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IHCTPVYKIIIA
AUISE MEIHYHOTIO0 32CTOCYBAHHS JIKAPCHKOI0 3ac00y
Himenpuxc®/Nimenrix®
Crknao:
[Ticna BinHoBieHHs oaHa 103a (0,5 M) MICTHTD:
Hiroui peyosunu:
[Tonicaxapun Neisseria meningitidis ceporpynu A' 5 MKr
[Tonicaxapun Neisseria meningitidis ceporpymu C' 5 MKT
[Monicaxapun Neisseria meningitidis ceporpymu W-135' 5 MKT
[Momnicaxapun Neisseria meningitidis ceporpynu Y' 5 MKT

' KoH’foroBaHHif 3 GiIKOM-HOCIEM PABLEBOrO AHATOKCHHY — 44 MKT.

Honomidxncni pevosunu: caxaposa, TPOMETAMOIL.
Po3uunnuk: HaTpitO XJIOPHI, BOAA IS iH’ €KIIiif.

Jlikapeska dopma. [Topomok Ta po3<HHHUK I PO3UMHY JUIs iH €Ki,
Ocnosni gisuxo-ximiuni é1acmueocmi: 6ina Maca abo MOPOIIOK; MiCIs BIAHOBIEHHS POIYHHHHKOM:
npo3opa ta Ge36apBHa pijHHA.

®apvakorepaneBTHYHA rpyna. AHTHOGakTepianbHi BakuMHM. Baknuna s mpodimakTHKH
MeHiHrokokoBoi iHdekuii. Kox ATX: JO7TAHOS.

Imynonociuni i 6ionoziuni eracmusocmi.

Dapmarodunamira.

Mexati3wm il

AHTHKAICY/IbHI MEHIHTOKOKOBI aHTHTINa 3aXHINAIOTH BiJl MEHIHFOKOKOBHX 3aXBODIOBAHb 3a
PaxXyHOK KOMITIEMEHT-0ITOCEPEIKOBAHOT OaKTEPHIIMAHOI aKTHBHOCTI. 3a pe3y/IbTaTaMH KiIbKICHOIO
BH3HQYCHHA 3 BHUKOPHCTAHHAM KpOJSYOro KomiuieMeHTy (rSBA) abo KOMILIEMEHTY TIOIMHH
(hSBA) noseneHo, mo npemapaT BHKIHKAE BHPOOJIEHHS OAKTEPHUMAHMX AHTHTUT [IPOTH
KalCyIpHHUX mosticaxapuiiB Neisseria meningitidis rpyn A, C, W-1351a Y.

IMYHOTEHHICTH Y HEMOBIISAT

byno mnposeneHo jBa KIiHIYHI JOCTIZUKEHHS 3a vyacTi HeMoBaAT: MenACWY-TT-083 Ta
MenACWY-TT-087.

Y xainiunomy pocmimkenni MenACWY-TT-083 mepury n03y BBoanHM y Bini Bix 6 1o 12 Tukuis,
ApYTY 103y — 4epe3 2 Micsiui, a TpeTio (Gycrepuy) 103y — y Biui npubausHo 12 micanis. Bakiumny
DTaP-HBV-IPV/Hib ta 10-BanenTHy NMHEBMOKOKOBY BAaKIMHY BBOAMIM OAHOYacHO. IIpemapat
Himenpukce® BHKIMKAB MPOayKyBaHHS GAKTEPHIHIHAX AHTHTLT MPOTH YOTUPHEOX MEHIHTOKOKOBHX
rpymn. Bianosiae npotu rpynu C Oyna He cabuioo 3a BiAMOBiAb, SKY BHKIHKAOTH JiEH30BaHI
BakuuHe MenC-CRM ta MenC-TT, BpaxoByiou# BiacoTOK 3 TuTpamu rSBA > 8§ uepe3s wmicsub
micns apyroi gosu. Jus. tabuuio 1.
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Tabmuus 1. ImyHHa BiANOBIAL (MPOAYKYBaHHS DaI{IepHIJ.H,‘lHH‘( aututin) (rSBA*) Ta
(hSBA**) y HeMOBIAT miciis BBEAEHHS ABOX 03 3 iHTEpBaIoM 2 MicfIi i MiC/Is BBEICHHS
OycrepHoi 103u y Bili 12 micsiis (gociimkenns MenACWY-TT-083)

Menin . rSBA* hSBA**
rokoko | [pymna
Ba BaKI[HHU N >8 GMT 5 >8 GMT
rpyna (95 % 1) | (95 % 1) (95 % 1) |(95 % JI0)
s |, b7.4% h03 02 P65 % 157
_ , |20 20 (95,4; 98,6) [(182;227) ["7(93,0; 98,6) [131; 188)
& Himenprxe g‘gi: i sa P96 % 1561 14 P95 % 1007 (8364
ﬂgm{},’ (98,4;99.9) (1412; 1725)[ " ' (97,4: 100) [1214)
Micas |, 8,7 % 612 13 P8:6 % 1308
n03u 20 (97,2;99,5) (540; 693) (96,0; 99,7) {1052; 1627)
- @ .
Himerprke g‘gf: o L3 P98 % 1177 01 09,5 % 41992
o (98,8; 100) (1059; 1308)(~" (97,5; 100) 4086: 6100)
no3ul!)
s [, 99.6% 058 02 |100 % 3188
Baxwma 203 2% (98,4; 99,9) {850; 1079) [~ (98,2; 100) |2646: 3841)
€ |Menccrm | | gaor fiost 100%  [5438
Oycrepuoi B46 . 99 0: 1202 216 i 412: 6
AR (96,8; 99,4) (920; 1202) [ °98,3; 100) K4412: 6702)
Micia [, 100 % 1188 6 |100% b 626
O nozu 2V (99,2; 100) (1080; 1307) (98,4; 100) (2219;3109)
MenC-TT [HHem® | ho50, 1960 100 % 5542
OycrepHoi B#59 5. 776- 219 } .
A (99,2; 100) {1776; 2163)F ~ (98,3; 100) (4765: 6446)
Micax |, 9,1% 1605 17100 % 753
103m 200 (97,8; 99,8) (1383; 1862) ' [98,3; 100) |(644; 882)
. ® .
W Himenprxe g‘gi: i Lo P98 % D777 ) 13[100 % 5123
Hgmﬂ‘,’ (98,8; 100) {2485; 3104)F ©{98,3; 100) (4504: 5826)
Micnx [, P82% 133 14 P7.7 % 528
no3u 2\ (96,6; 99,2) (419; 558) (94.6: 99,2) (276: 390)
v ® .
I GH‘EJTI: oilicaP94% sl 17 [100%  pos4
ﬂfm(},’ (99,1; 99,9) (787: 986) (98,3; 100) |2498; 3493)

AHaJli3 iIMyHOreHHOCTI TPOBOHIM HA MEPBHHHIH KOTOPTI «BiAMOBIAHO 10 nporoxoiny» (ATP)
JUTA aHamTi3y IMYHOT€HHOCTI.

* Ananis i3 rSBA npoBouiu B naGoparopisix CrysxGu rpomaacekoro 310poB st Auriii (PHE)
y BenukoGpurasnii.

** Ananis i3 hSBA npoBouiu B mabopatopisx kommanii GSK.

() 3pasku kposi Gpanu uepes 21-48 qHiB mic/s BaKIMHALL.

Haui, otpumani y mpocmimkenni MenACWY-TT-083 rlmpmlyroTb EKCTPANOJIALI TaHUX 3
IMyHOT€HHOCTI Ta PeXKHMY J03yBaHHS /I HEMOBIIAT BiKOM Biz 12 THKHIB 10 6 Micsis.

Y nocaiprenni MenACWY-TT-087 HeMOB/IATaM 3aCTOCOBYBAIH aG0 OJIHY MEPBHHHY 103y Y Billl 6
MICSIIB 3 MOJATBUIOK OyCTEpHOIO 103010 y Bimi 15-18 Micsuis (DTPa-IPV/Hib ta 10- -BAJICHTHY
IHEBMOKOKOBY KOH'[OTOBaHY BaKLMHY 3aCTOCOBYBAIH OJHOYACHO Mij yac 060X BakUMHALH), 260
TpH MEPBHHHI 1031 y Bili 2, 4 Ta 6 Micauis 3 6ycTepHOO 103010 y Bini 15-18 micsuis. Ojua 103a,
BBEJICHA y Bill 6 micsuis, BUKIMKana ctiliki rSBA siamosini mo ceporpyn A, C, W-135 1a Y,



OLIHEHI 32 BiZICOTKOM cy0’eKTiB 3 THTpamu rSBA > 8 uepes Micsip, ski OY/IH CiBCTABHAMH 3
BIANOBIZAMH TiCTA BBEICHHS OCTAHHBOI JO3M i3 cepii TPhOX MepBHHHMX 103. BycrepHa j03a
BUK/IHKaIa CTIHKI BIAMOBIAI 0 BCIX YOTHPHOX MEHIHTOKOKOBHX CEpOrpyl, CIBCTaBHi B 000X
rpyTax 1o J03yBaHHIO.
Bianosini (yTBopeHHs) GAKTEPHLMIHUX AHTHTLN y HEMOBIAT BIKOM 6 MiCSAIiB BH3HAYEHI qepes
MICSILIb ITiCTIst BBEJICHHSI O/IHi€T IIEPBHUHHOI 103K [Iepe/l BBEAEHHAM OYCTEpHOI 103H, Ta Uepe3 Micsllb
micsist OycTepHoi 1034, HaBeIeH] y Tabui 2

Tabmaus 2. Binmosini (yrBopenns) Oaxrepuuuanux antutin (rSBA* ta hSBA*¥)) y HeMOBIAT
[ic/ist BBEIGHHS OZHi€l 03M y Biui 6 Micsuis Ta micis BBeleHHS GycTepHOi 103d y Bimi 15-18
MicauiB (gocmipkeHHs MenACWY-TT-083)

Menin SBA* hSBA**
TOKOK
OBa N >8 GMT N >8 GMT
rpyma (95% 1) | (95% II) (95% 1) | (95% JII)
Micns josu | o | 98.80% 1332.9 so | 9830% 271
1M (95.6; 99.9) | (1035.2; 1716.2) (90.9; 100) | (206; 355)
[Tepexn
81.70% 125.3 66.20% ,

A 65’;:)631;‘}?*0 BUN 74:8709) | 441860y | 71| a7y | 2104:32)
612;;”“:‘{0.1. 130 | 9930% 2762.3 - 100% 1416(1140;
iomp(.) (96.1; 100) | (2310.3; 3302.8) (95.7; 100) 1758)
Mics nosu | o [ 99.40% 591.6 - 100% 523

1M (96.6; 100) | (482.3; 725.8) (94.6:100) | (382;717)
A Er?fim 3y | 65.60% 27.4 o | 9620% 151

C Yﬂmﬁm (56.9:73.7) | (20.6; 36.6) (89.2;99.2) |  (109;210)
62;2”:0.1. 130 | 9930% 2525.2 - 100% 13360
zm"m (96.1; 100) | (2102.1; 3033.3) (96.1; 100) | (10953; 16296)
icas fosn| | o | 93.90% 1255.9 o | 87.20% 137

1M (89; 97) (917; 1720) (74.3;95.2) | (78;238)
: Er??om a1 | 77.90% 63.3 o3 | 100% 429

W PYerep (69.8:84.6) | (45.6;87.9) (93.3;100) | (328; 559)
HJ030HK0
Gg;g”fm.l. 130 | 100% 3144.7 so | 100% 9016
?;mp(, ; (97.4; 100) | (2636.9; 3750.4) (93.9;100) | (7045; 11537)
Mlican nos| | o | 98.80% 1469.9 s | 9230% 195

1M (95.6:99.9) | (1186.5; 1821) (81.5;97.9) | (118;323)
, ?T?Tm 3y | 88.50% 106.4 o | 9840% 389

Y yﬂm&o (81.8;93.4) | (76.4; 148.1) (91.2;100) | (292; 518)
6?;2“?{01. 5o | 100% 2748.6 s | 100% 5978
iogﬂpﬂ, (97.4; 100) | (2301.4; 3282.6) (94.8; 100) | (4747;7528)
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AHaJIi3 IMyHOreHHOCTI IPOBOTHIIM HA NEPBHHHII KOTOpTi «BiANOBIAHO 10 mpoTokomy» (ATP) s
aHaIi3y IMYHOT€HHOCTI.

* Ananis i3 rSBA npososunu B maboparopisx Ciyx6u rpomazcskoro 3m0pos’s Anriii (PHE) y
BenukoOpuranii

** Ananiz i3 hSBA nposoaumnu B komnanii Heomen, Jlaans, Kanama

() BinGip kpoBi MpoBoTHTH Yepe3 MicsAwb Mic/s BaKHHAL]]

baxTepuIn/IHy aKTUBHICTh CHPOBATKH KPOBi TAKOX BUMipioBatH 3 BuKopHcTaHHaM hSBA B sxocti
BTOPHHHOI KiHlEBOi ToukH. Xoya i criocTepiranucs criBcTasHi Bigmosiai g0 ceporpyn A ta C npu
000X cxemax BakKIMHAIII, BBeJEHHS OJHiel MePBHHHOI 03 y Bimi 6 MicsuiB Gy1o mos’s3aHo 3
HIDKYMMH 3Ha9eHHsAMH hSBA Bixmoimsamu 10 ceporpyn W-135 Ta Y, ouineHuMH 3a BimcoTkoM
cy6’extiB 3 THTpamMu hSBA > 8 [87.2% (95% [MI: 74.3, 95.2) ta 92.3% (95% JII: 81.5, 97.9),
BIAMOBIIHO| y MOpIBHAHHI i3 3aCTOCYBaHHAM TPBOX 103 y Biui 2, 4 Ta 6 micamis [100% (95% I
96.6, 100) Ta 100% (95% I: 97.1, 100), Biamosiguo] (aus. po3ain «OcoGIMBOCTI 3aCTOCYBAHHS»).
[Ticns BBentenHst OycrepHoi 1031 TUTpH hSBA 10 BCiX YOTHPBOX CEpOrpyIr GYIH CIIBCTABHI B 060X
cXeMax J03YBaHHS.

IMyHOreHHiCTh v MamioKiB BikoM 12-23 micsmi

Y knininnx gociimkennsx MenACWY-TT-039 ta MenACWY-TT-040 oxna 103a mpemnapary
Himenpukc® Bukiukaza sianosizi rSBA 10 HOTHPBOX MEHIHTOKOKOBHX rpym, TpH [bOMY
BiAnoBiAb npotu rpymu C Gyna MOpPiBHSHOO 3 BiANOBIATIO, SKY BHKJIHKAE JIIEH30BAHA BaKLHHA
MenC-CRM, 3a BiacoTkoM 3 THTpamu rSBA > 8 (Tabmums 3).

Tabmuns 3. Bianosizi (yrBopeHHst) GakTepuiiIHUX anTuTia (rSBA*) y niteit Bikom 12—23 micsii

3 Hocmimxenns MenACWY-TT-|Hocnimkersss MenACWY-TT-
MEHIETO | ¢ 039 040
KOKOBa
— BakKIMHH N >8 GMT N >8 GMT
124 95% 1D |(95 % D) (95 % JT1) | (95 % JI)
. A 99,7 % 2205 98,4%  |3170
A Hivenprke™ 1354 1 98 4. 100) |(2008; 2422) |18 |(95.3: 99.7)|(2577: 3899)
. | 99,7 % 478 973%  |829
® ’ N
. Hivienpuke™ 1354 | 98 4. 100) |(437:522) ' [(93.7: 99.1) | (672: 1021)
Baxiuna 121 97,5 % 212 114 98.2 % 691
MenC-CRM (92,9;99.5) |(170; 265) (93,8: 99,8)|(521; 918)
. ® 100 % 2682 98.4 % 4022
W-135 | Hivenpuke™ 1354 | 99 0. 100) |(2453:2932) |80 | (95 .4: 99.7)| (3269: 4949)
. . 100 % 2729 973% 3168
¥ Himerpuke™ 1354 | 99.0: 100) |(2473;3013) |35 [(93.8: 99.1y| (2522: 3979)

AHaJti3 IMyHOTeHHOCTI poBoAuH Ha kKoroptax ATP juia aHanizy iMyHOT€HHOCTI.
() 3pasku kposi Gpanu uepes 42—56 nuiB mic/s BaKIMHALLL.

(2) 3pasku kposi Gpanu yepes 30—42 mui micas BaKIMHALLT.

* Anani3 npoBoxumu B maGoparopisix kommnanii GSK.

Y mocmimkenni MenACWY-TT-039 GakrepuuuaHy aKTHBHICTB CHpPOBAaTKH KpOBi TaKOX
BHMIPIOBA/IH 3 BHKOPHUCTAHHSAM JIFOJCHKOI CHPOBATKH SK ukepena kommiementy (hSBA) B sikocti
BTOPHHHOI KiHIEBOT TOUKH (Tabnuus 4).



Tabnuus 4. Binnosizni Gaxrepuumuanx antutin (hRSBA*) y niteit Bikom 12—23 micsi

MemriHrokokoBa Hocnimkenns MenACWY-TT-039V"
e ['pyna BakimH# N 28 GMT
py (95 % ) (95 % A
_ . 772 % 19,0
A Himenpuxke 338 (72,4; 81,6) (16,4; 22,1)
: 98,5 % 196
® )
. Himenpuke A (96.6; 99,5) (175; 219)
81,9 % 40,3
Bakiuna MenC-CRM | 116 (73.7; 88,4) (29.5; 55,1)
_ 87,5 % 48,9
- ® : ’
W-135 Himenpukc 336 (83,5; 90,8) (41,2; 58,0)
_ N 79,3 % 30,9
¥ Hivenpuxe — (74,5 83,6) (25,8;37,1)

AHaili3 iMyHOTeHHOCT] poBOAMIH Ha KoropTi ATP s aHaimizy iMyHOT€HHOCTI.
() 3pasku kposi Gpati depes 42—56 AHIB MiC/IA BAKIHHALL,

* Anani3 npoBoauiHu B 1aboparopisx kommanii GSK.

Y nocnimkenni Men ACWY-TT-104 imynny Bimmosize micis oxmiei abo aBOX /103 mpemapary
Hivenpukce® 3 inTepBanom 2 Micsmi OMiHIOBANH depe3 MicAUb Mic/A BaKIHHALIL, [Ipenapar
Himenpukc® BukiHKaB GakTepHIMIHI BiANOBiAI mpoTH Beix YOTHPHOX TIpYIH, aHAJIOTIYHI 3a
BIICOTKOM 3 TUTPOM rSBA > 8 i 3nauenns GMT nicis oamiei abo 8ox 103 (Tabmuis 5).

Tabnunsg 5. Bignosini 6akrepunmaanx antutin (rSBA)* v giteit Bikom 12—14 micamis

N | Thva Hocnimkenas MenACWY-TT-104")
a o B:KYL?HHH e N =8 GMIL:
Py (95 % JII) (95 % D)
Himenpuxc® | IMicis 180 |97:8% 1437
1 no3a J03H 1 (94,4, 994) (1118, 1847)
A [Ticns 158 96,8 % 1275
Himenpuxc® | go3u 1 (92,8, 99,0) (970, 1675)
2 nosu Miens | o0 | 98.0% 1176
JI031 2 (94.3, 99.6) (922, 1501)
Himerpukc® [Ticst 179 | 93:0% 452
1 no3a Jo3u 1 (90,7, 97,7) (346, 592)
i [Ticnsa 157 95,5 % 369
Himenpukc® | nos3m 1 (91,0, 98,2) (281, 485)
2 posa Miex | 50 | 98.7% 639
1034 2 (95,3, 99.8) (522, 783)
Himenpukc® [Ticas 180 95,0 % 2120
1 1o3a no3u 1 (90,8, 97,7) (1601, 2808)
W-135 [Ticns 158 94,9 % 2030
Himenpukc® | go3m 1 (90,3, 97.8) (1511, 2728)
2 zoaa Micas 1so | 100% 3533
10341 2 (97,6, 100) (2914, 4283)
v Himenpuxc® | [Ticns 180 | 92:8% 952
1 no3a 034 1 (88,0, 96,1) (705, 1285)




[Heas 157 |93.6% 933
Hivenpukc® | 1o3m 1 (88,6, 96.9) (692, 1258)
2 nosu Ticns 5o | 993% 1134

103K 2. (96,3, 100) (944, 1360)

Anani3 IMyHOTEHHOCTI IMPOBOJMJIM HA KOTOPTI «BiAMOBiAHO 10 npotokoiay» (ATP) mwis anaiiszy

IMyHOTEHHOCTI.

™ 3pasku kposi Gpanu yepes 21-48 aHiB micas BakIHHALLIT.
* Anani3 mposoauiu B naboparopisx Ciyx0Ou rpomacekoro 310pos’s Auriii (PHE).

VYV nocnimxeHni
BUMiproBaiH 3 BUKopucTaHHsM hSBA B sixocti BropusHOI KiHueBoi Touku. [penapar Himenpuke

MenACWY-TT-104 OaxkTepHuMaHY AaxkTHBHICTH CHPOBATKH KpOBI TakoX

®

BUKJIMKaB OaKkTepuIH/IHI Biamosial mpotd rpyn W-135 ta Y, ski B pa3i BBeseHHs /BOX /103 Oyau
BHIII 32 BizicoTkamu 3 THTpoM hSBA > 8 y nopiBHsHHI 3 0/IHi€0 103010. AHanOTiUHI BiamoBizai 3a
BicoTkamu 3 THTpoM hSBA > 8 criocrepirammcs nportu rpyn A ta C (Tabnuns 6).

Tabnuus 6. Bianogizi 6akrepuimannx antutia (hRSBA)* v mamokis Bikom 12—14 micamis

Jocmimxenast MenACWY-TT-104"

Men;nroxoxoaa ggg;l:}m Uae . >3 GMT
SR (95 % JII) (95 % JII)
Himenpuke® | ITicas 24 95,9 % 118
1 no3a nos3u 1 (88,6, 99,2) (87, 160)
A [Ticns 66 97,0 % 133
Himenpukc® | mo3u 1 (89,5, 99,6) (98, 180)
4a0em Micns s | 970% 170
1034 2 (89,5, 99.,6) (126, 230)
Himenpukc® | ITicna g |98.7% 152
1 to3a no3u 1 (93,1, 100) (105, 220)
c [Ticas 70 95,7 % 161
Himenpuxc® | mosu 1 (88,0, 99,1) (110, 236)
2038 Micin | o | 100% 1753
11034 2 (94,8, 100) (1278, 2404)
Himenpuxc® | ITicas 1y | 625 % 27
1 no3a no3u 1 (50,3, 73,6) (16,47)
W-135 [Ticna 61 68,9 % 26
Himenpukc® | go3u 1 (55,7, 80,1) (16, 43)
2z03H [Ticn 0 |971% 757
JI03H 2 (90,1, 99.7) (550, 1041)
Hivenpukc® | [Ticns 7 | 67:6% 41
1 no3za o3 1 (55,5, 78,20) (24,71)
Y | Iicas 56 64.3 % 32
Himenpukc® | mo3u 1 (50,4, 76,6) (18, 58)
2n0 [Ticns o | 953 % 513
JT03H 2 (86,9, 99.0) (339, 775)

AHami3 IMYHOIrEHHOCTI HPOBOIMIIM HA KOTOPTi «BiAMOBiAHO 10 mpoTokony» (ATP) mns anamizy

IMYHOTE€HHOCTI.

) 3pasku kposi Gpanu yepes 21-48 auiB Micia BAKIHHALIT.
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* Anaii3 nposoauiy B j1adoparopisx kommanii GSK.

Criiixkicts iMmyHHOi Biamosiai onixioaau 3a rSBA ta hSBA npotsrom nepioay 10 5 pokiB y aiTeif,
SKI IIPOHIILTH MOYAaTKOBY BAaKIMHALIIO B paMKax fociimkenas MenACWY-TT-027 (tabauus 7).

TabGmuua 7. Mani mpo criffikicTs 3a 5 pokiB y MamokiB BikoMm 12-23 micsui npd BakuuHarii
(mochimkxenus MenACWY-TT-032; posmmpenns gociimkenss 027)

MeHniHro Ficsiia Mowment [rISBA* hSBA**
KOKOBa BEKYEHHH qacy N >8 GMT N >8 GMT
rpyna (piK) (95 % AI) (95 % M) (95 % )  [(95 % 1)
4 45 (64,—’-18%?8 : fsc:xl ] 44 5326,37% | 8.8 )
; ® 48.8; 78,1 19.4; 63.4) (36,7 67,5) |(5.4; 14,2
= EMCERIES : 0|35 % 374 45 |356% 52
(58,9; 85.1) 1(22,1: 63,2) (21,9; 51,2) [(3.4; 7.8)
4 45 97,8 % 110 45 (97,8 % 370
Histerpirkc® (88,2:99.9) |(62,7; 192) (88,2;99,9) |(214; 640)
) 5 49 77,6 % 48,9 48 91,7 % 216
C (63,4; 88,2) [(28,5; 84,0) (80,0; 97,7) [(124;379)
4 10 80,0 % 137 10 70,0 % 91,9
Baxuuna (44.4.97.5) |(22.6: 832) (34,8; 93.3) [(9,8; 859)
MenC-CRM 5 1 63,6 % 26,5 1 90,9 % 109
(30,8; 89.1) |(6.5; 107) (58,7:99.8) [(21,2;557)
4 45 60,0 % 50,8 45 84.4 % 76,9
W-135  |Hisenpric® (44,3: 74.3) (24,0 108) (70,5;93,5) |(44,0; 134)
5 49 34,7 % 18,2 46 82,6 % 59,7
(21,7: 49,6) |(9,3; 35,3) (68,6; 92,2) [(35,1; 101)
4 45 62,2 % 449 A1 87.8 % 74,6
v Hisenpuic® (46,5: 76.2) |(22,6; 89,3) (73,8: 95,9) [(44,5; 125)
5 49 429 % 20,6 45 80.0 % 70,6
(28,8; 57.8) [(10,9; 39,2) (65,4:90,4) [(38,7: 129)

CrifikicTh IMYHOreHHOCTI aHaNi3yBalM 3 BHKOpHCTaHHsM Koroptd ATP ma 5 pomi. [Tomuika
Bi0OpY, MOB’A3aHa TOJOBHUM YHHOM 3 IMOBTOPHOIO BaKIHHALIEW cy6 eKTiB 3 THTpamu rSBA < 8
rpynd C 1 BUKIIOYEHHAM TakMX CyO’€KTIB 3 HAacTYMHHX MOMEHTIB 4acCy, MOIJIa [IPH3BECTH 0
3aBHIIEHOT OLIIHKH THTPIB.

* Ananis i3 rSBA npoBozuiu B nabdoparopisx PHE y BenukoGpuranii.

** Anani3 npoBoauiH B 1aboparopisx kommaxii GSK.

IMyHOTeHHICTD Vv AiTeit BikoM 2—10 pokiB

Y nocnimxenni MenACWY-TT-081 Gymo mpomemoncrposaro, mo npenapar Hivenpukc® € ne
MEHII e(QeKTHBHUM, HDK iHIIA JineH3oBaHa BakuuHa MenC-CRM, 3 Touku 30py Biamosiai Ha
rpyny C [94.8 % (95 % II: 91.4; 97.1) Ta 95,7 % (95 % MOI: 89,2; 98,8), Bianosinuo]. 3HaueHHs
GMT Gymno Hmxkde s rpymu npenapary Himenpukce® [2795 (95 % JII: 2393; 3263)] B nopiBusHHI
3 BakuuHoo MenC-CRM [5292 (95 % JII: 3815; 7340)].

YV nocaimkernni MenACWY-TT-038 sakuuna Himenpukc® BusBuizacs He MeHII e(eKTHBHOIO
MOPIBHAHO 3 JileH30BaHo0 BakuHHOI0O ACWY-PS 3 Touku 30py peakuii Ha gotupu rpymu (A, C,
W-135 ta Y) (uB. Tabmuigo 8).




Tabnuus 8. Bigmosini Gakrepumumnux antutin (rSBA*) na Himenpuxc® i Baximny ACWY-PS

y aiTeit BIKOM 2-10 pokiB uepes | micaus mics BaKIMHALi{
(nocnimpxerus MenACWY-TT-038)
Y — Himenpukc® Bakiuaa ACWY-PS
conaroyna | v | VR GMT v R GMT
95 % D) | (95 % ) ©5% 1) | (95 %)
N w05 | 891 % 6343 oy | 646 % 2283
(86,3:91,5) | (5998; 6708) * 1 (57,4:713) | (2023:2577)
96,1 % 4313 89.7 % 1317
¢ 1 | 04.4;07.4) | 4342:5335) | 23* | (85.1:933) | (1043; 1663)
97,4 % 11543 82.6 % 2158
W13 91 | (959;98.4) | (10873;12255) | 2® | (772:872) | (1815; 2565)
92,7 % 10825 68,8 % 2613
&= 723 | (90,5;94,5) | 10233;11452) | 2% | (62,5:746) | (2237:3052)

AHaui3 iMyHOTreHHOCTI mpoBoauIH Ha Koropti ATP juist ananizy iMyHOreHHOCTI.
VR — BiaMOBib Ha BAKIWHY, BU3HAYECHA SK YaCTKA Cy0 €KTIB 3 HACTYITHUMH NOKA3HUKAMH:

o TuTpH rSBA 232 114 n04aTKOBO CepoHeraTMBHHX Cy0 €KTiB (To6TO THTp rSBA 10 Bakuuzamii

<8);

¢ [ioHalimMeHIe 4-KpaTHe 3pocTaHHs THTPIB ISBA micis BakuMHALIT MOPIBHAHO 3 THTPAMHU MEpes

BAaKIIMHAIIIEIO y TIOYaTKOBO CEPOIIO3UTUBHUX Y0 €KTiB (ToOTO THTP rSBA 110 BakmmHarii > 8).
* Anani3 npoBouiu B laGoparopisx kommanii GSK.

CrilikicTs iMyHHOI BiZIIOBiZi OLIHIOBAIH y AiTeH, SIKi NPOHILUIM TOYATKOBY BaKIMHALIIO B paMKax

nocnipkenass MenACWY-TT-081 (tabmuus 9).

Tabmuua 9. Jlani momo crifikocti 3a 44 micaui y aiteit Bikom 2-10 pokiB mpu  BaKuHHALT

(nocmimkens MenACWY-TT-088; poswmpenns gocuimxenss 081)

Meniuro Ty MomenT [rSBA* hSBA**
KOKOBa qacy >8 GMT >8 GMT
rpyna | oo HHEH (Micsinti) ©5%an los%m N leswmy |95 %
86,5 % 196 25,6 % 4,6
" Histerpinkc® o 193] 20,9: 91,0) l(144:267) 0 |(16.9:35.8) |(3.3: 6.3)
it 130/85:7 % [307 g9 258 % 4.8
(79.9; 90,4) |(224; 423) (17,1:36,2) |(3,4;6,7)
64,6 % 34,8 05,6 % 75,0
— 3% 1921574, 713) (26,0, 46.4) °° |(89,0:98,8) (53.4; 108)
» 120/37:0 % 14,5 o 168 % 36,4
c (30.1; 44.3) [(10.9; 19.2) [°“ 1(66,2; 85.4) 1(23,1;57.2)
- 6o |76:8% 86,5 33 90,9 % 82,2
Baxina (65.1; 86,1) |(47.,3; 158) (75,7, 98,1) |(34,6; 196)
MenC-CRM |, 66 1455%  [310 31 [645 % 38,8
(33,1; 58.2) |(16.6: 58.0) |°" |(45.4:80,8) |(13,3;113)
5 103|772 % 214 o6 849 % 69,9
W-135  |Hivenpic® (70,6; 82.9) |(149; 307) (75,5:91,7) [(48.2; 101)
I 89/68:3 % 103 g7 80,5 % 64,3
(61,1; 74.8) [(72,5; 148) (70,6; 88,2) [(42,7; 96.8)
- 10383 % 227 o1 |13 % 79,2
% S (75.1; 86.6) |(165; 314) (71,8 88,7) [(52.,5;119)
i 130|624 % 78,9 26 [82.9% 127
(55,1; 69.4) |(54,6; 114) (72,5;90.6) |(78.0; 206)

AHami3 IMyHOr€HHOCTI

KOJKHOIO MOMEHTY Hacy.

npopoauian Ha Koropti ATP mis ananisy

crilikocTi, amarnroBaHiil Ui

V24

y



* Ananis i3 rSBA npoBoumm B nadoparopisx PHE y BenukoGputanii.
** Anani3 npoBoauiu B naboparopisx kommnanii GSK.

Crifikicts iMyHHOT Bianosini ouinroBanu 3a hSBA depe3 1 pik micns BakiMHAIUT Y JiTeil BikoM 6—
10 pokiB, sKi MPOHIITKH TMOYATKOBY BaKIMHAIIIO B pamkax gociimkenns MenACWY-TT-027
(Tabmuus 10) (aus. po3ait «OcobaMBOCTI 3aCTOCYBAHHSY).

Tabmuusa 10. [lani mozno crifikocti yepe3 1 Micsmp micis Baknuuaii i yepes 1 pik (hNSBA*) y aireit
BikoM 6—10 pokiB

| Micsip micas BakuMHALL T

CriiikicTs mpotarom 1 poky

MeniHro r (mocmimxenns  MenACWY- | (nocnimkenns MenACWY-TT-
KOKOBA ng“;ﬂﬂ TT-027) 028)
rpyma - N |28 GMT N |28 GMT
(95 % IT) | (95 % I 95% I | (95 % 1)
. 80.0% | 534 163 % 35
® 3 3 3 s
N Himenpuxe™ | 105 | 71 1. g7 9| (373, 762) | 1% | 9.8:249) | 2.7: 4.4)
257% |41 57 % 25
ACWY-PS 135 | as,a33)| 2665 |2° 07192 |(19:33)
. = $9.1% | 156 952 % 129
& Hivenpuke™ | 1011 01 3. 94 )| 99,3; 244) | 19 | (892; 98.4) | (95.4: 176)
395% [ 13.1 323 % 77
ACWY-PS |38 |3% : 31 |32 :
(24,0: 56.,6)| (5.4; 32,0) (16,7: 51.4) | (3,5: 17.3)
Himenpukc® | 103 95,1 % 133 103 100 % 257
WoL3s P (89,0: 98.4)| (99,9: 178) (96,5: 100) | (218;302)
343% |58 12.9 % 34
ACWY-PS |35 |34 : 31 |12 =
(19,1: 52.2)| (3.3:9.9) (3.6:29.8) | (2,0:5.8
oom® | g9 | 801 % ) 051 06 | 99.1% : 565 )
v e (73.7:90.2)| (62.4: 145) (94.9: 100) | (213: 330)
$BI% | 125 333 % 93
ACWY-PS 132 | n64:623)| 5,6:277) |3¢ | 18.6:51.0) | (4.3:19.9)

AHani3 iMyHOTeHHOCTI ripoBoannu Ha Koropti ATP s anami3y criitkocri.
* Anauni3 npoBoanu B 1abopartopisx komnanii GSK.

IMyHOreHHICTE V nULTTKIB BikoMm 11—17 pokiB i gopocaux BikoM > 18 pokir

Y [ABOX KITHIYHMX JOCTIKEHHSAX, SKi MPOBOJAMIMCS 3a y4acTi MmiUnTKkiB Bikom 11-17 pokis
(mocmimkerus MenACWY-TT-036) i nopocaux Bikom 18-55 pokiB (mocmimkenas MenACWY-
TT-035), cy6’exram BBoAMIM abo oxHy A03y mpemapary Himenpukc®, aGo oamy 103y BakuuuHM
ACWY-PS.
Byio npoaemoncTpoBaso, mo npernapat Hivenpuke® iMyHomOriuHO € He MeHII eeKTHBHIM, HiX
BakuuHa ACWY-PS, 3 Touku 30py Bianosiai Ha Bakuuny (tabmuis 11).



Tabmuus 11. Bignosizi (mpomykysammst) Gaxrtepuimmnux antutin (rSBA*) ma Himenpukc® i
BakiuHy ACWY-PS y mimmitkis Bikom 11-17 pokis i gopociaux sikom > 18 pokiB
yepe3 | Micsub ImicIs BakIHHALiT

Hocniukenns |Meninro |Himenpukc® Bakuuna ACWY-PS
(BikOBHIH KOKOBa |\, VR GMT N VR GMT
Jlana3oH) rpyna (95 % ) (95 % 1) (95 % D) (95 % AD)
A 553 |854%  |5928 o1 775 % 2047
(82,1 88,2) |(5557; 6324) (70.9: 832) |(2612: 3326)
JocaimkeHns C 642 97.4 % 13110 511 96,7 % 8222
MenACWY- (95.8; 98,5) | (11939; 14395) “!! | (93,3: 98.7) |(6807; 9930)
TT-036 96,4%  |8247 87.5 % 2633
(11-17 poxis) | 3% 1939 |94.6:97.7) (7639, 8903) |2'0 |(82.3: 91.60)|(2299; 3014)
N s57 |938% | 14086 210 | 785 % 5066
(91,6:95.5) | (13168; 15069) *'° |(72,5: 83.8) | (4463; 5751)
80,1%  |3625 69,8 % 2127
A ™3 1(77,0: 82.9) [(3372;3897) |22 |(63.8: 75.4) |(1909: 2370)
HocikeHHs C 249 91,5 % 8866 288 92,0 % 7371
MenACWY- (89.4:93,3) | (8011; 9812) (88,3:94,9) |(6297; 8628)
TT-035 902% 5136 85.5 % 2461
(18-55 poxis) | V12 860 |88 1:00.1) |(4699; 5614) 2% |(80.9:89.4) |(2081:2911)
87,0%  |7711 78.8 % 4314
X 862 | (84.6:89.2) | (7100; 8374) %33 |(73,6:83.4) |(3782: 4921)

AHari3 IMyHOTeHHOCTI ITPOBOAM/IH Ha Koroptax ATP a/1a anasizy iMyHOreHHOCTI.

VR — Biamnosiis Ha BakIuHy.
* Anauni3 npoBo i B aboparopisx kommnanii GSK.

CrifikicTe IMyHHOI BiZNOBIXI ONIHIOBAIM MpPOTArOM MEPIOAY A0 5 POKIB Mmicas BakUMHALIT Y

MUTITKIB, AKi NPOMIITH BAKIMHALIIO B paMKax gociimkenas MenACWY-TT-036 (taGmums 12).

Tabmaws 12. [lani mpo crilikicts 3a 5 pokiB (rSBA*) y mimnitkis Bikom 11-17 poki npu

BaKIHHAI T
Mesninro- | Moment | Himenpuxc® Bakunaa ACWY-PS
KOKOBa |4acy N >8 GMT N >8 GMT
rpyna (poku) (95 % M) (95 % 1) (95 % M) (95 % AOI)
3 449 92,9 % i 448 150 [82,7% 206
A (90,1; 95,1) [(381; 527) (75,6; 88,4) [(147;288)
5 236 97,5 % 644 36 93,0 % 296
(94,5:99,1) |(531; 781) (85,4:97.4) |(202; 433)
3 449 91,1 % 371 150 (86,0 % 390
a (88.1:93,6) |(309; 446) (79.4;91,1) |(262; 580)
5 736 88,6 % 249 35 87,1 % 366
(83.8:92.3) (194 318) (78,0;93,4) |(224; 599)
3 449 82,0 % 338 150 |30,0 % 16,0
. (78,1:85.4) | (268; 426) (22,8:38,0) [(10,9;23,6)
5 36 86,0 % 437 26 34,9 % 19,7
(80,9:90.2) |(324: 588) (24,9:45.9) |(11,8;32.,9)
3 449 93,1 % 740 150 |58,0% 69,6
v (90,3: 95,3) [(620; 884) (49,7; 66,0) [(44,6: 109)
. 236|966 % 1000 o |663% 125
“° 1(93,4,98,5) |(824: 1214) (55,3, 76,1) |(71,2;219)

AHauli3 iMyHOreHHOCTI mpoBommian Ha koropti ATP mis amamisy crifikocti, ajanToBaHiil st
KOJKHOIO MOMEHTY 4acy.
* Ananis i3 rSBA nposoaniu B nadoparopisx PHE y BeamkoGpuratii.



Crifikicts imynHoi Binnosiai oninosamm 3a hSBA npotsirom mepioy 10 3 POKIB Mic/Ist BAaKIHHALIT
y MIAITKIB i JOPOCITHX, AKi MPOMHIILIH MOYATKOBY BAKIHHALIIO B paMKax Hocimkenns MenACWY-
TT-052 (tabauug 13) (aus. po3ain «OcoGIHBOCTI 3aCTOCYBAHHS).

TaGmuus 13. [lani npo crifikicts 3a 1 micsmns micss Bakumnauii (zoctimkenus MenACWY-TT-052)
i 32 5 pokiB (nocrimxenns MenACWY-TT-059) (hRSBA*) y mimmitkis i mopocimx Bikom

11-25 pokiB

Meninrokokosa | ['pyma Mowment N >8 (95 % 1) GMT (95 % III)

rpyna BaKIIMHU qacy
Micsiup 1 {356 82,0 % (77,6; 85,9) |58,7 (48,6; 70,9)

A Himenpuxc® |Pix 1 350 29,1 % (24,4;342) |5,4(4,5;6,4)
Pik 5 141 48,9 % (40,4; 57,5) 8,9 (6,8; 11,8)
Micses 1 |359 96,1 % (93,5;97,9) 532 (424; 668)

Himenpuxc® |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)
Micsus 1 |334 91,0 % (87,4;93,9) [117 (96,8; 141)

W-135 HiMerKKC® 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)
Micsaus 1 {364  |95,1 % (92,3; 97,0) 246 (208; 291)

Y Himenpukc® | Pik | 356 97,8 % (95,6, 99,0) |272 (237;311)
Pik 5 142 94,4 % (89,2; 97,5)  [225 (174; 290)

AHajli3 iMyHOreHHOCTI mpoBojuau Ha Koropri ATP mis aHamisy crilikocTi, amanToBaHiii i
KOJKHOTO MOMEHTY Yacy.
* Anaui3 npoBoanH B aGoparopisx komnasii GSK.

B oxpemomy mocmimkenHi (MenACWY-TT-085) oany mo3y npemapary Himenpuxc® BBOMMIH
194 nopocium  niBaHIAM BikoM Bin 56 pokiB (Bkmowarouu 133 ocobu Bikom S56-65 pokis
161 ocoby Bikom > 65 pokiB). Bimcotok cy6'exriB 3 TuTpamm rSBA (3a pesynbratamu
BUMipioBanHs B nabopatopiax kommauii GSK) > 128 nepen BakimHariero BapiioBascs Bix 45 %
(rpyna C) mo 62 % (rpyna Y). B wisiomy 4depes micsis miciis BaKIMHALIT Bi/ICOTOK BAKIIHHOBAHHX 3
THTpamu rSBA > 128 BapitoBascs Bix 93 % (rpyna C) o 97 % (rpyna Y). Y nmiarpymi oci6 Bikom
> 65 poKiB BiICOTOK BaKIMHOBAHHX 3 THTpamMu rSBA > 128 uepes Micsnp micns BaxkmuHAUID
BapitoBaBcs Bz 90 % (rpyma A) 10 97 % (rpyna Y).

Binnosine Ha GycrepHy 103y B cyG’eKTiB, SKi paHimle MpOHIUIH BaKIMHALII KOH IOFOBAHOIO
MEHIHTOKOKOBOIO BaKIMHOIO MpoTH GakTepit Neisseria meningitidis

Baxuunanis Gycreproto mosoro mpemapary Himenpuke® y cy6’ekri, siki pamime mnpoiiuum
BakuMHauio  oxHoBaleHTHOIO  (MenC-CRM) a6o  4OTHPHBAJIEHTHOK  KOH’IOTOBAHOIO
MEHIHTOKOKOBOKO BakiuHOI0 (MenACWY-TT), nociimkysand y cy6’exti BikoM Bix 12 micsuis,
aKki oTpumanu OyctepHy 03y Bakuuud. Crocrepiraqucs CTifKi aHaMHECTHuYHI BiAMOBimi Ha
AQHTHUTEHHU y BBEJACHIH BaKLHHI.

Bianosiae Ha mpemapar Himenpukc® y cy0’eKTiB, AKi paHile MpOHIUIY BAKIMHALII IPOCTOK

[oJIicaxapHIHOIO BAKIIMHOIO IpOTH OakTepiit Neisseria meningitidis

Y nocmimpxenni MenACWY-TT-021, mo mpoBommiocs Ha cy6’ekrax Bikom 4,5-34 poxu,
iMyHOreHHicTb npenapary Himenpukc®, sxuit BBomumm B inTepsami Mix 30 i 42 micsuamu micns
BakiuHauii Bakuunoro ACWY-PS, nopisaiosanu 3 imyHorensictio npenapary Himenpukc®, sikuit
BBOJMIM CyO’€KTaM Yy BIANOBIAHIH BIKOBiH TIpymi, IO HE NPOXOMMIM BaKIMHAINIO IKOIHOIO
MEHIHIOKOKOBOIO BaKIMHOIO MpoTAroM octauHix 10 poxis. Imynna sizmosime (tutp rSBA > 8)
mpoTH Beix rpym (A, C, W-135 Ta Y) croctepiranacst y Becix cy6’eKTiB HE3AIEKHO BiJ aHAMHE3Y
BaKI[MHAL{ MEHIHTOKOKOBHMH BakiuHamy. 3HadeHHs GMT rSBA Gyiu 3nauno Huxkdi y cy6 exTiB,




aKi otpumanu 103y Bakunan ACWY-PS 3a 3042 micsui g0 npenapary Himenpukc®, ognak 100 %
cy0’ektiB mocarnu tutpis rSBA > 8 s Beix meninrokoxkosux rpyn (A, C, W-135 ta Y) (aus.
po3ai1 «OcoOIMBOCTI 3aCTOCYBAHHSY).

ity (BikoM Bix 2 710 17 pokiB) 3 aHaTOMiI4HOK a60 HYHKIIOHATLHOO ACIIIEHIEIO

YV nocmimxensi MenACWY-TT-084 mopiBHIOBaIM iMyHHY BiAIOBiIb HA BBEAEHHS IBOX 03
npenapaty Himenpukc® 3 intepsatom y 2 micsami  cepex 43 cy6'extis Bikom 2-17 pokiB 3
aHATOMIYHO0 ab0 (yHKITIOHATBEHOIO acTUieHiero Ta 43 cy6’eKTiB BiANOBIAHOIO BiKY 3 HOPMATBHOKO
dyukuiero cenesinkd. Yepes micsub miciist BBeACHHS NEPIIOT A03H Ta 4epe3 MicAIb Mic/s BBeICHHS
Ipyroi OJIHAKOBHH BIZICOTOK Cy0'€KTIB y ABOX rpymnax mand THTpH rSBA >1:8 ta >1:128 ta hSBA
TUTpH >1:4 Ta >1:8.

Dapmaroxinemuxa.
Oninka (papMakOKiHeTHYHUX BIACTHBOCTEH BAKIUH HE € 000B’ A3KOBOIO.

KuiniuHi XapakTepucTHKH.

ITokazanna.

Bakuuna Himenpukc® mokazaHa s akTHBHOI iMyHizauii oci6 Bikom Big 6 TWXHIB mpoTH
[HBa3iMHIX MEHIHIOKOKOBMX 3aXBOPIOBAHb, cripuunHenux Neisseria meningitidis ceporpyn A, C,
W-1351a Y.

®

Ipomunoxazanna.

[imepuyTnuBicTh 10 Aif0YMX ped4oBHH a00 OyAp-AKHX JOMOMDKHHX DPEHOBHH, IO BXOIATH 0O
CKJIaly BaKUMHHU (uB. po3ain «Criaany).

Bzaemooia 3 inmumu nikapcokumu 3acobamu ma inuti 6uOu 83aemoodiil.

Hemosnstam npermapar Himerpukc® MoMKHa 3aCTOCOBYBATH OJHOYACHO 3 KOMOGIHOBAHHMH
BakuuHaMu DTaP-HBV-IPV/Hib i 10-BaeHTHOIO MTHEBMOKOKOBOIO KOH FOrOBAHOIO BAKIIHHOIO.
JiTaM Bix omHOro poky Ta mopocmuM Himenpukc® MokHAa 3aCTOCOBYBATH CYIYTHBO 3 TAKUMH
BAaKLIMHAMH: BakKIIMHH Ui npodinaktiku rematuty A (HAV) ta rematuty B (HBV), Bakuuna s
npo}igakTHKA KOpy, napoTuty Ta KpacHyxu (MMR), BakunHa 1 npodijiakTHKH KOpy, HapoTHTY,
KpacHyxHu Ta BiTpsaHoi Bicu (MMRYV), 10-BasieHTHOI MHEBMOKOKOBOI KOH IOrOBaHO! BAKIIMHH 4H
Heas IOBAaHTHOI BaKIMHU IS C€30HHOT MPO(iIaKTHKH TPHITY.

Ha mpyromy poui skutra npenapar Himenpukc® Tako MOKHA 3aCTOCOBYBATH OHOYACHO 3
KOMOIHOBAaHHMH  BakIMHAMH mpoTH  audrepii/npasis/anemonspaoro  kamunoka (DTaP),
emouaroun komGimauii Bakuux DTaP 3 pakmumamu npotu rematuty B, imakTHBOBaHOrO
nosiosipycy abo remodinsroi mammukn Haemophilus influenzae tumy b (HBV, IPV a6o Hib),
takoro sk Bakumua DTaP-HBV-IPV/Hib, i 13-BaleHTHOIO NHEBMOKOKOBOK KOH’ FOTOBAHOK
BaKI[MHOIO.

Ocobam BikoM Bix 9 10 25 pokis, BakuuHy Himenpukc® MoKHA 3aCTOCOBYBATH OXHOYACHO 3
OiBanenTHOX0O (THH 16 Ta 18) peKOMOIHAHTHOK BaKUMHOK MPOTH BipYCy NAMIIOMH JFOAMHH
(HPV2).

3a MoxumBocti BakuuHy Himenpukc® Ta Bakumuy, mo Micturts mpasuesuii anatoxcus (TT),
Hanpukiaan, BakuuHy DTaP-HBV-IPV/Hib, cnix BBoauTH CcymyTHBO, @00 NPOBECTH BaKIMHALO
npenapatoM Himenpukc® MiniMyM 3a Micsiis 0 3acTocyBaHHS BAKIHHHE, 0 MicTHTS TT.

Yepe3 Micsup Micad OAHOYACHOTO 3acTOCyBaHHA 10-BaleHTHOI MHEBMOKOKOBOI KOH'IOTOBAHOT
BAaKIMHH BiAMIYaTOCs 3MEHIICHHS CepPeIHbOI reoMeTpHYHO! KOHueHTpauii antutin (GMCs) Ta
GMT antuTin 3a pesynbraTaMu aHajilzy omcoHodarouuryouoi aktusHocti (OPA) mis oxHoro
MHEBMOKOKOBOro ceporunty (18C, koH’roroBaHuif 3 OiIKOM-HOCIEM MpPaBUEBOTO AHATOKCHHY).
KniniuHa 3HA4YHMICTB LBOTO CIOCTEPeXKEHHS HeBizoma. He BiaMmiuwanocst KOAHOTO BIUIMBY
CYIYTHBOTO BBEICHHS HA IMYHHY BIJMOBI/b 0 iHIIHX J€B ATH THEBMOKOKOBHX CEPOTHITIB.

Yepes Micsup micas 0JHOYACHOTO 3aCTOCYBAHHS 3 KOMOIHOBAHOIO BAKIMHOWO Ul MPO(iTakTHKH
Judrepii, MpaBls, KAlLUTOKY (aUeTONIpHIH KOMIIOHEHT) (azcopboBaHa, 3i 3MEHIIEHUM BMICTOM



aurturedis) (Tdap) cy®’exram Bikom Bix 9 10 25 pokis, Huk4i 3navenns GMCs criocTepiratncs 10
BCIX aHTHIeHIB KauLTOKa (KalLTOKOBH anatokcuH [PT], binaMeHTHHI reMarmioTHHIH [FHA] Ta
nepraktad [PRN]). bineie nixk 98% cy6’extiB Manmu kouuentpanii anturin npotu PT, FHA a6o
PRN Bume rpanuynoi Mexi Bu3Hadenss. KiiHiuHa 3HA4MMICTB AHOTO CMOCTEPEKEHHS HEBIIOMA.
OnHovacHe 3acToCyBaHHsA HE MaJIO BILIHBY Ha iMyHHI Bianosini g0 HiMenpukcy a6o 10 aHTHTeHIB
npasus 9u audTepii, sxi BxoasTs o ckiragy Tdap.

Sxmo Bakimuy Himenpukc® HeoGXiTHO 3aCTOCOBYBATH OZHOYACHO 3 IHIIMMH BAKIIMHAMH JUIS
10’ €Ki, BAKIMHH CITiT 3aBXKAM BBOAHTH B Pi3Hi MiCIIA JUIA iH’ €Kil

Y mauieHtis, AKi OTPUMYIOTh IMYHOCYNIPECHBHE JIKYBaHHS, MOKE HE BHHHKHYTH HAJE)KHA IMYyHHA
BI/IMOBIJIb.

Ocoobnusocmi 3acmocysanns.

Himenpukc® 3a sxoHUX 0GCTABHH He MOXHA BBOIMTH BHYTPIIIHBOCYIHHHO, BHYTPILIHBOIIKIPHO
49U I1/IIKIPHO.

3riZIHO 3 HANEKHOIO KIHIYHOIO MPAKTHKOIO, [Iepel BAKIMHAIIIEIO CITiJ OLiHATH aHaMHe3 (0COGIHBO
Ha MPEIMET MONepeHbOI BaKIMHALIT Ta BIDOTiIHOrO BUHHKHEHHS MOOIYHUX peakuii) i mposecTn
KJIIHIYHHH OTJISL.

HeoOxigno 3abe3nmedynTd MOMIIMBICT HA[IaHHS HAJIEKHOI MEIHYHO! JOTOMOTH TAa MEIUYHOrO
Harasdy 0OpH BHHHKHEHHI aHAaQiMaKTHYHHX peakiii, sKi y piAKICHUX BHIAAKaX MOKYTh
PO3BUHYTHCS TTiC/ISl BBEJCHHS BaKIMHH.

[HTepKYPEHTHI 3aXBOPIOBAHHS

3acrocypanns Bakuunau Himenpukc® moBuHHO OyTH BiakiazeHe y ocif, IO CTpaKmaroTh Bix
FOCTPHX 3aXBOPIOBAHb, 10 CYIPOBOKYIOTHCA IMiABHINEHOIO Temreparyporo. OJHak, HasgBHICTb
JIETKHX HE3HAYHMX NpPOSBIB IH(QEKIIHHHX 3aXBOPIOBaHb, TAKUX SK 3aCTy/a, HE € MiJCTABOIO IS
BIAKJIQMaHHS BaKI[MHALIT.

Cunkorne

CuHkorne (HEMPHTOMHICTB) MOKE BHHHKHYTH Ii 4ac abo HaBiTh mepejl MpOBEACHHAM BaKIHHALL,
0COOJIHBO y MIMMTKIB, K MCHXOreHHA PEaKIlist Ha iH €Ki roskoro. [{e Moxe cympoBoKyBaTHCS
[EBHUMH HEBPOJIOTIYHHMH CHMITOMAMH, TAKHMH SK THMYACOBE IOPYIIEHHS 30py, fapectesis Ta
TOHIKO-KJIOHIYHI PyXH KiHIBOK ITiJl 4ac BHXOJy 3 LOTO CTaHy. BaxkInBO 3a0€3MEUHUTH YMOBH /LT
YHHUKHEHHS TPaBMYBaHHs BHACIIZ0K BTPATH CBIZIOMOCTI.

TpomGoruToneHis Ta MOPYIIEHHS 3rOPTaHHA KPOBi

Himenpukc® ctin 3acTocoByBaTH 3 00€peXKHICTIO ¥ MALIEHTIB 3 TpoMOoIHTONEH €10 a60 Oy Ab-IKHM
MOPYIICHHAM 3rOPTaHHA KPOBi, OCKIJIKH IPH BHYTPIIIHHOM S30BOMY BBE/ICHHI Y TAKMX NAIli€HTIB
MO’K€ BHHHKHYTH KPOBOTEYA.

Imvuonedinur

Moxe Ou4iKyBaTHCh, WO y TMAI€HTIB, SIKi OTPHMYIOTH IMYHOCYNpECHBHE JiKyBaHHs, abo y
NALIEHTIB 3 IMyHOASDIIIHTOM MO’Ke He BHHHKHYTH HalIeKHa IMyHHA PeaKIlis.

Ocobu 31 criakoBuMH AedillHTaAMH CHCTEMH KOMIUIEMEHTY (Hanmpukian jedimmramu C5 abo C3
KOMIIOHEHTIB) Ta 0COOH, AKMM 3aCTOCOBYIOTH NPENapart, M0 iHri0yrOTh TepMiHAIBHY AKTHBALIIIO
KOMIUIEMEHTY (HalpuKiaa exyTizymal) MaloTh MiABHIICHHI PH3HK iHBA3UBHOTO MEHIHIOKOKOBOTO
3aXBOPIOBAHHsA CHpUYMHEHOro Neisseria meningitidis ceporpyn A, C, W-135 ta Y, HaBiTh 3a
YMOBH YTBOPEHHS aHTHTLII micist BakuuHauii npernaparom Himerpuxc®.

3axHUCT Bii MEHIHTOKOKOBOI'O 3aXBOPIOBAHHA

Himenpukc® 3a6esneuye 3axuct nuiue Bin Neisseria meningitidis ceporpyn A, C, W-135 ta Y.
Bakuuna He 3a0esnedye 3axucT BiJ iHIMX ceporpyn Neisseria meningitidis.

3axHCHa IMyHHA BiJIIOBIZb MOKE PO3BHBATHCH HE Y BCIX MPOBAKIHHOBAHUX OCI0.

Bnaue nonepeonvoi sakyunayii npocmoro nonicaxapuonolo MeHiH20KOK080I0 BAKYUHOIO

Y cyG eKTiB, [Ki NPOXOMHIIH MONEPEIHIO BAKIIHHALIO IPOCTOXO I10JTicaXapi/IHOK MEHIHTOKOKOBOIO
BAKIHHOKW 1 mporsroM 30-42 micqmiB micas LBOro NPOMUUIA BakIMHAIIKD IpenapaTom
Himenpuke®, criocepirammes HuKdi cepesni reomMeTpuyni 3uavenns urpis (GMT) 3a pesybTaraMu
OaKTEpULM/IHOTO aHaIl3y CHPOBATKH KPOBI 3 BUKOPHCTAHHAM KPOISHMOro KoMmruiemeHty (rSBA),
HIK Y CyO'€KTiB, AKi HE MPOXOIHMIIH BAKIIMHALIIO )KOIHOI MEHIHFOKOKOBOIO BAKIHHOK TPOTATOM
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octanHix 10 pokis (muB. po3ain «Papmakoxunamika»). KiiHiuna 3Hauyniicts pesyabTaTiB UBOTO
CIIOCTEPEKEHHS HEBiOMA.

Bnaue nonepeonvoi sakyunayii anmumitom 00 npasyeeo2o anamorKcumy

BesneunicTs Ta iMmyHorenmicts npenapaty Himenpuxke® oninroBammcs B yMOBax mocitiZoBHOro abo
OZHOYACHOTrO BBEJIEHHS 3 BAaKIMHOK, INO MICTHTH JU(TEepiiiHHi Ta NpaBUEBHH aHATOKCHHH,
ale/IOSIPHAN KAIUTIOK, iHAaKTUBOBaHI mnomiosipycH (1, 2 Ta 3), moBepXHEBHIl aHTHIEH Bipycy
rematuty B 1 momipubosunpuboszodochar Haemophilus influenzae Ttumy b, xod’toropaHumii 3
npasuesBum aHatokcuHoMm (DTaP-HBV-IPV/Hib), ma apyromy pomi skutrs. Y pasi BBeaeHHs
npenapary Himenpukc® depes micsup micns Bakunuau DTaP-HBV-IPV/Hib sunauenns GMT rSBA
npotu ceporpyn A, C ta W-135 Oynu Huokdi y NOpiBHSHHI 3 OIHOYACHUM BBEICHHSIM BAKIHH (JIHB.
po3ain «B3aemonis 3 iHIIMMH JKAapchKUMH 3aco0amMu Ta iHIN BHAM B3aeMmomiit»). Kimiuna
3HAYYLIICTh PE3yIbTATIB LIbOTO CIOCTEPEXKEHHS HEeBioMa.

Imynna 6ionoeios y nemosism gikom 6io 6 0o 12 micayie

3acTocyBaHHsA OfHi€l MO3M Mpenapaty y Bimi 6 MicsmiB Gya0 MOB’SI3aHO 3 HUKYUMH 3HAYEHHIMH
TUTPIB Ha ceporpynd W-135 ta Y 3a pesynbraTamu OakTepHIHIHOrO aHAJIi3y CHPOBATKH KPOBi 3
BHKOPHCTAHHAM KOMILIEMeHTY ofuHu (hSBA) y mopiBHAHHI 13 3aCTOCYBaHHSAM TPBOX 103 Y Bili
2, 4 ta 6 micauis (muB. posain «®PapmakoauHamika»). KiiHiyHa 3HauYymicTs 1MX pe3yiabTaTiB
HeB1oMa. SIKIIO /U1 HEMOBIISTH BiKOM Bif 6 10 12 MicAIiB 04iKy€eThCS MeBHHI PU3HK iHBA3HBHOTO
MEHIHIOKOKOBOTO 3aXBOPIOBAHHA 3a ydacTi ceporpyn W-135 ta Y, MOJKHA PO3IIISHYTH HOLIIBHICT
BBEZICHHS JPYToi [IepBUHHOT 1031 npenapaty Himenpukc® uepes 2 micsui.

Imynni 6ionoeioi y oimett gikom 12—14 micayis

Jiti Bikom 12-14 micsiuiB Manu ananoriuxi Biamosizi rSBA ma ceporpymu A, C, W-135 1a Y
yepe3 Micsup micas oxmiei mo3u mpenapaty Himempukce® a6o uepes Micamp micas IBOX 103
npenapary Himenpuxc® 3 inteppanom msa micsi.

3actocyBaHHS OjHi€l 1031 OyI0 MOB S3aHO 3 HIKYUMH 3HAYEHHSIMH TUTPIiB Ha ceporpynu W-135
Ta Y 3a pesyasTaraMd hSBA y nopiBHsAHHI i3 3aCTOCYBaHHSM JBOX 103 3 IHTEPBAJIOM /(B MiCSIIi.
Amnanorivni Bianosiai Ha rpynu A ta C cnocrtepiranucs micis oauiel abo ABOX 103 (IUB. po3aia
«®apmakoaunamikay). KiiHiuHa 3Hauylmlicte UMX pe3y/ibTaTiB HeBigoma. SKINO I JUTHHH
04iKy€ThCA MEBHHI PH3HMK iHBa3HBHOIO MEHIHMOKOKOBOTO 3aXBOPIOBAHHS 3a ydacTi ceporpym W-
135 ta Y, MOKHA pO3IJISHYTH JOLLIBHICTS BBEEHHS Apyroi 1031 npenapary Himenpukc® yepes 2
micsni. [ndopmanito nmpo 3HIKeHHS piBHA aHTHTIA A0 rpymd A abo rpymu C micias mepuioi 103u
nperapaty Himenpuxc® y niteit Bikom 12-23 micsui aus. y migposzimi «Crilikicts THTpiB
OaKTepUIMIHUX aHTHTLI Y CHPOBATIN KPOBi».

CriiikicTh TUTPIB OAKTEPUIIM/IHUX AHTHUTL Y CHPOBATIL KPOBi

[Ipu mposenenni ananisy hSBA micns BBeIeHHS Npemapary CIOCTEpirald 3HHIKEHHS THTPIB
OakTepHUHIIHX AHTHTLT ¥ CHPOBATII KpoBi g0 ceporpynu A (aun. po3ain «Papmaxoaunamikar).
KitinivHa 3HauyImicTh 3HWKeHHS THTPiB aHTHTLT hSBA 1o rpymu A Hesizoma. OpHak, sSKIIO JUIs
0COOM O4YIKYEThCH MEBHMUM pH3MK iH(IKYBaHHS ceporpymor A, i gKmo ocoba oTpuMmata 03y
npenapary Hivenpukc® Ginblie Hik OJIM36KO POKYy TOMY, MOKHA PO3IIAHYTH JOLITBHICTB
BBEJICHHA OYCTEPHOI 103H.

s ceporpyn A, C, W-135 ta Y crioctepirajocs 3HWKEHHS THTPIB aHTHTIN i3 gacom. Kiiniuna
3HAYyLIICTh 3HMXKEHHS THTPIB aHTUTLN HeBigoMa. J{oUinbHICTE OyCTEPHOT 1030 MOKHA PO3IJIAHYTH
JUIS 0¢i0, sIKi MPOHIIITK BaKUHHALNIO Y PAHHBOMY AMTAYOMY BiLl, 1 JUIA SKUX 3a/IHIIHBCS BUCOKHMH
PU3HK PO3BHTKY MEHIHIOKOKOBOTO 3aXBOPIOBAaHHS, BHKJIHKaHOTO ceporpynamu A, C, W-135 a6o Y
(uB. po3ain «DapMakoHHAMIKAY).

Bruius npenapary Hivenpukc® na konmeHnTpantii npoTunpapieBix anTuTia

Xoua micns Bakumuauii npermapatom Himenpukc® croctepirasocs migBHimeHHs KOHUEHTpALi
aHTUTIN 10 npasuesoro anatokcuny (TT), npemapar Himenpukc® ne 3aminse imyHizamito mporu
MpaBLs.

Bsenenns npenapary Hivenpuxc® ognouacso a6o 3a Micsis 10 BAKIHHH, [0 MICTHTB IpaBLEBHil
AHATOKCHH, HA JPyroMy pOIli KHTTS HE MOTIPIIYE BiAMOBIAL HA MpaBUEBUH aHATOKCHH i HE Mae
3HAYHOrO BIUIMBY Ha Oe3nevnicTs. Jlaui s ocib iHumoro Biky BiacyTHI.
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Lleii mikapepkuii 3aci6 micTuth Mermre 1 Myonb (23 Mr)/103y HaTpito, TOOTO MPAKTHYHO BiTbHMIL
BiJI HATPIIO.

3acmocysanns y nepiod sazimnocmi aéo 200ysanns 2pyooio.

BariTHicT

Hoctynui obmexeni mami moxo 3actocysanHs Bakuued Himenpuxc® BaritHum kiHKaM.
Hocnimxenns Bakumun Hivenpuke® Ha TBapmEax He cBijguath Mpo HpAMHH 4H HeNpsIMHIi
WKIUIMBHH BIUIMB HA BAriTHICT, eMOpiodeTanbuuil pO3BHTOK, moMorH ab0 MOCTHATAIBHUI
PO3BHTOK.

Himenpukc® citizt 3acTocoBYBaTH y Tiepiont BariTHOCTI JIHIIIE 3a HASBHOCT HiTKOI MOTpedH Ta SKIIOo
OYiKyBaHa KOPHCTH IEPEBHIIY€ NOTEHUIHHI PU3HKH [T TIIOLY.

['onyBaHHA rpymo
Hesinomo, un exckperyetses Bakuuna Hivenpuke® y rpyzse MoIoKo JioauHH.
Himenpukce® citin 3acTocoByBaTH y KiHOK, SIKi TOAYIOTH IPYUTIO, JHIIE AKIIO O4iKyBaHa KOPHCTh

TIEPEBHUIILYE NOTSHLIHHI PH3HKH.

QepTHIBHICTE
JlocmimkenHs Ha TBapMHAX HE CBIAYaTh NPO NPSAMHH UM HenpaMuil MIKUTHBHH BIUIMB HA
(bepTunbHiCTD.

30amuicme 6naueamu Ha wWEUOKICHL peakyii npu Kepysawni asmompancnopmom abo iHuuMU
Mexawnizmamu.
Jlocnimxennss BBy Bakuuum Hivenpukc® Ha 37aTHiCTS KepyBaTH aBTOTPAaHCHIOPTOM ado
IHIDHMH  MeXaHi3MamMHM He npoBofmiucs. OnHak Aeski noGiuui peakuii (3a3HaueHi y posimi
«Ilobiuni peakuii») MOXKyTh BIUIHHYTH Ha 3JaTHICTH KepyBaTH aBTOTPAHCIOPTOM ab0 iHIMMH
MeXaHi3MaMH.

Cnocio 3acmocyséanusa ma 0o3u.

[lepeunna imynisayis

Hemosiatam BikoM BiZ 6 THKHIB 10 6 MiCALIB: ¢Ti BBOAMTH Bi 1034 1o 0,5 M1 3 iHTEpBaIoM y 2
Micsii.

Jlitsim BikoM Bij 6 MicAIIB Ta IOPOCIIMM: CITil BBOZMTH OHY 103y 0,5 MiL.

Hesikum ocobam Moxke OyTH JOLITBHMM BBEICHHS IOAATKOBOI MMOYATKOBOI J03M IpemapaTy
Himenpukce® (us. po3ain «Oco6IHBOCTI 3aCTOCYBAHHSY).

Byemepui dozu

[Ticist 3aBepIneHHs Kypey MepBHHHOI iMyHi3amii HEMOBIATaM BiKOM Bif 6 THKHIB 10 12 Micsis,
OycrepHy 103y ciif BBOAMTH y Bimi 12 micsuiB 3 goTpuMaHHsM iHTepBany y 2 Micsii micist
OCTaHHBOI BakiuHaLli npenaparom Himenpukc® (aus. posain «Dapmakonunamixay).

Ocobam Bixom Bix 12 MicsiB, fKi BXke NPOHILUIA MEPBHHHY BAaKIMHAIII KOH IOrOBAHOI a0
IPOCTOIO M0JTiCaXapHIHOI0 MEHIHTOKOKOBOKO BAKIIMHOO, pernapat Himenpukc® MoxHa BBOIMTH y
skocTi GyctepHoi 1031 (mB. posaimn «OcobauBocTi 3acTocyBanHs» Ta «DapMaKoIHHAMIKAY).

Crnioci6 3acTocyBaHHS

[MyHi3anio ci1ix BUKOHYBATH JIMIIE IUIIXOM BHYTPIIIHBOM 30807 iH €Kil

Y HEMOBIAT PEKOMEHIOBAaHHM MicClleM iH'€KIil € nepeaHbojaTepaTbHa JIiISHKA cTerHa. B oci6
crapure 1 poKy peKOMEHIOBaHMM MiCIeM IH’€KIIl € mepegHboNaTepanbHa AUISHKA cTerHa abo
AeNbTOBUAHUH M3 (auB. posaimm «OcobnuBocti 3acTocyBaHHs» Ta «B3aemomis 3 IHIIMMH
JIKapChbKUMHU 3ac00aMH Ta iHIII BUIH B3AEMOII»).

[Ipn nposexenni imyHi3anmii Ha TepuTopii YKpainu cain KepyBaTHesi YHHHAMH HAKA3AMH
MO3 Ykpainu moxo npopiiak THYHHX HIEIIeHb.,

IHcTpyKisi €TOCOBHO BHKOPHCTAHHS BAKIHHH:



[HCTPYKLIT 3 BiIHOBJICHHS BAKIIHHH 32 JOMOMOrOI0 PO3YHHHHKA, IO MOCTABIAETHCS B aMITyJIaxX
Himenpukc® c1il BiTHOBUTH NMIIAXOM J0JAHHS BCHOTO BMICTY aMITy/IH 3 PO3UMHHHKOM Y (DJIAKOH,
IO MICTHTH MOPOINOK. [[1s 1ibOro BijutaMaiTe BEPXiBKY aMIyJIH, Ha0epiTh PO3YMHHUK Y IIIIPHIL Ta
Jonaiite po3YMHHHK 10 mopomky. Cymim ciaix goOpe 300BTYBaTH 10 THX TIp, MOKH MOPOIIOK
MOBHICTIO HE PO3YHHUTHCSA B POZUHHHUKY.

[HCTpYKUIT 3 BIIHOB/IEHHS BaKIIMHH 3a JONOMOrOK PO3YHHHHKA, IO MOCTAB/SETECA Y MONEPEIHBO
HANOBHEHMX IITIPHIIAX

Himerpukc® BiIHOBITIOIOTH HLISXOM I0/IaHHS BChOTO BMICTY MOMEPEIHBO HATOBHEHOTO MIIPHIA 110
(hakoHa, 110 MICTHTB MTOPOIIOK.

[I{o6 mpuenHaTu rojiky IO IINPHIE, AUB. PUCYHOK Hukue. CJiJ 3a3HAUMTH, IO LINPHUI], SKHIA
MOCTaBISEThCS 3 BakiuHoK Himenpukc®, Moske femo Bigpi3aaTHCS Bix mmpHIa, 306pakeHOro Ha
MAIIIOHKY (He MaTH pi3b0u). Y TakoMy BHITAIKY TOJIKY CJIiI IPUKPIMTHTH O€3 3aKpydyBaHHs.

N
lNoaka
Hnpun
[Topimens mnpuna
[{uninap wnpuua
Kosnayok mmpuna _/

1. TpumaiiTe UMIIHAD MINPHIA OJHIEI PYKOIO (HE CIIi/I TPHMATH LIIPHII 32 TOPIIEHb), BIAKPYTiTh
KOBIA4OK MINPHIIA, 00€PTal04H HOro MpoOTH roAMHHUKOBOI CTPLIKH.

2. 106 npreaHaTH roJKy A0 IIMPHIA, IIOBEPTAiTe FOJIKY 3a TOAHHHHKOBOK CTPLIKOIO JI0 THX IIip,
[IOKH He BIAYYETE, 10 rosika 3adikcoBaHa (IHB. PUCYHOK).

3. 3HiMiTh KOBIAYOK IOJIKH; UL I[LOTO MOYKE NOTpe0yBaTHCS HE3HAYHE 3YCHILIS.

4. Jlomaiite po3uMHHHK A0 nopomky. [licis qoxaBaHHS PO3YMHHHMKA 0 MOPOMIKY CYMIIl CITij
no0Ope CTPYLIyBaTH A0 THX Hip, MOKH TOPOIIOK MOBHICTIO HE PO3YUHUTHCS B PO3UHHHUKY.

[Ticns poszeeoenns

BinHoBIIeHa BaKIIMHA MPeICTaBIsLE COO0I0 MPO30puil 6e30apBHUI PO3UHH.

Ilepen BBeleHHAM BIAHOBIEHY BAaKUHHY CIifl Bi3yaJlbHO OIJISSHYTH HA HasBHICTH Oy/Ib-sIKHX

CTOPOHHIX JOMilIOK Ta/abo 3MiHy (i3HuHMX BracTHBOCTEH. Y pasi MOSABM TAKHX BIAXHIICHB

BAKUMHY CJIIJ{ YTHII3yBATH.

[Ticis BiHOBIIEHHS BaKIMHY CJIiJ BiApa3y BHKOPHCTATH.

Xo4a 1 HE pPEKOMEHIYETHCS 3aTPUMYBATHCS 3 BBEAEHHSAM BaKUHWHH, CTaOUIBHICTH BaKLMHH

30epiraerses npotaroM 8 roaud npu teMmnepatypi 30 °C micisa po3BeaeHHS.

Sxuio BaknuHa He Oyn1a BUKOpHCTaHA MPOTArOM 8 roiuH, BaKIIHHY BBOJUTH HE MOXKHA.

JIist BBEICHHS BaKIIMHU BHKOPHCTOBYIOTH HOBY TOJIKY.

Bynap-skuii HeBUKOPHCTAHMI MpenapaT 4YM BiAXOAM CIiA yTHII3yBaTH BiANOBIAHO 10 MicLEBHX

BHMOT.

Himu. 3acTOCOBYIOTH AITSM BIKOM Bifl 6 THKHIB.

Ilepedosysanna.
Bunanku nepeno3yBaHHS HEBiIOMI.

Iobiuni peaxuyii.
[Tpodins Ge3nexu

Hasezena nuxue indgopmauis mono 6esneunocti npenapaty Himenprukce® ocHoBana Ha JaHux
3 HACTYIHHUX KIIHIYHHAX JOCITIKEHD:
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» Y3araibHeHHil aHami3 JaHUX OTPHMaHMUX Bix 9621 cyl’exTa, AKHMM 3aCTOCOBYBAIH OIHY J03Y
npenapary Himenpuxc®. Cepen nux 6ymo 3079 mireit Bikom Bix 12 z0 23 micsuis, 909 miteit
BikoM Big 2 10 5 pokis, 990 miteit Bikom Bix 6 mo 10 pokis, 2317 mimnitkis (Bix 11 1o
17 pokiB) i 2326 nopocnux (Big 18 mo 55 pokis).

® Jlani 3 1oCTi/UKeHHS 3a y4acTi HEMOBIIAT BIKOM Bit 6 210 12 THKHIB HA yac BBEJICHHS MEPIIOT
no3u (nocnipxerHs MenACWY-TT-083), 1052 cy0d ekt oTpuMaiu mpuHaiMHi OHY 103y B
pamkax mo4arkosoi cepii 3 2 abo 3 103 npenapary Himenpuxc®, i 1008 cy6’extiB oTpuMan
OycTepHy 103y y Biuli mpubmu3Ho 12 MicAuis.

Hani 3 Gesneku Oynu TakoX OI[iHEHI B OKpeMOMY JOCITIIKEHHI, Y AKOMY OJHY 03y Mpernapary

Himenpukc® o 274 ocobam Bikom Bix 56 poxis.

Micyesi ma 3azanvni nobiuni pearyir

VY rpymax cyG’ektiB BikoM 6—12 TixkHIB 1 12-14 MicsauiB, sKi oTpuMmanu 2 103H Ipenapary

Hivenpukc®, 3 imreppamoM 2 Mmicaui, BBeieHHs mepmoi i apyroi 103 Oy10 MOB’S3aHO 3

AHAJIOTIYHOIO MICIIEBOIO Ta CUCTEMHOK) PeaKTOTeHHICTIO.

[Ipodine micueBux i 3araneHEX MOGIYHMX peakiiit OycrepHOi 103u npemapary Himenpukc® y

cyO’exTiB BikoM Bim 12 wmicsmiB o 30 pokis, micis MEpBHHHOI BakKIMHALII [pErapaToM

Himenpukc®, a6o iHIMMMH KOH’IOrOBAHHMH 260 MPOCTHMH MOTICAXAPHIHUMH MEHIHTOKOKOBHMH

BakuMHAMH OyB aHAIOrIYHHM MNPO(UIO MICHEBHX 1 3arajbHHX MOOIYHMX peakiuid, AKui

crioctepirasesi micid  MepBMHHOI BakuuHamii npemapatom  Himenpukc®, 3a  BHKTIOUEHHAM

CHMNOTOMIB IITYHKOBO-KHIIKOBOTO TPakKTy (BKIIOYAIOYM Jiapero, OMIOBaHHS 1 HYJIOTY), SKi

BHHHUKAJIH JTy’K€ 4acTo cepel cy0’ eKTiB BiKOM BiJ 6 POKiB.

[Nepesix moGiYHUX peakiliif y BUIIAAl Tabauii
3apeecTpoBani nodiuHI peakuii BKa3aHO 3a HaBEJACHUMH HHIKYE KaTEropisiMH B 3aJIEXKHOCTI BiJ

YaCTOTH BHHHKHEHHA.

Hyxeqacti: (= 1/10)

Yacri: (Big > 1/100 o < 1/10)
Hewacri: (Biz > 1/1000 mo < 1/100)
[Toomuuoki:  (Bim> 1/10 000 mo < 1/1000)
Piakichi: (< 1/10 000)

Yacrtora HeBimoma: HacTOTy HEMOIKIIHBO BCTAHOBHTH, BUXO/IAYH 3 HAABHHUX JaHHX.

V Tabnuui 14 naBeaeni noGiyHi peakiil, 3apeecTpoBaHi B X011 JOC/IIIKEHs HA Cy0’ €KTaxX BIKOM Bif
6 THKHIB 10 55 pokiB 1 miJ wac moctpeecTpauiifHoro 3acrocyBaHHs npenapary. [ToGiuni peaxmii,
3apcecTpoBaHi y cy0’eKTiB BikoM > 55 pokiB, Oy/iM aHaIOTI4HI peakulisM, sKi ClIOCTepiraaucs
Y JOPOCJIHX MOJIO/IIOTO BiKY.



Tabauus 14. 38enena tabinus nobGiuHUX peakiiii 3a CHCTEMHO-OpPraHHUM KJIacoM

Kiac cucrem opraunin Yacrora [ToGiuni peakuii
[Topymenus merabonismy Ta | dyske gacri 3HHKCHHS alleTHTY
Xap4uyBaHHS
3 Boky meuxiKH Hyxesacri | Hpatismusicts
Heuacri besconns
[Lnag
3 GOKy HepBOBOI CHCTEMH Hyxe 4acri CoHnnuBicTs
b | TonoBEmi Gy
Heuacri Finecresis
3anmamMopoUeHHS
3 DOKy ULTYHKOBO- Yacri Jiapes
KHIIKOBOTO TPaKTy bmoBanHs
Hynora*
3 Ooky mKipu Ta migmkipaoi | Hewacri Caepbix
TKaHHHH Bucunauus™*
3 GOKY OMOPHO-PYXOBOI0O Hewacri Miasnris
amaparty Ta CIOJIyYHOL Bins y KiHIiBKax
TKaQHUHH
3aranbHi po3naau Ta peakuii | yxke gacTi [TinBUIEHHS TeMIepaTypu
B MICIli BBEJICHHS HaOpsxu B Micui s’ exmii

Binb y Micui i#’exmii
[TouepBoHinHA B Micui in"eKIlil

&'\ i .| Browmosanicr
Yacti | lemaromaB micui in’ekmii*
Heuacri [Torane camonouyTTs

YmineHeHas B Micl 10 €Kil
CaepOix y micui is’ ekl
XKap y micul 11’ el
YacroTa 3HauHa HaOPAKIIICTD KiHIIIBOK y Mici
HeBigoma*** iH’ €Ki, 4acTo MoB’A3aHa 3 EPUTEMOIO, 110
IHO/1i OXOILTIOE CYCiaHi cyrinoou, abo
HaOpSAKIIICTB yCi€l KIHLIBKH, B AKY 6yI10
BHKOHAHO 1H €KIIIO

Hynora i remaToma B micwi iH’€KIil BAHHKAIH Y HEMOBJIAT 3 4acToToi0 «Hevactoy.

** BucunaHHs BHHHKAIO Y HEMOBIIAIT 3 4acToTO0 «Yactoy.

*** [IoGiyHa peaxIlis, BUSBIEHA Y MOCT-MAPKETHHIOBHX A0CTiKEHHSX.
3BiTyBaHHS PO MOGIYHI peakitii.
3BiTyBaHHs Mpo NMoOiuHi peakuil mcis peecTpauii JlikapchbKoro 3acofy Mae BaXK/IHBE 3HAYCHHS.
[le nae smory mpoBoauTH Oe3repepBHUH MOHITOPHHT CIIIBBIAHOWIEHHS MiX KOPHCTIO i pH3HKaMH,
OB’ A3aHUMH 13 3aCTOCYBAHHSAM LBLOTO JiKapchKoro 3aco0y. JlikapsaM citij 3BiTyBaTH npo Oyab-sKi
Mi103pIoBaHi MoGiyYHi peakiii BIAMOBIIHO 10 BUMOT 3aKOHOIaBCTBRA.

Hecymicnicme.,
BpaxoByroun BiZICYTHOCTI MOCTIKEHb CYMICHOCTI, Ieif iiKapchKuii 3acié He ciig 3MimmyBaTH 3
IHIOUMHA JIIKApCBKHMH 3aC00aMH.

Tepmin npuoamnocmi.
Bakuuna - 4 poku.
Po3uuHHHK - 5 pokiB.
Hicna gionosnenns



[licns  BIAHOBJIGHHA BakUMHY CIiI Bigpasy BuKOpHCTatd. XoYa i He PEeKOMEHIYETHCS
3aTPUMYBATHCS 3 BBEJICHHSAM BAKIUMHH, CTAOUILHICTL BAKIIMHH 30epiracTeesi MPOTAroM 8 rOMH MpH
Temneparypi 30 °C micna po3sesenHs. SIKIo BakiuHa He Gyla BHKOPHCTaHA TPOTATOM 8 TOAMH,
BAKIIMHY BBOJHTH HE MOJKHA.

¥YmoBu 30epiranns.

36epiratu npu Temnepatypi Bix 2 a0 8 °C. 3axuwary Bia cBitia. 36epiraTi B HEIOCTYITHOMY UTS
aiteit micui. He 3amoposyBat.

[licis BinHOBNEHHS BAaKIMHY CITiA BiZpasy BHKOpHCTAaTH. SIKINO BakiMHA He Oyla BUKOPHCTAHA
BiJIpady, yMOBH 30epiranss BiJHOBIEHOT BAKIMHK AUB. B po3imi « TepMiH IpHAaTHOCTI».
Po3zunnnuk MokHa 30epiratu npu KiMHaTHIN TeMmneparypi (25 °C).

Sxmo BaknuHA a0 PO3YMHHUK Oy/IH 3aMOPOKEHI, IX CITiI yTHIII3yBaTH.

Ynakoska.

[Io 1 ¢nakony 3 mopomxom (1 mo3a) B Komruiekti 3 pozumnuuxkoM (0.5 M) y mHOmepenHso
HAMOBHEHOMY IUNpHII Ta IBOMA TOJKAaMH 3aNakoBYIOTh y OjicTep Ta BKJIANalOTh Y KapTOHHY
KOpOOKY pa3oM 3 IHCTPYKII€O sk MEIHYHOTO 3aCTOCYBAHHS.

[lo 1 ¢aakony 3 mopomxkom (1 no3a) B koMmiekti 3 posunHHHKOM (0,5 M) y MONepeaHbo
HAIIOBHEHOMY IINpHIli Oe3 rojiky 3anakoByroTh y Omictep; 10 GmicTepiB BKIaNarOTh y KapTOHHY
KOpOOKY pa3oM 3 IHCTPYKLI€IO Ul MEIHYHOTO 3aCTOCYBAHHS.

Kareropist Biamycky.
3a penenTom.

BupooHuk.
[Idaitzep Mentodexaypunr Benbris HB / Pfizer Manufacturing Belgium NV.

Micue3naxokeHHsi BHPOOHHKA T ajipeca MicIisl MPOBA/UKEHHS HOro AisiIbHOCTI.
Peiikeser 12, [Tyypc, 2870, Beneris / Rijksweg 12, Puurs, 2870, Belgium.

JlaTta ocTaHHBOTO Mepersay.




