:

e tuTpu rSBA > 32 ans mo4yatkoBO cEpOHEraTUBHMX cy0’ekTiB (ToOTO TUTp rSBA no Bakummamii
<8);

e jjoHaliMeHIIEe 4-KpaTHe 3pocTaHHA TUTPIB rSBA micns BaknuHauii NIOpiBHAHO 3 TUTPaMU Iepex
BaKIMHAII€I0 y TOYaTKOBO CEPONO3UTUBHMX CyO’€KTiB (ToOTO TUTp rSBA 10 BakumHaii > 8).

* Anari3s i3 rSBA nposonunu B naboparopiax kommarii GSK.

DocuSigned by:
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DocusSign Envelope ID: 26135DB3-0735-4C2C-AE7B-F948912B97C2

Criikicth THTpiB SBA oliHIOBaIM y AiTeH, sIki MpOHIIIM IOYATKOBY BaKI[MHAINI B paMKax
nocmikenHs MenACWY-TT-081, sk wnaBemeHo B Tabnumi 8 (muB. posmin «OcobmupocTi
3aCTOCYBAHHN).

Tabnuus 8. Tutpu rSBA ta hSBA no 44 Micsuie micis Beegenns npenapary Himenpukc® (abo
MenC-CRM) y niteii y Binti 2—10 pokiB Ha yac BakuuHaIii (ocmimkenss MenACWY -

TT-088)
MeHiHTO Foyma MowmenT [rSBA* hSBA**
KOKOBAa P gacy > 8 GMT N >8 GMT
rpyna (Micsui) (95 % A (95 % JII) (95 % AI) (95 % JAD
86,5 % 196 25,6 % 4,6
R — p2 193180.9: 91,0) [(144: 267) [° [(16.9:35.8) |3.3: 6.3)
44 189 85,7 % 307 29 25,8 % 4,8
(79,9; 90,4) 1(224; 423) (17,1;36,2) |(3.4.6,7)
64,6 % 34,8 95,6 % 75,9
Hivenpixc® p2 e (57,4, 71,3) [(26,0; 46,4) 0 (89,0; 98.,8) [(53.,4; 108)
44 189 37,0 % 14,5 22 76,8 % 36,4
C (30,1; 44.,3) [(10,9; 19,2) (66,2; 85,4) [(23,1;57.2)
12 69 76,8 % 86,5 33 90,9 % 82,2
Bakunna (65,1, 86,1) [(47,3; 158) (75,7, 98.1)  |(34,6; 196)
MenC-CRM 44 66 45,5 % 31,0 31 64,5 % 38,8
(33,1; 58,2) [(16,6; 58,0) (45.4; 80,8) [(13,3;113)
33 193 77,2 % 214 26 84,9 % 69,9
W-135 |Himenpric® (70,6; 82,9) |(149; 307) (75,5;91,7) [(48.,2;101)
44 189 68,3 % 103 87 80,5 % 64,3
(61,1; 74.8) [(72.5; 148) (70,6; 88,2) (42,7, 96.,8)
81,3 % 227 81,3 % 79,2
v Himerpric® P2 158 (75,1, 86,6) |(165; 314) ol (71,8; 88.7) [(52,5;119)
44 189 62,4 % 78,9 76 82,9 % 127
(55,1; 69,4) |(54.,6; 114) (72.5; 90,6)  |(78,0; 206)

Amnainiz iIMyHOTEHHOCTI TpoBoAMIM Ha koropTi ATP mmsa anamisy crifikocti, aganToBaHiil mis

KOXKHOT'O MOMCHTY Yacy.

* AHami3 i3 rISBA nposogunu B nabopatopisix PHE y BenukoGpuTanii.
** Anamniz 13 hSBA nmposoaumm B naboparopisx kommanii GSK.

Criiixicte TUTpiB hSBA oninroBanu gepes 1 pik micns Bakiuuanii y aiTedd y Bimi 6—10 pokis, ski
MTPOMIIIM IIOYATKOBY BaKIUHALIi0 B paMKkax aocihifkeHHS MenACWY-TT-027 (tabmuig 9) (nus.
po3ain «OcobIUBOCTI 3aCTOCYBAHHS» ).

Tabmuna 9. Turpu hSBA* micns opHiel no3u npenapary Himerpukce® (a6o ACWY-PS) y giteit y

Bimi

6-10 pokiB Ta CTiHKICTh uepe3s

MenACWY-TT-027/028)

1 pix micms BakUMHAI{

(mocimKeHHS

1 Micsnp micns BaKIMHAIIT CridikicTs ipoTsrom 1 poky
Meninro r (mocmimkennss  MenACWY- | (mocmimkenass MenACWY-TT-
KOKOBa Bp yia TT-027) 028)
rpyma e N |28 GMT N |28 GMT
(95 % 1) | (95 % A1) (95 % M) (95 % A1)
. 80,0 % 53,4 16,3 % 3,5
N Himenprke™ | 1051 711,879y 37,3:762) | ' | (0.8:24.9) | (2.7; 4.4)
Baknuna 35 25,7 % 4,1 35 5,7 % 2,5
ACWY-PS (12,5; 43.,3)| (2,6; 6,5) (0,7;19,2) | (1,9; 3,3)
. ® 89,1 % 156 95,2 % 129
E Himenprke™ | 1011 51 3:'04.4)| (99.3:244) | 1% | (89.2;98.4) | (95.4: 176)
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Baxmuua 13 39,5 % 13,1 31 32,3 % 7,7
ACWY-PS (24,0 56,6)| (5.4; 32.0) (16,7: 51.4) | (3.5; 17.3)
. = 95,1 % 133 100 % 257
T Himerpuiec™ | 193 | (890, 98,4)] (99,9:178) | '® | (96,5;100) | 218:302)
Baxiuna 35 343 % 5,8 31 12,9 % 34
ACWY-PS (19,1; 52,2)| (3,3; 9,9) (3,6,29,8) | (2,0;5.,8)
. P 83,1 % 95,1 99,1 % 265
N Himenpurc™ | 89 | 73 7. 90 )| (62.4; 145) | 190 | (94.9: 100) | (213: 330)
Baxuuna 3 43,8 % 12,5 36 333 % 9,3
ACWY-PS (26,4; 62.3)| (5,6;27,7) (18,6; 51,0) | (4,3; 19,9)

AHali3 iIMyHOTEHHOCTI TIPOBOIWIM Ha Koropti ATP ans a”amizy criiikocTi 9epes 1 pik.
Amnaniz i3 hSBA ne npoBogunu ans gitei y Biui Bix 2 10 < 6 pokiB (Ha yac BakipHarii).
* Anami3 13 hSBA npoBoaumu B nab6oparopisx komnanii GSK.

Tutpu SBA BusHauanu npotsarom 10 pokiB y miTei, ki IpoHIIIM MOYAaTKOBY BaKIWHAINIO OJHIEI0
no3oto mpenapaty Himenpukc® abo ACWY-PS y mini 2-10 pokiB y pamMkax HOCIIIKECHHS
MenACWY-TT-027. Criiikicte TuTpiB SBA oOwLiHIOBan¥ y JBOX PO3UIMPEHHUX JOCIHIIKEHHAX:
MenACWY-TT-032 (mo 5pokiB) ta MenACWY-TT-100 (mo 10 poki). Y mocmimkeHHI
MenACWY-TT-100 Takox OILIHIOBATH BIMNOBIAL HA OJHY OyCcTEpHY JI03y Tpemapary
Himenpukc®, saxky Beoaminu uepe3 10 pokiB 1micias TMOYAaTKOBOI BaKMWHAIN TMpernapaTroM
Himenpuke® a6o ACWY-PS. Pesynbratu HaBeneni B Tabuuui 10 (muB. poszain «OcobnuBocTi
3aCTOCYBaHHS»).

Tabmuns 10. Turpu rSBA ta hSBA micnsa ogniei gozu npenapaty Himerpukc® (abo ACWY-PS) y
nitelt y Bimi 2—10 poxkiB, cridkicTs 10 10 pokiB Ta micis 6ycrepHoi 103H, Ky BBOAHIIN yepe3 10 pokiB
Tmicis moyaTkoBol pakmmuanii (nocnimxenna MenACWY-TT-027/032/100)

MeuHiHr Fovia rSBA* hSBA*#*
OKOKOBa Bf}f L MomeHT gacy N >8 GMT N >8 GMT
rpyna - (95 % II)  |(95 % JIN) (95 % IN) | (95 % M)
0
Mionm 10|22 [100%  |7301 111¢ ?712’154’ 57,0
a 5 |(98.4;100) |(6586;8093) (9 |7 (40,3; 80,6)
. 90,8 % 141 C
(2) > — =
Piic 3 8 1(83,3,95.7) |(98.2:203) |
41,1 %
. 79,6 % 107 ’ 6,5
3) > 3 s
EiREna] s 98 1(70.3: 87,1) |(66,0; 174)  |°° 2320(’)% (4,8; 8.8)
Kc® . (3) : -
Pix 10 3399
(Tepex 13 |89 % 96,3 6 (22’ 3. ° 4,5
OycTepHOI0 (79,5; 95,1) |(57,1; 163) . (3,3;6,2)
47,0)
A JI03010)
(65[10‘;’;’51{0.1. 74 |95:9 % 4626 3 |100% 1213
AN (88,6; 99,2) [(3041; 7039) (95,1; 100) |(994; 1481)
25,7 %
. 100 % 2033 ’ 4,1
(¢)] ) . 5
Mieme T 17 | 95.0; 100) [(1667; 2480 |2 |25 26:69)
Baxunna ?
. 15,4 % 47 1/
_ (2) ) > . -
GEEOE [EHE 2 13119 454) |3.7: 6,0) )
PS S VRS S— T
. 12,5 % 58 A 5,9
3) ] s B 5
pee Hlenne jasee |2 |G o1
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Pix 104 .
(Ilepen 17 23.5% 8,0 17 ?]9643/0 6,2
6yCTEpHOO (6,8;49,9) |(3,3;19,3) 56.0) (2,4; 15,7)
J103010) ) I | I I |
éni‘;g"ﬁo.l. 17 [100% 6414 7 [100% o
;[Zm)g"‘) (80,5; 100) |(3879; 10 608) (80,5; 100) [(131; 340)
V)

Miomm 10 |22 |100% 2435 107¢ ?892’734’ 155

" 5984 100) |(2106;2816) |V |, (101; 237)

. 90,8 % 79,7 wn®|

@ ’ ; . -

S 78 1(83,3;95.7) |(56.0; 113)
93,8 %

. Pix 6© gg |[82:7 %  [193 97 |(87,0; 2
Himenpu (73,7; 89,6) |(121; 308) 97 ’7)’ (261; 700)
K® ik 100 1.8 9%

(TTepen 24 |85:1 % 181 . (83’ 0_° 222
6yCTEpHOIO (75,0; 92,3) |(106; 310) 96.9) (129; 380)
J03010) ’
éH;CTJ;ﬂHo'i 74 |100 % 4020 71 |100% (115 15;345-
. HZBH)EA) (95,1; 100) [(3319; 4869) (94,9, 100) |5"sce™
39,5 %
. 100 % 750 ’ 13,1
Micaus 1D {74 _ _ 38 [(24,0; il
(95,1; 100) |(555; 1014) Kb (5,4; 32,0)
. 100 % 128 1/n®
(2) e =
ki 13 175,3: 100) |(56,4;201)
. 79,2 % 98,7 100 % 235
3) > 5
22‘@”;‘;_*‘ e 2 1(57.8,92.9) |(42,2:231)  |** |(85.8; 100) | (122; 451)
Pik 10®
5o (Ilepen 17 76,5 % 96,2 17 100 % 99,1
OycTepHO0 (50,1; 93,2) |(28,9; 320) (80,5; 100) {(35,8; 274)
II03010)
e |17 |190% fisio1ho fots [aois
1031) 39 3 ’ 99.9) 198 440)
0
. o[22 [100% . il 107¢ |92:3 % 134
Micsns 1 5 |(98.4; 100) (10 666, 5) (89,4; (101; 178)
AL 13 004) 98.5) ’
. 78,6 % 209 w/n®
2 > == =
B %8 169.1: 862) |(128;340) |
81,5 %
. Pik 6 gg |35 ¥ 265 92 [(72,1; 6239
W-135 Himenpnu (63,6; 81,9) |(155; 454) 88 ’9)’ (42,0; 93,1)
K® i 100 61;
(TTepex 24 |68:9 % 206 59 |47 ;_ 17,5
6ycTepHOIO (57,1;79,2) [(109; 392) 73 ’5)’ (10,5; 29,2)
J103010) ’
(ITicns : 27 944 0
Oycrepmoi  J|74 (19?50 14)100) (el i (19050 14)100) (65926754- 9198)
1031) 3D Sl 35 153) ik :
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343 %
. 100 % 2186 ’ 5,8
M (5) . >
piGs 75 1(95,2; 100y [(1723;2774) |2 212951)’ (3,3, 9,9)
. 0% 14,0 a/n®| -
(2) ’ s s
Pik 5 13 (0,0;,24,7) |(4,0; 4,0) )
30,4 %
. 12,5 % 7.6 ’ 7.0
Baxknuna| Pik 6 24 . . 23 (13,2 e
ATy (2,7;324) |(37;15,6) 20, 29169
PS Pix 10®
(epexn 17 [235% 15,4 s [267% |41
OycTepHOIO (6,8,49,9) |(4,2;56,4) (7,8; 55,1) |(2,0; 8,5)
J103010)
énl‘;’;"ﬂo.l_ 17 94,1 % 10 463 15 |100% 200
yerepr (71,3; 99,9) |(3254; 33 646) (78,2; 100) | (101; 395)
103m)C
83 %
. 22 100 % 6641 93,7
()] (5) . )
hlleaip 5 |(98.4; 100) |(6044; 7207) |°* g793’9§’ (62,1; 141)
) 78,6 % 143 u/n(®
(2) > - .
RIS 98 169.1:86.2) |(88.0:233) |
65,2 %

. Pix 6@ o |/1:4% 136 89 |(54,3; 40,3
Himenpu (61,4; 80,1) |(82,6; 225) o501 (23,9; 68,1)
K® i 100 ’

0
(ITepen 67,6 % 98,5 o A) 35,7
74 65 (59,8
OycTepHOIO (55,7; 78,0) |(54,3; 179) 82 ’7)’ (21,05 60,6)
JI03010) i
L W P R O TP
" o0 (95,1; 100) |(5828; 9729) (95.1: 100) |15 g0
43,8 %
. 100 % 1410 ; 12,5
N ) . 5
Micsips 1 75 105,2; 100) |(1086; 1831) |32 |(26:4 (5,6, 27,7)
62,3)
) 7.7 % 5,5 u/n®
(2) 5 ’ oe o
RIIG.S 13 102:360) |07:111) D
. 20,8 % 11,6 25 % 73
(3) ? > >
iz‘\;‘fg‘a FIKc 2\ 71422 @728 1P [(9.8:467) |(2.7: 19.8)
ps |Pix 10 35,7 %
(Tepex 17 [17,6 % 10,2 14 (12’ 8_" 7,8
6ycTepHOIO (3,8;43,4) |(3,5;30,2) 64 ’9)’ 2,5;24,4)
II03010) ’
éHCiT";”‘HO.I. 17 [100% 6959 o [100% asa
Hgmgm (80,5; 100) |(3637; 13 317) (80,5; 100) |(215; 960)

AHa7ni3 iMyHOreHHOCTI IpoBoAMIIH Ha Koropti ATP ans koxxHOro MoMeHTy dacy. Cy6’ekTH 3
HEJOCTAaTHLOIO BiAMOBIAII0 Ha MEHIHIOKOKOBY rpyny C (Bu3HadeHa sk THTp SBA Hmkue
3a3JaJeriah YCTaHOBIIEHOI IPAHUYHOI MeXi BU3HAYEHHS ) MOBUHHI OYIH OTPUMATH JOIAaTKOBY H03Y
BakuHM MenC 10 6-ro poky. Lli cy®’exTu 6ynu BUKIIOUEHI 3 aHAI3y Ha S-My pOIli, ale BKIIOYeH]
B aHaJi3 Ha 6-My Ta 10-My pokax.
M) NMocnigxenns MenACWY-TT-027.
@ Hocnimxenas MenACWY-TT-032.
®) Nocnimxenas MenACWY-TT-100.
@ Bin6ip xposi mpoBoaum; uepes 1 MicsLs mmicis BBeAeHH 6ycTepHoi 1031 Ha 10-My pou.
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) Bxmowae niTe#t y Bini Big 6 10 < 11 pokis. AHaniz i3 hSBA He TIpOBOIMIH JUIA TiTeH y Billi
BiZ 2 10 < 6 pOKiB (Ha yac BaKIMHAIIIT).
©) Bignosigmo xo nporokoiy gocmimpkenas MenACWY-TT-032, hSBA He BuMiproBaiu Jijist

i€l BIKOBOI IpyNH Ha 5-My PO,

* Anani3 i3 rSBA npooaumu B nabopartopisx GSK uepes 1 MicsIp micis B3ATTA 3pas3KiB

nepBUHHOI BaknuHalii Ta B maboparopisx PHE y BemukoOputaHii 1jis HACTYITHUX MOMEHTIB 4acy 3
BIIOOPY 3pasKiB.
** Anamni3 i3 hSBA nposoaunu B na6oparopisx komnanii GSK ta Neomed, Kanana, 111 MOMeHTIB

yacy B gocuixkeddi MenACWY-TT-100.

IMyHOrenHicTs y niuiTkis Bikom | 1—17 pokiB i jopocnnx BikoM > 18 pokis

V ABOX KIIHIYHUX JOCHIJDKEHHSX, AKIi TIPOBOAWIMCS 3a y4YacTi IIITKIB y Bimi 11-17 pokis
(mocnimxenHs MenACWY-TT-036) i mopocnux y Bimi 18-55 pokie (mocnimkenns MenACWY -
TT-035), cy6’ekTaM BBOMWIM ab0 OofHy no3y mpemapaTy Himenpuxc®, a6o omHy 103y BaKIMHH
ACWY-PS.
Bysio niposemMoHcTpoBano, mo npenapat Himenpukc® iMyHONOTIMHO € He MeHII eEKTHBHUM, HiXk
BakuHa ACWY-PS, 3 Touku 30py BiAMOBiI Ha BaKIMHY, IK HaBeaeHo B Tabmuiri 11.

Tabmuns 11. Turpu rSBA* nicns ogniel mo3u npenapary Himenpuke® (a6o ACWY-PS) y
IiAiTKIB y Bind 11-17 pokiB Ta gopocnux y Bini 18—55 pokis (nocmimxenus MenACWY-TT-

035/036)
Hocnmimkenas MenACWY-TT-036 él; SC pihipiaseli 0 CLp S
B CHiHrg (11-17 pokir)V
xokoBa | 1 Pyma (18-55 poxkir))
BaKI{MHU
Tpyna N VR GMT N VR GMT
©O5% 10 | (95% 1) 95 % 1) | (95 % M)
HiMerpht | | g5 4.9 5928 g0,1%  |0%°
Ke® 743 (3372;
3 1(82,1;882) |(5557;6324) (77.0:82.9) | 3597y
A
Baxwina | 177504 2947 69,8 % 2127
ACWY- . 252 (1909
PS (70,9; 83,2) | (2612; 3326) (63,8, 754) | 33701
I;I;geﬂpn 1 |97.4% 13110 » 91,5 % 8866
2 . (11 939; _ (8011;
) 95.8,98,5) | 14305, (89:4:93.3) | gg15)
Baxwina | 96794 8222 92,0 % 7
ACWY- " 288 (6297;
PS (93,3;98,7) | (6807; 9930) (88,3:949) | g
HiMenpit | 1 96,4 % 8247 002% |13
B0 860 (4699;
9 1(94,6,97,7) | (7639;8903) (88,1;92,1) | 5610
W-135
Baxiuna 87,5 % 2633 85,5 %
ACWY- 21 ’ 283 =l
PS (82,3;91,6) | (2299; 3014) (80,9; 89.4) | (2081
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2911)
I;;(lgeﬂpn s |93.8% 14 086 . 87.0 % 7711

7 , (13 168; _ (7100;

. (91,6:955) | 15 069) (84,6, 89,2) | 374y
Baxwnia | | 7859 5066 788% | ¥

ACWY- 288 (3782'

PS 9 1(72,5; 83,8 4463; 5751 73,6; 83,4) :

4921)

AHani3 iIMyHOT€HHOCTI TPOBOAMIM Ha koroptax ATP.

() Bin6ip kpoBi mpoBoMIH Yepe3 | MicsIb micIs BAKIMHALLIL.

VR — BiANOBib Ha BaKIHMHY, BU3HAYEHA K YacTKa Cy0’€KTiB 13 TAKMMHU HOKAa3HUKAMHU:

e Turpu rSBA 2>32 pans mo4aTtkoBO cepoHeraTuBHHX cy0’ekTiB (To6To THTp rSBA 10
BakUMHaIii < 8);

e moHaliMeHIE 4-KpaTHe 3pocTaHHsA TUTPIB rSBA micns BakuuHamii MOPIBHAHO 3 THUTpaMU
nepea BaKOWHAIEI0 B TOYaTKOBO CEPOINO3UTHBHHX cyO’ekTiB (TOOTO THTp rSBA 10
BaKIKHAIIT > 8).

* Anami3 i3 rfSBA nporogwnu B nabopatopiax GSK.

Tutpu rSBA BuzHaganu npoTiaroM 10 pokiB y cy6’eKTiB, sKi IPOHIINM NMOYATKOBY BaKIMHAIIIO
OJIHi€I0 103010 npenapaty HiMeHpukc® abo ACWY-PS y Bimti 11-17 pokiB y paMkax JOCHIIHKEHHS
MenACWY-TT-036. Criiikicts TuTpiB rSBA oIliHIOBaJIM Y JABOX PO3MMUPEHUX HOCIIIKECHHIX:
MenACWY-TT-043 (mo 5 pokiB) Ta MenACWY-TT-101 (uepe3 10 poki). Y mocuimkeHHi
MenACWY-TT-101 Takox OIIHIOBANM BIiANMOBiAF Ha OAHY OycTepHy HA03y Tperapary
Himenpukc®, sxy BBoaunu deped 10 pokiB micios MMOYaTKOBOI BakIMHAINI IpermapaToM
Himenpukc® abo ACWY-PS. PesynsraTy HaBesieHi B Tabmui 12.

Tabmuus 12. Tutpu rSBA* micng oxniei mo3u mpenapary HimeHpukc® (abo ACWY-PS) y
niumiTkiB y Bini 11-17 pokis, criiikicts 10 10 pokiB Ta micns 6ycTepHOl 03U, AKY BBOJWIN Yepes3
10 pokiB micnst moyaTkoBoi BakuMHalii (mocmimxeHHss MenACWY-TT-036/043/101)

. Himenpuxc® Baknuna ACWY-PS
Meuiuro- MoMexT
KOKOBAa >8 GMT >8 GMT
qacy N N
rpyr[a 0 (1] 0 )]
(95 % I (95 % D (95 % D (95 % 1D
Micsup |, 100 % 5929 aoq |96 % 2947
1 (99,5; 100) (5557; 6324) (97,5; 100) (2612; 3326)
92,9 % 448 150 |82,7 % 206
Pix 3® |449
(90,1;95,1) [(381;527) (75,6; 88,4) [(147;288)
97,5 % 644 93,0 % 296
Pix 5@ 236 86
A (94,5;99,1) [(531;781) (85,4;97,4) [(202;433)
Pix 10®
(ITepen 85,2 % 248 80,4 % 143
OycrepH |162 51
0I0 (78,8; 90,3) [(181; 340) (66,9; 90,2) [(80,5; 253)
J103010)
(licnz  |162 100 % 3760 ST 1100 % 2956
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6ycTepH (97,7, 100) [ (3268; 4326) (93; 100) (2041; 4282)
o1
nozm)Y
' B 13110
Micsib 100 % _ 100 % 8222
0 673 1 99,5; 100) (1213993,59)’ 224 1(98.4:100) |(6808; 9930)
B 3® 440 91,1 % 371 150 [86,0 % 390
1K
(88,1;93,6) |(309; 446) (79,4, 91,1) |(262; 580)
88,6 % 249 87,1 % 366
Pik 5@ 236 ’ 85 ’
(83,8;92,3) |(194;318) (78,0; 93,4) |(224; 599)
¢ Pix 10®)
(Ilepen 90,1 % 244 82,4 % 177
OyctepH |162 51
. (84,5;94,2) |(182;329) (69,1;91,6) [(86,1; 365)
J103010)
(ITicns
Gycrepn ||, 100 % 57639981 s |100% 3879
oi (97,7; 100) (93; 100) (2715; 5544)
—CT 10 235)
Micae | o 99,9 % 8247 9oq |100% 2633
1M (99,2; 100) | (7639; 8903) (98,4; 100)  |(2299; 3014)
b3 |aao 82,0 % 338 150 (30,0 % 16,0
1K
(78,1; 85.4) |(268; 426) (22,8; 38,0) {(10,9; 23,6)
86,0 % 437 34,9 % 19,7
Pik 5@ [236 ’ 86 ’
(80,9;90,2) |(324; 588) (24,9; 45,9) |(11,8;32,9)
W-135  |Pix 10®
(Hepen 71,6 % 146 43,1 % 16,4
Oyctepu |162 51
010 (64;78.4)  |(97,6; 217) (29,3; 57.8) [(9,2; 29,4)
JI03010)
(Iicns
OycTepH 162 100 % (1913%‘;3 51 100 % 3674
of (97,7; 100) ’ (93,0; 100)  |(2354; 5734)
JR— 13 496)
Micsup 677 100 % (114301867& 224 100 % 5066
10 (99.5:100) |12, 69)’ (98,4; 100) |(4463; 5751)
= pie 3@ aao 93,1 % 740 150 [58,0% 69,6
1K
(90,3; 95,3) |(620; 884) (49,7; 66,0) [(44,6; 109)
. 96,6 % 1000 66,3 % 125
Pik 5@ |236 86
(93,4;98,5) |(824; 1214) (55,3;76,1) [(71,2;219)
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Pix 10®
(ITepen
OycrepH
010
J103010)

(ITicns
OycrepH 162 100 % 7585 51
oi (97,7, 100)  [(6748; 8525)

no3u)?

90,7 % 447
162 51
(85,2;94,7) |(333;599)

49,0 %
(34,8; 63,4)

32,9
(17,1; 63,3)

98,0 %
(89,6; 100)

3296
(1999; 5434)

Amnani3 iMyHOTeHHOCTi NPOBOANIIM Ha KoropTi ATP s K0)XHOro MOMEHTY 4acy.

(1) Hocmimxenas MenACWY -TT-036.

(2) Rocnimxenns MenACWY -TT-043.

(3) Hocmigxenns MenACWY-TT-101.

(4) Binbip kpoBi IpOBOINIH Yepe3 1 MicsIb micad BReJIeHHS OycTepHOi 1031 Ha 10-My poi.
* Ananis 13 rSBA nposomwiu B nadoparopisx GSK gepes 1 Micsiub 1icist B3sTTS 3pasKis
IIEpBUHHOI BakIMHaLii Ta B 1abopatopiax PHE y BenmukoOpuranii A1 HaCTYITHUX MOMEHTIB Yacy 3
BiZOOpY 3pasKiB.

Crilixicte hSBA oIiHIOBaIH TIPOTATOM HEPiOAYy JO 5 POKIB Icis BaKUUHALIl VY IiUNTKIB i
JOPOCIHX, AKiI MPOMIIIM MOYaTKOBY BaKIMHAIIIO B paMkax gociimkeHHs MenACWY-TT-052, sk

HaBezieHOo B Tabmuui 13 (quB. po3nin «OCoOIMBOCTI 3aCTOCYBaHHS»).

Tabnung 13. Tutpu hSBA* micna oxniel no3u npenapary Himenpukc® y miamiTkie i Jopociux y

Bili 11-25 pokiB Ta CTiliKicTh 1O 5 poKiB micias BakIMHALNT (TOCTiIKCHHS
MenACWY-TT-052/059)
Memninroxokona | ['pyna MowmenT N > 8 (95 % JII) GMT (95 % IT)
rpyna BaKIWMHA qacy
Micsaus 110]356 (82,0 % (77.6; 85.9)  |58.7 (48.6; 70.9)
A Himenpuxc® |Pix 1 350 [29,1 % (24.4:34,2) |54 (4,5;6,4)
Pik 5@ 141 [48,9 % (40,4: 57,5) 8.9 (6,8: 11,8)
Micsus 1101359 96,1 % (93,5; 97,9) 532 (424; 668)
C Himenpuxc® |Pix 1% 336 94,9 % (92,0, 97,0) |172(142;207)
Pik 5@ 140 (92,9 % (87,3;96,5) 94,6 (65.9; 136)
Micsups 1191334 191,0 % (87,4: 93,9)  [117 (96,8; 141)
W-135 Himenpuxc® |Pik 19 327 98,5 % (96,5:99,5) 197 (173;225)
Pix 5@ 138 (87,0 % (80,2;92,1) |103 (76,3; 140)
Micsus 191364 95,1 % (92,3; 97.0)  [246 (208; 291)
Y Himenpuxc® |Pix 1? 356 97.8 % (95,6, 99,0) (272 (237;311)
Pik 5@ 142 94,4 % (89,2; 97.5) |225 (174; 290)

AHani3 iMyHOreHHocTi mpoBomwiu Ha koropti ATP pansa amanisy crilikocti, aganroBaHii mius
KOXXHOT'O MOMEHTY 4acy.
M Nocmimxenas MenACWY-TT-052.
@ Mocnimxenna MenACWY-TT-059.
* AHani3 i3 hSBA npoBoaunu B nab6oparopisx komnanii GSK.

Tutpu rSBA BuzHayanu nporsaroM 10 pokiB y cy0’eKTiB, sKi MpOMIIIM MOYATKOBY BaKIIMHAIIIO
ofHiero fo3010 npenapary HiMerpuke® a6o ACWY-PS y Bini 11-55 pokiB y pamMkax ZociIKeHHS
MenACWY-TT-015. Criiikicts TuUTpiB rSBA OIiHIOBaNH y ABOX PO3IIMPEHUX JIOCITIKECHHIX:
MenACWY-TT-020 (mo 5 pokiB) Ta MenACWY-TT-099 (mo 10 pokie). Y mocmimkeHHi
MenACWY-TT-099 Takox OIIHIOBAIM BIgNOBIAL Ha OAHY OycTepHy M03y TNpenapary
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Himenpuke®, sxy BBomunu dyepe3 10 pokiB micis TOYaTKOBOI BaKIHHAI]

Himenpuxc® a6o ACWY-PS. PesynpraTi HaBeeHi B Tabnuni 14.

IpenapaToM

Tabnums 14. Turpn rSBA* micns onniei nosm npenapary HimeHpukc® (abo ACWY-PS) y
IiAIITKIB Ta Aopocnux y Bimi 11-55 pokis, crilikicTe Ao 10 pokiB Ta micnst 6Gycrepuoi m03H,
AKy BBoguIM depe3 10 pokiB micng mouaTkoBoi BakupHailii (mocmimkenas MenACWY-TT-

015/020/099)
MeHiHr HiMerpukc® Bakimuasa ACWY-PS
okokoBa | MoMeHT dacy N >8 GMT N >8 GMT
rpyna (95 % JID) | (95 % JID) (95 % JI) |(95 % JI)
. 100 % 4945 100%  [2190
)
e | 323 1 (98,9; 100) |(4452,5493) |'1%|(96.8, 100) |(1858, 2582)
76,5 %
. 95,3 % 365 ) 104
@ ; :
Piic 4 B 184,2:99.4) [(226;590) |V 553031)’ (31,0; 351)
57,9 %
Pix 5@ 57 |3%3 % {90 19 |335 |20
a1 (71,4; 93,0) |(108; 335) Py (12,6; 109)
Pik 109 .
epea .1 70 >
(Tep 155 | 78,1 % 154 - 251629-4 75,1
OycTepHOIO (70,7; 84,3) [(108; 219) oS ’9)’ (41,4; 136)
J103010) i
(ITicna 100 % 4060 100% 3585
OycrepHol 155 } i 52 . )
R (97,6; 100) |(3384; 4870) (93,2; 100) [(2751; 4672)
. 99,7 % 10 074 100 % 6546
N p
Micsm 1 3411 98 4:100) (8700, 11 665) | 114 |(96.8: 100) | (5048; 8488)
412 %
. 76,7 % 126 ’ 16,7
2) > . >
ik 43 1 (614;882) |61.6:258) |7 (6178’1‘;’ (5,7; 48.7)
38,9 %
[i] 9)
Pik 5@ 51 |72 % g 18 |(17.,3; g
c (58,3; 84,1) |(41,8; 147) i h (6,0; 49,7)
Pik 10® 0
(Iepen 154 [90.9% 193 5 ?78656'4 212
OycrepHoo (85,2; 94,9) |(141; 264) 95 ,6)’ (110; 412)
JI03010) ’
(Micns ] 13 824 .
OycrepHoi 155 | Uy A) (10 840; 52 00 A) iy )
BN (97,6:100) |17, (89,7; 100) | (1999; 5936)
. 99,7 % 8577 100%  |2970
(1) 9
Mo 1 340 | 98 4: 100) |(7615: 9660) |11*|(96.8: 100) |(2439; 3615)
. 90,7 % 240 17,6% 8,3
2) 3 s 5
At M 1 779:97.4) [(128:450) |17 |(3.8:434) |(3.6: 19.5)
31,6 %
Pix 5@ S [ el 252 19 (12,6, L
- (73,7, 94,3) |(146; 543) S (5,7; 41,9)
Pix 100 ,
(Tepern s |T14% |16 o %111’214’ 10,9
OycTepHOIO (63,6; 78,4) |(107; 258) 34 ,’7)’ (6,1; 19,3)
J03010) i
(Ticns |55 |100% 23 431 s [981% [5793
6ycTepHoi (97,6: 100) |(17 351; (89,7; 100) | (3586; 9357)
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I[03PI)(3’4) 31 641) |
. 100 % 10315 100 % 4574
(m
MiCATE.] 3401 98.9: 100) |(9317: 11 420) | 114 (96.8; 100) | (3864; 5414)
471 %
. 86,0 % 443 ’ 30,7
(2) s . 5
S B 12,1047 [230;853) |17 (7223’2(;’ (9,0; 105)
63,2%
0 >
Pix 5% Pl 9}32i21-A)97 ) (747309- 1351 |19 |84 Z;i19- 250)
Y ( 211 ’_ ’ 83,7) 57> |
Pix 10 .
(Hepe 154 |864%  [364 o (6417’50,”’ 56,0
6yCTepHOIO (79,9; 91,4) |(255; 519) A7) (28,8; 109)
J103010) g
6(HC‘T°§"HO.1. 155|100 % 8958 sy [100% 5138
Hgm)gm (97,6; 100) |(7602; 10 558) (93,2; 100) | (3528; 7482)

Amnaniz iMyHoreHHocTi IrpoBoanin Ha koroptax ATP uepes 1 micsiupb Ta 5 pokiB MmiCIs BaKIUHALT
Ta Ha xoropti ATP 6ycrepHoi no3mu.

M ocnimxenas MenACWY-TT-015.

@ Tocmimxenns MenACWY-TT-020.

) ocmimxenus MenACWY-TT-099.

) Bin6ip kposi nmpoBomum yepes 1 Micaus micis BBegeHHs GycrepHoi K031 Ha 10-My porti.
* Anamiz i3 rSBA nposomumn B naGoparopisix GSK dyepes 1 Micsrp micis B3ATTA 3paskiB
IIEpBUHHOI BakUMHaii Ta B n1aboparopisx PHE y BenmnkoOpuTaRii mis HacTymHUX MOMEHTIB yacy 3
BiAOOpY 3paskKis.

B okpemomy mocmimkenni (MenACWY-TT-085) oauy mosy npenapary Himenpuxc® BBommmm
194 nopocnuM fiBaHIM BikoM Bif 56 pokiB (Bkmrouaroudn 133 ocobu BikoM 56—65 pokie
i 61 ocoby BixoM > 65 pokiB). Bimcotok cy6’exTiB 3 THTpamm rSBA (3a pesyneraramu
BHUMIpIOBaHHSA B naboparopisax xomnanii GSK) > 128 nepen BakumHauicio BapitoBascst Big 45 %
(rpyna C) po 62 % (rpyna Y). B ninomy uyepes 1 Micsiub micist BaKIMHAI] BiICOTOK BAKLIMHOBAHUX
3 Tutpamu rSBA > 128 BapiroBascs Big 93 % (rpyna C) mo 97 % (rpyna Y). ¥V miarpymi oci6 Bikom
> 65 pokiB BIACOTOK BaKIWHOBaHMX 3 TUTpaMH rSBA > 128 wuepes 1 MicAus micns BaKIMHAI]
BapitoBascs Bix 90 % (rpyma A) no 97 % (rpyna Y).

Bimimoeigs Ha OycTepHY 103V B CcVO’EKTIB, SIKi paHinle IPOMINIM BaKIIMHAII KOH IOTOBAHOKO
MEHIHI'OKOKOBOK BaKIMHOIO npoTH Oakrepiit Neisseria meningitidis

Baxuunanis 6ycreproro 03010 mpenapary Himenpukc® y cy6’exTiB, ski paninre mpoimmm
BakIMHaLil0  ofHoBajJeHTHO  (MenC-CRM) a6o  YOTHPHBANCHTHOI  KOH HOTOBAHOKO
MEHIHTOKOKOBOI0 BakiuHOWw (MenACWY-TT), nocnigxyBanud y cy0’eKkTiB BikoM Bix 12 micsmis,
ki oTpuMaim OycrepHy no3y BakuumHH. Crioctepirammcs CTiliKi aHAMHECTHYHI BIAMOBimi Ha
aHTUTECHHU y BBEEHIN BakUMHI (AMB. Tabmumi 5, 6, 10, 12 Ta 14).

Bignosigs ma npenapar Hivenpuxc® y cy6’exrip, siki pamine npoiinmm Bakiy
TonicaxapiIHOI0 BaKIMHOO IPOTH bakTepiit Neisseria meningitidis

Y pocmimxenHi MenACWY-TT-021, mo mpoBomumocs Ha cy0’extax BikoM 4,5-34 poxu,
iMyHorennicts npemapary Himenpukc®, sxuit BBoguau B iHTepBani Mix 30 i 42 Micsigmu micis
BakiuHaNii BakuuHowo ACWY-PS, mopiBHIoBanu 3 iMyHorenHsicTio npenapaTy Himenpukc®, sxmit
BBOAMIM Cy0’€KTaM Y BIANOBiAHIA BIKOBIH Tpymi, IO HE NPOXOMHJIM BaKUHHAINIO MKOXHOKO
MEHIHIOKOKOBOIO BaKLIKHOIO NpoTsaroM ocraHHix 10 pokiB. IMynHa Bimnosige (TuTp rSBA > 8)
NPOTH BCIX YOTHPBLOX MEHIHMOKOKOBHMX TpYI CIOCTepirajgacs y BeiX Cy0’eKTiB HE3aleXHO Bij
aHaMHe3y BaKLMHAIll MCHIHTOKOKOBUMH BakiMHamu. 3HadeHHs GMT rSBA Oynu 3Ha4uHO HIOKYI Y
cy6’€ekTiB, saKi oTpuManu o3y Bakuunu ACWY-PS 3a 30-42 micsani g0 mpenapaty Himenpuxc®

3
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onHak 100 % cy6’exTiB mocsarmu TuTpie rSBA > 8 mis BCix MeHiHrokokoBuX rpyi (A, C, W-135 ta
Y) (muB. po3ain «OcobIMBOCTI 3aCTOCYBAHHSY ).

Jlitn (Bixom Bij1 2 j1o 17 pokiB) 3 aHaToMiuHOI0 2060 GYHKIIIOHATLHOK ACIUICHIECID

Y nmocnipkenHi MenACWY-TT-084 mopiBHIOBaNIM iMyHHY BIiATIOBiZh Ha BBEIEHHS IBOX [103
npenapaty Himenpukc® 3 inTepBaiom y 2 micaui cepen 43 cy6’exTiB BikoM 2—17 pokiB 3
aHAaTOMIYHOIO 200 GYHKUIOHAIBHOIO acIUIcHIer0 Ta 43 cy6’eKTiB BiAMOBIIHOTO BiKY 3 HOPMAJILHOIO
dyHkiiero cenesinku. Yepes Micsib michas BBEACHHS mepirol xo3u Ta dvepe3 | Micsup micns
BBEJICHHA Ipyroi 0AHAKOBHHA BiACOTOK Cy0’€KTIB y ABOX rpymax Manu TaTpud rSBA > 8 ta > 128 ta
hSBA tutpu >4 ta > 8.

Brume sakuunanii ofmicro gozon Hivenpuke®

V 2018 poui Himepmanmu momanmu Himenpukc® no mamionansHoi mporpamu iMyHizaui sx
BaKIMHALII0 OAHIEW JO30K0 JUIA JiTeil MOJNOAIOro BiKy Yy Bili 14 Micanis, mo6 3aMiHHTH
MeHiHrokokoBy C KoH’roroBany BakmuHy. Y 2018 pomi Takox Oylo po3moyaTro JOJAaTKOBY
KaMIIaHito 3 BaKIIMHALT ofHier0 qo30t0 HiMerpukc® s minmiTkis BikoM 14—18 pokiB, i BoHa cTana
pyrunHOIO B 2020 poi, mo o6ymosmino HarionansHy mporpamMy iMyHi3amii AiTeif MoJToaImoro ta
miguniTkoBoro Biky. IIpoTaroM [BOX poOKiB 3aXBOPIOBaHICTh Ha MEHIHTOKOKOBY iH(EKIIiIo,
ciupuanHeHy rpynamu C, W Tta Y, 3HaugHo 3HM3mwiIacsa Ha 100% (95% [I: 14, 100) y oci6 14-18
pokiB, Ha 85% (95% ML 32, 97) y BCix BIKOBHX rpymax, sSKUM ITOKa3aHa BaKIWHAI(iA (IPAMHUHA
BIMB), 1 50% (95% J[I: 28, 65) y BikoBUX rpymax, SKUM He NOKa3aHa BaKUWHAIA (HEIPAMUil
edexr). Brume Hivenpukc® 6yB 3yMOBIEHMH TOTOBHMM YHHOM 3HMKCHHAM 3aXBOPIOBAHHS Ha
MEHiHTOKOKOBY iH(exIito rpymu W.

Dapmakokinemuka.
Ouinka papMaKOKIHETHYHUX BIACTHBOCTEH BaKIMH HE € 000B’I3KOBOIO.

Kuiniyni xapakrepucTuku.

Ilokazanua.

Baknuna HimeHpukc® mnokazaHa Ui aKTHBHOI iMyHizamii oci6 BikoM Big 6 TIXKHIB TpOTH
iHBa31fHUX MEHIHTOKOKOBHMX 3aXBOPIOBaHb, CIIPUYMHEHHUX Neisseria meningitidis ceporpyn A, C,
W-135Ta Y.

®

Ilpomunokazanns.
I'inepuyTnuBicTe JO AiFOYUX PEUOBHH ab0 Oyab-KMX AONOMDKHHUX PEYOBHH, II0 BXOMATEH JIO
CKJIafly BakUMHM (JUB. po3air «Ckuamy).

B3zaemoodin 3 inwiumu nikapcokumu 3acobamu ma iHuii 6uou 63acmooiii.

Hemornatam mnpemapatr HiMenpukc® MoXHA 3aCTOCOBYBATM OJHOYACHO 3 KOMGIHOBAHMMHM
BakiuHamMu DTaP-HBV-IPV/Hib i 10-BaneHTHOIO MHEBMOKOKOBOIO KOH FOTOBAHOIO BAKIHHOTO.
Jitam Bixm oxHOTO poKy Ta mopociuM HiMenpukc® MOXKHA 3aCTOCOBYBATH CYIYTHBO 3 TAKHMH
BaKLIIMHAMM: BakUuHM Jid npodinaktuku renatuty A (HAV) ta rematuty B (HBV), Bakinna ans
podiTakTHKN KOpY, MapoTHTy Ta KpacHyxd (MMR), BakuuHa s IpodinakTHKHA KOpY, TAPOTHTY,
KpacHyxu Ta BitpsHoi Bicmu (MMRYV), 10-BaneHTHOI THEBMOKOKOBOI KOH HOrOBaHOI BAKIIUHY YU
HeaJ Y0BAaHTHOI BaKIIMHU /IS CE30HHOI NMPOQIIaKTUKK pUITY.

Ha apyromy poui XuTTs mpenapar HiMmeHprkc® TakoX MoKHAa 3aCTOCOBYBaTH OXHOYACHO 3
KOMOIHOBAaHMMH  BaKIIMHaMM Ipotd gudrepii/mpaBus/anemonsproro kanuttoka (DTaP),
BKIIoYaroun KoMbOiHanii BakuuH DTaP 3 BakumHamMu mnporn rematuty B, iHakTHBOBaHOTO
noniopipycy a6o remo¢insHoi mamuukun Haemophilus influenzae tuny b (HBV, IPV a6o Hib),
Takor sk BakmuHa DTaP-HBV-IPV/Hib, i 13-BaneHTHOIO ITHEBMOKOKOBOK) KOH KOIOBAHOIO
BaKIMHOIO.
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Ocobam BikoM Bim 9 mo 25 pokis, Baxiuny HimeHpukc® MoxkHa 3acTOCOBYBAaTH OJHOYACHO 3
6iBanenTHoro (Tun 16 Ta 18) pekoMOIHAHTHOK BaKIMHOKI INPOTH BipyCy MamiJIOMH JIFOAMHA
(HPV2).

3a MOXIMBOCTI BaknuHy HimeHpHMkc® Ta BakLMHY, 10 MICTUTH npaBieBuii anHaroxcu (TT),
Hanpuknad, sakuuny DTaP-HBV-IPV/Hib, cnig BROZUTH CymyTHBO, a00 IIPOBECTH BAaKIMHALIO
npenaparoM HiMenpukc® MiHiMyM 3a MicsIIb 10 32CTOCYBAaHHS BAKIMHH, Mo Mictuth TT.

Yepes MicsiIb MiCNs OZHOYACHOTO 3acTocyBaHHsS 10-BajieHTHOI MHEBMOKOKOBOI KOH’FOTOBaHOI
BaKIMHU BigMidanocs 3MCHIICHHS CEpeIHbOI reoMeTpuuHOi KoHIeHTpamiid anTutin (GMCs) Ta
GMT anTHTIN 3a pe3ynbTaTaMH aHalizy omncoHodarouuTyro4oi aktusHocTi (OPA) mns omsoro
IHEBMOKOKOBOro cepotuny (18C, koH’roroBaHmii 3 OITKOM-HOCIEM TpPaBIIEBOTO aHATOKCHHY).
KniniyHa 3HAa4MMICTH IBOTO CHOCTEpeXXEHHS HeBimoma. He BigMiyamocs >XOJHOTO BILIUBY
CYIyTHBOT'O BBEJICHHS Ha IMYHHY BiJIIIOBIAb JO IHIIMX JIEB’ATH THEBMOKOKOBHUX CEPOTHIIIB.

UYepes MicAnp MICIA ONHOYACHOTO 3aCTOCYBAaHHS 3 KOMOIHOBaHOK BAKLMHOK A TIPOQiTaKTHKH
audTepii, IpaBIs, KaUUIOKY (AleNIoJIIPHUN KOMIIOHEHT) (afgcopGoBaHa, 3i 3MEHIIEHHUM BMIiCTOM
anrureniB) (Tdap) cy6’extam BikoM Bix 9 1o 25 pokiB, Hmx4i 3HaYenHs GMCs crocrepiraiucs 1o
BCIX aHTHUTCHIB Kannmoka (kanurmokoBuil anarokcun [PT], dbinamentHuit remarmortudin [FHA] Ta
nepraktud [PRN]). Binbure mixx 98 % cy6’exTiB Manu koHueHTparii auturin npotu PT, FHA a6o
PRN Bume rpannysoi Mexxi Bu3HaueHHs. KiiHiuHa 3HAYHMICTh JAHOTO CIIOCTEPEIKEHHS HEBiZOMa.
OnHovacHe 3aCTOCYBaHHs HE MaJlo BIUIMBY Ha iMyHHI Biamorixi 1o HiMeHpukcy abo 0 aHTHTEHIB
npaBus 4u gudrepii, sKi BXoaaTs o ckaamy Tdap.

Slxmo Bakiuay Himenpukc® Heo6XimHO 3aCTOCOBYBAaTH OJHOYACHO 3 iHIIMMM BAaKIMHAMHE JUIS
1H’ €KIIH, BaKIMHHA CITiJ 3aBKAW BBOJWTH B Pi3HI MICIA IJIA 1H’ €KIIIH.

V nalienTiB, AKi OTPUMYIOTh IMyHOCYIIPECHBHE JIIKYBaHHS, MOXC HE BUHUKHYTH Hale)XHa iMyHHA
BIJITOBIAb.

®

Ocobnueocmi 3acmocy6anHs.

Himenpukc® 3a xomHuX 06CTaBHH He MOXHA BBOJUTH BHYTPIiIIHHOCYAMHHO, BHYTPIIIHEOIIKIPHO
91 MiJIKIPHO.

3rigHo 3 HaJIEXHOIO KIIHIYHO IIPAKTUKOIO, TIEepe]] BAKI[HHAIIEIO CJIi OLIHUTH aHaMHe3 (0CO0IHBO
Ha IIpeJMeT NOoNepeHbO] BaKI[MHAII] Ta BIPOTIAHOTO BUHUKHEHHS TOOIYHUX peakilifi) i mpoBecTH
KJIIHIYHWH OTTISA.

Heo6xinHo 3abe3meyuTH MOXJIMBICTH HAJAaHHS HANEKHO! MEAMYHOI JOIIOMOIM Ta MEIUYHOrO
HariiaQy IpH BHMHUKHEHHI aHa(iaKTUYHHX peakuiid, SIKi y PpIAKICHUX BHIAOKaX MOXYTh
PO3BHHYTHCS TIiCHS BBEICHHS BaKIIMHH.

[HTEpKYPEHTHI 3aXBOPIOBAHHS

3acTocyBaHHs BakIMHHM HiMmeHpukc® NOBHHHO OYTH BiAkiafeHe Yy 0cCi0, 10 CTpaXAawTh Bif
FOCTPHX 3aXBOPIOBaHb, IO CYNPOBOKYIOTHCS MiABHIIEHOIO TeMrmeparyporo. OgHak, HasBHICTH
NETKUX HE3HAYHUX IpOsBIB iHQEKUIHHUX 3aXBOPIOBAHb, TAKUX SAK 3aCTyla, HE € IMiJCTABOIO I
BIZIKITaaHHs BaKIMHAIII].

Cunkone

CuHKoIle (HEIPUTOMHICTH) MOXKE BUHUKHYTH IIiJT Yac a00 HaBiTh IIepe]| MPOBEACHHAM BaKIIMHAILI,
0c00JIMBO y HIATITKIB, SIK ICUXOreHHA Peakilis Ha iH’€KIif0 ronkoro. Lle Moxke CynmpoBOIKYBaTUC
IIEBHUMHU HEBPOJIOTIYHUMHM CHUMIITOMaMH, TAKMMH SK THMYacOBE TTOPYIIEHHS 30pY, TapecTe3is Ta
TOHIKO-KJIOHIYHI PYXH KiHIIIBOK HiJ{ YaC BUXOAY 3 LbOT0 CTaHy. BaKIHBO 3a0€3MEYUTH YMOBH A
YHUKHEHHS TPaBMyBaHHS BHACIIIJIOK BTPATH CBIIOMOCTI.

TpoMboumToIEenis Ta NOPYIIEHHS 3rOPTAHHS KPORI

Himenpukc® cnig 3acTOCOBYBaTH 3 06EPEXKHICTIO y MAII€HTIB 3 TPOMOOIUTOIEHIE0 460 6y Ib-IKIM
MOPYLICHHSM 3rOPTaHHS KPOBi, OCKUIBKH NMPU BHYTPILTHEOM S30BOMY BBEACHHI y TAaKUX IAIi€HTIB
MOJX€ BUHMKHYTH KPOBOTEYA.

Imynoedinmr

Moxe ouikyBaTHCh, IO Y HAaIi€HTIB, SIKi OTPUMYIOTh IMYHOCYIPECHBHE JiKyBaHHS, abo y
TMaIi€HTIB 3 IMyHOIeDIIIUTOM MOXKe He BUHUKHYTH Halle)XHa IMyHHa peaKiis.

®
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Ocobu 31 cnankoBUMH JAedillITaMH CHCTEMH KOMILIeMeHTY (Hampukian aedinuramu C5 aG6o C3
KOMIIOHEHTIB) Ta 0COOH, SIKUM 3aCTOCOBYIOTH NMpEmapaTH, IO IHriOYIOTh TepMiHATBHY aKTHBAILII0
KOMIIJIEMEHTY (HanpuKiIaj eKylizyMad) MaloTh MiABUIECHUH PU3KMK IHBA3MBHOT'O MEHIHTOKOKOBOTO
3aXBOpIOBaHHA cripuunnenoro Neisseria meningitidis ceporpyn A, C, W-135 Tta Y, HaBiTh 3a
YMOBH yTBOPEHHS! aHTHUTIN Mic/s BakuuHAamii npenaparom Himenpuxc®.

3aXMCT BiJl MEHIHTOKOKOBOT'O 3aXBOPIOBAHHS

Himenpukc® 3abesnedye 3axuct numie Bin Neisseria meningitidis ceporpyn A, C, W-135 Tta Y.
Bakuuna He 3a6e3nedye 3axucr BiJ iHMX ceporpyn Neisseria meningitidis.

3axucHa iIMyHHa BiJITIOBIIb MOXKE PO3BHBATHCH HE Y BCIX IIPOBAKIIMHOBAHUX 0Ci0.

Bnnue nonepeonvoi saxyunayii npocmoro nonicaxapuonoio MeHinz0KoKo800 6aKYUHOIO

VY cy0’€eKTiB, K1 IPOXOJUIH ONIEPEAHIO BAKIIMHAIIIO IIPOCTOO MOTICaXapUAHOI0 MEHIHTOKOKOBOIO
BAaKIMHOW 1 MpoTaroMm 30-42 MicailiB mWicHd UObOr0 TNPOWUINUIH BAKIMHAINI IperapaToM
Himenpukc®, criocTepiranvcss HUK4i cepe/THi TeoMeTpudHi 3Hauen s THTpis (GMT) 3a pesyibTaTaMu
0aKTepUUMIHOTO aHANI3y CHPOBAaTKHU KPOBI 3 BUKOPHUCTAHHAM KPOJSYoro komiutemenry (rSBA),
HDK y Cy0’€KTiB, SKi HE MPOXOJUIM BaKIUHALIIO KOJAHOK MEHIHTOKOKOBOI BaKI[MHOIO MIPOTATOM
octanHix 10 pokie (auB. po3nin «PapmakoanHaMikay). KiriHiuHa 3HAYYNiCTE Pe3yNLTATIB LBOTO
CIIOCTEPEXKEHHs HeBiioMa.

Bnnue nonepeonvoi eaxyunayii anmuminom 0o npasyeso2o aHamoKcumy

Besneunicts Ta iMyHoreHHicTh ipenapaty Himenpukc® owninroBanmcsa B yMoBax MocligoBHoro a6o
OZIHOYACHOTO BBEAEHHA 3 BaKUMHOIO, IO MICTUTh IHUQTEpiHHMII Ta NPaBUEBHH aHATOKCHHH,
aleIONAPHANM KallIIOK, iHakTWBOBaHI momioBipycH (1, 2 Ta 3), mOBepXHEBUH AHTHUTEH Bipycy
rematuTy B 1 momipuGosnnpuboszodochar Haemophilus influenzae Tumny b, KOH’IOrOBaHWA 3
npaBuesuM aHatokcuHoM (DTaP-HBV-IPV/Hib), ma mpyromy poui >kuttsa. Y pasi BBeIeHHs
npenapary Himenpukc® uepes micaup micis sakinuaun DTaP-HBV-IPV/Hib 3nauenns GMT rSBA
npotH ceporpyn A, C ta W-135 Oynu HIX4I y TOPIBHAHHI 3 OAHOYACHUM BBEICHHSIM BaKUUH (IUB.
po3ain «B3aemonis 3 IHDIMMH JKapchbKMMH 3acobaMu Ta iHII BugM B3aemoniii»). Kiiniuxa
3HAYYIICTh PE3YyIbTATIB LILOTO CIHOCTEPEKEHHS HEBIOMA.

Imynna 6ionosios y Hemosnam gikom 6i0 6 oo 12 micayis

3acTocyBaHHs OJHI€l AO3M Ipenapary y Biui 6 MicsiauiB Gy7I0 MOB’SI3aHO 3 HIKYUMH 3HAYCHHAMH
TUTPiB Ha ceporpynu W-135 ta Y 3a pesynbraTraMu GakTepULMAHOTO aHA3y CHPOBATKH KpOBi 3
BUKOPHCTaHHAM KoMIIeMeHTy moauHu (hSBA) y nmopiBHSHHI 13 3aCTOCYBaHHSM TPBHOX 103 Y Billi
2, 4 ta 6 micauis (quB. po3ain «®apmakonuHamikay). KiiHiuda 3HAUymIicTh UHOTO CIIOCTEPEXKEHHS
HeBiioMa. SIKIIO A7 HEMOBISATH BiKOM BiJ 6 10 12 MicsIiB 04iKy€eThCS TIEBHUH PU3UK iHBA3SUBHOTO
MEHIHTOKOKOBOTO 3aXBOPIOBaHHA 3a ydacTi ceporpyn W-135 Ta/aGo Y, MoXHa pO3IIISHYTH
JOUINBHICT BBEAEHHS APYToi IIepBUHHOT 031 npenapaTy Himenpuxc® wepes 2 Micawi.

Imynui 6ionoeidi y oimeti gixom 12—14 micayie

Jlitn BikoM 12-14 micsauiB Manu ananoridsi THTpu rSBA Ha ceporpymu A, C, W-135 ta Y uepes
Micspb micas ojuiei mosu npenapary Himenpukc® abo yepes Micsaip Micns ABOX 103 Ipenapary
Himenpuxkc® 3 inTepsanoM asa Micsi.

3acrocyBaHHs OfHi€l 103K OyNno MOB’SA3aHO 3 HIDKYAMH 3HAYSHHSIMH THTPIB Ha ceporpymu W-135
Ta Y 3a pesynpraraMu hSBA y mopiBHSAHHI 13 3aCTOCYBaHHAM JABOX 03 3 IHTEPBAIOM JBA MICAIIi.
Amnarroriusi BiinoBiAi Ha rpynu A Ta C crnocrepiranucs micis oauiel abo IBOX 103 (AUB. PO3ZILT
«®apmakoavHaMikay). KiliHiuHa 3HAYyIIiCTH IIUX pe3yNbTATiB HeBigoMa. SIKIIO AIS TUTHHH
OYiKY€ThCS NEBHUI PU3VMK iHBa3WBHOI'O MEHIHTOKOKOBOTO 3aXBOPIOBAHHS 3a y4acTi ceporpyr W-
135 Ta/abo Y, MOXHA pO3IIAHYTH JONUIBHICTL BBEAEHHSA APYroi Ao3u mpenapary Himenmpuxc®
gepes 2 micani. Indopmaiiito mpo 3HWKEHHS PiBHA aHTHTIN 10 rpymu A a6o rpymu C micis meprrol
nosu npenapary Himenpukc® y aiteil Bikom 12-23 micami auB. y migposaini «CTifikicTs THTpIB
OaKTepHMIUAHMX aHTHUTII Y CHPOBATIII KPOBI».

CrifikicTh THTPIB DAKTEPUIUIHHX AHTUTLI Y CHPORATIL KPOBI

ITpn mnposenenni ananizy hSBA micis BBeIeHHA mpemapary CIIOCTepirald 3HIKCHHSA THTPIB
OakTEepUIIMAHUX aHTUTIN Y CHPOBATI KpOBi A0 ceporpymu A (nuB. po3ain «DapMakoguHaMiKay).
KriHiyHa 3HaYymIicTe ILOTO CIIOCTEpeXXeHHS HeBimoMa. OJHAK, AKINO IS 0COGH OYiKYETHCA
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HEBHUI pU3MK iHPIKyBaHHA Ceporpymow A, i akmo ocoba oTpuMmana no3y mnpenapary Himerpukc®

6iIpLIe HK ONU3BKO POKY TOMY, MOKHA PO3TAAHYTH JOIIJILHICTh BBElEHHS OycTepHOl 1031.

Host ceporpyn A, C, W-135 ta Y crnocrepiranocs 3HM)XEHHS TUTPIB aHTUTIN i3 yacoM. KiiHiuHa
3HAYYIIICTh NBOTO CIIOCTEPEXXEHH HeBigoMa. JlomimpHICTh GYCTEPHOT TO3M MOXKHA PO3TIIAHYTH JUIS
oci0, AKi MPOHIUIN BaKIIMHALIK Y PAHHBOMY JUTIYOMY BIIll, 1 I SKUX 3JIUIITHBCS BUCOKHIH PHU3HK
PO3BUTKY MEHIHTOKOKOBOT'O 3aXBOPIOBAaHHs, BUKIIUKaHOTO ceporpynamu A, C, W-135 abo Y (nus.
po3zuin «dapMakoIUHAMIKAY).
Brmme npenapaty Himenpuke
Xoua micns BakuwHaiii npenaparoM HiMmeHpuxc
aHTUTIN o npaeueBoro anarokcuny (TT), mpemapar HimMenpukc
TIpaBLs.

Beenenns npenapaty Himenpukc® ognoyacHo abo 3a Micsilb 10 BaKIMHU, 110 MiCTUThL NPaBIeBUil
AaHATOKCHH, Ha APYTOMY POl XWITA He IOTIpIIye BiJAMOBi/Ib Ha TpaBIeBUI aHATOKCHH 1 HE Mae
3HA4YHOTO BIUIMBY Ha Oe3neuHicTs. JlaHi i ocib iHIOro BiKy BifICYTHI.

Heit nikapcekuii 3acib MicTUTh MeHIIe 1 MMoJb (23 Mr)/mo3y HaTpito, TOOTO MPAKTUYHO BIiNBEHUIMA
BiJ HATpIO.

® {a KOHLEHTPALT IPOTHIIPABLICEBUX AHTHTLII

3 CTIOCTepiranocs MiABUINEHHS KOHIIEHTpauil
® He 3aMiHfc iMyHi3allil0 TIPOTH

3acmocysanns y nepiod eazimuocmi abo 200ysanns zpyooro.

BariTHicT

HocrymHi oOMexeHI JAaHi [IOAO 3acTOCyBaHHS BakIUHM HiMeHpUKC™ BariTHUM O>KiHKaM.
Hocnimkenns Bakuuan HiveHpukc® Ha TBapMHAX He CBifuaTh Npo MpAMUM YK HEHOPIMHIL
UIKiJUTMBUI BIUIMB Ha BariTHICTB, eMOpiodeTalbHUI pPO3BUTOK, IMOJIOTH ab0 MOCTHATAIbHHUI
PO3BHUTOK.

Himenpuxc® citijl 3aCTOCOBYBATH y Mepiofl BariTHOCTI JIMIIE 33 HAABHOCTI YiTKOI IOTpe6H Ta AKIIO
OYiKyBaHa KOPHUCTE TIEPERUIIYE ITOTCHIIIHI PU3HKH JUTS TITOAY.

®

"oy BaHHs IPYULO

Herigomo, un ekckpeTyerhes Bakuuaa HiMenpukc® y rpy/iHe MONOKO JTOMHA,

Himenpukc® ¢ 3acTOCOBYBATH Y XKiHOK, SKi TOAYIOTH IPYIUIIO, JIUIIE AKIIO O4iKyBaHA KOPHMCTh
NEPEBUILLYE TOTEHIIIMHHI pU3UKH.

DepTiibHICTL
JocnikeHHs Ha TBapHHaX HE CBiYaTh PO MPAMHME YW HENPSAMHUM INKIIIUBUH BIUIUB Ha
hepTHALHICTS.

30ammuicme eénnugamu Ha wieuUOKicmb peakyii npu KepySaHHi AGMOMPAHCHOPMOM abo IHUUMU
MeXAHIIMAMU.
HocnimpkeHHs BniauBY BakumHH HiMeHpHUKC® Ha 3MaTHICTHh KepyBaTH aBTOTPAHCIOPTOM abo
IHIIMMH MeEXaHi3MaMH He TnpoBoxwnuca. OnHak JAeski MoOiYHI peakuii (3a3HaveHi y posaimi
«Ilo6iyni peaxiii») MOXYTh BIUIMHYTH Ha 3JaTHICTb KEPyBaTH aBTOTPAHCIOPTOM abo I1HIIMMH
MeXaHi3MaMH.

®

Cnocib 3acmocysanns ma 003u.

Ilepeunna imynizayis

Hemoginstam BikoM Bifl 6 TYDKHIB 10 6 MIiCSIIIB: CIIiJl BBOJUTH ABi 103 110 0,5 MJ 3 iHTEpBAIOM Y 2
MicsIIi.

JiTsaM BIKOM BiJl 6 MICAIIIB Ta JOPOCIMM: CIIiJ BBOOUTH OgHY 403y 0,5 M.

Jesxum ocobaM Moke OyTH IJOIUIBHHM BBEJICHHS JOMATKOBOI TMOYATKOBOI J0O3H IIperapary
Himenpukc® (qus. posztin «Oco6IMBOCTI 3aCTOCYBAHH).

Bycmepni 0ozu

Jani npo 10BrocTpoKoBy cTabiIbHICTE aHTHUTLN Iicis BakiuHanii Himenpukc® nocrynHi go 10
pokiB micns (AuB. po3ain «OcobmuBocTi 3acTocyBaHHM) Ta «PapMakoAHHAMIKAY).
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Ilicna 3aBepllleHHs Kypcy NEpPBUHHOI IMyHi3allii HEMOBIIATAM BIKOM BIZl 6 THXKHIB 70 12 MicAIiB,
OycTepHy [03y CHifi BBOOWTH y Billi 12 MICAUiB 3 AOTPUMAaHHAM IHTEpBANY y 2 MicALi Micis
ocTaHHBOI BakiuHali npenaparoM Himenpukc® (nuB. poszin «@apMakoguHaMika).

Ocobam BikOM Bix 12 MicAwiB, SIKI BXe TPOUIIH TIEPBUHHY BaKIIMHAIII0 KOH IOTOBaHOIO abo
IPOCTOIO MOJNICAXAPUTHOK MEHIHTOKOKOBOKO BaKIMHOM, mpenapaT HiMeHpukc® MoxHna BBOJAUTH Y

AKocTi 6ycTepHOi 03U (auB. po3ainu «OcobiIuBOCTI 3acToCcyBaHHM Ta «DapMaKkogHHAMIKaY).

Cnocib 3acTocysanis

ImMyHi3aniio il BUKOHYBATH JIUIIE IUISXOM BHYTPIIIHEOM A30B01 iH’ €KIIii.

Y HeMOBIAT peKOMEHJ0BAaHUM MiCIleM iH €Kil € mepeaHboNaTepanbHa JIIIHKA cTerHa. B ocib
cTapumie 1 poky peKOMEHAOBaHHWM MicLeM i1H €KIil € mepelHboJAaTEpanbHa AUISHKA CTerHa abo
IEenbTOBUIAHUI M’sa3 (auB. po3ainu «OcobiuBOCTI 3acTocyBaHHsA» Ta «B3aemomis 3 iHIIMMH
NKapChKUMH 3ac00aMH Ta iHII BUIH B3aEMOJI»).

IIpn nposenenni iMyHi3auii Ha TepuTopii Ykpainm cni kepyBaTHcs YMHHHMH HAKa3aMu
MO3 Ykpainu moao npoQiIakTHYHUX HIeTNJIeHb.

IncTpyknisi cTOCOBHO BUKOPHCTAHHA BAKIIUHU:

IHCTpyKILT 3 BiIHOBIEHHS BAKIIWHH 33 I0TIOMOI0I0 PO3UWHHMKA, 1110 TOCTABISIEThCS B aMITyJIax
Himenpukc® it BiTHOBUTH IIAXOM JOJAHHA BCHOTO BMICTY aMITyJTH 3 PO3YMHHHUKOM Y (IaKOH,
1[0 MIiCTHTh OPOMIOK. JUJIs IIbOTO BijuraMaiiTe BEpXiBKY aMITylH, HabepiTh PO3YMHHKK Y IUTPUIL TA
J0JIaliTe PO3YUHHUK [0 nmopomky. Cymim ciif nobpe 300BTyBaTH [0 THX Mip, TMOKH IOPOIIOK
TTOBHICTIO HE PO3YMHUTELCS B PO3YHHHHKY.

IncTpykiii 3 Bi/IHOBICHHS BAKIMHY 32 JIONOMOTOI0 PO3MHHHNKE, 1110 TOCTABISETHCA Y MONEPEIHEO
HaIlOBHEHMX IINTPHUIIAX

HiMenpukc® BiIHOBIIOIOTE IITAXOM JOJAHHA BCHOTO BMICTY TIOTIEpeIHLO HAOBHEHOTO IIITPHIIA 10
¢u1akoHa, IO MICTUTH ITOPOIIOK.

[Ilo6 nmpueaHaTH TONKY A0 INNPHULA, AWB. PUCYHOK HKx4e. CIif 3a3HAYMTH, 1O UINPHII, KUK
TIOCTABIAETHCA 3 BakimHO HiMenpukc®, Mojke JNIo BiApisHATHCA BiJ IITIpHIIA, 300pakeHOTO Ha
MAJIIOHKY (He MaTH pi3b0H). Y TakoMy BUNAIKy TOJIKY CIIiJl IPUKpIinUTH 6€3 3aKpydyBaHH.

Kognauok ronku

Tonka

Mnpun

Tlopwens nimpuua

Inninap mmpuna

Kosmawok mmnpuma

e TpumaliTe HUITIHAP IDIpPUIA OJHIEI0 PYKOW (HE CIi TPUMATH LINPHUI 33 I[OPIIEHB),
BIJKPYTITH KOBIIAYOK ILIIPHIA, 00EepTa0Y HOro MPOTH TOAUNHHHKOBOI CTPLIKH.
o 2. o6 npueaHaTH TONKY IO IINPHUIA, IOBEPTaiiTe TOJIKY 3a TOJANHHHKOBOIO CTPLIKOIO
JI0 THX Mip, TOKK HE BIAYy€Te, [0 ToNKa 3adikcoBaHa (IUB. pUCYHOK).
e 3HIMITH KOBNAYOK T'OJIKH; I IILOT'O MOXE MOTPeOyBaTHCS He3HAYHE 3YCHILIA.
e JlonaiiTe po34MHHHK J0 Nopoluky. ITicng mofaBaHHS PO3YMHHHKA 10 MOPOLIKY CYMIII CIi
Jobpe CTpyuIyBaTH 0 THX TP, ITOKH TIOPOIIOK TIOBHICTIO HE PO3YHHHUTHCSA B POZUHHHHUKY.
Iicns possedenns
BinHoBieHa BakIIMHA MIPEACTaBIsE OO0 IPo30opuil Ge36apBHIIL PO3UMH.
Ilepen BBEmEHHAM BIAHOBJIECHY BaKIMHY CJiJ Bi3yalibHO OTVISHYTH Ha HAasBHICTb OYyIb-SKHX
CTOPOHHIX JIOMIIIOK Ta/abo 3MiHy ¢I3UMYHMX BIAcTHBOCTEH. Y pasi IOABU TAaKWX BiIXHJICHD
BaKIKHY CILA YTUAI3yBaTH.
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ITicns BiHOBIICHHA BaKIMHY CIIiJl BiJIpa3y BUKOPUCTATH.

Xoya 1 He PEKOMEHIYETHCS 3aTPUMYBATHUCS 3 BBEICHHSAM BaKIWHH, CTAGUIBHICTH BaKIMHH
36epiraerbes OpoTAroM 8 rogus mpu temieparypi 30 °C micis po3BeeHHS.

Sxio BakuyHa He Oyia BUKOpHCTaHa MPOTATOM 8 TOIMH, BaKIIMHY BBOJAUTH HE MOXKHA.

J1s1 BBEICHHS BaKIIMHU BUKOPUCTOBYIOTH HOBY TOJIKY.

bynb-sxuii HEBUKOPHCTAaHWH NpenapaT Yd BiAXOMM CIIijfi YTWJI3YBaTH BiIIOBIAHO IO MiCLIEBUX
BUMOT.

Jimu. 3acCTOCOBYIOTH JITAM BIKOM Bif 6 THXHIB.

Ilepedosysanns.
Bunanku nepeno3yBaHHs HEBIJIOM.

I1o6iuni peaxyii.
IIpodine Gesiexn

Hageznena Hiwkye iHpopMaris momo 6esnednocti npenapary Himenpukc® ocHoBana na gaHux
3 HACTYTIHUX KIHIYHKUX JOCTIIKEHb:

(7) Y3aranpHeHui aHai3 JaHUX OTPUMAHUX Bix 9621 cy6’ekTa, SKMM 3aCTOCOBYBAIH OAHY H03Y
npenapary Himenpukc®. Cepen uux 6yno 3079 mirteit Bikom Bia 12 1o 23 micsmis, 909 miTeit
BIKOM Bif 2 10 5 poxkis, 990 miteit Bikom Big 6 mo 10 pokis, 2317 mimmitkis (8ix 11 mo
17 poxki) 1 2326 gopocnux (Bix 18 mo 55 pokis).

JaHi 3 JOCIiAXEHHS 3a YHacTi HEMOBJST BiKOM Bif 6 10 12 THXHIB HA 4ac BBCACHHA HEPIIOi JO3M
(mocaimxenns MenACWY-TT-083), 1052 cy6’exTi oTpUMany NpUHAKMHI OXHY A03Y B paMKax
049aTKOBOI cepii 3 2 a6o 3 fo3 npenapary Himenpukc®, i 1008 cy6’exTiB oTpuMany 6ycTepHy 103y
y Billi Ipu6OIHM3HO 12 MicsmiB.

HaHi 3 6e3neku OylIn TakoX OIIHEHI B OKPEMOMY NOCIHIIDKEHHI, Y AKOMY OJIHY J103y IpENapary
Himenpukc® Beogumm 274 oco6aM BiKoM Bijt 56 pokis.

Micyeei ma 3azanvui nobivni peaxyii

VY rpynax cy6’ekTiB BikoM 6—12 TixHiB 1 12—-14 micanmiB, sxi oTpumanu 2 103U Tpenapary
Himenpuxc®, 3 inTeppamoM 2 Micsrli, BBeAeHHA Iepmoi i APyroi mo3 Oylo NOB’si3aHO 3
aHaJIOTIYHOIO MiCIIEBOIO Ta CHCTEMHOIO PEaKTOTCHHICTIO.

IIpodine MicueBnx i 3aransHUX mOGiUHMX peakiuifi 6ycreproi mosm mpemapary Himenpukc® y
cy6’exTiB BikoM Bix 12 Micsuis mo 30 pokiB, micls MEepPBHHHOI BaKUMHAUIl IpernapaToM
Himenpuxc®, a6o iHmuMHE KOH’IOrOBaHHMH a60 MPOCTHUMHU TOJiCaXapUIHUMH MEHIHMOKOKOBHMI
BakIMHAMK OyB aHAIOTIYHUM NpodiNio MICHEeBUX 1 3aralbHUX MOOIYHMX peakiii, SKHH
ClOCTepiraBcs TiCAs NEPBUHHOI BakuuHamii Tpenapatom Himenpukc®, 3a  BHKIIOYEHHSM
CHMIITOMIB IIIYHKOBO-KHIIKOBOTO TPakKTy (BKIIOYAIO4YM Jiapero, OMIOBaHHA 1 HYOOTY), SKi
BHHHKAJIM JIy)K€ 9acTo cepeJl Cy0’€KTIB BIKOM Bif[ 6 pOKiB.

Iepenik mobiMuux peaxkuiil v surng tabauii
3apeecTpoBaHi NO6IYHI peakiii BKa3aHO 32 HaBENCHUMH HI)KYE KaTETOPisIMH B 3aJIEKHOCTI Bif
YacTOTH BUHHKHEHHS.

Hyxe gacti: (= 1/10)

Yacri: (Bim = 1/100 mo < 1/10)
Heuacri: (Big = 1/1000 mo < 1/100)
ITooaunoki:  (Bim=>1/10 000 mo < 1/1000)
PigkicHi: (< 1/10 000)

YacroTa HCBi}lOMa (HCMO)KJ'II/IBO BCTAHOBUTH, BUXOJAYH 3 HAABHUX IIaHI/IX)

VY Tabnuui 15 HaBeneHi No6i4HI peakuii, 3apeecTpoBaHi B X0/(i AOCIIHKEHb HA Y6’ €KTax BiKOM Bij
6 THXHIB 10 55 pokiB 1 WA Yac MOCTpeECTPaliiHOr0 3aCTOCYBaHHA Tpenapaty. ITo6iuni peakuii,
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3apeecTpoBaHl y cy0O’€KTIB BIKOM > 55 pokiB, OyNH aHaNOriuHi peakIisM, fKi cllocTepiraamucs
y JOPOCIIHMX MOJIOJIIOTO BIKY.
Tabnume 15. 3sejiena Tabnuus No6iYHMX peakIliii 3a CHCTEMHO-OPTAHHUM KIIACOM

Kiac cucrem opranis | Yacrora [1o6iuani peakmii
3 Goky KpoBi Ta Yacrora Jlimpanenonarisn
MiMpaTHIHOI CHCTEMU HeBimoma*** -
IMopymenns metabonizmy ta | Jlyxke gacri 3HIKCHHS allCTUTY
Xap4yyBaHHS
3 GOKy MCHXIKH Jlyxe yacri HpatiBnuBicTh
Hewuacri bezconus
IInay
3 60Ky HEpBOBOI CHCTEMHU Hyxe gacti CoHIHUBICT
I"onoBBMii 61716
Hewacri Imecresis
3anaMopoYeHHS
PinkicHi ®ebpunbHi CyoMu
3 60Ky LITYHKOBO- Yacri Hiapes
KHILIKOBOTO TPAKTy BrnroBanus
Hynota*
3 6oky mkipy Ta migmkipaoi | Hedacti CaepOix
TKaHUHU Kponus'saka
Bucunanus**
3 60Ky OIIOpHO-PYXOBOTO HeuacTi Mianris
amaparty Ta CIOIyYHOT Bins y kinmiBkax
TKaHUHH
3aranpHi po3nanu Ta peakuii | dyxe gacti IlinBuImenHs TeMuepaTypu
B MiClIli BBEJICHHS Habpsxu B micii iH’ exiiii
Bine y micmi 10’ ekuil
ITouepBoHIHHSA B MicCIIi iH’ €KIi{
________ BromnioBaHicTh
Yacri I'emaToma B Miclu iH’eKIii*
Heuacri Ilorane camomnouyTTs
ViineHEeHHS B MicIli iH’ €Kil
CBepbix y Micui iH’ €Kil
Kap y micui i1’ ekl
BrpaTa 4yTIHBOCTI B MicIli iH’ €KItii
Yacrota 3HayHa HaOPSKIICTh KiHOIBOK Y MicCIIi
HeBioma*** iH’€X1ii, YacTo MOB’ A3aHa 3 EPUTEMOIO, IO
1HOJII OXOIITIOE CYCiIHI cyTrno6u, abo
HaOpAKITICTD yciel KIHIIBKH, B AKY Oyi10
BHUKOHAHO 1H’€KIIiI0

Hynota i remaToma B MicIli iH’€KITiT BAHUKAIN Y HEMOBJIAT 3 4acToTol0 «HedacTon.

** BrucunaHHs BHHUKAJIO Y HEMOBJIAT 3 4acTOTOI0 «JacToy.

*4% [TobiuHa peakiis, BUABIEHA Y IOCT-MapKETHHIOBHUX JOCIiIMKEHHSIX.
3BiTYBaHH 1Tpo moOIYHI peakiii.
3BiTYBaHHS PO NOOIYHI peakIii McIs peecTpauii TKapchKoro 3aco0y Ma€e Ba>KITMBE 3HAYEHHS.
Ile mae 3Mory nNpoBOAUTH Oe3NEPEPBHUH MOHITOPUHT CITIBBIXHOLICHHS MiXK KOPHCTIO i pH3HKaMH,
IIOB’I3aHUMH 13 33CTOCYBAaHHAM LBOTO JiKapchKoro 3aco0y. JlikapsaM ciif 3BITYBaTH PO OYAb-AKi
TMiJ03pIoBaHi MoGIYHI peakiii BIAMOBIIHO JO BUMOT 3aKOHOJIaBCTBA.

Hecymicnicmo.

BpaxoByroun BiICYyTHOCTI JOCHIJKEHb CYMICHOCTI, 11e#i JIKapCbKui 3acié He CIiij 3MilryBaTH 3

[HIIMMH JTiKapCHKUMU 3ac00aMHu.
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Tepmin npuoamuocmi.

Bakuuna - 4 poxu.

PozunnHuK - 5 pokiB.

Iicna gionosnenns

Ilicna BiAHOBIEHHA BaKUWHY CIiJ BiApa3dy BHUKOpPHCTAaTH. Xo4Ya 1 HE pPEKOMEHIYEThCS
3aTPUMYBATHCS 3 BBEJCHHAM BaKLIWHH, CTa0iNIbHICTh BaKIIHHH 30epIiraeThecsl IPOTAToM § TOAUH TIPH
temneparypi 30 °C micns po3BefeHHs. SIKIIO BakIiMHA He OyJia BUKOPHCTAaHA MPOTArOM 8 TOAHH,
BaKI[UHY BBOJUTH HE MOXHA.

Ymosu 306epiranus.

36epirati npu Temnepatypi Big 2 go 8 °C. 3axumatH Bix cBiTna. 36epiraTH B HEJOCTYIIHOMY IS
miteit micii. He 3aMopoxxyBaTh.

Ilicns BIAHOBIEGHHS BaKIUHY CIiJ Biapasy BUKoOpHcTaTH. SIKiIo BakuuHa He Oyla BUKOPHCTaHA
BiJlpa3y, YMOBHU 30epiraHHs BiIHOBIICHOT BAaKIIUHH AMB. B po3Aiai «TepMiH NpraaTHOCTI».
Po3unnHEK MoXHa 36epiraTi mpu KiMHaTHIH Temneparypi (25 °C).

SIxmio BakiuHa a060 pO3YUHHMK OYIIH 3aMOPOIKEHI, IX CITIT YTHII3YBaTH.

YnakoBka.

Ilo 1 ¢nakony 3 mopomkoMm (1 nm03a) B KOMIIeKTi 3 po3duHHHKOM (0,5 Mj) y MONEpPEaHBO
HAallOBHEHOMY INNPHIN Ta JBOMa IOJIKaMH 3aMaKOBYIOTh y OIcTep Ta BKIAJAIOThL Y KapTOHHY
KOpOOKY pa3oM 3 IHCTPYKIII€I0 AJIS MEAHYHOTO 3aCTOCYBaHHS.

ITo 1 ¢nakony 3 nopomkoMm (1 mo3a) B koMmmiaekti 3 pozuuHHHKOM (0,5 M) y IOHNEPEAHBO
HAIlOBHEHOMY INNPHIN 0€3 roNKM 3amakoByloTh y OiicTep; 10 OiicTepiB BKIANAIOTh Y KAPTOHHY
KOpOOKY pa3oM 3 IHCTPYKITIEIO IS MEIUIHOTO 3aCTOCYBaHHS.

Kareropis Binmycky.
3a peuenTom.

Bupo6uuk.
Tdaitzep Menrodexuypunr bensris HB / Pfizer Manufacturing Belgium NV,

Micue3Haxo/skeHHsI BUPOOHUKA Ta aJpeca Micus MpoOBaIXKeHHA Horo NisIbHOCTI.
Petikceer 12, Ilyypc-CinT-Amanac, 2870, Bemsris / Rijksweg 12, Puurs-Sint-Amands, 2870,
Belgium.

JaTa ocTaHHLOTO MeperJisaay.

TekcT y3romxeHo
16.02.2023 p.
Puxenkona O. O.
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