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Bix 15.08.2018 Ne 1501
PeecTpaniiine mocBigueHHs
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Haka3 MinicTepcTBa 0XOpOHHU
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IHCTPYKIISA
JJISI MEAUYHOT0 32CTOCYBAHHSA JiKapPChKOro 3aco0y
Himenpuxc®Nimenrix®

Cknao:

[Ticns BigHOBIICHHS 01HA 1032 (0,5 MJT) MICTUTB:

Mitoui peuosunu:

Homicaxapuz Neisseria meningitidis ceporpymu A’ 5 MKT
Iomicaxapun Neisseria meningitidis ceporpymm C* 5 MKT
Homicaxapuz Neisseria meningitidis ceporpym W-135* 5 MKT
Iomicaxapu Neisseria meningitidis ceporpyrm Y* 5 MKT

! kon’1oroBaHuit 3 GiTKOM-HOCIEM MPABIEBOrO AHATOKCUHY — 44 MKT.
Jlonomioxxcni peuosunu. caxaposa, TPOMETaMOJI.
Po3uunnuk: HaTPiO XJIOPUI, BOJA IS 1H €KIIIH.

Jlikapcbka ¢opma. [Topomiok Ta pO3UMHHMK [T PO3YHHY IS 1H €KL,
OcHosHhi ¢hizuxo-ximiuni énacmusocmi. 0is1a Maca ab0 TTOPOIIOK; TICTs BIIHOBJIECHHS PO3YMHHUKOM:
npo3opa Ta 6e30apBHa piuHAa.

@apmakoTepaneBTHYHA rpyna. AHTHOakTepiajdbHI BakUMHH. BakiuHa 11 npoginakTuku
MeHiHrokokoBoi iHdekiii. Kom ATX: JO7AHO08.

Imynonociuni i 6ionoziuni enacmueocmi.

Dapmaxoounamixa.

MexaHi3Mm Jii

AHTUKAICYJIbHI MEHIHTOKOKOBI aHTHUTIJIa 3aXWIAIOTh BiJi MEHIHTOKOKOBHX 3aXBOPIOBaHb 3a
PaxyHOK KOMIIJIEMEHT-OIOCEPEIKOBAHOT OAKTEPHUITUAHOT aKTUBHOCTI. 3a pe3yIbTaTaMt KUIbKICHOTO
BU3HAYCHHS 3 BUKOPUCTAHHSAM KpOJSIUOro KoMIUIeMeHTy (rSBA) abo KOMIUIEMEHTY JIOIMHU
(hSBA) noBemeHO, IO Mpermapar BHUKIWKAE BHUPOOJICHHS OAKTEPUIUAHUX AaHTUTIT MPOTH
KancysipHUX moiicaxapuni Neisseria meningitidis rpyn A, C, W-135Ta Y.

IMYHOTEHHICTb Y HEMOBJIST

VY xniniyaomy pociimkeHHi MenACWY-TT-083 nepiry no3y BBoauIu y Bimi Bif 6 10 12 THXHIB,
Ipyry — depe3 2 Micsili, a TpeTio (OycTepHy) A03y BBOIWIM Y Billl NpHOIHU3HO 12 MiCSINB.
Bakuuny DTaP-HBV-IPV/Hib Ta 10-BaeHTHy HHEBMOKOKOBY BaKIIMHY BBOAMJIHM OJHOYACHO.
IIpenapar Hivenpukc® Bukamkas tutpu SBA Ta hSBA npoTH 40THPHOX MEHIHTOKOKOBHX IPYI, SIK
HaBeZeHo B Tabmwimi 1. Bignosime mpotu rpynu C Oyna He cinalInow 3a BilMOBiAb, SKY
BUKJIMKaIOTH JiinieH3oBaHi BakiuuHM MenC-CRM ta MenC-TT, BpaxoByroud BiJICOTOK 3 THTPaMH
rSBA > 8§ uepe3 1 micsip micist Apyroi J03H.

JlaH1 IbOTO TOCIIIKEHHS MATBEPKYIOTh EKCTPAIOJISIIIII0 TAaHUX TTPO IMyHOT€HHICTh Ta J03YBaHHS
JUTSL HEMOBJIAT BIKOM Bix 12 THXHIB 10 6 MiCSAILB.




Tabmuus 1. Tutpu rSBA ta hSBA micns nBox o3 npenapary Himenpukc® (Bakunau MenC-
CRM a6o MenC-TT) 3 iHTEpBaJIOM y 2 MICSAIIl 3 MEPIIO0 103010, SIKY BBOJSATH HEMOBJISITAM
BikoM 6-12 THKHIB 1 TiCisl BBEeIEHHsS OYCTEpHOI J03u y Bimi 12 MicsAiB (IOCHTIIKEHHS

MenACWY-TT-083)

Menin MomerT | spax hSBA**
roKoKo [ I'pyma qacy
Ba BaKLIMHUA N >8 GMT N >8 GMT
rpyma (95 % JI)  |(95 % JII) (95 % JII)  [(95 % 1IN
Micms |, [074% h03 02765 % 157
n03u 20 (95,4; 98,6) (182; 227) (93,0; 98,6) ((131; 188)
. ® .
A Himerpuice 161“;2: i be P96 % 1561 b4 P95 % 1007 (836;
;[Z:WﬁS 98,4: 99,9) (1412; 1725)( " |97,4; 100) [1214)
Micns |, 18,7 % 612 15786 % 1308
nozu 20 97,2; 99,5) {(540; 693) (96,0; 99,7) (1052; 1627)
. ® -
Himenpukc gl‘c’zg o g3 P98 % 1177 o1 99,5 % 4992
HZW(S 98,8; 100) |(1059: 1308)(“*|97,5: 100) (4086; 6100)
Micns |, [09.6% 058 02 [100 % 3188
Baxuiia nozu 20 98,4; 99,9) (850; 1079) (98,2; 100) ((2646; 3841)
C MenC-CRM g“c’z: = ilugPB4% o1 6 [100 % 5438
HZW(S 96,8; 99,4) (920; 1202) (98,3; 100) [(4412; 6702)
Micts |, [100% 1188 o [100 % D626
N o) 99,2: 100) (1080; 1307)~° [(98,4; 100) (2219: 3109)
MenC-TT 161“;:: o 100 9% 1960 1o [L00 % 5542
I[ZBH(})’ 99,2: 100) ((1776; 2163)[ " [(98,3; 100) (4765: 6446)
Mions |, [09.1% 1605 17 [100 % 753
no3u 20 97,8; 99,8) (1383; 1862)( ' [(98,3; 100) |(644; 882)
. ® .
W |Himenpukc 161“;2: il P98%  p777 1100 % 5123
I[ZBH(})’ 98,8; 100) ((2485; 3104)[ " [(98,3; 100) (4504: 5826)
Micms |, [082% 483 14 P77 % 328
no3u 20 96,6; 99,2) [419; 558) (94,6; 99,2) (276; 390)
. ® .
Y Himenpuie 161“;2: i lign P94 % 831 17 [L00 % D054
I[ZBH(})’ 99,1; 99,9) [(787; 986) (98,3: 100) {(2498; 3493)

AHaJti3 IMyHOTE€HHOCTI TIPOBOIMIIM Ha MIEPBUHHIN KOTOPTI «BIAMOBIAHO 10 mpoTokoy» (ATP).
* Anais i3 rSBA npoBoauiu B mabopatopisx Ciayx0u rpomaacekoro 310pos’s Auriii (PHE)
y BenukoOpuraHii.
** Anani3 13 hSBA npoBoawmm B maboparopisix kommnanii GSK.

() 3pasku xposi Gpamy yepes 21-48 nHIB MmicTa BAKIMHALLII.

VY nocnimxenni MenACWY-TT-087 nemoBinsitam 3acTOCOBYBasid a00 OJIHY MEPBUHHY J103Y Y Billi 6
MICSIIB 3 MOJANBIIOK OycTepHOIO 103010 y Bimi 15-18 wmicsmie (DTaP-IPV/Hib ta 10-BamentHy
ITHEBMOKOKOBY KOH IOTOBaHYy BakI[MHY 3aCTOCOBYBAJIM OJTHOYACHO IIiJ] 4ac 000X BaKIIMHAIIii), abo
TPH TEPBHHHI 103U Y Billl 2, 4 Ta 6 MicAiiB 3 OycTepHOIO 103010 Y Bitli 15-18 micsmis. OxnHa 103a,
BBEJICHA y Bili 6 MicsMiB, BUKJIUKana CTiiiki TUTpH F'SBA 10 4OTHPHhOX MEHIHTOKOKOBUX TpyTI,
OIliHEHI 3a BIJICOTKOM CYyO’e€kTiB 3 TUTpamu rSBA > 8 uyepe3 MicAlb, sAKi Oyiau CIIBCTABHUMH 3
BIJIMOBIASIMY TMiCIIsi BBEJIEHHS OCTAHHBOI JO3U 13 cepii TpbOX MEpBUHHUX 103. bycrepHa no3a



BUKIIMKANa CTiMKi BIAMOBiMI A0 BCIX YOTUPHOX MEHIHTOKOKOBUX CEpOTpYI, CIIBCTaBHI B 000X
rpymax 1o J103yBaHHIO. Pe3ynbpTaTn HaBeeH1 B TaOmwHIli 2.

Ta6mums 2. Tutpu rSBA Ta hSBA micns ogniei n1o3u npemnapaty HiMmeHpukc® y HEMOBIAT y Billl
6 MicswiB 1 mepen Ta micas OycrepHoi mo3u y Bimi 15-18 micsamiB (mocmimxernass MenACWY-TT-

087)
Menin rSBA* hSBA**
ToKoK | MowmeHT
oBa | wacy NE: GMT NE: GMT
rpyma (95 % JI) | (95 % J1) (95% 1) | (95 % I
Micas iosn| (o | 98,8 % 1333 s | 983% 271
10 (95,6;99,9) | (1035; 1716) (90,9; 100) |  (206; 355)
: geepelfm 3 | BLT% 125 | 862% | 208(1435;
A [pycrep (74: 87,9) (84.,4; 186) (54: 77) 32,2)
03010
. ?T“e:”zo.l. 139 | 99.3% 2762 g3 | 100% 1416 (1140;
ﬁompm (96,1; 100) | (2310: 3303) (95,7; 100) 1758)
Micas osn| (o | 99,4 % 592 66 | 100% 523
10 (96,6; 100) |  (482; 726) (94,6;100) | (382;717)
E geepelfow 131 | 656% 27,4 g | 962% 151
C YHOSI(’)}O (56,9;73,7) |  (20,6; 36,6) (89,2;99,2) |  (109; 210)
Ticna 13 360
) 99,3 % 2525 100 %
oycrepnoi | 139 " . 92 i (10 953;
oo O (96,1; 100) | (2102;: 3033) (96,1; 100) 16 206)
Micas iosn| (o | 93,9 % 1256 4| 87.2% 137
1@ (89; 97) (917; 1720) (74,3; 95,2) | (78,4; 238)
E geepelfow a1 | 7719% 63,3 c3 | 100% 429
w [Pyerep (69,8; 84,6) |  (45,6; 87,9) (93,3;100) | (328; 559)
03010
; Micrs | 159 | 100% 3145 sg | 100% 9016
if;ipg)" (97,4; 100) | (2637; 3750) (93,9; 100) | (7045; 11 537)
[Ticist mo3u 163 98,8 % 1470 52 92,3 % 195
10 (95,6;99,9) | (1187;: 1821) (81,5;97,9) | (118; 323)
: geepelfow 3 | 885% 106 o | 984% 389
y [Pyerep (81,8;93,4) | (76,4; 148,1) (91,2; 100) | (292; 518)
03010
. 13“:“ il 139 100 % 2749 s | 100% 5978
Z[ozn% (97,4:100) | (2301: 3283) (94,8: 100) | (4747; 7528)

AHaJti3 IMyHOTE€HHOCTI TIPOBOWIH Ha NepBUHHIN KoropTi ATP.
* Anani3 i3 rfSBA npoBoaunu B naboparopisx 'PHE y BenukobpuTtanii

** Ananiz 13 hSBA npoBonunu B kommanii Heomen, Kanama
@ BiJI01p KPOBI IPOBOIUIIN Yepe3 MICSIlh MICIIs BaKIIMHALIIT

BumiproBanus tutpiB hSBA Oyno BTOPHHHOIO KiHIIEBOIO TOUKOIO B AociipkeHHI MenACWY-TT-
087. Xoua 1 cnocrtepiranucs cmiBcTaBHI BiamoBimi go ceporpyn A ta C mpu 000X cxemax
BaKIIMHAIi{, BBEJICHHS OJHiI€1 MEPBUHHOI 03U y BIlli 6 MiCSIiB OyJO MOB’S3aHO 3 HUKYUMHU
sHayeHHsMu TUTpiB hSBA 1o ceporpym W-135 Ta Y, omiHeHHMH 3a BiJICOTKOM CyO0’€KTiB 3

3



tutpamu hSBA > 8 [87,2% (95% J1I: 74,3, 95.2) ta 92,3% (95% Al: 81,5, 97,9), BianosigHo] y
MOPIBHSHHI 13 3aCTOCYBaHHAM TPHOX 103 y Bimi 2, 4 ta 6 micsamis [100% (95% JII: 96,6, 100) ta
100% (95% JI: 97,1, 100), BimnosigHo]| (muB. po3ain «OcobmuBocTi 3acTocyBaHHs»). Ilicns
BBeJICHHs OycTepHOi q03u TUTpH hSBA 10 BCiX YOTHPHOX MEHIHTOKOKOBHX I'PYIT OyJIM CITIBCTaBHI B
000X cxemax J03yBaHHs. Pe3ynbpraTtu HaBeeHI B TaOuIIi 2.

IMYHOTEHHICTh Y MaJIOKIB BikoM 12—23 Micsiti

VYV xminiyaux gociimxeHHAXx MenACWY-TT-039 ta MenACWY-TT-040 oxna nmosa mpemapary
Himenpnkc® Buximkana TaTpu SBA 10 4OTHPHOX MEHIHTOKOKOBHX TpyIl, 3 THUTpamu rSBA mo
rpymu C, siki Oynu TMOpPIBHSHI 3 TUTpaMu, sIKI BUKJIHMKae JineH3oBaHa BakiuHa MenC-CRM, 3a
BiJIcOTKOM cy0’ekTiB 3 TuTpamu rSBA >8. V¥V nocmimxenni MenACWY-TT-039 hSBA Ttakox
BUMIpPIOBAJIU SIK BTOPUHHY KiHLIEBY TOUKY. Pe3ynbraT HaBeieHi B Tabnuui 3.

Tabmuus 3. Tutpu SBA* micis BBeaeHHs ofHiel 1o3u mpenapary Himenpukc® (a6o MenC-CRM)
y mitedd y Bimi 12-23 micsimi (mocmipkenns MenACWY-TT-039/040)

JHocnimxenas MenACWY-TT-0390) Hocnimxenas MenACWY-
Mewninro Tpyna TT-040%)
KOKOBA rSBA* hSBA* rSBA*
pyna [P [T e Temr | 2 [SMT] TTog  oMT
(95 % JTT) | (95 % JIT) e (95 % JIT) | (95 % JII)
0079 2205 77.2% | 19,0 984% |3170
A Himenpukc® |354 (gé 4: 100) (2008; 338 |(724; |(16,4; |183 [(95,3; (2577;
" 2422) 816) |221) 99,7) 3899)
98,5 % | 196 97,3% |829
Himenpuxc® | 354 ?§é74%100) g;_ 52|30 |G06: |75 |183 937, | (672
c o ’ 99,5) |219) 99,1) 1021)
97,5 % 81,9 % (40,3 98,2 %
e 121|929 ?11%20 255|116 (0375 | @95 [114 | (938 (659211 018)
99,5) ’ 884) (55,1) 99,8) ’
100 % 2682 87,5 % [48,9 98,4 % 4022
W-135  |Himenpukc® |354 (99.0; 100) (2453; 336 ((835; |(41,2; |186 |(95,4; (3269;
o 2932) 90,8) [58,0) 99,7) 4949)
100 % 2729 79,3% (30,9 97,3 % 3168
Y HiMerHKc® 354 (99.0: 100) (2473; 329 |(74,5; |(25,8; |185 |(93,8; (2522;
s 3013) 836) (37,1) 99,1) 3979)

AHati3 IMyHOT€HHOCTI IpoBOAMIN Ha KoropTtax ATP.

@) 3pasku xposi Gpamy yepes 4256 AHIB MmiciIA BAKIMHALLII.
) 3pasku kpoBi Gpany yepes 30-42 mHi micis BaKIMHALL].
* Anainiz SBA nmpoBoaniu B nadoparopisx kommnanii GSK.

VY nocmimkenni Men ACWY-TT-104 npenapar HiMerHKc® IicJIA BBEAEHHS ONHIET a00 IBOX 103 3

iHTepBaJIOM 2 MICAIll BUKIUKAaB TUTPH ISBA mpoTH BCIX YOTHPHOX MEHIHTOKOKOBHX TIpYII,
aHaJIOTIYHl 3a BIACOTKOM cyO’ekTiB 13 THTpoM TSBA >8 1 3nHauennsm GMT, sk HaBemeHO B
Tabaumi 4.




Tabmuns 4. Tutpu rSBA Ta hSBA micns ogniel abo nBox 103 npenapary HimeHpukc® i3 mepiioro
JI03010, SIKY BBOAMJIH JTIM y Bimi 12—14 micsmiB (mocaimkernas MenACWY-TT-104)

rSBA* hSBA**
MeHIHTroKO I'pyna nosn Mowment >8 GMT
KoBa rpyna | Lbo apaty gacy N =8 GMT N (95% | (95 %
Himenpukc® (95 % 1) (95 % JI) 1) )
) 1437 959% | 118
0, f
1 nosa ters 180 ?97 4844’99 g |18 |78 @6 | @S
03U Y ) 1847) 99,2) 161)
) 1275 97,0 % 133
0, ’
A teni | 155 |908% @70,  |es | (@5 |8l
03U 1 (92,8, 99,0) 1675) 99,6) 180)
2 nosn iomn 05.0%% 1176 970% | 170
150 . (922; 66 (89,5, | (126;
034 2 (94,3; 99,6) 1501) 99,6) 230)
- 98,7% | 152
ITicist 95,0 % 452 o )
1 nosa om1 |10 [ @07077) | @4a6;502) | | Tl | S0y
c Micts | ., |955% 369 2 (98%%% (111%?
, nosu 1 (91,0;98,2) | (281; 485) %.1) |236)
031 :
Micns | o0 | 98,7 % 639 6o | oag | @ore
n03H 2 (95,3;99,8) | (522; 783) 100) | 2404)
) 2120 625% | 27,5
0, ) )
1 n03a Micna | 1gq | 95,0 % (1601; |72 | (03 | (s
mos3u 1 (90y8) 97,7) 2808) 73,6) 46,8)
, 2030 689% | 26,2
0, ’ ’
W-135 Micna | 45g | 94,9 % (1511; 61 | (557; | (16,0;
mo3u 1 (90,3, 97,8) 2728) 80,1) 43,0)
0% Ticns 100 % 3533 L% | 157
150 ) (2914; 70 (90,1; | (550;
034 2 (97,6, 100) 4283) 99,7) 1041)
. 952 67,6% | 41,2
0, ’ ’
1 n03a Micas | 405 | 928 % (705; 71 |55 | (237
no3u 1 (88,0; 96,1) 1285) 78,2) | 715)
. 933 643% | 31,9
0, ’ ’
Y Miens | 457 93,6 % (692; 56 | (504; | (17.6;
) 03U 1 (88,6, 96,9) 1258) 76,6) 57’9)
o Iicns 99,3 % 1134 9,3% | °©13
150 A (944; 64 (86,9; | (339;
1030 2 (96,3; 100) 1360) 99,0) | 775)

Amnati3 iMyHOT€HHOCTI IpoBoAMIIN Ha Koropti ATP.

(1) 3pasku kposi 6pany uepes 21-48 nuiB micas BaKIMHALIL.

* Amnanis 13 rSBA npoBoaunu B naboparopisix PHE.

** Anani3 13 hSBA npoBoawmm B maboparopisx kommnanii GSK.
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VY nocmimxenni MenACWY-TT-104 tutpu hSBA BuMipioBaJid B SKOCTI BTOPHMHHOI KIHIEBOi
touku. Ilpenapar Himenpukc® Bukmukas tutpu hSBA mporu rpyn W-135 Ta Y, ski B pasi
BBEJICHHS JBOX 103 Oy BHUIII 3a BiICOTKaMu cyO’ekTiB i3 TuTpoM hSBA > 8 y mopiBHsHHI 3
onHi€0 103010 (AuB. po3ain «OcobmauBocTi 3acTtocyBaHHA»). [Ipemapar HimeHpukc® BHKIMKaB
tutpu hSBA nipotu rpyn A ta C, siki B pa3i BBEJIEHHS JIBOX /103 OyJIM CXO01 3a BIICOTKOM Cy0’€KTIB
13 TuTpoM hSBA > 8 y nopiBHSHHI 3 OJHI€I0 103010. Pe3ynpratu HaBeAeHi B Tabuuili 4.




Tutpu rSBA Tta hSBA BuszHawamu mnpotsrom 10 pokiB y mdiTeH, sIKi NPOMIUIA TOYATKOBY
BaKIMHAIIIO OJHI€I0 103010 mpenapary Himenpukc® a6o MenC-CRM vy Bimi 12-23 micsiiB y
pamkax nocmimkeHHss MenACWY-TT-027. Criiikicts THTpiB SBA omiHIOBaIN y ABOX PO3IIMPEHHUX
nocmimkeHHsax: MenACWY-TT-032 (mo 5 pokiB) ta MenACWY-TT-100 (mo 10 pokiB). VY
nociipkeHHi MenACWY-TT-100 Takox OIliHIOBaIH BIJMOBIIb HAa OHY OYCTEpHY /103y IIpernapary

Himenpukc®,

Ky BBOAWJIM UYCPE3

10 pokiB micast TMOYAaTKOBOT

BaKLMHALIT

npenapaToM

Himenpukc® a6o MenC-CRM. Pesynbpratn HaBemeni B Tabmuii 5 (muB. po3ain «OcoOIMBOCTI
3aCTOCYBaHHS).

Ta6mums 5. Tutpu rSBA Ta hSBA micns ogniei go3u npenapaty Himenpukc® (a6o MenC-CRM) y
miteit y Binti 12-23 wicsii, cridikicts 10 10 pokiB, Ta micist OycTepHOi 103U, SKY BBOJIWIH Yepe3
10 pokiB miciast moYaTKoBOI BakiuHarii (gocmimkenas MenACWY-TT-027/032/100)

Mentinro Mononr | [SBA* hSBA**
xokoga |\ PY™@ wacy >3 GMT >8 GMT
BaKIIMHU N N
rpyma
(95 % JTT) | (95 % JII) (95% 7T | (95 % II)
. 122]100 % 3707 21 [91.2 % 59.0
Micsis 10 . . ) .
2 [(98,4;100) |(3327;4129) |7 |(86,7:94,6) |(49,3: 70,6)
64.4 % 351 44 (523 % 8.8
Pix 4@ 45
(48,8; 78,1) |(19,4; 63.4) (36,7: 67,5) |(54: 14,2)
735 % 374 35.6 % 5.2
Pix 5@ 49 45
A — (58,9; 85,1) |(22,1; 63,2) (21,9:51,2) |(3.4:7.8)
Pirc 10 66.1 % 28.9 25 4 % 42
y 0 y y 0 '
(HMepen 17 59
Gyctepuoio| | (53,0: 77,7) | (16,4: 51,0) (15,0: 38,4) |(3,0; 5,9)
TI03010)
(e 1 195 404 5122 100 % 1534
Oyereproi 162 g1 3. 100y | (3726: 7043) |92 |(94.2: 100) |(1112: 2117
om0 (01,3 100) | (3726; 7043) | | (9421 100) |(1112; 21147)
. [22[100% 879 22 [99.1 % 190
Micsip 10 _ ] i )
0 |(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)
776 % 489 91.7 % 216
Pix 5@ 49 48
c — (63,4 88,2) |(28,5; 84,0) (80,0; 97,7) |(124: 379)
Pirc 10 82.3 % 128 91.7 % 349
y 0 s 0
(HMepen 167 60
Sycteproio| | (70,5: 90,8) | (71,1; 231) (81,6;97,2) |(197: 619)
TI03010)
(Mics 1 1160 04 7164 100 % 33 960
Oyereproi 621 g4 5. 100) |(5478; 9368) |°° |(93,9: 100) (23 890,
no3u)Cd o ' ™ 48 274)




98,5 % 415 72,1 % 21,2
. (1) ) ) )
Micas 1168 | 95 1. 100) |(207:580) |%® |(59,9: 82.3) |(13,9: 32.3)
80,0 % 137 70,0 % 91,9
Pik 4@ 10 10
(44.4; 97,5) |(22,6; 832) (34,8; 93,3) |(9,8; 859)
63,6 % 26,5 90,9 % 109
Pik 5@ 11 11
Bakuuna (30,8; 89,1) |(6,5; 107) (58,7; 99,8) |(21,2; 557)
MenC-CRM Pix 10®
(Tlepex 87,5 % 86.7 93,3 % 117
16 _ 15
Gycteproto |~ | (61,7; 98,4) |(29,0; 259) (68,1: 99,8) |(40,0; 344)
JI03010)
(Miens ) 1400 04 5793 100 % 42559
Oyereproi |16 26 4. 100) |(3631: 9242) |*° |(78,2: 100) |20 106;
no3u)Cd T ’ T 90 086)
. 1221100 % 5395 17 79,7 % 38,8
Micsis 13 . . ) .
2 |(98,4; 100) |(4870:5976) |7 [(73,0;85,3) |(29,7; 50,6)
60,0 % 50,8 84,4 % 76,9
Pik 4@ 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
W35 | Hivenprcc (21,7; 49,6) |(9,3; 35,3) (68,6; 92,2) |(35,1; 101)
Pik 10® . .
(Mepex |, 30,6 % 15,8 o 44,2 % 7.7
Gyctepuoto |~ |(19,6; 43,7) |(9,1; 27,6) (30,5: 58,7) |(4,9; 12,2)
JI03010)
(Iticnn 100 % 25 911 100 % 11 925
OycrepHoi |62 (94.2: 100) (19 120; 62 (94.2: 100) (8716;
no3u)Cd " 35115) T 16 316)
. 1221100 % 2824 20 66,7 % 24,4
Micsis 10 . . ) .
2 ((98,4;100) |(2529:3153) [1 [(59,7; 73,1) |(18,6; 32,1)
62,2 % 44,9 87,8 % 74,6
Pix 4@ 45 41
(46,5: 76,2) |(22,6; 89,3) (73,8: 95,9) |(44,5; 125)
42,9 % 20,6 80,0 % 70,6
Pik 5@ 49 45
v T (28,8; 57,8) |(10,9; 39,2) (65,4: 90,4) |(38,7; 129)
Pic 10 45,2 % 27,4 42,9 % 9,1
y 0 y y 0 '
(Hepex 67 56
Gyctepuoto |~ |(32,5; 58,3) |(14,7: 51,0) (29,7: 56,8) |(5,5; 15,1)
JI03010)
(Miems | g 405 | 7061 100 % 12154
oycrepnoi |62 (91,3 100) (5263; 61 (94.1: 100) (9661;
no3u)Cd T 11 150) T 15 291)

AHaii3 IMyHOT€HHOCTI mpoBoAwim Ha Koroprax ATP mporsrom 1 micsisg Ta 5 pokiB micis
BakuuHaiii Ta Ha KoropTi ATP OycrtepHoi no3u. CyG’e€KTH 3 HEIOCTaTHHOIO BIATIOBIAIIO Ha
MEHIHroKokoBy Tpyny C (Bu3HaueHa sk TUTp SBA Hmkde 3a3gayierip BCTAHOBJICHOI TPaHUYHOL
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MEXI BU3HAYEHHs) MOBHHHI OyJMM OTpUMAaTH J0AATKOBY 103y BakmuHu MenC 1o 6 poky. Lli
cy0’exTr OyM BUKIIIOUEHI 3 aHATI3y Ha 4-My 1 5-My poKax, ajie BKJIIO4YeHi B aHaii3 Ha 10-My pori.
@ Hocnimkenas MenACWY-TT-027.

@ Tocnimxenas MenACWY-TT-032.

©) Hocnimxenas MenACWY-TT-100.

“) Bin6ip kpoBi npoBoauiu yepe3 1 Micsib micis BBeJeHHs OycTepHOi 103U Ha 10-my porri.

* Ananiz i3 rSBA mnpoBomumnu B maboparopisx GSK uepe3 1 micsamp micns B3SATTS 3pasKiB
MEepBUHHOI BakInHalii Ta B madoparopisx PHE y BenukoOpuTanii 1y1st HaCTYITHIX MOMEHTIB Yacy 3
B1100pY 3pa3KiB.

** Anami3 13 hSBA npoBoaunu B naboparopisx kommnanii GSK Ta Neomed, Kanana, a5is MoMeHTIB
yacy B nociimkerai MenACWY-TT 100.

Cmitikicmb 8i0n08ioi bycmepHoi 003u

VY nocnimxenai MenACWY-TT-102 ouintoBanu criiikicts TUTpiB SBA 10 6 pokiB micis OycTepHOi
no3u mpenapary Himenpukc® ab6o MenC-CRMig7, siki BBOAMIM B paMKaxX IOCIIKCHHS
MenACWY-TT-048 nitsM, siKi CIOYaTKy OTPUMYBAJIM Ty caMmy BakLUMHY Y Bimi 12-23 micsuiB y
nociipkenHi MenACWY-TT-039. Onny OycTepHy 103y BBOAWIN Yepe3 4 POKH MICHsl MOYaTKOBOT
BaknuHaiii. PesynpTatn HaBeneHi B Ta0nwuii 6 (1uB. po3aina «OcoOIMBOCTI 3aCTOCYBAHHS ).

Tabmuus 6. Tutpu rSBA Ta hSBA micns oxnniei no3u npenapary Himenpukc® (a6o MenC-CRM) y
mited y Bimi 12-23 micsil, CTIMKICTh 10 4 pOKIB Ta BIAMOBiAb Micis OycTepHOI 103U 4epe3 4 poku
MicAs TOYAaTKOBOI BaKIMHALII Ta CTIMKICTE 10 6 pokiB micist OycTepHOI J03M BaKIMHALIIi
(mocmimkernast MenACWY-TT-039/048/102)

Meninr Ipvia rISBA* hSBA**
okokos | Y MomeHT uacy >8 GMT >8 GMT
BaKIIUHHU N N
a rpyma (95 % A1) |(95 % J) (95 % A1) |(95 % JI)
77,2 %
. 99,7 % 2205 33 ! 19,0
(1) ' . Il
Micaue 1721354 | 9g 4: 100) | (2008; 2422) |8 glzé‘;' (16,4; 22,1)
Pix 42 28,9 %
(Iepen 74,5 % (22,5;
112 18 4,8
OyCTEepHOIO 212 |(68,1; _ 35,9) .
som 80.2) (80,3: 156) |7 (3,9; 5,9)
A Himenpu g}ﬁ?;pnm@)
Kc® - 214 100 % 7173 20 [99,5% 1343
;[Zm)g@ (98,3; 100) | (6389; 8054) |2 [(97,3; 100) |(1119; 1612)
1 1 0, 0,
e |17 (@3 22 (B e (B2
no3u® 94,3) ’ 62,0) =
1 1 0, 0,
gypcOTI;;BHI;CM 134 ?826157'%) 297 13 ?fé\r)s-ﬁ) 14,4
1030 96.4) (214; 413) 0 67.0) (10,5; 19,7)
98,5 %
) 99,7 % 478 34 ! 196
1) ' .
Micsue 171354 | 98,4 100) | (437; 522) |1 g%ﬁé‘;’ (175; 219)
Pix 42
1 0, 0,
C Himenpu | (ITepen 39,9 .A) 121 20 73,0 .A) 31,2
KC® OyCTEepHOIO 213 |(33,3; 9.6: 15.2) 0 (66,3; (23.0: 42,2)
JI03010 46,8) T 79,0) T
Himerpukc®)
(ITicns 215 100 % 4512 20 {100 % 15831
6ycTepHOT (98,3; 100) | (3936; 5172) |9 |(98,3; 100) | (13 626;




no3u)@?) 18 394)
5 pokiB micis 80,3 % 0
Oyerepuoi 137 1 (72,6; 6fé01- 90,5 ég 936’30'@100 323671- 435
I[O3I/I(4) 86,6) ( It ] 1] ) ( 1V ) ( ] )
6 pokiB micis 71,6 % 97,7 %
: ’ 39,6 13 30 259
OycTepHOi 134 |(63,2; . (93,4; )
103u® 79.1) (28,6:54.6) 0 |gq 5y (195; 345)
97,5 % 81,9 %
. ’ 212 11 [ 40,3
Micsis 14 121 [(92,9; _ (73,7; ~
%0.5) (170;265) |6 |gg (29,5; 55,1)
Pik 4@
(Iepen 37,2 % 48,4 %
143 , 11,9
OyCTepHOIO 43 |(23,0; (7.7: 26 5) 31 {(30,2; (5.1: 27,6)
no3oro MenC- 53,3) e 66,9) e
Baxnuna | CRMig7)
('\:"F‘;rl\‘/f (611;‘;2"110.1. 43 |100% |3718 33 |100 % 8646
Hgm)g,s) (91,8; 100) | (2596; 5326) (89,4; 100) | (5887; 12 699)
5 pokiB micis 78,3 % 0
Oycreproi 123 (56,3, 4175330- 118) |2 155? 2@100 214319- 420
H03H(4) 92’5) ( 1 ) ( 16 ) ( ’ )
6 pokiB micis 65,2 % 95,7 %
’ 33,0 ’ 169
6ycTepHoi 23 |(42,7; o 23 |(78,1; ,
0
Miom 10 |354 [100%  |2682 33 ?gé‘r’S,/" 48,9
H (99,0; 100)  (2453; 2932) |6 |g o (41,2; 58,0)
Pix 4@
(Iepen 48,8 % 81,6 %
Gycrepuoio |13 | (41,9: ?201’29_ is) 5 (747, ?%35. 639)
J03010 55’7) s ) 87,3) 19y )
Hiverpi Himenpukc®)
W-135 | ¢ (Ticns 1000 | 10950 19 1100 9% 14411
OycrepHOi 215 (98.3: 100) (9531; 2 |(98,1: 100) (12972
no3u)®® i 12 579) i 16 010)
5 poKiB micis 88,3 % 0
OycrepHol 137 |(81,7; 184 . 131100 @ 321 :
a7 93.9) (130;261) |6 [(97,3; 100) | (276; 388)
6 poKiB Mmicis 85,8 % 98,5 %
OycrepHOi 134 |(78,7; (117128 251) é3 (94,7, ?21545 388)
no3u® 91,2) ’ 99,8) ’
79,3 %
. 100%  |2729 32| 30,9
€] . )
Micsm 1 354 1(99.0: 100) | (2473: 3013) |9 5(37345' (25,8; 37,1)
Pik 4@
(Iepen 58,2 % 65,9 %
Y Himenpu | Gycteproio 213 |(51,3: ?277’36_ 504 %2 (56,8: ?20622- 150)
KCc® 03010 64,9) 10, Y, 74.2) 25 49,
Himenpukc®)
gh"“" |5 [100% 4585 17 |100% 6776
Hgg;;ggf (98,3; 100) | (4129; 5093) |3 |(97,9; 100) | (5961; 7701)
5 pokis micns  |137 |92,7% | 265 13 [97,8%  [399




OycrepHoi (87,0; (191; 368) 7 [(93,7; (321; 495)
no3u® 96,4) 99,5)
6 pokiB micis 94 % 97,7 %

260 13 ’ 316
OycTepHOi 134 |(88,6; _ (93,5; :
1030 97.4) (189; 359) 1 99.5) (253; 394)

AHati3 IMyHOT€HHOCTI TIpoBO MM Ha KOTOpTi ATP 171 KO’)KHOrO MOMEHTY Hacy.
(1) Hocnimxenus MenACWY-TT-039.
(2) Hocmimxenuss MenACWY-TT-048.
(3) Binbip xpoBi mpoBoauaH yepe3 1 Micsip micis BBEJCHHS OyCcTepHOI 1031 Ha 4-My pOIIi.
(4) Hocmimxenuass MenACWY-TT-102.
* Amnai3s 13 rSBA npoBoaumiu B naboparopisix GSK uepes 1 Micsip micis B3ATTS 3pa3KiB
MepBUHHOI BakiuHallii ta B 1abopatopisx PHE y BenukoOputanii 1yis1 HACTYITHUX MOMEHTIB Yacy 3
BiZI0OpY 3pa3KiB.
** Anani3 13 hSBA npoBoammm B maboparopisx kommnanii GSK ta Neomed, Kanazga, 11 MoMeHTIB
yacy B gociimkenHi MenACWY-TT-102.

IMmyHOTeHHIicTh y niTel Bikom 2—10 pokiB

YV nmocmimxerai MenACWY-TT-081 Oyno mnpomaeMOHCTpOBaHO, IO OAHA J03a Tpermapary
Himenpuxc® € He MeHII eeKTUBHOIO, HiX iHIIA JileH30Bana BaknuHa MenC-CRM, 3 Touku 30py
Bignosiai Ha rpymy C [94,8 % (95 % JI: 91,4; 97,1) ta 95,7 % (95 % JII: 89,2; 98,8), BiamosiaHO].
3nauenns GMT Gyno Hmkue a1s rpynu npenapaty Himenpukc® [2795 (95 % [I: 2393; 3263)] B
nopiBHsHHI 3 BakiuHoro MenC-CRM [5292 (95 % JI: 3815; 7340)].

V nocnimxenni MenACWY-TT-038 onna nosa npemapary Himenpukc® BuABMIacs He MeHII
e(heKTUBHOIO MOPIBHSHO 3 JiIeH30BaHOI0 BakimHOI0O ACWY-PS 3 Toukm 30py peakiiii Ha 4oTHpH
MEHIHTOKOKOBI I'PYIIH, SIK HaBEJIEHO B Ta0JIHIIi 7.

Tabmuus 7. Turpu rSBA* micnst BBeneHHs oHi€el 10o3u npenapaty Himenpukc® (a6o ACWY-PS) y
niteit y Bimi 2—10 pokiB (mociimkenas MenACWY-TT-038)

. Himenpukc®Y Baxruaa ACWY-PS®
Meniroko VR GMT VR GMT
koarpyna | N1 g5 0/ 1y | (95 % 111) N (95 % JII) (95 % JII)
89.1 % 6343 64.6 % 2283
A 594 | (86,3:91,5) | (5998: 6708) | 1% | (57.4;713) | (2023: 2577)
96.1 % 4813 89.7 % 1317
C 091 | (94.4:97.4) | (4342:5335) | 2% | (85.1;033) | (1043: 1663)
11543
97,4 % _ 82,6 % 2158
W-135 691 | 95.9; 08,4) | (10873 236 | (772:872) | (1815: 2565)
12 255)
10825
92,7 % _ 68,8 % 2613
Y 723 1 (90,5; 94,5) (111042532:;' 240 | (6255:74.6) | (2237; 3052)

Amnaiti3 iMyHOTeHHOCTI ipoBouin Ha kKoropti ATP.

@ Bin6ip kpoBi nmpoBoauau yepe3 1 Micslb micisi BAaKIIMHAIIII.

VR — BiAMOBiIs HA BaKIIMHY, BU3HAYEHA SIK YaCTKA Cy0’ €KTIB 3 HACTYITHIUMH MTOKa3HUKAMHU:

e tutpu rSBA > 32 11 moyaTKoBO cepoHeTraTUBHUX CyO’e€kTiB (ToOTO THUTp I'SBA 1m0 BakmmHarii
<8);

e IoHaWMeHIe 4-KpaTHe 3pocTaHHs TUTPIiB rSBA micisi BakIMHAIIT MOPIBHSAHO 3 TUTPAMH MEPE]
BaKI[MHAIIEIO0 y TOYaTKOBO CEPONIO3UTHBHUX CY0’ €KTIB (TOOTO TUTP rSBA 10 BakiuHamii > 8).
* Anami3 13 rSBA npoBoaunu B nabopatopisx kommnanii GSK.
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Crilikicte THTpiB SBA oOmLiHIOBaNM y [iTeH, fKi NPOWIUIM MOYATKOBY BAKIMHALIID B pamKax
nocimipkeHHs MenACWY-TT-081, sk naBemeHo B Tabmumi 8 (muB. po3ain «OcoOIuBOCTI
3aCTOCYBAHHS»).

Tabmuns 8. Tutpu rSBA Ta hSBA 1o 44 MicsniB micns BBeaeHHs npenapary Himenpukc® (abo
MenC-CRM) y miteit y Bimi 2—10 pokiB Ha yac BakuuHarii (zociaimkerass MenACWY -

TT-088)
MeHninro T'pyna Mowment |[ISBA* hSBA**
KOKOBa yacy >8 GMT >8 GMT
BaKIMHU 2 . IN N
rpyma (micsii) (95 % A1) (95 % AI) (95 % M) (95 % A0
86,5 % 196 25,6 % 4,6
A Hivenprxc® 32 193 (80,9; 91,0) |(144; 267) 0 (16,9; 35,8) [(3,3; 6,3)
44 189 85,7 % 307 89 25,8 % 4,8
(79,9; 90,4) |(224; 423) (17,1; 36,2) |((3,4;6,7)
64,6 % 34,8 95,6 % 75,9
Hivenprxc® 32 192 (57,4; 71,3) |(26,0; 46,4) 0 (89,0; 98,8) [(53,4; 108)
44 189 37,0 % 14,5 82 76,8 % 36,4
C (30,1; 44,3) |(10,9; 19,2) (66,2; 85,4) ((23,1;57,2)
39 69 76,8 % 86,5 33 90,9 % 82,2
Bakuuna (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)
39 193 77,2 % 214 | 86 84,9 % 69,9 |
W-135  |Himenprxc® (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
Y — 32 193175 1. 86,6) |(165: 314) |°* |(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)

AHaii3 IMyHOT@HHOCTI NpoBoawin Ha kKoropTi ATP mus anamizy
KOKHOT'O MOMEHTY 4acy.

* Anami3 13 rSBA nipoBoaunu B naboparopisx PHE y Benuko6puranii.
** Anani3 i3 hSBA npoBonunu B naboparopisix kommnanii GSK.

Criiikicts TMTpiB hSBA ominroBanu vepe3 1 pik micns BakiuHanii y aiteit y Bini 6-10 pokis, ski

CTIHKOCTI, afalTOBaHill s

MIPOMIIIIIM TTOYATKOBY BAaKIMHAINIO B paMkax mociipkeHHs MenACWY-TT-027 (tabmuis 9) (nus.
po3aia «OcoOIUBOCTI 3aCTOCYBAHHS).

Tabmuus 9. Tutpu hSBA* micnsa oxniei no3u npenapary Himenpukc® (a6o ACWY-PS) y niteit y

Birli 6-10 pokiB Ta cCrTiiikicTh dYepe3 1 pik Tmicas BaKIMHAI|
MenACWY-TT-027/028)
1 Micsup micisa BakuHari1 CriiikicTh ipoTsiroM 1 poky
MeHiHro (mocmimkenass  MenACWY- | (mocmipkenas MenACWY-TT-
kokopa | L DY TT-027) 028)
rpyma | DOKHHHH N |28 GMT R EL GMT
(95 % A1) | (95 % A)) (95 % A1) | (95 % A))
. ® 80,0 % 53,4 16,3 % 3,5
R Hivenpue™ | 1051 21 1.7 9y (37.3:76.2) | 104 | (9.8;24.9) | (2.7: 4.4)
Baxkiuna 35 25,7 % 4,1 35 57% 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
C Hivenpuxe™ | 101 | 01594 4| (99,3; 244) | 10° | (89,2: 98.4) | (95.4: 176)

(mocmimKkeHHs
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Bakuuna ag | 395% 131 a1 | 323% 77

ACWY-PS (24,0; 56,6)| (5,4; 32,0) (16,7;51,4) | (3,5;17,3)
. 95,1 % 133 100 % 257
® )

W.135 Hivenpue™ | 103 | 09 5. 9g 4| (99.9: 178) | 103 | (96,5; 100) | (218; 302)
Bakuuna 5 | 343% |58 a1 | 129% 34
ACWY-PS (19,1; 52,2)| (3,3;9.,9) (3,6:29,8) | (2,0;5,8)

. 83,1 % 95,1 99,1 % 265
® 1 1 ]

v Hivenpuxe™ | 891 73790 9| (62.4: 145) | 100 | (04.9: 100) | (213; 330)
Bakmuna 32 43,8 % 12,5 36 33,3% 9,3
ACWY-PS (26,4; 62,3)| (5,6; 27,7) (18,6; 51,0) | (4,3;19,9)

Amnautiz iMmyHOTreHHOCTI ipoBouau Ha kKoropti ATP anst ananizy criiikocti uepes 1 pik.
Amnani3 13 hSBA He npoBoawm 115 AiTed y Bimi Big 2 10 < 6 pokiB (Ha 9ac BaKIIMHAIII).
* Anani3 13 hSBA npoBoaunu B nabopatopisix kommnanii GSK.

Tutpu SBA BuzHauanu npotsrom 10 pokiB y AiTel, SKi MPOWIIUIN MOYATKOBY BAKIIMHAIIIO OJHIEIO
no3ot0 mpenapaty Himenpukc® abo ACWY-PS y Bimi 2-10 pokiB y pamMkax HOCHIIKEHHS
MenACWY-TT-027. Criiikicte TuTpiB SBA OIiHIOBaNIM y JBOX PO3MIMPEHHUX IOCHIKCHHSX:
MenACWY-TT-032 (mo S5 pokiB) ta MenACWY-TT-100 (mo 10 pokiB). VY pochimkeHH]
MenACWY-TT-100 TakoXX OIiHIOBAIM BIANOBIAP Ha OAHY OYyCTepHY JA03y Ipenapary

Himenpukc®,

Ky BBOJWJIH 4Yepes

10 pokiB Ticas MOYATKOBOI

BaKIIMHAINT

npenapaToM

Himenpukc® a6o ACWY-PS. Pesynpratu HaBemeni B Tabmuii 10 (muB. posnin «OcobmuBocTi

3aCTOCYBaHHS).

Tabmuus 10. Tutpu rSBA ta hSBA micns ogniei no3u npenapary Himenpuke® (a6o ACWY-PS) y
nitei y Biti 2—10 pokiB, cTiikicTh 10 10 pokiB Ta micist OycTepHoi 103U, Ky BBOaUIN Yepe3 10 poki
micJis No4YaTkoBo1 BakimHali (mociimkernas MenACWY-TT-027/032/100)

Meinr [ rSBA* hSBA**
oxokoBa | DTN MowmeHT vacy >8 GMT >8 GMT
BaKIMHU N N
rpymna (95 % JI) | (95 % JII) (95 % JID) |(95 % JII)
0,
oy |22]100%  |7301 11¢ [8LL% 1570
Micsus 1 _ , 5) (72,5; :
5 |(98,4;100) |(6586; 8093) 87.) (40,3; 80,6)
. 90,8 % 141 u/n®
o) ' - -
PixcS %8 1833:957) [(98.2:203) |
41,1 %
. 79,6 % 107 ! 6,5
(3) 1 . 1
Himerpu| * X © %8 170.3:87,1) |(66,0: 174) | (3;068’ (4,8; 8,8)
KCc® 52,0)
Pik 10®) 33.9 %
(Tlepen 13 |89% 96,3 62 |(223: ° |45
6yCTepHOIO (79,5; 95,1) | (57,1; 163) i7.0) (3,3; 6,2)
A J103010) ’
(e 95,9 % 4626 100 % 1213
OycTepHOl 74 . _ 73 : :
AN (88,6; 99,2) [(3041; 7039) (95,1; 100) |(994; 1481)
25,7 %
. 100 % 2033 ! 4,1
(1) (5) - '
Micsm 1 7> | (95,2: 100) |(1667; 2480) |°° 51132’35)” (2,6; 6,5)
Bakmnuna 6 '
. 15,4 % 47 /1
- (2 J ' — —
el U Plassy |@ren )
Pik 6© 24 |122% 158 21 ?132136% oy
(2,7:32,4) |(3,5;9,6) 57.0) (3,0; 11,7)
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Pix 10

29,4 %

(Mepe 235% |80 _ 6.2
Sycreproio |~ |(6.8:49.9) |(33:19,3) |1 é160£’ (2,4:15.7)
J103010) '

(Iliemt 100 % 6414 100 % 211
OycrepHOi 17 ) ) 17 ) )
oA (80,5: 100) |(3879: 10 608) (80,5: 100) |(131; 340)
0,

Mo 100 |22 [100% 2435 107¢ 2?2'73_/" 155

5 |(98.4;100) |(2106;2816) |9 |gols (101; 237)

) 90,8 % 79,7 1/n®
2 ' ' — —
PicS %8 |833:957) |(56,0;113) |
93.8 %

. Pix 6@ og [827%  |193 o7 |@870; |%2T
Himenpn (73.7: 89.6) | (121; 308) 077 (261; 700)
Ke® I pik 100 018 %

(Iepex 14 (851 % 181 3 |@3 O_° 222
GyCTepHOIO (75,0: 92.3) | (106; 310) 069 (129; 380)
J103010) ’
(Tics ) ) 15 544
Oycrepuoi |74 (ls(a)é) 1/-0100) ?gszfg- 4869) | (ls(a)z? 9/-0100) (11735,
C 103u)e ) L ’ 9 20 588)
395 %
. 100%  |750 ' 13,1
o ©) . :
Micsup 155 174 | 95 1. 100) |(555; 1014)  |° é264£' (5,4: 32,0)
. 100 % 128 1/n
2 _— _—
PixcS 131(75.3: 100) |(56.4;291) |
. 792% 98,7 100%  |235
(3) ’ ’
Bazna) Pix 6 24 | 57.8:92.9) |(42.2:231)  |®* |(85.8; 100) | (122; 451)
ACWY-
PS Pix 10
, 0 , 0 )
(Mepe L, |765% |96, L |100% |91
GyCTepHOIO (50,1; 93,2) | (28,9; 320) (80,5: 100) |(35,8; 274)
J103010)
(Tics 941 44794
) 100 % 15 101
Sycreproi |17 _ | 17 |(713; (10 112;
oA (80,5: 100) |(7099: 32 122) 09,9 198 440)
0,
5 [(98,4; 100) : 5 i (101; 178)
13 004) 985
. 786%  |209 /i
2 ' — —
PicS 98| 69,1:86.2) |(128:340) |
815 %

. Pix 6@ gg |730% 1265 02 |21 |625

W35 Eclg)erI/I (63,6: 81,9) | (155; 454) 55,9 (42,0: 93.1)
Pix 10 61 %

(Tlepen 14 |689% 206 50 |(47 Z_ 17,5
OyCTepHOIO (57,1; 79,2) |(109; 392) 73 ’5)’ (10,5; 29,2)
J103010) '

gﬁgmi 74 |00 % ?;29;f4- 74 |100% 16965
oA (95.1;100) |57/ 2 (95.1: 100) |(5274: 9198)
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34.3 %
. 100 % 2186 ! 5.8
(1) (5) . J
Micaue 15175 | g5 5. 100y |(1723; 2774) |° 2129,5, (3.3, 9,9)
. 0% 4,0 u/n®
@ , - -
Pik 5 1310,0:247) |(4.0: 4,0) )
30.4 %
. 125%  |7.6 ' 7.0
Baxuuna| Pik 6 24 iy i 23 ((13,2; .
A (2,7:32,4) |(3,7: 15.6) 528 (2,9: 16,9)
PS Pix 10
(Mepex 235%  |154 267% |41
17 15
OyCTepHOI0 (6,8;49,9) |(4,2; 56,4) (7,8; 55,1) [(2,0;8,5)
J103010)
énﬁé" ol |941%  |10463 5 |100% |20
HZSH){;A) (71.,3: 99.9) | (3254: 33 646) (78.2: 100) | (101; 395)
83 %
. 22 1100 % 6641 93.7
(1) (5) . J
Mic 15157 | 98 4: 100) | (6044: 7297) 2% %35’ (62,1: 141)
. 78,6 % 143 u/n®
@ , - -
PicS %8 | 69,1:86.2) |(88.0;:233) |
65.2 %
0 )

. Pix 6@ gg |/14% 136 80 |mas  [403
Himenpi (61.4: 80,1) | (82,6; 225) (23.9: 68,1)
v 75.0)

Pix 10®) 72.3 %
Iepen 67,6 % 98,5 o 70 35,7

(Iep 74 65 (59,8
OyCTepHOI0 (55,7; 78,0) |(54,3; 179) 82 ’7)’ (21,0; 60,6)
J103010) '

(ITicns 0 0 11127
Oycrepuoi 74 ls(a) ) 1/-0100 755;358' 9720) |74 ls(a) ) 1/-0100 (8909;
D (95,1;100) |(5828; 9729) (95,1;100) | 13595

438 %
. 100 % 1410 ' 125
(1) (5) . J
Micsup 15175 | 95 5 100) | (1086: 1831) |2 (6226’3‘;’ (5.6: 27.7)
. 77 % 55 u/n®
(2) ' ' - -
Pk > B 102360 |@7:111)
. 208%  |116 25 % 73
@) : : :
e A P “lasa2) |@n87) |2 [(08467) |(27:198)
PS Pix 10¢) 357 %

(ITepen 17 17,6 % 10,2 14 (12 8 7.8
6ycTepHOI0 (3,8:43.4) |(3,5;30,2) s (2,5: 24.4)
J103010) ’

(Iicns 100 % 6959 100%  |454
OycTepHOl 17 ) ) 17 } _
oA (80.5: 100) |(3637; 13 317) (80.5: 100) | (215; 960)

Amnaiti3 iMyHOTeHHOCTI ipoBouiu Ha Koropti ATP aiist koskHoro MomenTty vacy. Cy0’ ekt 3
HEJIOCTaTHHOIO BIJMOBIIIO0 HA MEHIHTOKOKOBY Tpyny C (Bu3HaueHa sk TUTp SBA Hux4Ye
3a3/1aJ1eriib yCTaHOBJICHOI TPAHUYHOI MEXi BU3HAUYEHHS ) TOBHHHI OYJIM OTPUMATH JI0IaTKOBY 103y
BakimHu MenC 10 6-To poky. Li cy0’ ekt Oyiu BUKIIIOUEHI 3 aHAITI3y Ha 5-My pOIIi, ajie BKITIOYEeH1
B aHaji3 Ha 6-My Ta 10-My pokax.
D Nocnimkxenus MenACWY-TT-027.
0 Hocnimxenas MenACWY-TT-032.
® Tocnimkenns MenACWY-TT-100.
@ Bin6ip kposi mpoBoaMIH Yepes 1 Micsaup micns BBeeHHS 6ycTepHOi 1031 Ha 10-My porri.
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®) Brrouae mireit y Biti Big 6 1o < 11 pokiB. Anami3 i3 hSBA He mpoBoawu 1y1st TiTeH y Bimi
BiJ 2 10 < 6 poKiB (Ha yac BaKIMHAIIIT).
® Bigmosiguo 1o npotokoiy nociimkeHas MenACWY-TT-032, hSBA nHe BumiproBaiu Jyis
1i€1 BIKOBO1 TPy Ha 5-My POIIi.
* Anai3s 13 rSBA npoBoauiu B nadoparopisix GSK uepes 1 Micsip micis B3ATTS 3pa3KiB
MepBUHHOI BakiuHallii ta B 1abopatopisx PHE y BenukoOputanii 1yi1 HACTYyITHUX MOMEHTIB Yacy 3
BiZI0OpY 3pa3KiB.
** Anani3 13 hSBA npoBoamnmm B nadopatopisix komnanii GSK ta Neomed, Kanana, njist MoMeHTIB
yacy B nociimkerai MenACWY-TT-100.

IMYHOT'€HHICTb V MIUIITKIB BikoM 11-17 pokiB 1 Jopocaux BikoM > 18 pokiB

Y IBOX KIIHIYHUX JOCTIKEHHSX, SKi MPOBOMWIKCS 3a ydacTi miamiTkiB y Bimi 11-17 pokis
(mocmimxenass MenACWY-TT-036) 1 mopocnux y Bimi 18-55 pokiB (mocmimkenus MenACWY -
TT-035), cy6’exraM BBOAWIM abo oiHy a03y mpenapary Himenpukc®, abo oaHy 103y BakIMHU
ACWY-PS.

Bys10 nposeMoHcTpoBaHo, 1o npenapat HiMenpukc® iMyHONOTYHO € He MeHIT eeKTUBHUM, Hik
BakimHa ACWY-PS, 3 Touku 30py BiZIMOBI/II HA BaKI[UHY, SIK HaBeeHO B Tabmuii 11.

Ta6mums 11. Tutpu rSBA* micnsa ogniei no3u npenapaty Himenpukc® (a6o ACWY-PS) y
niamiTKiB y Bini 11-17 pokiB Ta qopocnux y Bini 18—-55 pokis (nocmimxenns MenACWY-TT-

035/036)

Hocnimxenus MenACWY-TT-036 ggg mipxenst MenACWY-TT-
Meninro (11-17 pokis)®
kokopa | [ pyma (18-55 poxis)™®
BaKI[MHU
rpyrma VR GMT . R GMT
95% 1) | (95 % AI) (95 % 1) | (95 % )
Hiverprt | | 854 9 5928 801% |02
Ke® 743 (3372;
3 1(82,1:88,2) | (5557;6324) (77,0; 82,9) 3897)’
A
e | 19 |775% 2947 ey | 698Y% 2127
PS 1 1(70,9;83,2) | (2612;3326) (63,8; 75,4) | (1209
2370)
ECICIéGHpI/I o | 97.4% 13110 e 8866
5 _ (11 939; , (8011;
) (95:8:985) | 14 305) (89.4:93.3) | ga1o)
%‘\fﬁ_a 21 | 96,7 % 8222 sag | 20 % 73l
PS 1 | (93,3;98,7) | (6807;9930) (88,3; 94,9) | (6297
8628)
Hivteripit | - | 96,4 9% 8247 0020% |36
Ke® 860 (4699:
9 | (94,6;97,7) | (7639;8903) (88,1; 92,1) !
W.135 5614)
i?:K\;[v@-a 21 | 875% 2633 s | 85 % 2461
PS 6 |(82,3;91,6) |(2299;3014) (80.9;89.4) | (2081:
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2911)
KH;ger " 65 | 938% (1;130;:8_ iy | BT0% 37711010
y 7 1(91,6; 95,5) " 069)’ (84,6;89.2) | g 4)’
i |51 | 185% 5066 g | 788Y% 4314
PS 9 | (72,5:838) | (4463: 5751) (73.6; 83,4) fé%

AHati3 IMyHOT€HHOCTI IpOBO MM Ha KoropTax ATP.

@ BinGip kpoBi mpoBoamau uepe3 1 MicsIllb Mics BAKIIUHAIII.

VR — BiznoBiib Ha BaKIIMHY, BA3BHAUEHA SIK YacTKa Cy0’€KTIB 13 TAKMMH TTOKA3HUKAMU

e Tutpu rSBA >32 nns mo4aTkoBO CEpOHETaTHBHHX CYyO’e€kTiB (ToOTO THTp rSBA 10
BakiuHamii < 8);

e [oHaiiMeHIIe 4-KpaTHe 3pocTaHHs TUTPIB rSBA micns BakiuHALii MOPIBHSIHO 3 TUTPAMH
nepea BaKIMHAINIEI0 B TMOYATKOBO CEPOIMO3UTHBHUX Cy0’€kTiB (T0OTO TUTp rSBA 10
BakKIMHAIIl > 8).

* Anami3 13 rSBA npoBoauiu B maboparopisax GSK.

Tutpu rSBA BuzHauanu npotsrom 10 pokiB y cyO’eKTiB, SIKi MPOMILIM MOYATKOBY BaKI[MHALIIIO
ojHiero 103010 npenapary Himerpukc® a6o ACWY-PS y Biti 11-17 pokiB y paMKax TOCIHII>KEHHS
MenACWY-TT-036. Crilikicte TuTpiB rSBA oOIiHIOBaIM y JBOX PO3MIMPEHUX JOCITIKEHHSX:
MenACWY-TT-043 (mo 5 pokie) Ta MenACWY-TT-101 (uepe3 10 pokiB). Y mociimkeHHi
MenACWY-TT-101 TakoXX OIiHIOBAIM BIANOBIAP Ha OAHY OyCTepHY JA03y Ipenapary
Himenpukc®, sky BBommwim dyepe3 10 pokiB 1micis IOYAaTKOBOI BaKIMHAIII —IpenapaToM
Himenpukc® a6o ACWY-PS. Pesynbratu HaBeaeHi B Tabuuii 12.

Tabmuus 12. Tutpu rSBA* micns oamiei go3um npenapaty Himenpukc® (abo ACWY-PS) y
niamiTkiB y Bini 11-17 pokis, crifikicts 10 10 pokiB Ta micist OycTepHOi 103U, Ky BBOIMIN Yepe3
10 pokiB miciast moyaTKoBOI BakiuHarii (gocmimkenas MenACWY-TT-036/043/101)

. Himenpukc® Baxrmaa ACWY-PS
MeHiHro- MoMeHT
KOKOBa >8 GMT >8 GMT
rpyna yacy N N
(95 % JI) | (95 % M) (95 % JI) | (95 % )
Micsaue |, 100 % 5929 oo |99:6 % 2947
1M (99,5; 100) | (5557; 6324) (97,5; 100) (2612; 3326)
92,9 % 448 150 (82,7 % 206
Pik 3@ |449
(90,1; 95,1) |(381; 527) (75,6; 88,4) |(147; 288)
97,5 % 644 93,0 % 296
Pik 5@ |236 86
A (94,5;99,1) |(531; 781) (85,4; 97,4) |(202; 433)
Pik 10®
(Hepen 85,2 % 248 80,4 % 143
Oycrepn |162 ol
o0 (78,8;90,3) |(181; 340) (66,9; 90,2) |(80,5; 253)
J103010)
(Micns  [162 1100 % 3760 51 1100 % 2956
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GycTepH (97,7, 100)  |(3268; 4326) (93; 100) (2041; 4282)
oi
no3u)CH
Micsus | (100 % %131191399_ spq |100% 8222
1@ (99,5, 100) |7, 395)' (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)
C
Pik 10®
(Iepex 90,1 % 244 82,4 % 177
Oycrepn |162 51
010 (84,5;94,2) |(182; 329) (69,1; 91,6) |(86,1; 365)
JI03010)
(ITicnst
Gyerepn |, 100 % ?7639?1 5 |100% 3879
of (97,7; 100) (93; 100) (2715; 5544)
0310)3 10 235)
Micss | og 99,9 % 8247 94 |100% 2633
10 (99,2; 100)  |(7639; 8903) (98,4; 100) |(2299; 3014)
b 3® | asg 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  [Pik 10®
(ITepen 71,6 % 146 43,1 % 16,4
Oycrepn |162 ol
010 (64; 78,4) (97,6; 217) (29,3; 57,8) |(9,2; 29,4)
J103010)
(ITicns
Gyctepr | o, |100% (13326‘;3 o |100% 3674
oi (97,7; 100) ; (93,0; 100) |(2354; 5734)
H03i)® 13 496)
Micss | 100 % (1f30fg8_ 2oq | 100% 5066
1M (99,5; 100) 15 069)’ (98,4; 100) |(4463;5751)
93,1 % 740 150 (58,0 % 69,6
Y Pik 3@  |449
(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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Pik 10®)
(ITepen

OycTepH
010 (85,2;94,7)

JI03010)

(ITicnst
OycTepH 100 % 7585
oi 162 (97,7, 100) |(6748; 8525) >1

no3u)Y

90,7 % 447
162 51
(333; 599)

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

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

98,0 %
(89,6; 100)

3296
(1999; 5434)

AHati3 IMyHOT€HHOCTI TIpoBO MM Ha KOTOpTi ATP 171 KO’)KHOrO MOMEHTY 4acy.

(1) Jocmimxenns MenACWY-TT-036.

(2) Hocmimkenus MenACWY-TT-043.

(3) Hocmimxenass MenACWY-TT-101.

(4) BinbGip kpoBi mpoBoaniIK uepe3 1 micsip micis BBeAeHHs OycTepHOi 1031 Ha 10-my porri.
* Amnai3s 13 rSBA npoBoaumiu B naboparopisix GSK uepes 1 Micsip micis B3ATTS 3pa3KiB
MEepBUHHOI BakiuHallii ta B 1abopatopisx PHE y BenukoOpuTanii 1jis HACTYITHUX MOMEHTIB Yacy 3
BiZI0OpY 3pa3KiB.

Crifikicte hSBA ouiHroBany mpoTsSroM Tmepiogy 10 5 poKiB Micis BaKIWHALIi Yy HITTKIB i
JIOPOCITHX, SIKI TPOUIILIM MOYATKOBY BaKIMHAIIIIO B paMkax mociimkeHas MenACWY-TT-052, sk

HaBeieHo B a0 13 (quB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHS).

Tabmuus 13. Tutpu hSBA* micast oxniei no3u npenapary HimeHpukc® y MiAiTKIB 1 TOpOCIHX Y

Bili 11-25pokiB Ta CTIMKICTP A0 5 pOKIB TiCAsS BakKIWHAIMIl (IOCITIIKEHHS
MenACWY-TT-052/059)
Meninrokokosa | ['pyma MowmeHT N > 8 (95 % JII) GMT (95 % JIT)
rpyna BaKIIMHU qacy
Micss 1M[356  [82,0 % (77,6; 85,9) |58,7 (48,6; 70,9)
A Himenpukc® |Pik 1@ 350 |29,1% (24,4:34,2) |54 (4,5 6,4)
Pix 5 141 |48,9 % (40,4;57,5) 8,9 (6,8; 11,8)
Micss 1M[359 96,1 % (93,5; 97,9)  |532 (424; 668)
C Himenpukc® |Pik 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)
Micsup 19(334 91,0 % (87,4; 93,9) |117 (96,8; 141)
W-135 Himenpukc® |Pik 1@ 327 |98,5% (96,5;99,5) |197 (173; 225)
Pik 5@ 138 87,0 % (80,2; 92,1) [103 (76,3; 140)
Micsp 1V[364 95,1 % (92,3; 97,0) | 246 (208; 291)
Y Himenpukc® |Pik 1?0 356 [97,8 % (95,6;99,0) |272 (237;311)
Pik 5@ 142 |94,4 % (89,2; 97,5) [225 (174; 290)

AHani3 iMyHOreHHOCTI mpoBomwin Ha KoropTi ATP nmns anamizy cTiKOCTi, agamToOBaHid IS
KOXXHOT'O MOMECHTY 4Yacy.
@ Hocmimkenus MenACWY-TT-052.
@ Mocmimrenns MenACWY-TT-059.
* Anani3 13 hSBA npoBoaunu B mabopatopisix kommanii GSK.

Tutpu rSBA BusHauanu npotsiroM 10 pokiB y cy0’€KTiB, SIKi IPOWIUIM MOYATKOBY BaKI[MHAIIIIO
onHier0 103010 npenapary Himenpukc® abo ACWY-PS y Bimi 11-55 pokiB y pamkax JOCITiKEHHS
MenACWY-TT-015. Criiikicte TUTpiB rSBA OIlIHIOBaJIM y ABOX PO3IMIMPEHUX ITOCIIIKEHHSX:
MenACWY-TT-020 (mo 5 pokiB) ta MenACWY-TT-099 (mo 10 pokiB). Y mocmimkeHHi
MenACWY-TT-099 Ttakox OLIHIOBaJM BIAMOBIA, HA OJHY OyCTepHY 03y TIpemapary
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Himenpuke®, saxy BBogunu uepe3 10 pokiB Ticis IMOYAaTKOBOi BaKIMHAIT

Himenpukc® ab6o ACWY-PS. Pesynbratu HaBeneni B Tabmuii 14.

IIpernapaToM

Tabmumst 14. Tutpu rSBA* micns oxniei qo3u npenapaty Himenpukc® (a6o ACWY-PS) y
HiATITKIB Ta gopocnux y Bili 11-55 pokis, criiikicts 10 10 pokiB Ta micius OycrepHoi 103H,
Ky BBOIWIM 4epe3 10 pokiB micis mov4aTkoBOi BakmuHaIli (mocmimkenas MenACWY-TT-

015/020/099)
MeHninr Himenpukc® Baknnaa ACWY-PS
OKOKOBa | MOMEHT yacy N >8 GMT N >8 GMT
rpyma (95 % JII)  |(95 % JII) (95 % JIT) | (95 % JII)
. 100 % 4945 100 % 2190
()]
Micmp 1 323 | 98.9: 100) |(4452,5493) |12 (96,8, 100) | (1858, 2582)
Pix 4 g3 |93% 1365 17 Z§651% 104
(84,2; 99,4) |(226; 590) 03.9) (31,0; 351)
57,9 %
: 84,3 % 190 ’ 37,0
Pik 5( 51 > _ 19 [(33,5; '~
A (71,4; 93,0) |(108; 335) 79.7) (12,6; 109)
Pix 10 0
(Mepexn 15 |781% |154 o Z516’29,A’ 75.1
OyCTepHOI0 (70,7, 84,3) |(108; 219) o (41,4; 136)
J103010) 82,9)
(Hica 100%  |4060 100%  |3585
OycrepHOl 155 ) ) 52 ) )
AN (97,6; 100) |(3384; 4870) (93,2; 100) | (2751; 4672)
. 99,7 % 10 074 100 % 6546
()] '
Micmp 1 341 98.4: 100) |(8700, 11 665) | 124 |(96.8; 100) | (5048: 8488)
Pik 4@) 43 |17 % 126 17 ?11{324% 16,7
(61,4; 88,2) |(61,6; 258) 67.1) (5,7; 48,7)
38,9 %
: 72,5 % 78,5 ’ 17,3
Pik 5( 51 . "~ 18 [(17,3; iy
c (58,3; 84,1) |(41,8; 147) 64.3) (6,0; 49,7)
Pix 10 0
(Mepexn 154 |909% |19 o 5(3;36’564’ 212
OyCTepHOI0 (85,2; 94,9) [(141; 264) W~ (110; 412)
J103010) 95,6)
(ITicns 13 824
) 100 % 98,1%  [3444
6ycTepHOi 155 , (10 840; 52 |70 ,
AN (97,6, 100) |17 620) (89,7; 100) | (1999; 5936)
. 99,7 % 8577 100 % 2970
()] !
Micaue 1 3401 98.4: 100) |(7615; 9660) | 1*(96,8: 100) | (2439: 3615)
. 90,7 % 240 176% |83
(2) 1 ] ]
Pixc 4 43 1(77.0:97.4) |(128: 450) |17 |(3.8: 43.4) |(3.6: 19.,5)
31,6 %
. 86,3 % 282 ’ 15,4
Pik 5@ 51 i , 19 |(12,6; o
W.135 (73,7; 94,3) |(146; 543) 56.6) (5,7; 41,9)
Pix 10©) o
(ITepen 154 71,4 % 166 59 ?il'izl_ﬁ) 10,9
GycTepHOT0 (63,6; 78,4) |(107; 258) 34.7) (6,1; 19,3)
J103010) '
(icrst 155 | 100% 23431 e, |981% (5793
GycTepHoi (97,6; 100) |(17 351; (89,7; 100) | (3586; 9357)
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no3u) 31 641)

. 100 % 10 315 100%  |4574

(1)
Micsmp 1 340 | 98.9: 100) |(9317; 11 420) | 1 |(96.,8; 100) | (3864: 5414)
Pik 4@ a3 |860% 443 17 ?27:’310(-)/0 30,7
(72,1: 94,7) | (230; 853) 72.9) (9,0: 105)
63,2 %
. 92,2 % 770 ’ 74,1
@) ) . )
, o[PS % leraene |@oassy | EN | @Le: 250)

Pik 10¢) | o
(Tepen 154 |864% 364 5 ?17’50,/" 56,0
GycCTepHOIO (79,9: 91,4) | (255; 519) A7) (28,8; 109)
J103010) '
(Hicas 100 % 8958 100 % 5138
OycTepHOl 155 _ _ 52 _ _
o (97,6 100) |(7602; 10 558) (93,2; 100) | (3528; 7482)

AHati3 iIMyHOTe€HHOCTI mpoBoamid Ha Koroptax ATP yepe3 1 micsiip Ta 5 pokiB micias BaKIMHAIT
ta Ha koroptTi ATP OyctepHoi n1o3u.

D Nocnimkxenns MenACWY-TT-015.

@ Tocnimxenns MenACWY-TT-020.

® Tocnimkxenns MenACWY-TT-099.

@ Bin6ip kposi mpoBoaMIH Yepes 1 Micsaup micns BBegeHHS 6ycTepHOi 1031 Ha 10-My porii.
* Anam3 13 rSBA mpoBogunu B mabopatopisx GSK depes 1 micsup micas B3STTS 3pa3KiB
NepBUHHOI BakuMHAI] Ta B 1aboparopisx PHE y BenukoOpuranii /uis HaCTYyITHUX MOMEHTIB 4acy 3
B1100pYy 3pa3KiB.

B okpemomy nociimkenni (MenACWY-TT-085) oany o3y npemapary Himenpuxc® BBoammm
194 nopocnum miBaHISIM BIKOM Bim 56 pokiB (Bkmodaroun 133 ocobu Bikom 56—65 pokiB
161 ocoby BikoM > 65 pokiB). Bincotok cyG’ekriB 3 THTpamu 1SBA (32 pesynbraTamu
BUMIpIOBaHHs B y1aboparopisx kommanii GSK) > 128 mepen BakumHarliero BapitroBaBcs Bing 45 %
(rpymna C) no 62 % (rpyna Y). B ninmomy yepes 1 micsip micias BaKIKMHAIT BiICOTOK BaKIIMHOBAHHIX
3 Tutpamu rSBA > 128 BapiroBascs Bix 93 % (rpyna C) 1o 97 % (rpyna Y). Y miarpymi oci6 BikoMm
> 65 poKiB BiJICOTOK BakKIMHOBaHHX 3 THTpamMu rSBA > 128 uepe3 1 micsaup micias BakIUHAIT
BapitoBaBcs B 90 % (rpyna A) 1o 97 % (rpyna Y).

BigmoBine Ha OYCTEpHY 03V B CYO’€KTIB, SIKi paHillle ONPOMIIM BaKIMHAIK KOH IOrOBAHOIO
MEHIHTOKOKOBOIO BaKIMHOK IIpoTu Oakrepiii Neisseria meningitidis

BakiuHaris GycrepHOr0 m03010 Tpemapary Himenpukc® y cy0’ekTiB, SKi paHilme mpoimumy
BakiuHaMifo  ofgHoBaleHTHO  (MenC-CRM) aGo  4YOTHpPWBAJICHTHOI  KOH IOTOBAHOIO
MEHIHrOKOKOBOIO BakiuHOw (MenACWY-TT), mocmimKyBaiu y cy0’ €KTiB BiKOM Bija 12 MicsiiiB,
Akl oTpuManu OycTepHy A03y BakiuHH. Crocrepirajucst CTiMKi aHaMHECTHMYHI BiJNOBIAI Ha
AHTUTEHU y BBEJICHIM BakIuH1 (auB. Tabmuii 5, 6, 10, 12 Ta 14).

Binnosine Ha mpenapar Himenpukc® y cy6’ekTiB, fKi paHille mpoHIIIM BAKIMHALII HPOCTOIO
noJIicaxapuHOK BaKIIMHOK npoTH OakTepiii Neisseria meningitidis

YV  nmocmimkenni MenACWY-TT-021, mo mnpoBogwimocs Ha cyO’ekrax BikoM 4,5-34 pokw,
imyHorennicts npenapary Himenpukc®, sxuii BBogumm B inTeppaii Mixk 30 i 42 micsramu micis
BaknuHanii BakuuHOI0 ACWY-PS, nopisHIOBanM 3 iMyHorenHicTio npenapary Hivenpukc®, sxmit
BBOJWIM CyO’ €KTaM Yy BIAMOBIAHIM BIKOBIM Tpymi, M0 HE NPOXOMWIM BAKIMHAIUIO KOJHOIO
MCHIHFOKOKOBOIO BakKIMHOIO MpoTsroM octaHHix 10 pokie. IMyHHa Bimmoiap (tutp rSBA > 8)
IOPOTH BCIX YOTHPHOX MEHIHTOKOKOBHX TPYIl CHOCTEpirajacs y BCIX CyO’ €KTIB HE3aJEXKHO BiJ
aHaMHe3y BaKIMHAIli MEHIHTOKOKOBMMHU BakimHamu. 3HaueHHs GMT rSBA Oynu 3Ha4HO HIKY1 y
cy0’eKTiB, fKi oTpumanu 103y Bakiuan ACWY-PS 3a 30-42 micaui mo npenapary Himenpuxc®,
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onHak 100 % cy6’extiB mocsirimu TutpiB rSBA > 8 miis Bcix MeHiHrokokoBux rpym (A, C, W-135 ta
Y) (auB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHS).

Hitu (BikoMm Big 2 10 17 pokiB) 3 aHATOMIYHOO a00 GYHKITIOHATLHOIO ACIICHIEID

VY nocnimxerai MenACWY-TT-084 mopiBHIOBaIM IMyHHY BIOIOBib Ha BBEIEHHS NBOX 03
npenapary Himenpukc® 3 inTepBamom y 2 micsi  cepen 43 cy6’exriB Bikom 2—17 pokiB 3
aHATOMIYHOIO a00 (YHKIIIOHATBFHOIO aCIUIeHI€I0 Ta 43 cy0’€KTIB BiNOBITHOTO BIKY 3 HOPMAJIbHOIO
byHKIEIO cene3iHku. Yepes MicsIb MICHs BBEACHHS NEPIIOi A03M Ta 4Yepe3 1 MicsAlb Mmicis
BBEJICHHS JIPYroi OJIHAKOBUH BIJICOTOK CyO’€KTIB Y JIBOX rpynax mMainu TUTpu rSBA > 8 ta > 128 Ta
hSBA tutpu >4 Ta > 8.

Dapmakrokinemuxa.
Omninka (hapMaKOKIHETUYHUX BJIACTUBOCTEH BAKIIUH HE € 000B’ I3KOBOIO.

KuainiuHi xapakTepucTukm.

Iloka3zanns.

Baknuna Himenpukc® moka3zaHa Ijisi aKTHUBHOI IMyHi3ailii oci0 BIKOM Bi 6 TI)KHIB TPOTH
IHBa31MHUX MEHIHTOKOKOBHX 3aXBOpPIOBaHb, cripmuuHeHux Neisseria meningitidis ceporpym A, C,
W-135Ta Y.

®

Ilpomunoxazanns.
lNnepuyTnuBicTh 10 IiIOYMX PEUYOBHH a00 OyIb-IKMX JONOMDKHHMX PEYOBHH, LIO BXOIATH 10
CKJIaay BakIUHU (IUB. po3aiit «CKiaam).

B3aemodia 3 inwumu nikapcoKumu 3acobamu ma inuwii 6UOU 83a€Mo0iil.

Hemosnatam npenapar Himenpukc® MoKHa 3acTOCOBYBaTH OJHOYACHO 3 KOMOiHOBaHHMH
Bakmuaamu DTaP-HBV-IPV/Hib i1 10-BajieHTHOO THEBMOKOKOBOKO KOH IOTOBAHOK BAKIIMHOIO.
Jlitam Big omHOro poky Ta nopocium Himenpukc® Mo’HA 3aCTOCOBYBATH CYMyTHHO 3 TaKHMU
BaKI[MHAMHU: BaKIWHU 11 Tipodinaktuku renatuty A (HAV) ta renatuty B (HBV), Baknuna s
npodiIaKTUKK KOPY, MapoTUTy Ta KpacHyxu (MMR), BakiuHa 11 npodiJakTHKH KOPY, TAPOTUTY,
KpacHyx# Ta BiTpsiHOI Bicnu (MMRYV), 10-BajieHTHOT MHEBMOKOKOBOI KOH FOTOBAHOI BaKIIMHH Y
HeaJ1 FTOBaHTHOT BaKI[MHU JJIsi CE30HHOI PO UIAKTUKY TPUITY.

Ha napyromy pomi xwutts mpemapar Himenpukc® Takok MOKHA 3aCTOCOBYBaTH OJHOYACHO 3
KOMOIHOBaHMMHM  BaKIMHAMH TpoTH  audTepii/mpasus/anemonspaoro kamnumoka (DTaP),
BKJIIOYaroun KomOiHarii BakumH DTaP 3 BakumHamu mnpotu remaTuty B, i1HaKTHBOBaHOTO
nojiosipycy abo remo¢inpHoi mamuuku Haemophilus influenzae tumy b (HBV, IPV a6o Hib),
Takoro sk BaknuHa DTaP-HBV-IPV/Hib, 1 13-BajieHTHOIO IHEBMOKOKOBOIO KOH IOTOBaHOIO
BaKIIMHOIO.

Ocobam BikoM Bim 9 10 25 poKiB, BakIMHY HiMerHKc® MO>XHa 3aCTOCOBYBAaTH OJHOYACHO 3
OiBasieHTHOIO (THI 16 Ta 18) pekoMOIHAaHTHOIO BAKIMHOIO IMPOTH BIPYCy NAamiJIOMH IIOAMHU
(HPV2).

3a MOXIJIMBOCTI BaKIMHY HiMerHKc® Ta BakKIMHY, IO MicTUTh mnpaBieBuil anatokcud (TT),
Hanpukiaj, BaknuHy DTaP-HBV-IPV/Hib, ciig BBoguTu CymyTHBO, a00 NMPOBECTH BaKITMHAIIIIO
npenaparoM Himenpukc® MiHIMYyM 32 MicAIIb 10 3aCTOCYBaHHS BAKIIMHH, 0 MicTuTh TT.

Yepe3 micsip MICAsS OJHOYACHOTO 3acTocyBaHHS 10-BajeHTHOI MHEBMOKOKOBOI KOH FOTOBaHOT
BaKIIMHMU BiIMIYaIoCs 3MEHIICHHS CepeqHhOI reoMeTpuyHoi KoHIeHTparid antutin (GMCs) ta
GMT anTHTIN 3a pe3ynbTaTaMu aHaizy orcoHodaromuTyrdoi aktuBHOCTI (OPA) mns omnHoro
mHEeBMOKOKOBOro ceporuny (18C, koH’roroBaHuii 3 OUIKOM-HOCIEM TMPaBIICBOIO AHATOKCHHY).
KiiniuHa 3HAYMMICTh ILBOTO CIIOCTEPEKEHHS HeBizmoMa. He Bigmidasiocs >KOJHOTO BIUTHBY
CYITyTHBOTO BBEJICHHS HA IMyHHY BiJIlIOBi/b /10 IHIIMX JIEB’SITH MTHEBMOKOKOBHX CEPOTHUIIIB.

Yepes MicsIp MIiCHsl OAHOYACHOTO 3aCTOCYBAHHS 3 KOMOIHOBAaHOIO BAKIIMHOKO ISl MPOQITaKTUKH
nudTepii, mpaBLs, KAUTIOKY (ALENIONSPHUN KOMIIOHEHT) (aacopOoBaHa, 31 3MEHIIEHUM BMICTOM
anturexiB) (Tdap) cy6’ekram BikoM Bix 9 10 25 pokiB, Hukui 3HaueHHs GMCS crocrepiranucs 10
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BCIX aHTHIEHIB KallTOKa (KanumroKoBui aHaTokcuH [PT], ¢imamentHuii remarmiotTudin [FHA] ta
nepraktud [PRN]). Binbie Hixk 98 % cy6’exTiB Manu koHieHtparii antutin npotu PT, FHA a6o
PRN Bumie rpannyHoi Mexi Bu3HadeHHs. KiliHIYHA 3HAUUMICTh JAHOTO CIIOCTEPEKEHHS HEBiZOMa.
OnHovacHe 3aCTOCYBaHHS HE MaJio BIUIMBY Ha IMyHHI BianoBini g0 HiMmeHpukcy abo 10 aHTUTEHIB
npasiis un audrepii, AKi BXOAATH 10 ckiaxy Tdap.

Skmo BakuHy HiMerHKc® HEOOXITHO 3aCTOCOBYBATH OJHOYACHO 3 IHIMMMH BaKIMHAMHU JIS
1H’€KIi{, BAKIIMHU CIIiJ] 3aBXK/IH BBOJUTH B Pi3HI MicCIIsl TSI 1H €KIIIH.

VY mariieHTiB, K OTPUMYIOTh IMyHOCYIIPECUBHE JIIKYBaHHS, MOKE HEC BUHHUKHYTH HaJIe)KHA IMyHHA
BIJIIIOBIJb.

Ocoonueocmi 3acmocysanns.

Himenpuxc® 3a sk0IHUX 06CTaBMH HE MOYKHA BBOAMTH BHYTDIiIIHBOCYIMHHO, BHYTPIIIHBOIIKIPHO
YU T1IIKIPHO.

3riIHO 3 HAJIC)KHOIO KJIIHIYHOIO NMPAKTHKOIO, TIepe/l BAKIIMHAIIEIO CITi OI[IHUTH aHaMHe3 (0COOIMBO
Ha TIpeAMET TOIepeaHbOT BaKIIMHAIlT Ta BIpOT1THOTO BUHUKHEHHS MOOIYHUX PEaKIliii) 1 IpOBECTH
KIIHIYHUT OIS,

HeoOximHo 3a0e3meunTr MOKJIMBICTE HAAaHHS HAJIEKHOI MEIUYHOI JOIIOMOTM Ta MEIUYHOTO
HarJsily TpH BUHUKHEHHI aHA(QUIAKTUYHUX peaklii, sKi y PIAKICHUX BHUIAJKaX MOXYTh
PO3BUHYTHCS ITiCJIsI BBEJICHHS BaKIIUHU.

[HTepKYPEHTHI 3aXBOPIOBAHHS

3actocyBaHHs BakiuHu HimeHpuKC® MOBMHHO OyTH BIIKJIaJeHE y OCIO, IO CTPakIarTh Bij
TOCTPHUX 3aXBOPIOBAaHb, IO CYMPOBOKYIOTHCS IiJBUIICHOI TemrepaTyporo. OaHaK, HasSBHICTH
JIETKUX HE3HAYHUX TMPOSBIB 1HQEKIIIHNHUX 3aXBOPIOBaHb, TAKUX SK 3aCTyJla, HE € IMiJICTABOIO IS
BIJIKJIaJaHHS BaKIIMHALIT.

Cunkone

CuHkorie (HeIPUTOMHICTh) MOKE BUHUKHYTH i 4ac a00 HaBiTh Mepe]l MPOBEACHHAM BaKIIMHAILIIT,
0COOJIMBO y MIJIITKIB, K MICHXOTCHHA PEaKIlisl Ha 1H €KIIII0 ToJKo. [{e Moxe cynmpoBoIKyBaTHCS
MEBHUMHU HEBPOJOTIYHUMH CUMITOMAaMH, TAKUMHU SIK TUMYACOBE MOPYIICHHS 30py, MapecTe3is Ta
TOHIKO-KJIOHIYHI PyXH KIHIIIBOK TiJ] YaC BUXOAY 3 IIbOTO CTaHy. BaxkiimBo 3a0e3meunTt yMOBH JIJIs
YHUKHEHHSI TPaBMYBaHHS BHACIIIOK BTPATH CB1IOMOCTI.

TpomboruTOoneHis Ta HOPYIIEHHS 3rOPTaHHS KPOBI

Himenpuxc® c1if 3acTocoBYBaTH 3 00€pEeXKHICTIO y MAIIEHTIB 3 TPOMOOLMTONEHI€I0 a60 Oy ab-AKIM
MOPYIIECHHSIM 3TOPTAaHHS KPOB1, OCKUJILKH MPH BHYTPIIIHBOM SI30BOMY BBEJICHHI y TaKMX TaIlI€HTIB
MO>K€ BUHUKHYTH KPOBOTEUA.

ImyHoznedinuT

Moxe ouikyBaTHCh, IO Yy TMAI€HTIB, fKI OTPUMYIOTh IMYHOCYNpPECHUBHE JIKyBaHHS, abo0 y
MaIi€HTIB 3 IMyHOAe(IITUTOM MOXKE HE BUHUKHYTH HAJIC)KHA IMyHHA PEaKIis.

Ocobu 3i cragKoBUMHU JedillITaMU CUCTEMU KOMIUIeMeHTY (Hampukian nedinuramu C5 abo C3
KOMITOHCHTIB) Ta O0COOH, SIKHM 3aCTOCOBYIOTH IMpEMaparH, II0 iHri0yoTh TepMiHAIBHY aKTHBAIIiIO
KOMIUIEMEHTY (HAIpHUKIIAA eKyJi3yMal) MaloTh IiIBUILECHUH PH3HK IHBa3MBHOT'O MEHIHTOKOKOBOTO
3axBoproBaHHs cupuurHeHoro Neisseria meningitidis ceporpyn A, C, W-135 Tta Y, HaBith 3a
YMOBH YTBOPEHHs aHTMTIN Tic/Is BakiuHaIii npenapatom Himenpukc®.

3axXuUCT BiI MEHIHTOKOKOBOT'O 3aXBOPIOBAHHS

Himenpukc® 3abesneuye 3axuct mume Bix Neisseria meningitidis ceporpyn A, C, W-135 ta Y.
Baknuna He 3a0e3mneuye 3aXucT Bij inmmx ceporpymn Neisseria meningitidis.

3axucHa iMyHHa BiJMOBiIb MOXE PO3BUBATUCH HE y BCIX MPOBAKIIMHOBAHUX OCi0.

Bnaus nonepeonvoi sakyunayii npocmoro noaicaxapuoHor MeHiHeOKOKOBOK 6AKYUHOIO

VY cy0’€eKTiB, SIKi IPOXOIMIIH MONEPETHIO BAKIIMHALIIIO MPOCTOIO MOJICaXapUAHO MEHIHTOKOKOBOIO
BakIMHOIO 1 mpoTsiroM 30-42 micsAmiB TicAs [HOTO MPOWIIIM BAaKIMHAIIK IpernapaToM
Himenpuxc®, crioctepiranucs HiKdi cepeiHi reoMeTpuyHi 3Hauenns tutpis (GMT) 3a pesysbraramMu
OaKTEpPHUIIMIHOTO aHAJI3y CHUPOBATKH KPOBI 3 BUKOPHUCTAHHSM KpOJISTYOTO KomruieMeHTy (rSBA),
HIXK y cy0’eKTiB, SIKi HE TMPOXOJIMIN BaKIMHAIIIO OJHOIO MEHIHTOKOKOBOIO BAKIIMHOIO MPOTATOM

®
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ocranHix 10 pokiB (auB. po3ain «PapmakonuHamikay). KiriHiuHa 3HaUyLIIICTh Pe3yJIbTATIB I[LOTO
CIIOCTEPEIKEHHS HEB1ZOMA.

Bnnue nonepeonvoi eakyunayii anmuminom 00 npasyedoeo anamoKCUuHy

BesneuHicTh Ta iMyHoreHnHicTh npenapary Himenpukc® omiHroBamics B yMOBax MOCIiIOBHOTO 260
OJTHOYaCHOTO BBEJCHHS 3 BAaKIMHOIO, MO0 MICTUTh IUMTEpIMHMIA Ta TNPaBLUEBUN aHATOKCHHH,
aleNMIOJISIPHUIN  KallUTIOK, 1HAKTHBOBaH1 mosmioBipycu (1, 2 Ta 3), OBEpXHEBUH aHTUTEH BIpYCYy
renatuty B 1 monipu6osmipudozodochar Haemophilus influenzae tumy b, kon’roroBanuii 3
npaBieBuM aHatrokcuHoMm (DTaP-HBV-IPV/Hib), ma npyromy pomi >xutts. Y pa3i BBEICHHS
npenapary Himenpnkc® gepes micsup micas Bakuuau DTaP-HBV-IPV/Hib 3nauenns GMT rSBA
npotu ceporpyn A, C ta W-135 Oynu HIKY1 y IOPIBHSHHI 3 OJJHOYAaCHUM BBEJICHHSM BAaKIUH (JIUB.
po3ain «B3aeMomisi 3 IHIIUMHU JIIKQPCBKMMHU 3aco0aMy Ta 1HINI BUAM B3aeMofin»). Kiiniuxa
3HAYYIIICTh PE3YJIbTATIB IIbOTO CIIOCTEPEKEHHSI HEBiOMA.

Imynua 6ionogiov y nemosnsam gikom 6i0 6 0o 12 micsayis

3acTocyBaHHS OJHI€T 03U Mpenapary y Billi 6 MicsAliB OyJio MOB’SI3aHO 3 HUKYUMH 3HAUYCHHIMU
TUTPIB Ha ceporpynu W-135 ta Y 3a pesynpratamu OaKTEPHUITUIHOTO aHAII3y CHPOBATKH KPOBI 3
BUKOPUCTaHHAM KomIieMeHTy moauHu (hSBA) y mopiBHSHHI 13 3aCTOCYBaHHSAM TPHOX 703 y Billl
2, 4 Ta 6 micsiB (quB. po3ain «PapmakoguHamikay). KiiHiuHA 3HAYYIIICTH I[HOTO CIIOCTEPEIKEHHS
HeBizoma. SIKIIo JUIst HEMOBJISITH BIKOM BiJ 6 10 12 MicAILlIB OUIKYE€TbCS IEBHUM PU3UK i1HBA3UBHOTO
MEHIHTOKOKOBOT'O 3aXBOpPIOBaHHs 3a ywacTi ceporpyn W-135 Tta/abo Y, MoOKHa pO3IIISTHYTH
JOLiNBHICTS BBEJIEHHS JAPYroi MepBUHHOI 103U npenapaTy Himenpukc® uepes 2 micsi.

Imynni 6ionosioi y dimetu sikom 12-14 micsayis

Hitu Bikom 12-14 micsuiB Manu aHanoriui TuTpu rSBA Ha ceporpymu A, C, W-135 ta Y uepe3
Micsmb micns oxHiei mo3u mpenapary Himenpukc® a6o depes Micslp micis ABOX 703 Mpenapary
Himenpuxc® 3 inTepBanoM aBa Micsili.

3acTocyBaHHs OJHI€T 103U OyJ0 MOB’S3aHO 3 HIDKYMMHU 3HAUYCHHSIMH THTPIB Ha ceporpymu W-135
Ta Y 3a pesynbratamu hSBA y mopiBHSHHI 13 3aCTOCYBaHHSM ABOX JI03 3 IHTEPBAJIOM JIBAa MiCSILIL.
Amnaroriuni BianoBiai Ha rpynmu A ta C crocTepiraiaucs micis oaHiei abo ABOX 103 (IUB. PO3JILT
«DapmakonuHaMikay). KimiHIYHA 3HAYYMIICTh IUX pe3yNbTaTiB HeBimoma. SIKMIO AN JUTHHU
OYIKYETHCS TIEBHUM PU3WK 1HBa3MBHOI'O MEHIHTOKOKOBOTO 3aXBOPIOBaHHS 3a ydacTi ceporpyn W-
135 Ta/abo Y, MO’HA PO3IISHYTH AOLIIbHICTH BBEIEHHS ApPyroi no3u mpenapaty Himenpuxc®
yepe3 2 Micsri. [Hdopmariito mpo 3HWKEHHS PiBHA aHTUTLI 10 rpynu A abo rpymu C micis nepuroi
nosu mpenapatry Himenpukc® y miteit Bikom 12-23 micsmi mus. y migposaini «CTiliKicTb THTpiB
OaKTEePUIIUIHUX AaHTUTLI Y CUPOBATII KPOBIY.

CTiliKiCTh TUTPIB OAKTEPUIIMAHUX AaHTUTLI Y CHPOBATII KPOBi

[Ipu npoBenenni anamizy hSBA micis BBemeHHsS mpemnapaTy CIOCTEPIraiyd 3HMKCHHS THTPIB
OaKTepUIMIHUX aHTHTLT y CHPOBATI KPOBi A0 ceporpynu A (auB. po3ain «DapmakoJuHaMiKay).
KiiHiuHa 3HAYyNmIiCTh IBOTO CHOCTEpeX)EHHs HeBimoma. ONHAK, AKIIO IS OCOOM OYIKYEThCA
TneBHUI pU3HK iH(iKyBaHHS ceporpymoo A, i ko ocoba oTpuMana a03y npenapary Himenpuxc®
O1bIIIe HIXK OJM3BKO POKY TOMY, MOKHA PO3IJISIHYTH JOIUTBHICTH BBEICHHS OYCTEPHOI JTO3H.

Hns ceporpyn A, C, W-135 ta Y crocrepirajiocst 3HM>KEHHSI TUTPIB aHTUTLA 13 yacom. KuiniuyHa
3HAYYHIICTh I[LOTO CIIOCTEPEKEHHS HeBioMa. JIOMUTBHICTE OYyCTEpHOT 1031 MOYKHA PO3TIISTHYTH IS
0ci0, SKi MPONIIN BaKIIMHALIIO0 Y PAHHBOMY AUTSYOMY Billl, 1 ISl SIKMX 3QJIMIIMBCS BUCOKUI PU3UK
PO3BUTKY MEHIHTOKOKOBOTO 3aXBOPIOBaHHS, BUKIIMKaHOTO ceporpynamu A, C, W-135 a6o Y (auB.
po3ain «DapmMakoIuHAMIKAY).

BnnuB npenapary HiMeHpUKC™ Ha KOHIIEHTpAIlii NPOTUIPABLEBUX aHTUTLI

Xoua micns BakunuHanii npemapatom Himenpukc® crocTepiranocsi HifBMINEHHS KOHIIEHTpALIil
aHTHTIN 10 TpaBueBoro aHatokcuny (TT), mpenapar Himenpukc® He 3amiHse iMyHi3aIlii0 MpoTH
paBIIsl.

BBenenns npemapaty HiMerI/IKC® OJIHOYACHO a0o0 3a MICsAIb A0 BaKIIMHU, III0 MICTUTh TIPABIEBUMA
AQHATOKCHH, HAa JPYTOMY POIIi KUTTS HE MOTIpIIy€e BiJNOBIIb HA MPAaBLIEBUN aHATOKCHUH 1 HE Mae
3HAYHOT'O BIUIMBY Ha Oe3rneuHicThb. JlaHi A 0ci0 1HIIOTo BiKY BiJICYTHI.

Leit nikapcbkuii 3aci6 micTuTh MeHie 1 MMoub (23 Mr)/mo3y HaTpito, TOOTO MPAKTHYHO BUTBHHUN
B1J1 HATPIIO.

®

23



3acmocyeanna y nepioo éazimnocmi abo 200y8anH: 2pyooro.

BaritHicTb

JoctynHi 0oOMeXeHI JaHi IOoAO0 3acTOCyBaHHA BakIMHU HIMEHpUKC® BariTHUM J>KiHKaM.
Jocnimxenns pakuuau Himenpukc® Ha TBapuHAX He CBifyaTh NpPO HpAMHI UM HempAMUii
IIKIJTMBUNA BIUIMB HA BAariTHICTh, eMOpiodeTaqbHUN PO3BUTOK, MOJOTH a00 MOCTHATAIBHHM
PO3BUTOK.

HimeHnpukc™ ciij 3acTOCOBYBATH Y MEPioj] BariTHOCTI JIMIIE 3a HASBHOCTI YITKOI MOTPEOM Ta SIKIIO
OYiKyBaHa KOPUCTh MIEPEBUIIY€ MOTEHITIHHI PU3UKH JIJIS TIIOTY.

®

®

['oxyBaHHA TPy U0

Heinomo, un exckpeTyeThest Bakiuaa Himenpukc® y rpyiHe MONOKO JTIOMHHY.

Himenpukc® cI1i 3acTOCOBYBAaTH y JKiHOK, SIKi TOAYIOTH IPYJIIO, JIHIIE AKIIO O4iKyBaHA KOPUCTh
NEPEBUIIY€E MOTEHIIHI PU3UKH.

DepTUIBLHICT
JocnmipkeHHs Ha TBapWHAX HE CBIIYaTh MPO MNPSMUNA UM HENPSMUN IIKIAJIMBUA BIUIMB Ha

(bepTUIBHICTS.

30amuicms éniusamu Ha WEUOKICMb peakyii npu Kepy8aHHi asmMompaHcnopmom abo IHuUMU
MexXarnizmamu.
Jlocnimkenns BmuBy Bakuuau Himenpukc® Ha 31aTHICTH KepyBaTH aBTOTPAHCIOPTOM abo
IHIIUMUA MeXaHi3MaMu He mnpoBoawimcs. OmHak neski moOiuHi peakmii (3a3HayeHi y po3aim
«ITobiyHi peakii») MOXYTh BIUIMHYTH Ha 3/aTHICTb KEpyBaTH aBTOTPAHCIOPTOM a00 IHIIMMHU
MeXaHi3MaMH.

Cnocio 3acmocysannusa ma 003u.

Ilepsunna imynizayis

HeMoBnsiTaM BiKOM Biff 6 THXKHIB 10 6 MICAIIB: CJIi7] BBOAWUTHU 1B 103H 110 0,5 MIT 3 iHTEpBAJIOM y 2
MICSIII.

JiTssM BIKOM BiJl 6 MICSIIIB Ta JOPOCIIHMM: CJIiJI BBOJIUTH OAHY 103y 0,5 MIL.

Hesxkum ocobam Moke OyTH JOLUIBHUM BBEIEHHS JOAATKOBOI IOYATKOBOI 03U Mpernapary
Himenpnkc® (mB. po3ain «OcoO6InBOCTi 3aCTOCYBAHHS»).

bycmepni 0o3u

[Ticns 3aBepiIeHHS KypCcy MEPBUHHOI IMyHI3allii HEMOBJISITAM BiKOM Bia 6 THXKHIB A0 12 micsIiB,
OycTepHy 103y CIJiJ BBOAMTU Yy Bimi 12 MICAIIB 3 JOTPUMAHHAM IHTEpBAIY y 2 MiCsIi Micis
ocTaHHKO1 BakuuHaii npenaparoM Himerpukc® (muB. poszin «PapMakoamHaMiKay).

Ocobam BikoM Bif 12 wmicsmiB, SKi BXX€ NPOWIUIM NMEPBHHHY BaKIMHAIIIO KOH IOTOBAHOIO a0o
TIPOCTOIO TIONiCAXapHTHOK MEHIHTOKOKOBOIO BAKIIMHO, npenapaT HiMeHpnkc® MokHA BBOJIUTH y
SIKOCTi OycTepHoi 1031 (auB. po3aumm «OcoOIMBOCTI 3acTOCyBaHH» Ta «DapMaKoIMHAMIKAY ).

Crioci0 3acToCcyBaHHS

ImyHi3aIiro ¢ BAKOHYBATH JIMIIIE MTUISIXOM BHYTPIITHHOM SI30BOT 1H’ €KITII.

VY HEeMOBJAT PeKOMEHJOBAaHMM MicLieM iH €KLii € TmepeiHbosiaTepalibHa JAUITHKA cTerHa. B ocid
crapiie | poky peKOMEHIOBaHMM MiCIeM 1H €KIli € TepeaHboJaTepalibHa [IJITHKA CTeTHa abo
nenbTOBUIHMIA M’s3 (auB. po3ainu «OcoOnmBoCTi 3acTocyBaHHS» Ta «B3aemomis 3 iHIIMME
JTKapChbKUMHU 3acO0aMU Ta 1HIII BUIA B3AEMOIIN).

IIpn npoBenenHi iMmyHi3anii Ha TepuTopil YKpaiHu ciil KepyBaTHCSi YMHHMMHM HaKa3aMu
MO3 Ykpainu moao npopiiakTHYHUX HIENJIeHb.

IHCcTpYyKIist CTOCOBHO BUKOPHCTAHHS BAKIIMHU:
IHCTDVKHﬁ 3 BiI[HOB.HGHH}I BAKIIMHU 34 JOIIOMOI'OIK0 PO3YMHHHKKA, IITO NOCTABJIAETHCA B aMIlyJiaX
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Himenpuxc® cri BiJHOBUTH IIUIAXOM JOJaHHS BCHOTO BMICTy aMITyJH 3 PO3UMHHUKOM Yy (IaKoH,
10 MICTUTh MOPOIIOK. J[71s1 bOTo Bi/yTamMaiiTe BEpXiBKy aMITyJIH, HAOEpITh PO3UMHHHUK Y TIIPHIL Ta
JoJaiTe po3YMHHUK 10 mopoiuky. Cymimn ciif podpe 300BTyBaTH A0 THUX IMip, MOKM MOPOLIOK
HOBHICTIO HE PO3YMHUTHCS B POZUYHHHUKY.

[HCTpYKIi 3 BITHOBJICHHS BAKIIMHU 32 JONOMOTOI0 PO3YMHHHUKA, 10 MOCTABISETHCS Y NONEPETHBO
HAIOBHEHUX IIIPUIIAX

Himenpuxkc® BiZHOBIIOIOTH IIUIAXOM J0aHHS BCOIO BMICTY TIOTEPEIHBO HATIOBHEHOTO MIMPHIIA JI0
(dakoHa, 0 MICTUTh ITOPOIIIOK.

1106 mpuenHaTH TOJKY A0 INNpPHUIA, JUB. PUCYHOK Hibkde. CIif 3a3HAYMTH, IO IINPHL, SKHHA
TMoCTaBJIsAeThCA 3 BakiuHoo HiMeHpukc®, Moke /€10 BigpisHATHCA Bij IIIpHUIA, 300pakeHOro Ha
MaJIOHKY (He MaTu pi3bOn). Y TakoMy BUIAAKY TOJIKY CIIiJT IPUKPITTATH O€3 3aKpydyBaHHS.

N

KoBmnavoxk rosku

\

TI'oaka

Hnpung

TTopuiens mwmpuma

Huninap mmpuna

KoBnauok mnopuna

e TpumaiiTe IWIIHADP WIIPHIA OJHIEIO PYKOK (HE CIiJ TpUMATH IIMPUIl 32 TOPIICHB),
BIJIKPYTITh KOBMAYOK IIPHUILA, O0EPTAIOYN HOTO MPOTH TOAUHHUKOBOI CTPLIKH.
o 2. [[{o6 mpuegHaTH TOJKY O MITIPHUILA, TOBEPTANTE TOJIKY 32 TOAMHHUKOBOIO CTPUIKOIO
JI0 THX TIip, IIOKU HE BiTUy€eTe, 110 ToyKa 3adikcoBaHa (IUB. PUCYHOK).
e 3HIMITh KOBIIAYOK T'OJIKH; IS I[LOT'O MOXe MOTpeOyBaTHCs HE3HAUHE 3YCHILIIS.
e Jlonaiite po3uMHHUK 10 opouiKy. [licas qogaBaHHS pO3YMHHUKA O TIOPOIIKY CyMilll CIIij
00pe CTPYUIyBaTH JI0 THUX Mip, TOKH MOPOIIOK MOBHICTIO HE PO3UYNHUTHCS B PO3YHHHUKY.
Ilicna pozsedenns
BigHOBIIeHA BaKIIMHA MIPEACTABIISIE COOOK0 TIPO30pUIA Oe30apBHUN PO3UHH.
Ilepen BBemeHHSM BIAHOBJIECHY BaKIMHY CIIiJ Bi3yaJbHO OTIJISIHYTH HA HAsSBHICTH OyIb-SKUX
CTOPOHHIX JOMIMIOK Ta/ab0 3MiHYy (I3UYHHX BJIACTUBOCTEH. Y pasl MOSBU TaKUX BIIXHICHD
BaKLUHY CJiJl yTHIII3yBaTH.
[Ticnst BiTHOBIIEHHS BAaKIIMHY CJIiJT BiIpa3y BUKOPUCTATH.
Xouya 1 HE PEKOMEHAYEThCS 3aTPUMYBATHUCS 3 BBEACHHSAM BAaKIMHHU, CTaOUIBHICTD BaKIUHH
30epiraeThcst mpoTarom 8 roauH npu Temmeparypi 30 °C micas po3BeeHHS.
Skmio BakiuHa He OyJia BUKOPHCTaHa MPOTATOM 8 TOJIMH, BAKIIMHY BBOJUTH HE MOXKHA.
J111s1 BBEICHHST BAaKIIWHA BUKOPHCTOBYIOTH HOBY TOJIKY.
Bynp-sikuii HEBUKOpUCTaHUWI MpemapaT 4¥ BiIXOMW CIiJl yTHII3yBaTH BIAMOBIIHO JO MICIIEBUX
BUMOT.

Jlimu. 3acTOCOBYIOTh JITSM BIKOM BiJ 6 THXKHIB.

Ilepeoo3ysannsa.
Bumnaaxu nepeno3yBaHHS HEBIIOMI.

Il06iuni peakuii.
[Tpodinb Ge3nexn

Hasesiena Huskde indopmarist mozo 6e3neunocti npenapary Himenpukc® ocHoBaHa Ha 1aHMX
3 HACTYITHUX KJIIHIYHUX JTOCIIIIPKEHb:
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(7) Y3aranpHeHuii aHalli3 qaHUX oTpuMaHuX Bix 9621 cy0’ekTa, SKMM 3aCTOCOBYBAIM OJIHY 103y
npenapary HiMerI/IKC®. Cepen mux 0yno 3079 miteit Bikom Bif 12 mo 23 micsis, 909 miteit
BikoM Bix 2 g0 5 poki, 990 mitelr BikoM Big 6 nmo 10 poki, 2317 mimmitkiB (Big 11 1o
17 pokiB) 1 2326 nopocnux (Bix 18 10 55 pokiB).

Jani 3 OCTIKEHHS 32 y4acTi HEMOBIIAT BIKOM Bi 6 10 12 THKHIB Ha 9ac BBEACHHS MEPIIOT JO3H
(mocmimkernas MenACWY-TT-083), 1052 cy6’ekTr OTpuMalid MpUHAKNMHI OJHY 103y B paMKax
T0YaTKoBOI cepii 3 2 a6o 3 103 npenapary Himenpukc®, i 1008 cy6’exTiB oTpuManu GycTepHy 103y
y Bitli mpuGim3HO 12 MicsIiB.

Jani 3 6e3meku Oy TaKOX OIIHEHI B OKPEMOMY JOCIHIKEHHI, y SKOMY OJIHY /03y Ipemnapary
Himenpuxc® sBoaumu 274 ocobam BikoM Bif 56 pokis.

Micyesi ma 3azanvHi nodiuni peakyii

VY rpynax cy0’ekTiB BikoM 6-12 TwkHiB 1 12-14 MmicsuiB, sSKi OTpUManM 2 03U Mpenapary
Himenpukc®, 3 iHTepBamoM 2 Micslli, BBeJCHHS Iepmioi i apyroi 103 OyJIo MOB’A3aHO 3
AHAJIOT1YHOIO MICIICBOIO Ta CHCTEMHOIO PEaKTOTEHHICTIO.

[Ipodins MicueBHX i 3aragbHMX NOGIUHMX peakiiii OycrepHOi mo3m mpemapary Himenpuxc® y
cy0’extiB BikoM Bif 12 wmicsamiB g0 30 pokiB, Ticis NEpPBHHHOI BakKUWHAIII NHpenapaToM
Himenpnkc®, abo iHIMMME KOH’IOTOBaHUMH 2060 MPOCTUMH MOJiCaXapHIHUMH MEHiHTOKOKOBUMH
BakUMHAMH OyB aHAJIOTIYHMM MpOQLII0 MICHEBUX 1 3arajJibHUX MOOIYHMUX peakiii, sKui
criocTepiraBcs ICis TNEPBMHHOI BakimuHaLii mnpemapatom Himenpukc®, 3a BHKIIOYEHHAM
CHUMIITOMIB IIIJTYHKOBO-KHIIIKOBOTO TpakTy (BKJIIOYAOUW Jiapero, ONMIOBaHHS 1 HYJOTY), SKi
BUHHKAJIH JYXK€E 9aCcTO Cepel CyO’ €KTIB BIKOM BiJ 6 POKIB.

Ilepenik MoOIYHUX peakiiil y BUTISAAI TaOaMIL
3apeecTpoBaHi MOOIUHI peakiii BKa3aHO 3a HABEACHHMMM HUXKYE KaTErOpisMU B 3aJIe)KHOCTI BiJ
9aCTOTH BUHUKHEHHS.

Hyxe gacti: (> 1/10)

Yacri: (Bim > 1/100 no < 1/10)
Heuacri: (Bix > 1/1000 mo < 1/100)
Moomauuoki:  (Bim > 1/10 000 go < 1/1000)
PixkicHi: (< 1/10 000)

Yacrora HeBioMa (HEMOXKJIMBO BCTAHOBUTH, BUXO/ISIYHU 3 HASIBHUX JTAHHX )

VY Tabauui 15 HaBeneHi moOiuHI peakiii, 3apeecTpoBaHi B X011 TOCITIIKEHb Ha Cy0’€KTax BIKOM BiJ
6 TKHIB 0 55 pPOKIB 1 MiJ Yac MOCTPEECTPAIIMHOTO 3aCTOCYyBaHHA mpemapaty. [1o6iuni peaxitii,
3apeecTpoBaHi y Cy0’eKTiB BikOM > 55 pokiB, OynM aHAJIOTIYHI peakilisiM, fKi CrocTepiraimcs
y JOPOCIIMX MOJIOJIIIOTO BiKY.
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Ta6muis 15. 3Benena Tabnuils moOIYHUX PeaKIliii 32 CHCTEMHO-OpPTraHHUM KJIACOM

Knac cuctem oprauis

Yacrora

[To6iuHi peakiii

[Mopymiennst MeTaboIi3My Ta
XapuyBaHHS

Hyxe gacrti

3HM)KEHHS alleTUTy

3 OOKy MCUXIKU

Jyxe gacri

JpaTiBIuBICTh

Heuacri

besconnsa
Tlnau

3 00Ky HEPBOBOI CHCTEMH

Hyxe gacTi

CoHIUBICTH
T'onoBHUI 01Nk

Heuacri

I'inmecresis
3anaMopOYEHHsI

3 00Ky IIUTYHKOBO-

Yacri

Hiapest

birosanHsa
Hynora*

KHILIKOBOT'O TPAKTy

Heuacri CaepOix

Bucunagus**

3 OOKy WIKIpH Ta MiAMKIPHOT
TKaHUHH

Mianris
bine y kiHmiBKax

3 00Ky OMOPHO-PYXOBOTO HewacTi
arapary Ta CIOJIy4HOL

TKaHWUHU

3aranpHi po3naau Ta peakiii | Jyxe vacri

B MICIII BBEICHHS

[TingBuIIeHHS TeMIIepaTypu

HaGpsiku B micti 10’ exiii

bine y micui iH’exii

[ToyepBOHIHHS B MicIIl 1H’ €KITiT
BromiroBaHiCTh

I'emaroma B micmi 18’ eKkmii*

Ilorane camonouyTrs

ViipHeHHs B MicIll 15 €Kil

CBepOix y micti iH’ €Kil

Kap y micti i1’ exirii

BTpara uyTiamMBOCTI B MicIli iH’ €KITIT
3HavyHa HAOPSAKITICTH KIHIIIBOK y MICITi
1H€KIIi1, 9aCTO MOB’sI3aHa 3 EPUTEMOIO, III0
1HOJI1 OXOTUTIOE CYCIZTHI CyTiI001, abo
HaOPSKITICTh yci€l KIHIIBKY, B AKYy OyJI0
BUKOHAHO 1H €KIIIFO

Yacri
Heuacri

Yacrota

HeBigoMa***

Hynora i remaroma B MicIii iH’€K1ii BUHHKAJIM Y HEMOBJIAT 3 4acToToro «HeuacToy.

** BucumaHHs BAHUKAJIO Y HEMOBJIAT 3 4acTOTOI0 «YacToy.

*** [ToOiuHa peakIlisi, BUSBJICHA y MOCT-MAPKETUHTOBHUX JOCIIKEHHSX.
3BITYBaHHS PO MOOIYHI peaKIlii.
3BiTyBaHHS PO MOOIUHI peakiii micis peecTpanii JiKapChKOTo 3ac00y Ma€e Ba)KJIMBE 3HAYCHHS.
Ile mae 3Mory mpoBOAUTH O€3MepepBHUN MOHITOPUHT CIIBBIIHOMIEHHS MK KOPHUCTIO 1 PU3UKaMH,
OB’ SI3aHUMH 13 3aCTOCYBAHHSM LIBOTO JiKapchKoro 3acoly. Jlikapsim ciix 3BiTYBaTH Mpo Oyb-sKi
Mi103pI0BaHi MOoOIYHI peakilii BiMOBIIHO 0 BUMOT 3aKOHO/IaBCTBA.

Hecymicuicme.
BpaxoByroun BiICyTHOCTI MOCHIIKEHb CyMICHOCTI, IIeH JIKapChbKHi 3acid He ciij 3MilllyBaTH 3
IHITUMU JIIKapChKUMU 3ac00aMHu.

Tepmin npuoamnocmi.
Bakuuna - 4 poxu.
Po3unHHUK - 5 pOKiB.
Iicnsa 6ioHoG1EHHA
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[licns BiZHOBIIEHHS BaKUMHY CJiJ BiZpasy BHUKOpPHCTaTH. Xo0dYa 1 HE PEKOMEHAYETbCS
3aTPUMYBATHCS 3 BBEACHHSIM BAKIIMHU, CTA0ITBbHICTh BAaKIIMHH 30€pIiraeThCsi MPOTATOM 8 TOAMH TIPHU
temneparypi 30 °C micns po3BeaeHHs. SIKIO BakIWHA HE OyJia BUKOPUCTAHA MPOTATOM § TOIWH,
BaKIIMHY BBOJIUTH HE MOXHA.

YMoBH 30epiranus.

30epiratu npu Temnepatypi Big 2 qo 8 °C. 3axumaru Big cBitia. 30epiraTi B HEJOCTYITHOMY IS
niter micii. He 3amopoxxyBaTi.

[Ticns BIAHOBIICHHSI BaKIMHY CIIiJT BiJpa3y BUKOPHCTATH. SIKIIO BakimHAa He OyJia BUKOpPHCTaHa
BiZ[pa3y, yMOBU 30epiranHs BiHOBJICHOI BaKIIMHU JUB. B po3ii « TepMiH NpUAaTHOCTI.
Po3unHHMK MOkHA 30epiraTu mpu KIMHaTHIN Temmeparypi (25 °C).

S0 BakHa a60 pO3YMHHUK OYJIM 3aMOPOXKEHI, X CIIiJ yTHIII3yBaTH.

YnakoBka.

[To 1 ¢dnakony 3 mopomkom (1 mo3a) B koMIwiekTi 3 pozunHHUKOM (0,5 M) y momnepeaHbo
HANIOBHEHOMY IITPHUIII Ta JBOMa TOJKAMU 3alaKOBYIOTh y OJyicTep Ta BKIAJAIOTh Yy KapTOHHY
KOpPOOKY pa3oM 3 IHCTPYKIIIEIO 1T METUYHOTO 3aCTOCYBaHHS.

IIo 1 ¢nakony 3 mopomkom (1 mo3a) B xomIuiekTi 3 po3unHHUKOM (0,5 M) y momepenHbo
HAITOBHCHOMY IIIPHUIll 0€3 TOJKW 3alakoBYIOTh y Omictep; 10 OmicTepiB BKIAAAIOTh y KapTOHHY
KOPOOKY pa3oM 3 IHCTPYKIII€IO IS MEJUYHOTO 3aCTOCYBaHHSI.

Kareropis Bignycky.
3a perenTom.

Bupoonuk.
[paiizep Menrodexuypunr bensris HB / Pfizer Manufacturing Belgium NV.

Micue3HaxonxeHHsI BHPOOHUKA TAa ajgpeca Miclsi NPOBAZKeHHsI HOro AislJIbHOCTI.
Peiikcser 12, Ilyypc, 2870, bensris / Rijksweg 12, Puurs, 2870, Belgium.

JaTa octannboro neperJsay. 21.05.2021
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