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3ATBEPIKEHO
Haxazom MinicTepcTBa 0XOpPOHH
3J0pOB’sl YKpaiun
Bix 28.05.2024 Ne 908
Peecrpauiiine nocBixueHHs
Ne UA/16901/01/01

IHCTPYKIIA
IS MEMYHOT0 3aCTOCYBAHHS JiKapChKOro 3acoly
Himenpukc®/ Nimenrix®

Cknao:
[Ticns BigHOBNeHHS ofHa fo3a (0,5 M) MiCTUTB:
Olt0ul pe4OBUHU.
nonicaxapun Neisseria meningitidis ceporpynu Al —  5SMKr
nonicaxapua Neisseria meningitidis ceporpynu C! —  S5SMKr
nonicaxapun Neisseria meningitidis ceporpynu Ww-135" —  SwMxr
— 5 MKr

nonicaxapun Neisseria meningitidis ceporpynu Y
| xoH’1oroBaHuii 3 6i1KOM-HOCIEM MIPaBLIEBOTO aHATOKCUHY — 44 MKT;
00noOMINCHI pevoguHU: CaXxapo3a, TPOMETaMOJI.
Po3yunnux: HaTpito XJIOpUI, BOAA NJ1s iH’ €KL,

Jlixapcska dopma. [Topomox Ta po3YMHHMK AJIA PO3TUHY AJIA iH’ exmift.
Ocnosni gisuxo-ximiuni enacmugocmi: 6ina maca a60 MMOpPOLLOK; TTICIIs BiJHOBIIEHHS PO3IHHHAKOM

— npo3opa Ta Ge3bapBHa pianHa.

dapmakoTepaneBTHYHa rpyna. AHTHOAKTepialbHi BaKIMHH. BakuuHa M NpOQUTAKTHKH
MeHiHrokokoBoi iHdekuii. Kog ATX JO7A HO8.

Imynonoziuni i bionoziuni enacmugocni,
DapmaxodurHamixa.

Mexauniam Al
AHTHKANCYJIbHi MEHIHMOKOKOB] @HTHTI/IA 3aXHILAIOTH Bil MEHiHIOKOKOBIX 3aXBOPIOBAHE 38 PAXyHOK

KOMIIEMEHT-0NocepeKoBaHoi  6akTepuUHAHOT akTHRHOCTI. 3a pe3ylibTaramu KIJTBKICHOTO
BU3HAYEHHS 3 BUKOPUCTAHHAM KpONAYOro komriemeHTy (rSBA) a60 kommemedty sroguud (hSBA)
JOBELEHO, IO TperapaT BUKIMKae BUPOOJEHHs OakTepHIHAHHX AHTWTI MPOTHU KallCyJIBHUX
nonicaxapuais Neisseria meningitidis rpyn A, C, W-135ta Y.

IMYHOreHHICTE ¥ HEMOBIAT

V giiniyHoMy AocnimkenHi MenACWY-TT-083 nepury 03y BBOAWIN HEMOBIATAM y Bir( Big 6 Ko
12 Troknis, Apyry — depes 2 Micaui, a Tpetio (OycrepHy) H03y BBOAMIM Y Biti MpHOIU3HO
12 micsuis. Bakuuny DTaP-HBV-IPV/Hib Ta 10-BaneHTHY MHEBMOKOKOBY BAKLHY BBOJMII
onHouacHo. [lpenapar Himenpuxc® suxnukas tutpH SBA T2 hSBA nporH 4YOTHPBOX
MEeHIHIOKOKOBMX TPy, ik HasejeHo B Tabmuui 1. Bianosiae npoTH rpynn C Gyna He cnaduow 3a
BiAMOBIZb, Ky BUKNHKAIOTH NiuensosaHi pakuunu MenC-CRM Ta MenC-TT, BpaxoByIOUH BiICOTOK
3 TuTpamu rSBA > § uepes 1 MicAIp Mic/s APYToOT AO3H.

Jaui UbOro JOCHIIKEHHS NiATBEPAXKYIOTb EKCTPAnoNALII0 JaHUX NPO iMYyHOreHHICTE Ta JO3yBaHHS
A7 HEMOBJIAT Bikom BiJ 12 THXXHIB 10 6 MiCALLIB.
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Tabmuus 1

Tutpu rSBA Ta hSBA micns ABOX 03 mpenapary Himenpukc® (Baxuusn MenC-CRM a6o
MenC-TT), BBefieHUX 3 IHTepBaJTOM 2 MicsLi, Tepiy o3y BBOAATH HEMOBIATAM BikoM 6—
12 THMXKHIB, i Micas BBeAeHHs OyCTEpHOI 031 HEMOBIATAM BikoM 12 micauiB (AocHiIKeHHA

MenACWY-TT-083)

Menin MOMERT | gpp* hSBA**
rokoko |I'pyna dacy
Ba BaKIHHU N >8 GMT >8 GMT
rpyna (95 % 1) |95 % AN (95 % M) |95 % JID)
Tlicns GPT4%  po3 02 P65 % 157
nosu 2D H (95,4; 98,6) (182;227) [~ (93,05 98,6) [131;188)
. ® .
A Himenpirkc g‘gié‘ i sy P96 % 1561 14 P95 % 1007  (836;
oA 98,4; 99,9) (1412; 1725)[" " (97:4; 100) [1214)
Miens |, P8.7% P2 g P86% 1308
nosu 20 97,2; 99,5) |540; 693) 96,0: 99,7) [(1052; 1627)
. ® .
B SHRMES g‘gz e P8 % 177 L Po.5%  f#092
Hgma‘? 98,8; 100) (1059; 1308)[“" [97,5; 100) [4086; 6100)
Micns — |,csP9.6 % 538 02100 % 5188
pacna |0 20) 98,4; 99,9) (850;1079) [~ [98,2; 100) [2646;3841)
€ MenC-CRM g“i:: lagPsa% st oo fa3s
Hgm(l*)’ 96,8; 99,4) (920; 1202) [~ [98,3; 100) [(4412;6702)
Micns |, [100 % 1188 06 100 % D626
Baxra mosu 20 99,2; 100) [1080; 1307)[ " [98,4; 100) [2219;3109)
MenC-TT g‘z:: ilisoll00% 1960 ollo0%  fss42
N 99.2; 100) [1776;2163)[ '~ [98,3; 100) [4765; 6446)
03U
Mions |5 P91 % 1605 1 [100 % 753
no3un 2 97,8; 99,8) [(1383; 1862)[ * (98,3; 100) |((644; 882)
. ® «
W |Himenpric Q‘Zﬂ: ik P8 % pTTT 1g[100 % 5123
e 98,8; 100) [2485;3104)[ " °[98,3; 100) [4504; 5826)
Mienn |, P82 % 183 4P % 328
no3u 2V 06,6; 99,2) (419;558) [ (94,6; 99,2) (276;390)
Y H. ® .
EMEHRIES g‘f;: ik Por % B8l 17[100 % h954
ﬂgm(]‘? 99,1;99,9) (787;986) [ |(98,3; 100) [2498; 3493)

AHaTi3 iIMyHOTrEHHOCTI POBOAMIIK Ha MePBHHHIH KOropTi «BIANOBIAHO A0 NPOTOKOMY) (ATP).
* Ananis i3 rSBA nposoauiu B naGopatopisx Ciyx61 rpoMaacbKoro 3nopos’st Aurnii (PHE)

y BenunkobpuraHii.
** Ananis i3 hSBA nposoxwnu B naboparopisx kommanii GSK.

M 3pazku kpoBi 6pamm Yepes 21-48 auiB Tmicss BakUHALIL.

¥ nocnimxenti MenACWY-TT-087 BeMOBIIsTaM 3aCTOCOBYBai ab0 OJIHY MEPBHHHY 103y ¥ BiLi 6
MiCALIB 3 NOAAIbLIOK GycTepHOM 03010 y Billi 15-18 micsuis (DTaP-IPV/Hib Ta 10-BajieHTHY
MHEBMOKOKOBY KOH'FOroBaHy BakLWHY 3aCTOCOBYBa/lM OZIHOYACHO nig yac 060x BakuUHALH), a60
Tpu MEPBUHHI 103K Y Billi 2, 4 Ta 6 MicauiB 3 OyCTEPHOIO 103010 Y Bili 15—-18 micauie. Opna no3a,
BBelleHa y Billi 6 MicAuis, BuKkIMKana cTifiki Tutpu rSBA JI0 4OTHPEBOX MEHIHIOKOKOBHX TPy,
oLiHeH] 32 BIZCOTKOM cy6’ekTiB 3 TMTpamu rSBA > 8 depes MicAup, gxi Gynu 3icTaBHAMHE 3

2
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Bi/MOBIAAMU [iCNsS BBEJEHHS OCTAaHHBOI 03U i3 cepil TPHOX MEPBHHHHX NO3. Bycrepna mosa
BHKITMKANA CTifki BLANOBII 10 BCIX HOTHPLOX MEHIHIOKOKOBMX CEpOrpyIl, sictaBHi B 000X rpynax

3a 03yBaHHAM. Pe3ybTaTi HaBEACHO B Tabnuui 2.

Tabnuus 2

Tutpu rSBA Ta hSBA nicns oamuiel xosu npenapary Himeran@, BBeJeHOT HEMOBJIATaM Yy Billi
6 micaliB, i nepex Ta micas GycTepHOi [03M, BBEACHOI Y Bini 15-18 micauis (IOCTiKEHHS

MenACWY-TT-087)

McHig rSBA* hSBA**
roxok | MowmeHT
oBa qacy N >8 GMT N >8 GMT
rpyna 95% ) | (95 % A (95% 1) | (95 % JIL)
[Ticna nosu 163 98,8 % 1333 59 98,3 % 271
1M (95,6;99,9) | (1035;1716) (90,9; 100) |  (206;355)
_ Tepen 81,7 % 125 66,2 % 20,8 (143,5;
A pYeipIe BU| 74’879 | saas186) | 7| 5477 32,2)
. EIT“G’”’:IO.I. 39 | 993% 2762 - 100 % 1416 (1140;
Y s (96,1;100) | (2310;3303) (95,7; 100) 1758)
[Ticna no3u 163 99,4 % 592 66 100 % 523
1M (96,6; 100) (482; 726) (94,6;100) (382; 717)
L gszi s | 656% 27,4 g | 962% 151
C -‘/Mzm (56,9:73,7) |  (20,6; 36,6) (89,2;99,2) |  (109;210)
Micna 13360
. 99,3 % 2525 100 %
6ycreproi| 139 N . 92 j (10 953;
oo ) (96,1;100) | (2102;3033) (96,1; 100) ot
Miona nosw| | o | 93.9% 1256 o | 872% 137
1o (89; 97) (917; 1720) (74,3;952) | (78,4;238)
. Erepe_f‘ o 131 | 779% 63,3 s | 100% 429
wo Y ﬂo‘z‘c’)'}o" (69,8; 84,6) |  (45,6; 87.9) (93,3;100) | (328; 559)
. I;,ITIZHZor - 100 % 3145 - 100 % 9016
yCTepR (97,4; 100) | (2637;3750 93,9: 100) | (7045; 11 537)
nozu O
[Ticns mo3wu 163 98,8 % 1470 5o 92,3 % 195
1M (95,6;99,9) | (1187;1821) (81,5;97,9) (118; 323)
L ?szﬁ) o 131 88,5 % 106 61 | 984% 389
4 yﬂogg}o (81,8;93,4) | (76,4; 148,1) (91,2;100) | (292;518)
. ICTT‘Z”:‘;O.I. 139 100 % 2749 2 100 % 5978
yerep (97,4;100) | (2301;3283 (94,8;100) | (4747;7528)
nozu (D

AHaii3 IMyHOTeHHOCTi TPOBOAMIIM Ha MepBUHHI xoropTi ATP.
* Ananis i3 rSBA nposoaunu B naboparopisx "PHE y Benuko6puTaHii.

** Apanis i3 hNSBA nposoauinu B komnanii Heomen, Kanapa.
() Big6ip kpoBi MPOBOAMIM Yepes MicsLb micis BaxIMHAIl.

Bumiptopanus tutpis hSBA Gyno BTOpHHHO KiHLEBOIO TOUKOO B nocimkensi MenACWY-TT-
087. Xoua i cnocrepiranics 3icrasi Bignosiai 10 ceporpyn A ta C npu 000X cxemax BaKLMHALT,
BBEIEHHS OAHIEl [IEPBUHHOT 1031 y Billi 6 MicALiB Oy/10 NOB’M3aHO 3 HINKUHMH SHAUCHHAMH THTPIB

3
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hSBA zo ceporpyn W-1351a Y, OLliHEHUMH 33 BIICOTKOM cy6’ekTiB 3 TuTpamMu hSBA > 8 [87,2 %
(95 % JII: 74,3, 95,2) Ta 92,3 % (95 % Al 81,5, 97.,9) simnosinHo], ¥ NOPIBHAHHI i3 32CTOCY BAHHAM
TpboX 703 Yy Bini 2, 4 Ta 6 micsuis [100 % (95 % JI: 96,6, 100) Ta 100 % (95 % II: 97,1, 100)
pianosigno] (auB. po3ain «OCOBIUBOCT] 3aCTOCYBAHHAN). [licys BBegeHHs GycTEpHOI 03U THUTPY
hSBA 10 BCiX HOTMPLOX MEHIHTOKOKOBHUX Ipym Oynu sicTaBni mpr 000X cxemax I03YyBaHHS.
PesynbTati HaBeAeHO B Tabnuli 2.

[MyHOreHHICTD Y AiTeil Bikom 12-23 micaii

V kninignux goctimkennsx MenACWY-TT-039 ta MenACWY-TT-040 oana nosa mpemapaty
Himenpuxc® Buknukana Tntpn SBA 10 40TUPBOX MEHIHIOKOKOBMX rpyTl, 3 TTpaMu rSBA 110 Tpynu
C, aki 6y/14 MOpiBHAHHI 3 TUTPaMH, aKi BUKJIMKaE Ninen3oBaHa BakuuHa MenC-CRM, 3a BiZICOTKOM
cy6’extis 3 THTpamu rSBA > 8. Y zmocitimkeHHI MenACWY-TT-039 hSBA Takox BUMipIOBaU K

BTOPHHHY KiHLieBY Touky. Pe3ynbTaT HaBeeHO B Tabmuui 3.

Tabmuns 3
Tutpu SBA* niciist BBeZIeHHA OAHIET 03U Mpenapary Himenpnkc® (abo MenC-CRM) y niTei BikoM
1223 micsaui (nocnimkenss MenACWY-TT-039/040)

Tlocrimkenss MenACWY-TT-039() Tocnimkernas MenACWY-
Mediaro TT-040?
coxopa || PYNa rSBA* hSBA* rSBA*
rpyna |V 128 oMT | [Bh [oew v |28 GMT
(95 % 1) |(95 % ) | (95 % JII) |(95 % JID)
9979  |2293 77,2% [ 19,0 98,4 % |3170
A Himenpuxc® (354 (98’ 4_0100) (2008; 338 |(72.4; |(16,4; |183 [(95,3; (2577
o 2422) 81,6) |22,1) 99,7) 3899)
o 98,5 % | 196 97,3% |829
Himenpric® |354 ?99§74,A’100) ?2387_ sy |68 |75 183 03,75 672
C i ’ 99,5) |219) 99.1) 1021)
97,5 % 81,9 % (40,3 98,2 %
E/la“g“?w 121 |92,9; 2120_ o 116 |37 |55 (114|038 659211,918
it 99.5) (170, 265) 88,4) [55,1) 99.8) (5215 )
100 % 2682 87,5 % | 48,9 98,4 %  |4022
W-135  |Himenpuxc® |354 (99,0; 100) (2453; 336 [(83,5; |(41,2; | 186 |(95,4; (3269;
7 2932) 90,8) [58,0) 99.7) 4949)
100 % 2729 79,3 % |30,9 97,3 % 3168
Y Himenpukc® |354 9 0_°100) (473; |39 |(745; |(25.8; |185 |(93,8; (2522;
T 3013) 83,6) |37.1) 99,1) 3979)

AHaJli3 iMyHOreHHOCTI NpOBOAMIN Ha koropTax ATP.

() 3pasku kposi Gpany depes 42—56 AHIB Micns BakLMHALT.
@ 3pasku kpoBi 6pany yepes 30-42 JHi micyA BakUMHALI.
* AHani3 SBA nposoauin B naboparopisx komnadii GSK.

Tpusana imynozennicme y dimetl paHHbO20 8iKY

Hocnipxenns Men ACWY-TT-104 ouiHtoBano iMyHorennicte depes 1 MicAub i 30epexeHHA
BiAMOBiAl n0 5 pokis micns BBeneHHs ommiel abo ABOX 7103 (3 inTepBayoM 2 Micsali) JiKapcbKOro
saco6y Himenpuke® y aitelt Bikom sin 12 1o 14 micsuis. Yepes MicsLb micis oaHxiel abo ABOX 103
fikapcekoro 3acoby Himenpukc® Buasasincs tatpu rSBA npotu BCIX HOTHPLOX MEHIHFOKOKOBHX
rpyn, fKi 6ynu momibRUMU 3a BimcoTkOM Cy6’eKTiB i3 Tutpom rSBA > 8 i GMT. Sk BTOpHHHY
KiHUEBy TO4Ky BuMiptosanu TuTpu hSBA. ¥V nocmimkenHi MenACWY-TT-104 tutpn hSBA
BAMIpIOBAIM K BTOPHHHY KiHIEBy Touky. Yepes Micsup Tcns BakLpHANil ofHiero abo mBoMa
I03aMH1 TIpernapary Himenpukc® sustsmsinucs Tutpu hSBA npoty rpyn W-135 12 Y, ski B pasi
BBEJEHHA [BOX 103 Oy/IM BHIIMMM 3a BicoTkoM cyG’ekTis i3 Tutpom hSBA = 8 y mopiBHAHHI 3
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TakMU Y pasi BBefeHHs oaHiei nosu (auB. posnin «OcobnuBocCTi 3acTocyBaHHa»). [Ipemapar
Himenpukc® puxnukas Tutpu hSBA npotu rpyn A Ta C, siki B pasi BBefeHHs ABOX 03 Gynu CXOXKi
3a BigcoTkom cyG’extis i3 TTpoM hSBA > 8 y TMOpIBHSAHHI 3 TAKMMHU Y pa3i BBEJCHHS OIHIET 03H.
Ha 5 pik cnocTepiranacs JiHiue HEBEAMKA PISHULA B CTIMKOCTI aHTUTIN MiK BBEHNEHHAM OIHIET Ta
ABOX 1103, BUpaskeHa y BiacoTkax cy®’exris i3 urpami hSBA = 8 mopiBHAHO 3 yciMa rpymamu.
Crifikicts aHTUTIN criocTepiranacs wa S poui npotn rpyn C, W-135 Ta Y. Tlicns oaHiel Ta ABOX A03
pizicoTok cy6 ektin i3 Tutpamu hSBA = 8 nas rpymn C cTaHoBUB 60,7 % Tta 67,8 %, mns rpynu W-
135 — 58.9 % Ta 63,6 % i ana rpynu Y cranosus 61,5 % i 54.2 % sianosinxo. Y rpyni A 27,9 % i
17.9 % mnauieHtis, fiki OTpuMyBanud onHy abo Bl AO3M pinmosinHo, manu THTpu hSBA > 8.

Pe3ynbTaTi HABEAEHO B Tabnui 4.
Tabnuua 4

Tutpn rSBA ta hSBA micns oamiel abo ABOX 103 npenapary Himenpukc®, xonm nepury A03y
BBOANMNYU AiTsM Bikom 12—14 micsui, Ta cTabinbHiCTE 10 5 POKIB (IOCITiAMKEHHS MenACWY-TT-

104)

=y rSBA* hSBA**
MeHiHroKO n%inaSaTy MomeHT >3 GMT >8 GMT
(1) = o 'y
KOBATPYNA | {iitenpuke® | oo N oswm | @s%m | N (951)”’ (951)6
. 1437 95.9% | 118
0, >
Micns | g5 | 97.8% (1118; | 74 | (88,6; | (86.8;
nosu 1 (94,4; 99,4) 1847) 99.2) 161)
62,7 351% | 6,1
0, B 3 >
Pix 1 167 (55637’_573’ %) (42,6; 70 | (25.9; 4,1;
e it 4 92,2) 495) | 89)
16.9 94 29,7 364% | 5,8
Pik 3 147 (38 4 55°3) (19,8; 55 | (23,8; | (3.8;
i/ 925 44.5) 50,4) | 8.9
46,8 2719% | 44
0, k] E] 3
Piks | 133 (495%_66%) o7 |61 | ann | G5
95075 71,5) 40,8) | 62
. 1275 970% | 133
0, H
A Micns | j5g | 968% ©70; | 66 | (89,5 | (98.1;
Zosd I 92.8:99.0) | 1475) 99,6) | 180)
. 1176 970% | 170
o El
Miens | 450 | 98,0% ©22; | 66 | (89,5 | (126;
A03H 2 (94.3:99.6)| 1501 996) | 230)
76,6 355% | 64
0, H s 5
2 103U Pik 1 143 (627(31’_67;0 9) (50,7, 62 | (23,7; 4,2;
s 115,7) 487) | 10,0)
28,5 360% | 54
[v) b 1 F)
Pik3 | 121 |, 55425 6§° 6| 87 |50 (22,9, | (3.,6;
o8 O 43.6) 50,8) | 8,0
69,9 17,9% | 3,1
1) 3 ) 3
Pik5 | 117 (5255’_872’3) @47, |56 | 89 | @4
25 109,3) 304) | 4,0
0,
Micns | 159 | 95.0% 452 = 9(3’37 14’ (i g?
nosu 1 (90,7; 97,7) | (346; 592) oo | 2200
£ 1 nosa . 16,2 81,7% | 352
Pik 1 167 | 4 e 6°9) (12,4; 71 | (70,7; | (22,5;
2320, 21,1) 89.9) | 55,2)




146

C rSBA* hSBA**
MEeHIHTOKO n%iﬁig;:; MoOMEHT >3 GMT >8 GMT
(1) = ) 0
KOBATPYNA | {rivenpuke® | o N 05w | 95% 0 N (9§DA’ (ﬁnA
65.6% | 23,6
. 354 % 9,8 ’ ’
Pik3 | 147 d % 61 | (52,3; | (13,9;
Q17,437 | (7.6:12,7) e | ooy
60,7 % | 18,1
. 20,5 % 6,6 ’ ’
Pik 5 132 % : 61 (47,3; (10,9;
(13,9;283) | (5,3;8,2) oy | 300
Q
Mions | s, | 95.5% 369 = 9(287 04’ (}?(1)_
no3u 1 (91,0; 98,2) | (281;485) 99.1) 236)
[4)
Miens | g | 987 % 639 69 182 ;) d?i
1031 2 (95,3;99,8) | (522;783) Tom. | 2408
21,2 93,7% | 73,4
0, 3 > B
2 nos Picl | 143 |, 655726? o| 56 |63 G4s | @
21592 28,9) 98,2) | 113.4)
67.9% | 27,0
. 33,9 % 1.5 2 ’
Pik3 | 121 4 e 56 | (54,0, | (15,6;
(25,5;43,0) | (8,4;15,8) 07 | 468)
67,8% | 294
. 28,4 % 8,5 ’ ’
Pik 5 116 > ¥ 59 | (54,4; (16,3;
(20,5;37,6) | (6,4;11,2) S0 | 529
. 2120 62,5% | 27,5
Hicns 95,0 % ) Y =
rona1 | 189 [ 0og 077y | (160L 72 | (50,3; | (16,1;
2808) 73,6) | 46.8)
57,2 95,8 % | 209,0
0, s 5 5
Pik1 | 167 (57655’_37g’ 5| @8 |72 (88,3; | (149,9;
| rosa ol % 82,0) 99,1) | 291.4)
4 ey 42,5 71,6 % | 30,5
Pix3 | 147 | sog 67°2) (29.2; | 67 | (59.3; | (18,7;
9 05 61,8) $2,0) | 49,6)
25,0 58,9% | 208
Q0 H » s
Piks | 133 (3;“;’,45?2) (16,7, | 56 | 450, | (1L6;
pino 37,6) 71,9) | 37.1)
[+)
W-135 Micms | j5g | 949% (?(5)?(1)' 61 6(2';5’597/-0 (?2%-
Aosu 1 (903:97.8) | 5778) 80.1) | 43,0)
. 3533 971 % | 757
[licns 100 % . ' ]
oona | 150 | @76 100) | 201 70 | (90,1; | (550
4283) 99,7 | 1041)
98,5% | 232,6
. 77,6 % 123 ’ ’
2 mo3u Pik 1 143 9 ] 65 | (91,7; | (168.3;
(69,9; 84,2) | (82,7; 183) T0o0h | 3214
0
Pik3 | 121 (6; 29’_78%" 4) (59992_’? i | 8(;501A (ggg
75 8% 7> 94,6) | 87,1
37,1 63,6 % | 19,5
V) 2 s b
Piks | 117 | 415%’,453’ g| @3 |4 478; | (10,7;
e 59.0) 77,6) | 352
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- rSBA* hSBA**
MeHiHroKo n%)g:;lio:; MoMeHT >3 GMT >8 GMT
(1) = ° )
KOBATPYNA | tryonyice® | 00 N osoemm | ©s%mm | N (951)”’ (951)“
952 67,6% | 41,2
. 0 2 3
Micas | ygq | 928% (705; 71 | (55,5 | (@3.7;
nosw | (88,0:96,1) | {785 782) | 715
e 76,8 91,9% | 144
Pik1 | 167 | (o=, 79" z (54,2; 62 | (82,2; | (97.2;
1 (65.7:79:6) | 109,0) 973) | 214,5)
ABsa 6160, 58,0 531% | 173
Pik3 | 147 | 53 o 69°8 (39,1; 64 | (40,2; | (10,1;
5, 69.8) | g6.0) 65.7) | 29.6)
36,5 61,5% | 24,3
0, 3 > b
Pik5 | 133 (3;‘ 77’_452’ o @8 |6 48,6; | (14,3
15 20 56,2) 73,3) | 4L1)
. 933 643 % | 31,9
v Miens | 157 | 93,6 % ©92; | 56 | (504; | (17.6;
no3u | (88,6; 96,9) 1258) 76.6) 579) |
1134 953% | S13
. ) ,
Miens | 155 | 993% 044; | 64 | (869; | (339;
[o3u 2 (96,3; 100) 1360) 99.0) 775)
= 112,3 87.9% | 143,9
2 nosu Pik1 | 143 | o, T 6° 0 (77,5; 58 | (76,7; | (88,5;
>3 60 162,8) 95,0) | 233.8)
75,1 61,5% | 24,1
0, H > s
Pix3 | 121 (596%_672’ n| @87 |52 47,0; | (13,3
s 103 115,9) 74,7) | 43.8)
81 55,8 542% | 16,8
Piks | 117 | 4e¢. 67°2) (35,7; 48 | (39,2; | (9.0
(48,6, 67, 87.5) 63.6) | 31.3)

AHani3 iMyHOTeHHOCTI MPOBOAMIHN HA xoropti ATP.

() 3pasky kpoBi Gpann yepes 21-48 auis micns BaKlUHHALIT.

* Ananis i3 rSBA nposoawniy B na6oparopisx PHE.

** Ayanis i3 hSBA nposoauiu B naboparopiax kommanii GSK.

Tutpu rSBA ta hSBA BusHauamu npotsirom 10 pokis y piTeit, AKi IPOJILLIN TOYATKOBY BAKIMHALLIIO
OIIHi€I0 10300 Npenapary Himenpukc® abo MenC-CRM y Biui 12-23 micswi y paMKax JOCIiKeHH
MenACWY-TT-027. Crijfikicte Tutpis SBA ouiHioBann y ABOX PO3LIMPEHUX JIOCTIDKEHHAX:
MenACWY-TT-032 (ao S5 pokis) ta MenACWY-TT-100 (n0 10 pokis). ¥V pocimKeHHi
MenACWY-TT-100 Takosx OLiHIOBANH BIANOBIL Ha oaHy OyCTepHY 103y npenapary Himenpukc®,
sy BeO;MAN yepe3 10 pokiB micss MoyaTKoBo BaKI{HHALI] IIpenapaTrom Himenpuxc® abo MenC-
CRM. Pesynsraru HaBegeno B Tabmii 5 (AuB. po3zin «OcobauBocCTi 3aCTOCYBaHHN).

Tabmud 5
Turpu rSBA Ta hSBA nicns onuiei qo3u npenaparty Himerpuxc® (a6o MenC-CRM) y xirei BiKOM
12-23 micsii, cTilikicTs 0 10 pokis, Ta micns 6ycTepHOl K031, Ky BBOJUIIA H9EPE3 10 pokiB micns
NouaTKoBOT BaklytHALT (nocnimKkenns MenACWY-TT-027/032/100)

* o
Meninro - Moment  |TSBA hSBA
KOKOBa by Hacy >8 GMT >8 GMT
e BAKUWHU N N
(95 % O (95 % AN (95 % JI)  [(95 % A1)
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. 2122100 % 3707 21 [91,2% 59,0
Micsus 1V i i .
2 |(98,4;100) [(3327;4129) |7 |(86,7;94,6) |(49,3;70,6)
64,4 % 35,1 44 52,3% 8,8
Pik 4@ 45
(48,8; 78,1) [(19,4; 63,4) (36,7; 67,5) |(5:4; 14,2)
73,5 % 37,4 35,6 % 5.2
Pik 5@ |49 45
A S— (58,9; 85,1) | (22,1; 63,2) (21,9;51,2) |(3,4;7.,8)
Pik 10®
(Mepen | 66,1 % 28,9 = 25,4 % 4,2
6ycreproo | |(53,0; 77,7) |(16,4; 51,0) (15,0; 38,4) |(3,0;5.9)
J03010)
(Miens | 1gg 405 (5122 100 % 1534
GycrepHoi |62 : . 62 . 100 1112: 2117
AN (91,3; 100) |(3726; 7043) (94,2; 100) |(1112;2117)
. o [22]100 % 879 22 99,1 % 190
Micsius 1 . . . .
0 [(983;100) [(779;991) |1 [(96,8;99.9) |(165;219)
97,8 % 110 45 |97.8% 370
Pik 4 45
(88,2; 99,9) |(62,7; 192) (88,2; 99,9) |(214; 640)
77,6 % 48,9 91,7 % 216
Pik 5@ 49 48
Himorpricc® (63,4; 88,2) [(28,5; 84,0) (80,0; 97,7) |(124; 379)
Plp 10~ 82,3 % 128 91,7 % 349
H] 0 N o
(Tepex 65 60
6y0TeP)H°*° (70,5; 90,8) [(71,1; 231) (81,6;97,2) |(197; 619)
J030K
6(311-2:::1-10'1' g2 100 % sy s9 |100 % ?23398680'
i s (94,2; 100) |(5478; 9368) (93.9:100) | g 27y
98,5 % 415 72,1 % 21,2
. ()] ’ > 3
Micsue 17168 | g5 1. 100) |(297; 580) 68 1(50,9;:82,3) [(13,9;32,3)
80,0 % 137 70,0 % 91,9
Pix 4 10 10
(44.,4; 97,5) |(22,6; 832) (34,8;93,3) |(9,8; 859)
63,6 % 26,5 90,9 % 109
Bacanra |PES? (1] 11
1 (30,8; 89,1) [(6,5; 107) (58,7;99,8) |(21,2; 557)
MenC'CRM PlK 10(3)
(Tlepen 87,5 % 86.7 93,3 % 117
16 _ 15
6y0TeP)H°*0 (61,7; 98,4) [(29:0; 259) (68,1; 99,8) |(40,0; 344)
A03010
Cliser 100 % 5793 100 % kL
6ycreproi |16 49 4. 100) [(3631; 9242) 15 1¢78,2; 100) 20 100;
nozu)? &E ’ = 90 086)
. . 22]100 % 5395 17 79,7 % 38,8
- @ M (1) H H
W-135  [HimenpuxctMicaus 1| ,™ | g 4. 100y |(4870; 5976) |7 |(73,0;85.3) [(29,7; 50,6)
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. i 60,0 % 50,8 T 84,4 % 76,9
Pik 4
(44,3; 74,3) |(24,0; 108) (70,5; 93,5) |(44,0; 134)
® o 34,7 % 18,2 e 82,6 % 59,7
Pik 5
(21,7; 49,6) |(9,3; 35,3) (68,6; 92,2) |(35,1; 101)
Pix 109 , .
(Mepen |, 306 % 15,8 o, |42 % 7,7
BycTepHOIO (19,6; 43,7) |(9,1; 27,6) (30,5; 58,7) |(4,9; 12,2)
JI03010)
(Ticas . 25911 ) 11925
Byctepuoi |62 (1‘91?2/'0100) (19 120; 62 é§£2é100) (8716;
no3n)? e 35115 s 16 316)
Mi 10, 221100 % 2824 20 |66,7 % 24,4
feaus 715 1 98,45 100) [(2529;3153) |1 [(59,7;73,1) |(18.6; 32,1)
- . 62,2 % 44,9 il 87,8 % 74,6
Pik 4
(46,5; 76,2) |(22,6; 89,3) (73,8; 95,9) |(44,5; 125)
= o 42,9 % 20,6 45 80,0 % 70,6
Pik 5
Himenpukc® (28,8; 57.8) |(10,9; 39,2) (65,4; 90,4) ((38,7; 129)
Pik 10®
Mepea |, [#52% |27 o [29% o
Gyctepoo | [(32,5; 58,3) [(14,7; 51,0) (29,7; 56,8) |(5.5; 15,1)
[I03010)
(TTicns 0 7661 o 12 154
6ycrepHoi |62 98,4 % (5263; 61 s /.o (9661;
(91,3; 100) (94,1; 100)
no3n)®? = 11 150) s 15291)

AHautis IMYHOTEHHOCTI MpPOBOAMIIM HAa KOropTax ATP mporsrom 1 micaus Ta 5 pokiB rmicis
pakLMHalii Ta #a koropTi ATP Gycreproi mosu. Cy6’exTH 3 HENOCTATHEOIO Biamopindro Ha
meHiHrokokoBy rpymy C (BM3HaueHa sk THTp SBA Hibk4e 3a37anerib BCTAHOBIEHO! TPAHUYHOT
Mei BU3HAUEHHs ) TOBUHHI 6YJIHM OTPUMATH JOAATKOBY A03Y BaKIMHK MenC gmo 6 poky. Lli cy6’extu
6ynu BUKITFOUEH] 3 aHani3y Ha 4-My i 5-My pokax, ane BKJIIOYEHi B aHaii3 Ha 10-my pori.

M Ilocnimxenns MenACWY-TT-027.

@ Jocnimkenns MenACWY-TT-032.

®  Hocnimkenus MenACWY-TT-100.

® Bix6ip kposi mpoBoanny yepes 1 micsub Micis BBEAEHHS GycrepHoi no3u Ha 10-mMy poui.

* Ananis i3 rSBA nposoaunu B naboparopisx GSK uepe3s 1 micsue TIicIIs B3ATTA 3pasKiB NEPBUHHOT
pakumHauii Ta B na6oparopisx PHE y BenukoOpuranii 11 HaCTYIHEX MOMEHTIB 4acy 3 Binbopy
3paskKiB.

** Apanis i3 hSBA mpoBoaunu B naGopatopiax komnasii GSK Ta Neomed, Kanaza, 1715 MOMEHTIB
yacy B AOCIiKEHHI MenACWY-TT 100.

Cmiiixicmb 8i0nosidi 6ycmeproi 003u

V nocnipxenHi MenACWY-TT-102 ouiHroBanu cTifikicTh tutpis SBA 110 6 pokis nicns GycrepHol
[l03u TIpenapary Himenpuxc® a6o MenC-CRMi97, siki BBOAMIH B paMKax nmocnipxenss MenACWY-
TT-048 xiTAM, SIKi CIOYATKy OTPUMYBAIM Ty CaMmy BakUMHY Y BiLli 12-23 micaui y gocmizKeHHi
MenACWY-TT-039. OnHy 6ycTepHy H03y BBOMMIIH Hepes 4 POKH ficaa NoYaTKOBOT BaKL(MHALLI.
Pesynurary HaBeneHo B Tabnnui 6 (aMB. po3ain «OcobnuBoCTi 3aCTOCYBaHHS»).



Tutpu rSBA Ta hSBA nicns onniel qo3u n
23 micsui, cTifikicTh 10 4 pokiB Ta BiAMOB
BakLMHAL{ Ta cTifikicTh Ko 6 pokiB nicns OycTepHOT 103U BaKLUHALLL
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Tabnmug 6

penaparty Himenpukc® (a6o MenC-CRM) y niTe#t BixoM 12—

inb micns GycTepHol To3w uepes 4 pokn micis [O4aTKkoBOl
(nocnimxeHHs MenACWY-TT-

039/048/102)
MeHiHr Cpyia rSBA* hSBA**
OKOKOB Bsz - MowmenT uacy | >8 GMT N >8 GMT
arpyna | > X (95 % A1) (95 % 11 (95 % A1) |(95 % [I)
77,2 %
. 99,7 %  |2205 33| 19,0
Q)] > . H
MICAIE | 354 | 08.4: 100 | (2008; 2422) [8 V2 |(16:4522.1)
81,6)
Pik 43 28,9 %
(ITepen 74,5 % (22,5;
’ 112 18 4,8
2%‘3’;2’“0*0 s %608,21), 03;156) |7 [ (3,9: 5.9)
i ®
A Himenpu ?l_ll’.:/[;ipnkc )
kc® - o1 |100% 7173 20 99,5 % 1343
ﬂzm)ﬁjj (98,3; 100) | (6389; 8054) |2 [(97,3; 100) |(1119; 1612)
5 pokiB micna 89,8 % 533%
G ’ 229 13 |77 13,2
GycrepHoi 137 |(83,4; _ (44,6; .
it 54.3) (163;322) |5 g0y (9,6; 18,3)
6 pokiB micng 92,5% 58,5 %
o ’ 297 13 |77 14,4
GycTepHoi 134 ((86,7; . (49,5; ) <.
nou® 96.4) (214413) |0 |0 (10,5; 19,7)
98,5 %
: 99,7 %  |478 34 |70 196
() s 5
Micaup 1 354 108 4: 100y |437; 522) |1 (9996;6)’ (175; 219)
Pix 4% "
(Tlepen 39,9 % 73,0 %
12,1 20 31,2
6yCTEPHOLO 213 [(33,3; P (66,3; .
a0 46.9) 96:15.2) [0 |59 (23,0; 42,2)
hiiMERpY f‘ﬁ?ﬁiﬁp”“ ) 15 831
kc® SycrepHoi 215 100 % 4512 20 (100 % (13 626:
o) 2D (98,3; 100) |(3936; 5172) |9 [(98,3; 100) | g'394)
- — -
g pc‘,’r':BH’;.c”“ 137 ?702’36,/" 66,0 13 (993%  [337
. ﬂzgn(}? $6.6) (48,1;90,5) |6 [(96,0; 100) |(261; 435)
6 pokiB micns 71,6 % 97,7 %
. ’ 39,6 13 |72 259
6ycTepHOI 134 |(63,2; i (93.4; .
noau® 79.1) (28,6;54,6) |0 |99 5 (195; 345)
97,5 % 81,9 %
. ’ 212 11 |02 40,3
Micsis 1 121 [(92,9; ) (73,7, “
50.5) (170;265) |6 |gg 2y (29,5; 55,1)
Pik 4@
Baxuuna | (Tlepen 37,2 % 143 48,4 % 11.9
MenC- |6yCTEPHOIO 43 |(23,0; - 31 |(30,2; .
CRM | mosoro MenC- 53,3) (7.7 26,5) 66.9) (5,1;27,6)
CRMi97)
(6”::?;" i a3 [100% 3718 1 [100% (8646
ﬂz 3”)8,3) (91,8; 100) |(2596; 5326) (89,4; 100) |(5887; 12 699)
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5 pokiB nicias 78,3 %
> Pois 1 - 47,3 100 % 241
Oyorepnet 2SS |ase g 23 | (85,2; 100) | (139; 420)
6 poxiB micis 65,2 % 33.0 95,7 % 169
aycrepHol 23 |(42,7; ’ 23 [(78,1; 305
nosH™ 83,6) (14,7 74,2) 99,9) (94.1; 305)
0
ions 100 |3sa [100% |2682 B3 ?;3’55_4’ 48,9
featt (99,0 100) |(2453;2932) |6 |g0 e (41,2; 58,0)
Pik 4
(Mepex 48,8 % 81,6 %
6ycTepHOIO 213 [(41,9; p0.2 41 15 (74,7, 438635_ 63.9
I03010 55,7) (21,9;41,5) |8 87,3) (36,5; 63,9)
Himeru Himenpukc®)
W-135 | @ Pl Micns l00%  |10950 0 H100% 14411
GycrepHoi 215 (98,3; 100) (9531, (98,1; 100) (12972 ;
nosu) Y o 12 579) T 16 010)
2 et 1137 5881’37?/" 184 13 100%  |327
Egg;(,}?”o‘ Cay  |(130:261) 6 |(973;100) |(276; 388)
6 poxiB nicns 85,8 % 98,5 %
BycTrepHol 134 {(78,7; 11712 951 ;3 (94,7, 321;15_ 388
noau® 91,2) (118; ) 99,8) (255; )
0,
i 10 |34 [100% {2729 32 279435_”’ 30,9
" (99,0 100) ((2473;3013) 9 | g3’y (25,8, 37,1)
Pix 4
(Ilepex 58,2 % 65,9 %
sycreproro  [213 |GL3; |27 o4 12 1(56.8; 33622- 450
10300 64,9) (27,6:504) 3 1742 (20,2; 45,0)
) Himeupukc®)
v Himenpnu (Micns
kc® SveTentoi 515 100 % 4585 17 | 100 % 6776
HZBH)(%@ (98,3; 100) [(4129; 5093) |3 |(97.9; 100) |(5961; 7701)
5 pokiB micns 92,7 % 97,8 %
Gycrepuoi  |137 [(87,0; 2165 368 13 1093,7; 339291, T
noan® 96,4) (191;368) |7 |99 5) (@2 425)
6 pokiB micns 94 % 97,7 %
6ycrepHoi 134 {(88,6; 2659_ 359 13 (93,5; 321563_ 394
1031 or.qy  |(18%359) 99.5) o)

AHanis iMyHoreHHocTi TTpoBoMAY Ha koropTi ATP U1 KOXHOT0 MOMEHTY 1acy.
(1) Jlocnimxenns MenACWY-TT-039.
(2) Hocnimxends MenACWY-TT-0438.
(3) Bin6ip kposi npoBoAMAY depe3 | MicALb MICTA BBEACHHS GycTepHOT 1030 Ha 4-My pOLY.
(4) Hocnimxenns MenACWY-TT-102.

* Ananis i3 rSBA nposoauny B naGoparopisx GSK wepes 1 micaub icas B3ATTS 3pa3kiB NepBHHHOT
BaxumHallii Ta B nadoparopisx PHE y BenunkoGpuraHii /U1 HACTYNHHX MOMEHTIB 4acy 3 Biabopy

3pasKiB.
** Anarmis i3 hSBA mpoeomumv B nabopatopisx komnanii GSK Ta Neomed, Kanaza, Juist MOMEHTIB

yacy B nociimkeHHi MenACWY-TT-102.
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[MyHOrenuicTs v aireli Bikom 2—10 pokis

Y nocnimkerHi MenACWY-TT-081 6yno npoaeMOHCTPOBaHO, 1O OJHa 034 NPETapaTy Himenpukc®
€ He MeHll eeKTHBHOK, HDK iHLUA JieH30BaHa BaKUMHA MenC-CRM, 3 ToukM 30py BiOMOBiAi Ha
rpyny C [94,8 % (95 % JI: 91,4;97.1) ta 95,7 % (95 % JIL: 89,2; 98,8) BianopinHo]. 3HaYEHHSA GMT
6yno HWKYUM A8 TPyNHy mpenapary Himenpuxc® [2795 (95 % [iI: 2393; 3263)] B MOPIBHSAHHI 3
Taxum ans BakLuH MenC-CRM [5292 (95 % [I: 3815; 7340)].

V nocnimxenni MenACWY-TT-038 oxna po3a npenapary Himenpuxc® BUsABHIACS HE MEHII
e(heKTHBHOK MOPIBHAHO 3 JIILEH30BAHOK BAaKUIHWHOKO ACWY-PS 3 Touku 30py peakuii Ha 4OTUPH
MEHIHIMOKOKOBI rpynH, K HABEAEHO B Tabauii 7.

Tabmuusa 7
Tutpu rSBA* nicis BBEIeHHA OHIET 03K NpenapaTy Himenprkc® (a6o ACWY-PS) y niteit BikoM
2-10 pokis (gocnipkerss MenACWY-TT-038)

MeHiHroKo Himenpuke® Baxupia ACWY-PS()
e N VR GMT N VR GMT
Py (95 % 1) | (95 % JII) (95 % ITI) (95 % JII)
89,1 % 6343 64,6 % 2283
- 2 (86,3;91,5) | (5998. 6708) 192 (57.4;71,3) (2023; 2577)
96,1 % 4813 89,7 % 1317
c Gl (94.,4; 97,4) | (4342; 5335) = (85,1;93,3) (1043; 1663)
11543
97,4 % . 82,6 % 2158
W-135 691 | (95.9; 98.4) | (10873 236 | (772:872) | (1815; 2565)
12 255)
10 825
92,7 % . 68,8 % 2613
b§ 723 1 (90,5; 94,5) (1110425323)’ 240 | 62,5,74.6) | (2237; 3052)

AHaJi3 iMyHOTeHHOCTI poBoANH Ha koropti ATP.
M Binbip kpoBi mpoBoauHM yepe3 1 MicaLb Mmics BakUMHALIT.
VR — BiANOBiAb HA BAKUMHY, BU3HAYEHA K 4acTka Cy0’ €KTiB 3 TAKHMM MOKA3HAKAMHU:

o TUTPU TSBA > 32 sl N04aTKOBO CEPOHEraTHBHUX Cy0’€KTIB (to6To THTp rSBA 10 BakuuHailii < 8);
e 1loHalMeHLIe 4-KpaTHe 3pocTants TATPiB rSBA nicas BakuuHanil NOPIBHAHO 3 TUTPaMu Nepen
BaKLMHALEIO Y NOYATKOBO CEPONIO3UTHBHIUX cy6’€xTiB (ToOTO TUTp ISBA 110 BakIuHanii > 8).

* AHanis i3 rSBA nposoaunu B naGoparopiax xommanii GSK.

Criiikicts TuTpie SBA ouiHioBanu y AiTe#, ski NpOALIIN TOYaTKOBY BaKUHALiD B pamxax
nocnimkeHds MenACWY-TT-081, sk HaBeeHo B Tabmuui8 (AuB. pozain  «OcobamBocTi

3aCTOCYBaHHAN).
Tabmuusa 8

Tutpu rSBA ta hSBA 10 44 micauis nicns BBeJACHHs Npenapary Himenpukc® (a6o MenC-CRM) y
nireii Bikom 2—10 pokiB Ha yac BaKkUMHANIT (HOCHIIKEHHs MenACWY-TT-088)

MeniHro T'pyna MowmenT [rSBA* hSBA**
KOKOBa IpA—— qacy > 8 GMT N > 8 GMT
rpyna (Micsii) (95 % I |(95 % [AI) (95 % A (95 % AI)
86,5 % 196 25,6 % 4,6
A —— 32 193|80.9: 91.0) |(144; 267 |°° |16,9:35,8) [(3.3;63)
44 189 85,7 % 307 29 25,8 % 4,8
(79.,9; 90,4) [(224; 423) (17,1;36,2) [(3.4:6.7)
35 192 64,6 % 34,8 90 95,6 % 75,9
C Himenpukc® (57,4; 71,3) |(26,0; 46,4) (89.,0; 98,8) [(53,4; 108)
44 189 37,0 % 14,5 82 76,8 % 36,4
(30,1; 44,3) |(10,9; 19,2) (66,2; 85,4) [(23,1;57,2)
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32 69 76,8 % 86,5 33 90,9 % 82,2

BakunHa (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)
32 193 77,2 % 214 26 84,9 % 69.9

W-135  |[Himenpuxc® (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)
3 193 81,3 % 227 91 81,3 % 79,2

v Himerpuikc® (75,1; 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)

Auanis iMyHOTEHHOCTI TPOBOAWIN Ha koropti ATP ans anamisy CTIilfKOCTi, afanToBaHid AN

KOKHOTO MOMEHTY Hacy.
* Ananis i3 rSBA nposoawunu B naboparopisx PHE y Benuxo6purasii.
** Amanis is hSBA Tpooauiy B nabopatopisx komranii GSK.

CritikicTs TTpis hSBA ouinioBanu uepes 1 pik ricns BakumHauii y miteit Bikom 6—10 pokiB, ski
MO WM NOYATKOBY BaKLMHALIO B paMKax JAOCHIUKCHHSA MenACWY-TT-027 (tabnuus 9) (aus.

po3ain «Oco6nuBOCTI 3aCTOCY BAHHAY).

Tabmuus 9
Tutpr hSBA* micis ofHiel 1031 npenapary Himenpnkc® (a6o ACWY-PS) y aiteit BikoM 6—10 pokiB
Ta cTifikicTs yepes 1 pik micns BakIMHAUIT (ROCHIKEHHS MenACWY-TT-027/028)

| micaupb micas BakLUHAUIT Crifixicts mpoTsarom 1 poky
MeHIHTo (mocnimxeHHs MenACWY- | (mochifKeHHs MenACWY-TT-
T ';EZ = TT-027) 028)
rpyna e N |28 GMT N 128 GMT
5% 0 | (95% ) (95 % 1) | (95 % 1)
. 80,0 % 53,4 16,3 % 3,5
® 3 s 3 B
R Hivenpuke® | 105 | 5 "er ol (373.76,2) | ' | (9,8;24.9) | 2.7:4.4)
[v) 0
iaxunﬁa 35 25,7% 4,1 ' 35 5,7 /o 2,5 .
CWY-PS (12.5: 43,3)| (2,6, 6,5) 0.7:19,2) | (1,9:3,3)
. 89.1 % 156 952 % 129
® 3 3
. Himenpuie® | 101 | 73704 iyl 99.3; 244y | 19° | (89.2;98.4) | (95.4:176)
V] 0,
i%](\];/ﬂl—la 38 39,5 Az 13,1. 31 32,3 _A) 7,7 -
Y-PS (24,0; 56,6)| (5.,4; 32,0) (16.7:51.4) | 3,5;17,3)
. ® 95.1 % 133 100 % 257
WAIES Himenpurc® | 103 | g6 0" 0g 4)) (99,9, 178) | ' | (96,5, 100) | (218;302)
BakiyHa 35 34,3 % 5,8 31 12,9 % 3,4
ACWY-PS (19,1; 522! (3,3: 9,9) (3.6:29.8) | (2,0;5,8)
. 83.1 % 95,1 99.1 % 265
® s s 5
" Himenpuke™ | 89 | 93 5. 90 2)| (62,4; 145) 106 | 94.0: 100y | (213;330)
BakuuHa 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)

AHali3 IMyHOreHHOCT] TIPOBOJMNIY HA KOropTi ATP a5 aHanisy criifkocri yepes 1 pik.
Ananis i3 hSBA He npoBoinny i AiTel Biko Bif 2 0 < 6 pokie (Ha yac BaKLMHALLT).
* Ananis i3 hSBA nposoauniu B 1aGopartopisx xommanii GSK.

Tutpu SBA susHauanu nporarom 10 pOKiB y AiTeil, siKi MpOFiLIIH NOHATKOBY BAKUMHALIKO OJIHIEIO
103010 Mpenapary Himenpuke® abo ACWY-PS y i 2—10 pokiB y pamKkax AOCIIiUKeHHS
MenACWY-TT-027. Criiikicts Tutpie SBA ouintoBani y ABOX PO3UIMPEHAX JIOCTT [UKEHHAX!
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MenACWY-TT-032 (mo 5 poxis) ta MenACWY-TT- 100 (mo 10 pokis).
MenACWY-TT-100 TakosK OUiHIOBANH BIANOBI/AL HA ONHY OycTepHy 103y npernap
sKy o Yepes 10 POKIB MiclA NOYaTKOBOT BAKIMHALL

PS. PesynsTaTyl HaBeAeHo B TadGnuui 10 (an

Tutpy rSBA ta hSBA nicis oOnHiET 403
10 pokis, cTifikicTs Ao 10 pokis, Ta ni
no4yaTkoBol BakLMHALT (A0CH i KEHHS MenACWY-TT-027/032/100)

bY

154

NOCHIDKEHH]

aty Himenpukc®,
iT npemapaTtom Himenpukc” abo ACWY-
B. po3ain «OcobnusocTi 3aCTOCYBaHHAN).

Tabnuus 10

U rpenapary Himenpukc® (6o ACWY-PS) y niTeit BikoM 2—
icnsi 6ycTepHOl [03M, SKY BBOAMIM H€peE3 10 pokiB micns

MeHinr Covia rSBA* hSBA**
OKOKOBa B:}Z . MOMEeHT 4acy N >8 GMT N >8 GMT
rpyna . (95 % 1) (95 % ) (95 % D _|(95 % 1)
0,
o 10 |22 [100% |7301 111¢ ?71515_”’ 57,0
H 5 |(98:4;100) |(6586;8093) |V g0y (40,3; 80,6)
) 90,8 % 141 w/n®
(2) > e =
Pirc5 98 |83.3:957) |(98,2;203) ]
41,1 %
. 79,6 % 107 ’ 6,5
(3) B i 5
T L 98 | 70.3: 87.1) |(66,0:174)  |° ?206? (4.8; 8,8)
kc® —— :
Pik 10 33.9 %
(Tlepen 15 [89% 96,3 5 (25 3_° 4,5
OyCTEpHOK (79,5; 95,1) [(57,1; 163) 47 (’))’ (3,3; 6,2)
J103010) ’
é?é‘;ﬁ’; i lga |95:9% 14626 3 [100% 1213
X BN (88,6; 99,2) | (3041; 7039) (95,1; 100) | (994; 1481)
257 %
: 100 % 2033 ‘ 4,1
m ) i s
Micsus 10175 | g 5100y |(1667; 2480) | 5113235)’ (2,6; 6.5
. 15,4 % 4.7 Wi
2) 5 ’ o =
ik Bla9,454 3760 ]
333 %
. 12,5 % 5,8 ’ 5.9
BakuuHa| Pix 6 24 | 70 L 21 |(14,6; 4=
ppan ) 2.7;32,4) |(3,5;9.6) 0y (3,0; 11,7)
PS Pik 100 )
(Tlepen 17 23,5% 8,0 17 ?19(’)43_/0 6,2
fycTepHOIO (6,8; 49,9) [(3,3; 19,3) 56 (’))’ (2,4; 15,7)
J103010) ?
gﬁzm 17 [100% 6414 1, [100% 211
oA (80,5; 100) |(3879; 10 608) (80,5; 100) |(131; 340)
0,
Micss 10 22 100 % 2435 107¢ 5892’734’ 155
H 5 [(98.4;100) [(2106;2816) [P |g ) (101; 237)
HiMeHPH| 1. <) 90,8 % 79,7 a1/
C w® K3 98 |833,957) |(56.0:113) P |” -
93,8 %
. 82,7 % 193 ’ 427
3) > 3
REC 98 |(73.7: 89,6) |(121;308) | 5877’7(;’ (261; 700)

14
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Pix 109 :
(Mepex L [851% 18 Ly ?81?:804’ 222
6yCTEepHOIO (75,0; 92,3) [(106; 310) 96 ’9)’ (129; 380)
JI03010) ’
(licn 100 % 4020 100 % ol
6ycTepHol 74 . ) 71 . (11 735;
N (95,1; 100) |(3319; 4869) (94,9;100) |30 soe
39,5 %
. 100 % 750 ’ 13,1
)] ) 3 >
Micaus 10|74 | s 1100y [(ss5; 1014) |8 2264;3(;’ (5,4; 32,0)
i 100 % 128 u/n®
@ o -
e 13 175.3:100) |(56.4;291) |
. 79,2 % 98,7 100 % 235
(3) s 5
BakiagPix o 24 | (57.8,929) |422:231)  |** |(85.8:100) [(122; 451)
pS Pik 10®
(Mepex 17 |76.5 % 96,2 7 [100% 99,1
BycTepHOIO (50,1; 93,2) [(28,9; 320) (80,5; 100) [(35,8; 274)
I03010)
(MMicns 94,1 44 794
L 100 % 15 101
OycrepHol 17 . . 17 |(71,3; (10 112;
o)) (80,5; 100) |(7099; 32 122) 99.9) T bvrs
11777 95,3 %
0 ( 3
Micsaup 1 22 ggog 4/,"] 00) (10 666; 51>07 (89,4; (1135‘1_ 178)
R 13 004) 98.5) :
. 78,6 % 209 1/n%®
(2) > R —
i 98 | 69.1: 86,2) |(128;340) |
81,5 %
o, 9
i Pix 6® 98 |73 N e ) 92 |(72,1; 62,
imMeHpy (63,6; 81,9) |(155; 454) o (42,0; 93,1)
KC® = ) 2
Pik 10 61 %
(Mepen 24 |68:9 % 206 s |7 Z_ 17,5
BycTeprotO (57,1; 79,2) |(109; 392) 73 ;)’ (10,5; 29,2)
J03010) ’
Eanai;c? woi |74 [100 % ?;2924144- 74 |100% 6965
i (95,1; 100) ’ (95,1; 100) [(5274; 9198)
W-135 [031) 35153) 5
. 100 % 2186 = 5,8
) ) . s
Micaus 19175 | 955 100y |(1723;2778) | 2129’21)’ (3,3, 9,9)
) 0% 4.0 u/n®
2) > 2 -
il 1310.0:247) (40,40 ]
30,4 %
. 12,5 % 7,6 : 7,0
(3) 4 H B >
ii‘:“@”\;‘_"‘ gl 24073 |G7158) |2 %3’92)’ (2,9; 16,9)
PS Pik 10
(Tepex 23,5 % 15,4 267% 4,1
17 15
6yCTEpHOIO (6,8;49,9) [(4,2; 56,4) (7,8; 55,1) [(2,0; 8,5)
J103010)
e 94,1 % 10 463 100 % 200
OyCTepHOI 17 15 . .
(71,3; 99,9) |(3254; 33 646) (78,2; 100) | (101; 395)

no3u)®

15
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83 %
. 22 100 % 6641 93,7
m 5) i >
Micaup 1 s |(98.4; 100) |(6044; 7297 |** (8793’£’ (62,1; 141
) 78,6 % 143 u/n®
(2) ’ - e
Pirc 3 98 | 69.1: 86.2) |(88,0;233) |
65.2 %
0, 5
) Pik 6 98 71,4 /" £ ) 89 |(54,3; 40,3 )
Himenpu (61,4; 80,1) [(82,6; 225) 75.0) (23,9; 68,1)
® 2
Ke Pix 100 293 %
(Tepexn 74 67,6 % 98,5 65 (59’ 8- 35,7
Oy CTEpHOIO (55,7; 78,0) [(54,3; 179) 82 ’7)’ (21,0; 60,6)
1103010) ’
I Y P e B T
AN (95.1; 100) |(5828; 9729) 95,15100) | 5 508
1338 %
. 100 % 1410 ’ 12,5
¢D)] (5) . 3
Micss 10175 | 955 100) [(1086; 1831) |2 (6226_;)‘;’ (5,6; 27.7)
. 77 % 55 e
2) > s . _—
Pix 5 1B 102:360) 271, P
. 208%  |11,6 25 % 73
) : , .
Baicgie Pikio 2 a2 ey | 08467 |27:198)
ACWY- =
PS Pirc 19¢ 35,7 %
(Mepen o |176% |102 . 78
6ycTepHOI0 (3.8; 43,4) [(3,5;30,2) 64 ’9)’ (2,5;24,4)
103010) ’
énc‘fé"‘ﬁo.l. 17100 % 6959 17 [100% 454
uﬁ 314)8’4) (80,5; 100) |(3637; 13 317) (80,5; 100) |(215; 960)

AHani3 iMyHOTEHHOCTI IMPOBOAMNN HA xoropti ATP A KOXHOrO MOMEHTY Hacy. Cy6’exTn 3
HEJOCTATHLOIO BIAMOBIAMO Ha MeHiHrokokoBy rpyny C (BM3HadeHa sK THTD SBA Huxue
3a3/1aJ1erilb YCTAHOBIIEHOT IPaHUUHOI MEXI BU3HAYEHHs) TIOBUHHI OyNY OTPHMATH JOAATKOBY 103y
paxurHE MenC 1o 6-ro poky. L1i cy6’ektu GyTu BUKITIOYEH 3 aHai3y Ha 5-My poLl, aje BKIIFOYeH]
B aHasi3 Ha 6-My Ta 10-My pokax.
M Jocnimxenas MenACWY-TT-027.
@  JHocnimpxeans MenACWY-TT-032.
®  Jocnimxenns MenACWY-TT-100.
@ Big6ip kposi nposoaxIHM Yepes | Micsub micisd BBEACHHA 6ycTepHoi o3y Ha 10-My poui.
() Bymrodac aiTeit Bikom Big 6 g0 < 11 pokiB. AHani3 iz hSBA He mpoBOAMIM JUIA AiTeH BiKOM
Big 2 o < 6 pokiB (Ha yac BaKLMHALIT).
© Binnosiano go npotokony gocimkenis MenACWY-TT-032 hSBA He BuMiproBany JJis Li€i
BiKOBOT rpyrny Ha 5-My pou.
* Ananis iz rSBA nposomniu 8 nadoparopiax GSK uepes 1 micstb Mmicys B3STTA 3pasKiB MEPBHHHOT
pakuMHalli Ta B nabopatopisx PHE y BemikoOpuTaHii s HacTymHUX MOMEHTIB uacy 3 Bindopy
3pazKiB.
** Auaris i3 hSBA npooamnu B naGoparopisx xomnasii GSK ta Neomed, Kanayia, 41 MOMEHTIB
yacy B AOCIHiIXKEHHI MenACWY-TT-100.

IMyHOrEHHICTb ¥ TiaiTkiB Bikom 11-17 pokiB i gopocnux Bikom > 18 pokis
V ABOX KIiHIYHWX JOCHIIKEHHSX, AKi TPOBOJWJIMCA 32 Y4acTio mimiTkiB BikoM 11-17 pokis
(nocrimxenns MenACWY-TT-036) i nopocimx Bikom 18—55 pokiB (HoCHiIKEHHA MenACWY-TT-
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035), cy6’exkram BBOAMIYM ab0 OfIHY 03y Mpenapary Himenpuke

PS.

Byno nponeMOHCTPOBAHO, WO Mpenapat HimeHpUKC
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pakuuna ACWY-PS, 3 Touky 30py BiANOBIAI Ha BaKLMHY, KX HABE/CHO B Tabnuui 11.

TuTpu rISBA*
17 poKiB Ta AOPOCIUX BikoM 18—

Tabnuus 11

Iocnimxenns MenACWY-TT-036

Tocnimxenus MenACWY-TT-

Meninro 035
e ip)D
kokosa | 1 PYma (1117 poxie) (1855 poxis)"
BaKUWHHU
rRvia 5 'R GMT LR GMT
(95 % ) (95 % 1) (95 % ) | (95 % 1)
?(:gerH 55 | 854 % 5928 s 80,1 % 3625
3 (82,1;882) | (5557;6324) (77.0; 82,9) %397%
A
E%K\LW? 19 [77.5% 2947 - 69.8 % 2127
PS I 1(709;83,2) | (2612;3326) (63,8, 75.4) 21397%3;
I;B@Meﬂpl/l 64 97,4 % 13110 » 91,5 % 8866
2 5 (]] 939, . (8011,
e |21 967 % 8222 s | 920 % el
i I 1(93,3;98,7) | (6807;9930) (88,3; 94,9) §66229;7)
Himeupn | o3 196.4% | 8247 Tovaw [P
9 | (94,6;97,7) |(7639;8903) (88,15 92,1) §46619;9);
W-135
ig(\lf/“yﬂ.a 21 |87.5% 2633 o | 855 % 200
PS 6 |(823;91,6) |(2299;3014) (50.9;89.4) | 2% 1) ;
KH(:(gIer“ 65 93,8 % 14 086 . 87.0 % 7711
Y OLO:955) | 15 069) (84,6:89.2) | 8374
i?\w? 21 | 78.5% 5066 Lo | 7B ol
PS 9 1(72,5;83,8) | (4463;5751) (73.6; 83,4) 5‘397283;

AnaJii3 iIMyHOreHHocTi poBoAuny Ha xoroprax ATP.

(D BinGip kposi nposommny yepes 1 miciup micnd BaxLpHail.

VR — BinoBias Ha BaklMHY, BU3HAYEHA AK 4aCTKa Cy6’€KTIB i3 TAKMMHU NOKA3HUKAMMU:
e Tutpn rSBA =32 jana MO4aTKOBO CEPOHETaTHBHHX cy6’exrip (To6TO0 THTp ISBA

BakuMHaUil < 8);

® a6o omuy no3y Bakiuun ACWY-

® iMYHONOrIYHO € He MEHUI e(eKTUBHUM, HiX

michs ofHi€el 403K Mpenapary Himenpukc® (a6o ACWY-PS) y nigmiTkiB BikoM 11—
55 pokiB (HOCTLIKEHHS MenACWY-TT-035/036)

A0
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e uOHaliMeHIUE 4-KpaTHe 3pOCTaHHA TUTPIB rSBA micnst BakUMHALT ITOPIBHAHO 3 TUTpaMy
nepea BakUWHALIEIO B MOHATKOBO CEPOMO3IUTHUBHHUX cy6’exrie (tTobro Tutp rSBA 10
BakuMHaLil > §).

* Aganis i3 rSBA nposoauny B naboparopisgx GSK.

Turpu rSBA BusHawami nporsrom 10 pokiB y cy6’ekTiB, AKI MPOHLLIN MOYATKOBY BaKIHHALIO
OJHIEI0 /103010 TIPENapaTy Himenprkc® a6o ACWY-PS y il 11=17 pokiB y pamKax AOCIiKeHHs
MenACWY-TT-036. Crifikicts TuTpie rSBA ouintoanu y ABOX PO3MIMPEHMX JIOCTH IYKEHHAX:
MenACWY-TT-043 (mo 5 pokis) Ta MenACWY-TT-101 (4epes 10 poxkig). ¥V jochimKeHH]
MenACWY-TT-101 Takox OuiHiOBaNH BiANOBiAL HA 0AHY OycTepHY 103y npenapary Himerpuic®,
siky BBOZAMIM uepe3 10 poxis micis royaTKoBOI BaKiMHallil npenapaTom Himenpukc® abo ACWY-

PS. PesynbTaTy HaBeeHo B Tabmuui 12.
Tabmuns 12

Tutpu rSBA* micna oamiel n03M npenapary Himenpurc® (a6o ACWY-PS) y mipmitkis Bikom 11~
17 pokiB, criiikicts g0 10 pokis, Ta micnd OycTepHO! 103U, SKy BBOJAWIN Hepe3 10 pokiB micyis
noyartkoBoi sakunHauii (nocnimkents MenACWY-TT-03 6/043/101)

) Himenpuic® Bakuuna ACWY-PS
MeHiHnro- MoMeHT
KOKOBA >8 GMT >8 GMT
rpyna qacy N N
(95 % 1D (95 % 1) (95 % A (95 % 1)
Micsus |, |100 % 5929 0ny |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
(94,5;99,1) |(531;781) (85,4;97,4) |(202;433)
A Pik 10®
(Tepen 85,2 % 248 80,4 % 143
GycrepH |162 51
oro (78,8; 90,3) |(181; 340) (66,9; 90,2) |(80,5; 253)
JI03010)
(ITicna
6ycTepH 162 100 % 3760 51 100 % 2956
ol (97,7; 100)  |(3268; 4326) (93; 100) (2041; 4282)
no3un)>H
: 13110
Micsub 100 % 100 % 8222
673 (11 939; 224
m . s : G
] (99,5; 100) 14 395) (98,4; 100)  [(6808; 9930)
91,1 % 371 150 |86,0 % 390
Pik 3® 449
C (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)
Pik 10® - 90,1 % 244 o 82,4 % 177
(ITepen i ) ) )
6ycrepH (84,5;94,2) |(182;329) (69,1;91,6) |[(86,1;365)

18
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oto
103010)
(TTicns
OycTepH 162 100 % (87639981 51 100 % 3879
of (97,7, 100) (93; 100) (2715; 5544)
2030)0 10 235)
Micsub 678 99,9 % 8247 294 100 % 2633
1M (99,2; 100)  [(7639; 8903) (98,4; 100)  [(2299; 3014)
Pic3® 449 82,0 % 338 150 (30,0 % 16,0
iK
(78,1; 85,4) [(268; 426) (22,8; 38,0) [(10,9; 23,6)
pics®  |236 86,0 % 437 o 34,9 % 19,7
ik
(80,9; 90,2) |(324; 588) (24,9; 45,9) [(11,8;32,9)
W-135  [Pik 10®
(Tepen 71,6 % 146 43,1 % 16,4
GycrepH | 162 51
ot (64; 78,4) (97,6; 217) (29,3; 57,8) [(9,2; 29.4)
J03010)
(TTicns
6ycrepH 162 100 % (1913?;3 51 100 % 3674
ol (97,7, 100) y (93,0; 100) [(2354; 5734)
NN 13 496)
Micaup 677 100 % (1143018678' 224 100 % 5066
()] L s : .
1 (99,5; 100) 15 069) (98,4; 100) | (4463; 5751)
Pic3®  |a49 93,1 % 740 150 |[58,0% 69,6
iK
(90,3; 95,3) |(620; 884) (49,7; 66,0) |(44,6; 109)
pics®  |236 96,6 % 1000 » 66,3 % 125
iK
(93,4; 98,5) |(824; 1214) (55,3; 76,1) [(71,2;219)
Y Pix 10®
(ITepen 90,7 % 447 49,0 % 32,9
Byctepd |162 51
o1o (85,2;94,7) |(333;599) (34,8; 63,4) [(17,1; 63,3)
JI03010)
(Ticns
6ycTepH 162 100 % 7585 51 98,0 % 3296
of (97,7, 100)  |(6748; 8525) (89,6; 100) |(1999; 5434)
no3n)3H

AHaJti3 iMyHOreHHOCTI TpoBOIMNH Ha koropTi ATP 11 KOXHOro MOMCHTY Hacy.
M ocnimxenns MenACWY-TT-036.
@ Jocnimxerns MenACWY-TT-043.

&) JHocnipxenHs MenACWY-TT-1 01.
“) Bin6ip kposi mpoBoaHNK Yepes | Micsup Ticsis BBEICHHS GycrepHoi Ho3u Ha 10-My pori.
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* Ananis i3 rSBA nposoaunu B naGopatopisx GSK uepes 1 Micsiib NCTA B3STTS 3paA3KiB NEpBUHHOT
akLuHaiil Ta B naGoparopisx PHE y BenukoOpurasil ams HACTYTHUX MOMEHNTIB yacy 3 Biabopy

3pasKiB.

Crifikicts hSBA ouiHOBaTH IPOTArOM MEPioay 10 5 poKiB micns BaKIMHBAL|l y MiATITKIB i JOPOCIHX,
axi npoHllIu No4aTKoBY BAKLMHALIO B pamMKax JOCTiIKeHHs MenACWY-TT-052, sk HaseIeHO B

tabnuui 13 (auB. pozain «OcobnuBocTi 34CTOCYBAHH).
Tabnuus 13

Tutpu hSBA* nicna oauiei 1031 npenapary Himenpukc® y minniTkiB i nopocaux Bikom 11-25 pokiB
Ta CTIMKICTb A0 5 POKiB micis BakumHauil (mochnigKeHHs MenACWY-TT-052/059)

Meninrokokosa |I'pyna MoMeHT N > 8 (95 % I GMT (95 % JII)
rpyna BaKUKHH qacy

Micsus 100[356 | 82,0 % (77,6; 85,9)  |58,7 (48.6; 70.9)
A Himenpuxc® |Pik 1@ 350 [29,1 % (24,4;34,2) |5.4(4,5;6,4)

Pik 5% 141 48,9 % (40,4; 57,5) 8.9 (6.8;11,8)
Micsis 10(359  [96.1 % (93,5; 97,9) | 532 (424; 668)
C Himenpukc® |Pik 1?) 336 |94.9 % (92,0; 97,0) | 172 (142; 207)
Pix 5@ 140 92,9 %(87,3; 96,5) |94,6 (65.9; 136)
Micsus 10[334 91,0 % (87,4, 93,9) | 117 (96,8; 141)

W-135 Himenpukce® [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)
Micaus 10]364 95,1 % (92,3; 97.0)  |246 (208; 291)
Y Himenpukc® |Pik 1% 356 |97.8 % (95,6; 99,0) [272(237:311)

Pix 5® 142 94,4 % (89,2; 97,5) [225 (174; 290)
AHasi3 iMyHOreHHOCTI TpoBoanmd Ha koropti ATP mna aHamizy cTifikocTi, amanToBaHii A
KOXXHOTO MOMEHTY Yacy.
M Iocnimxenns MenACWY-TT-052.
@ Jocnimkenns MenACWY-TT-059.
* Auanis i3 hSBA npoeoaunu B naGoparopisax kommnanii GSK.

Turpyu rSBA susHauann nporsrom 10 pokis y cy6’ekTiB, sKi NpollId NMOYaTKOBY BAKIMHALIIO
OJIHIErO 103010 Mpenapary Himenpnkc® a6o ACWY-PS y Bili 11-55 pokiB y pamkax JOCTi1KEeHH
MenACWY-TT-015. Crifikicte Tutpie rSBA ouiHOBanm® y /iBOX PO3LIMPEHNX JIOCTJPKEHHAX:
MenACWY-TT-020 (no 5 pokie) Ta MenACWY-TT-099 (zo 10 pokig). Y nocmipKeHHI
MenACWY-TT-099 Takox OLiHIOBATH BiAMOBiAL Ha 0JHy OycTepHy A03y npenapary Himenpnkc®,
qKy BBOAMTY uepes 10 pokis micis MOYATKOBOT BaKIMHALIT NpenapaToM Himenpukc® aGo ACWY-

PS. PesynbTaTy HaBeeHo B Tabnuui 14.
Tabnuug 14

Tutpu rSBA* nicna omHi€el 103K npenapary Himeupukc® (a6o ACWY-PS) y mimniTkis Ta
fopocaux sikom 11-55 pokis, cTifikicts 10 10 pokiB, Ta nicna 6ycTepHol A03H, Ky BBOAMIH
yepes 10 pokis nic/is nouaTkoBoi BakUMHALIT (ocnimaeHHs MenACWY-TT-015/020/099)

MeHiur Himenpukc® Baxunna ACWY-PS
okokoBa | MOMEHT 4acy N >8 GMT N >8 GMT
rpyna (95 % 1) |(95 % AN (95 % D) |(95 % M)
. 100 % 4945 100 % 2190
()
JELCie 323 | 98.9: 100) |(4452,5493) | '*(96,8, 100) | (1858, 2582)
95,3 % 365 765% 1104
Pik 49 43 ’ 17 |(50,1;
A (84,2; 99,4) |(226; 590) % (31,0; 351)
Y
Pik 5® 51 |34 4 gl 19 3373’95/0 BHle0
(71,4; 93,0) |(108; 335) oy (12,6; 109)
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Pix 109

0,
(Mepex 5|71 |15 s 2516’29_“ 75,1
GyCTepHOI0 (70,7; 84,3) ((108;219) 82 ’9)’ (41,4; 136)
1103010) i
(L 100 % 4060 100 %  |3585
OycTepHol 155 . ) 52 . . 4672
AN (97,6; 100) |(3384; 4870) (93,2; 100) [ (2751; 4672)
_ 99,7 % 10 074 100%  |6546
M >
MG I 341 98.4: 100) (8700, 11 665) 1141 96.8: 100) | (5048; 8488)
] 412% |67
Pik 4@ a3 |87 N 25 17 1(18,4; ’
(61,4; 88,2) |(61,6;258) E) (5,7; 48,7)
38,9 %
Birc 5 5 |25 % 78,5 18 (17 3 17,3
o (58,3; 84,1) [(41,8; 147) 64 (6,0; 49,7)
Pik 10% )
(Mepen 154 909%  [193 > ?785564’ 212
6yCTEPHOIO (85,2; 94,9) [(141;264) 95 ,6)’ (110; 412)
I03010) ’
(Iicns 13 824
. 100 % 98,1%  |3444
5 ‘ 5 40; 2 |7
zz ::Egﬂ'{" 1551 97.6; 100) (11706829(;’ 22 1(89,7; 100) |(1999; 5936)
. 99,7 % 8577 100% 2970
M >
Micaup | 340 | og 4. 100) |(7615;9660) |'1*](96.8; 100) [(2439; 3615)
. 90,7 % 240 17.6% |83
2) s 9 s
Gl 43 177.9:97.4) |(128:450) |7 [(3.8;43.4) |(3.6;19.5)
31,6 %
Pik 5@® 51 |86 “ 2 19 |(12,6; 132
(73,7; 94,3) | (146; 543) 0> (5,7; 41,9)
— 56.6)
Pix 10%) 212 %
(Mepen 154|714 % 166 52 |(11 L (109
6yCTEPHOIO (63,6; 78,4) [(107;258) 34 ’7)’ (6,1; 19,3)
J103010) ?
(ITicna 23431
. 100 % 98,1%  |5793
OycTepHOl 155 17 351; 52 "
HZ3H)8,4) (97,6; 100) gl A (89,7; 100) | (3586; 9357)
. 100 % 10315 100 % 4574
m
MieamE 340 | 98.9: 100) |(9317; 11 420) |1 1* | (96,8; 100) | (3864; 5414)
471 %
. 86,0 % 443 ’ 30,7
2) ’ i s
Riled 8B 72.1:947) |(230;853) |V %35(;’ (9,0; 105)
63,2 %
Pik 5@ 51 P22 L 19 |(38.4; 51
y (81,1;97,8) |(439; 1351) e (21,9; 250)
Pik 10® )
(Mepex (54 |86:4 % 364 5 ?41;50_”’ 56,0
OyCTEPHOIO (79,9; 91,4) |(255; 519) 24 ’7)’ (28,8; 109)
J03010) >
éri‘fg"m.l. 155 [100% 8958 s [100% |5138
Hzmgm (97,6; 100) |(7602; 10 558) (93,2; 100) | (3528; 7482)

AHaJTi3 IMyHOPEHHOCTI ITPoBOAMIH Ha Koroprax ATP uepes 1 MicsLb Ta 5 POKiB Nicit BaKIMHALII Ta

na xoropti ATP 6ycrepHol 1031.
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M Mocnimxenus MenACWY-TT-015.

@ Tocniaxerns MenACWY-TT-020.

3 Tlocnimxenns MenACWY-TT-099.

@ Binbip kposi npoBoANIK Hepe3 | Micallb Ticyis BBeEHHs GycTepHOi 103K Ha 10-My poLi.
* Ananis i3 rSBA nposonuny B nabopatopiax GSK wepes 1 MicsiLlb MMiciA B3ATTA 3pa3KiB NEPBUHHOL
pakumHauii Ta 8 nadoparopisx PHE y BenukoOpuTaHii a1 HacTYIHHX MOMEHTIB uacy 3 Bigbopy

3pasKiB.

B okpeMoMy AOCIiZXEHHI (MenACWY-TT-085) oaHy 103y fipemapary Himenpuxc® BBOAMIHN
194 nopocnum niBaHLAM BikoM BiZl 56 pokiB (BKIIO4A0 M 133 ocoGu BikoM 5665 pokiB i 61 ocoby
pikom > 65 pokiB). BincoTok cy6’ekTiB 3 TUTpaMi rSBA (32 pesynbTaTamMy BHMIPIOBAHHA
g nabopatopisx komnanii GSK) > 128 nepen pakiuHatlicio papitosascs 8in 45 % (rpyna C) 1o 02 %
(rpyna Y). 3aranom 4epes 1 Micalp MicHs BakuUMHALil BIICOTOK BAKUMHOBAHUX 3 THTPaMi rSBA
> 128 papifosascs Bix 93 % (rpyna C) no 97 % (rpyna Y). V nigrpyni oci6 sikom > 65 pokiB
BIICOTOK BakLMHOBaHMX 3 THTpamn rSBA > 128 uepes | micsip micns BakuMHauii BapitoBases Bin
90 % (rpyna A) 1o 97 % (rpyna Y).

Binmosiis Ha GycrepHy mosy B cy6’ekris. ski pasime npoiiuuin BAKIHHALLIID KOH FOrOBAHOK
MEHIHCOKOKOBOIO BaKLMHOW npoT bakrepiii Neisseria meningitidis

Bakunnauio OycTepHOKO 030K Tpenaparty Himenpuke® y cy6’exriB, ki paHime MpOULIHA
BakuMHauito  onHosanentHor  (MenC-CRM)  aGo  4OTMPUBANIEHTHOMO KOH’ FOr0BaHOI0
MEHIHFOKOKOBOO BaKIMHOK (MenACWY-TT), nocrimkysanu y cy6’exris BixoM Big 12 MicauiB, fki
oTpuMany 6ycTepHy 03y BaKLMHH. CriocTepiranucs CTiliKi aHaMHECTHYHI BIZIMOBi/i HA AHTUTEHU Y
BBeJIeHIH BakuWHi (mB. Tabnnui 5, 6, 10, 12 T2 14).

Binnosias na npenapar Himenpukc® y cyG’ekTiB. fiKi pamiuie nporuum BaKlMHALIIO MPOCTOIO
oficaxapHAHOK BAKLMHOIO NpoTh GakTepilt Neisseria meningitidis

VY pocnimkeHdi MenACWY-TT-021, wmo npoBoawIocs 3a y4acTro cy6’extiB Bikom 4,5-34 pokH,
IMYHOTEHHICTb Npenapary Himenpukc®, sxuil BBOOMIM B iHTepBasi Mixk 30 i 42 micauamu micns
sakunHaLii BakunHoo ACWY-PS, nopisHioBajii 3 iIMyHOreHHICTIO Npenapary Himenpukc®, axuii
BBONMNIA Cy6’eKTam Yy BINMOBIAHIA BikoBiff rpyrmi, MO HE MPOXOAWIA BaKIMHALIKO KOIHOIO
MEHIHTOKOKOBOIO BaKLMHOIO mpoTsrom octanHix 10 pokis. [MyHHA Bignosiae (Tutp rSBA > 8)
NpPOTH BCIX YOTUPHOX MEHIHIOKOKOBHX IPYTL crocTepiranacst y BCix cy6’€KTiB HE3aIeXKHO Bijl aHAMHE3Y
BAKLMHALI] MEHIHIOKOKOBUMY BakunHamu. 3HauenHs GMT rSBA 6y 3HAYHO HIDKTI Y CY6’€KTiB,
sKi oTpumany nosy sakunHn ACWY-PS 3a 3042 Micauli 1o npenapary Himenpuxc®, ognak 100 %
cy6’extip mocsirnu THTpiB rSBA > 8 ans BCiX MeHiHrokokoBuX rpym (A, C, W-135 ta Y) (nuB.
po3ain «Oco6aMBOCTI 3aCTOCY BAHHS).

Ilitu (Bikom Bin 2 1o 17 pokiB) 3 aHatoMiuHO0 260 GYHKUIOHAIEHOK) acrieHiero

Y nocnimkensi MenACWY-TT-084 nopisHioBanu iMyHHY BIANOBiAL HA BBENCHHA NBOX /03
npernapary Himenpukc®” 3 intepanom 2 micaui y 43 cy6’extiB Bikom 2—17 poOKiB 3 aHATOMIHHOIO
a6o dyHKUioHANLHOIO acnieHieo Ta 43 cy6’exTiB BiANOBIAHOrO BiKy 3 HOPMA/LHONO dyHKuieo
cenesinky. Yepes 1 micsip mic/s BBEJEHHs NEPLIOT 03U Ta Hepes 1 Micsiup Ticis BBeJIeHHs Apyrol
1034 OJIHAKOBUH BiACOTOK Cy6’€KTiB y JIBOX rpynax Majiu THTPH rSBA > 8 ta > 128 i tutpun hSBA

>4Tta>8.

IMYyHOreHHICTb NMicns BBEAEHHA ABOX 1103 penapaty Himenpuxc y Biui 3 Ta 12 micauis.

Y nocnimxenni C0921062 HemoBnATa OTPUMYBaM OJHY TNEPBUHHY HO3Y Y Billi 3 micALiB i3
HONANBIIUM BBEACHHSAM OYCTEpHOT J031 ¥ Biui 12 micsuis. OxHa NepBUHHA 033, BBEACHA ¥ Biui
3 MmicsniB, iHAyKyBaja yTBopeHHa rSBA 10 YOTHPBOX MEHIHIOKOKOBUX CEPOrpyN y CTIHKUX TUTPaX,
aKi OLIHIOBATHCS 3a BiZcOTKOM cy6’ekTiB i3 THTpamu rSBA > 8 i GMT. BycTepHa J103a iHAyKyBala
cTifiki BiAMOBi/I KO BCIX HOTMPBOX MEHIHIOKOKOBHX IpyIl. Pe3ybTaT HaBeIeHO B tabnuui 16.
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Ta6auusa 16. Turpu rSBA no Ta mic/ist OTPUMAHHA JABOX 103 BAKUMHU 'Y Bini 3 Ta
12 micsiuis Bianosinuo (nocaipxenns C0921062)

rSBA*
MeHiHMOKOKOBA MomeHT
rpyna yacy N >8 GMT
(95%-it 1) (95%-ii JIT)
Iepen 128 0,0 % 4,0
nosoto 1 (0,0; 2,8) (4,0; 4,0)
TMicos T 82,3 % 54,7
noszu 1 (74,4; 88,5) (41,1;72,9)
4 6 cfle0 HOT 125 fE,0 /0 9,9
yerep (25.,4; 42,6) (7,6; 13,0)
03U
noan" (97,2; 100) (1498; 2207)
Tlepen 128 4.7 % 4.4
nosoro 1 1,7;9,9) 4,0, 4,7)
ITicns 124 91,1 % 108
no3u 1V (84,7; 95,5) (81,3; 143)
¢ 0 cileo Hoi 125 64,8 % 2158
yerep (55,8; 73,1) (16,1; 29,5)
a03M
Gy?;zgfioi' 128 100§ AN
oanl) (97,2; 100) (1052; 1605)
Mepexn 128 0,8 % 4,1
nosoro 1 (0,0; 4,3) (3,9; 4,3)
IMicns 124 89,5 % 202
nosu 10 (82,7; 94,3) (150; 274)
W 6yc§e(:9|-lo'1' 125 67,2 % 2Alb
(58,2; 75,3) (16,3; 28,9)
H03H
6 ggnior 128 ok 24
3;1 ) (97,2; 100) (2233; 3299)
[lepen 128 7,8 % 5,0
J03010 1 (3,8; 13,9 (4,3; 5,8)
TMicas 90,3 % 187
m 124 - ,
no3u 1 (83,7; 94,9) (142; 248)
¥ 6 Cfleo HoT 125 66,'% 24,5
yerep (57,4; 74.6) (18,0; 33,4)
031
6 I;Ileniof 128 e 166il
yerept (97,2; 100) (1394; 1994)
[1031/1( )
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* Ananis rSBA BukoHyBanu B naboparopisx AreHLil 3 0XOpOHU 3710poB’s1 Benukoi Bputanil
(UKHSA).
() Bin6ip 3paskis kpoBi MpoBOAMIH Hepes 1 MiCALb TTic/A BaKLMHALLT.

Jlani BTOpMHHOT KiHLeBOT Toukn hSBA He BHECEHO B TabIULo uepes Te, IO BOHU MaloTh

o6MeKeHH xapaxrep.

Bruus BakuuHalil oauicto no3oi0 Hivenpuke”

YV 2018 poui Hinepnangn aponamm Himenpukc® 10 HalioHansHOi Mporpamu imynizauii Ak
BAKLMHALIIO OJHIEH N030K0 JUIs JAiTed MOJIOALIOTO Biky — Bikom 14 MicAuis, WoO 3aMIHUTH
meninrokokoBy C KoH’oropany Bakuuny. ¥ 2018 poui Takoxk 6yJ10 po3noYaTo A0AATKOBY KaMraHiro
3 BaKUMHALUIT OJHI€I0 JO30H0 NIpenapary Himeﬂpmcc® A1a migTiTKiB BikoM 14—18 pokiE, i BOHa cTana
pyTiHHOW0 B 2020 poLi, 10 06yMOBHIIO i BKJIOYEHHS B HallioHanbHy TporpaMy iMyHisauii mired
MOJIOALIONO Ta MiAUIITKOBOro Biky. [IpOTArOM HBOX POKiB 3aXBOPIOBAHICTH HA MEHIHIOKOKOBY
inexuiro, cnpuuuteny rpynamu C, W ta Y, 3Ha4HO 3HM3UNACA: Ha 100 % (95 % II: 14, 100) y oci6
14-18 poxiB, Ha 85 % (95 % JI: 32,97) y Beix BiKOBHUX Ipymnax, sKHM MOKasaHa BakLAHauis (npsaMui
prnB), 1 50 % (95 % JI: 28, 65) y BikOBHX TpyMax, AKWM HE TokasaHa BakuuHauis (Henpsamui
edexT). BInus BAKUUHU Himerpuxc® 6yB 3yMOB/eHH} FOOBHUM YHHOM 3HIKEHHAM 3aXBOPIOBaHHA

Ha MEeHiHrOKOKOBY iH®exnio rpynu W.

DapmakoKiHemuKa.
OuiHka GpapMaKOKiHETHUHIX BIACTHBOCTEN BAaKIWH HE € 060B’A3KOBOKO.

Kuiniudi XxapakTepHCTHKA.

Hoxkazanus.
BaklinHa Himerch® [TOKa3aHa Ul aKTHBHOI iMyHi3awil ocib BIkOM Bin 6 THXHIB NpOTY iHBA3IMHUX

MEHIHTOKOKOBUX 3aXBOPHOBaHb, CIPUIHHERNX Neisseria meningitidis ceporpyn A, C, W-135Ta Y.

Hpomunokazanns.
IinepuyTAHBICTS [0 JiFOYMX pe40BHH a60 6y b-AKHX JIOMOMDKHUX PeYOBHH, IO BXOMATE /0 CKIANy

BaKLWHKM (JiB. po3ain «Cxnan»).

B3aemodin 3 inuumu JiKapcokumu 3acobamu ma inuii suou ezaemodil.

HemosnaTam npenapar Himenpnke® MOXHa 3acTOCOBYBATH OIHOHACHO 3 KoMOIHOBaHUMHU
paxuuHamMy DTaP-HBV-IPV/Hib i 10-BaleHTHOIO HEBMOKOKOBOK) KOH’FOTOBAHOKO BAKLIHOIO.
JliTaM BiJl OQHOTO DOKY Ta JOPOCIIHUM Himenpuxc® MoxHa 3acTOCOBYBAaTH CYMYTHBO 3 TaKHMH
BAKLMHAMY: BaKLUHY Jis OpoGilakTUKY renatuty A (HAV) Ta renaruty B (HBV), BakuuHa ans
npoQiaakTHKH KOpY, TApOTHTY Ta KpacHyXu (MMR), BakuyHa A1 NpodinakTHKH KOPY, MapOTHUTY,
kpacHyxu Ta BiTpanoi Bicmi (MMRV), 10-BaneHTHO! THEBMOKOKOBOI KOH IOroBaHOl BaKUHHH 1H
Heaq tOBAHTHOT BAKLUMHHU JUIA CE30HHOI PO(iNakTHKY rpUmy.

Ha gpyromy poui >WUTTA Mpenapat Himenpuke® Takox MOXHA 3aCTOCOBYBATH OAHOYACHO 3
KOMGiHOBaHWMM BakLMHAMY NpoTi qudTepii/npasLia/allentoNapHOro Katinoka (DTaP), sxioyaoynt
kom6inawii Bakuuy DTaP 3 BakuMHamu npotv renaruty B, iHakTHBOBaHOTO noniosipycy abo
remodinsHoi nanuuku Haemophilus influenzae tumy b (HBV, IPV a6o Hib), Takoro K BaKUMHA
DTaP-HBV-IPV/Hib, i 13-BajieHTHO THEBMOKOKOBOI KOH IOrOBaHOK BAKUUHOIO.

Ocobam gikom Bia 9 go 25 pokis, BakUUHY Himenpuke® MOsHA 3aCTOCOBYBATH OJJHOYACHO 3
GipanentHo (tun 16 Ta 18) pexoMOiHAHTHOIO BAKLITHOIO NPOTH Bipycy Nnanizomu JOAHHH (HPV2).
3a mosmsocTi BakupHy Himenpuxce® Ta BakiiHy, WO MiCTHTB npasuesnii anartokcun (TT),
Hanpukiaa Bakuuny DTaP-HBV-IPV/Hib, cnijl BBOAMTH CYMyTHbO aB0 MPOBECTH BaKLMHALIIO
npenapaTom Himenpukc® MiniMym 3a MicAUB 10 3aCTOCYBaHHA BaKLMHH, 11O micTuTs TT.

Yepes MicAUb Mic/sl OJHOYACHOIO 3aCTOCYBaHH3 10-BaneHTHO! MHEBMOKOKOBOI KOH'tOroBaHol
BAKLMHKM BifMivanocs 3MEHLIEHHS CEPeAHLOro reoMETpHHHOrO 3HAHCHHA KOHLEHTpaLiil aHTUTIN
(GMCs) Ta GMT anTHTiNl 3a pesynbTaTamMu aHanisy 0NCOHO(ATOLHTYI0U0T AKTHBHOCTI (OPA) mna
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ONIHOrO NHEBMOKOKOBOIO  CEpOTHILY (18C, KoH’roroBaHuil 3 GiIKOM-HOCIEM  IPaBUEBOrO
anarokcuny). Kniniyna SHAYNMICTL (BOr0 CHOCTEPEKSHHS nepinoma. He Bixmidanocs >KOAHOrO
BIMBY CYMyTHBLOTO BBE/ICHHA Ha IMYHHY BiZMOBiAB OO IHIIHX AEB ATH MHEBMOKOKOBUX CEpOTHILB.
Yepes Micallb Micns OJAHOYACHOTO 3aCTOCYBaHH: 3 KOMGIHOBAHOK BAaKIMHOIO AN MpOdinaKTuku
midrepil, npasusd. KaLuoKa (auemonspHuil KOMITOHEHT) (amcopboBaHa, 31 3MCHLIEHUM BMiCTOM
antnrenis) (Tdap) cy6’ektam Bikom Bia 9 20 25 POKIB HUIKUI 3HAYUCHHS GMCs crioeTepiranucs ao
BCix aHTHrenie kammoka (kauniokosuii anatokeun [PT, dinameHTHIH remarmotudin [FHA] Ta
nepraktii [PRN]). Binbie #ix 98 % cy®’eKTiB Maii KOHUEHTpaLil antutin nporu PT, FHA abo
PRN, Buui rpanuunoi mexi BusHauenns. Kiiniuna 3HAYMMICTB [BOTO CIIOCTEPEKEHHA HEBLIOMA.
OpHOYACHE 3aCTOCYBAHHA HE MANo BIUIMBY HA imyHHi Bigmosiai 1o Himenpuxcy® a6o 1o aHTHTeHIB
npasug 4 audrepil, aki BXOAATE 40 CKIany Tdap.

Slkwo sakuuHy Himenpuke® neoBXinno sactocosyBaTi ONHOHMACHO 3 iHmMMM BaKUMHAMK JUIA
i1’ €Ki, BAKLUMHH CNifl 3aBXKAH BBOAWTH B pi3Hi micls ans i1’ ekiit.

V nauieHTiB, AKi OTPUMYIOTh iIMYHOCYTIPECUBHE JIiKYBaHHs, MOXE HE BUHUKHYTH HaseXKHa IMyHHa

BiAMOBIb.

Ocobaugocmi 3acmoCy8antsl.

BijcTeseHns
3 METOH MOKPALIGHHS BiACTEXKEHHs GioNorivHux nikapchkux 3acobiB HazBy Ta HOMEp cepil

BBEICHOTO MPETapary Ciif 4iTKO 3amncaTy.

Himenpukc® 3a sx0qHNX 06CTaBUH He MOXHA BBOIUTH BHYTPIIIHBOCY ANHHO, BHYTPILIHBOMIKiPHO 91
NiAIIKipHO.

3rigHO 3 HANEXHOK KIIIH{YHOK MPAKTHKOIO MEPe BAKLMHALIEIO CILI OLiHUTH aHaMHe3 (0COONIBO
UOZO TOTIepeAHbOi BakUMHALil Ta BipOTiAHOTO BUHAKHEHHA noGiyHux peakuiif) i MpoBecTH
KIiHiYHui oTNsL.

Heo6xinHo 3abe3NeYdTd MOXIMBICTH HAJAHHA HAJEKHOT MeIU4HOI JOTIOMOrH Ta MEAMYHOIO
Harsigy TpW BUHUMKHEHH! aHa(inakTHIHMX peakuilf, ski y PpiOKICHMX BHNAAKaX MOXYTh
PO3BHHYTHCA TiCJI BBEICHHs BAKI[MHH.

[HTEpKYPEHTHI 3aXBOPIOBAHH
3acTOCYBAHHA  BAKLMHH Himenpukc® mnosunHo 6yTu BigkiazeHe A oci6 3 TOCTPHMU

3aXBOPHOBAHHAMY, WO CYMPOBOIKYIOTHCH NigBHMIIEHOI Temneparypoto. OnHaK HasBHICTB fIErKHX
He3HAYHWUX NpoABiB iHPEKUiHNX 3aXBOPIOBAHB, TAKWX AK 3aCTY /4, He € T ZCTaBOoo TS BiIKITaJaHHA
BaKLIMHALIT,

Cuukore
CuHkone (HeMpPUTOMHICTb) MOXe BUHMKHYTH mig 4ac abo HaBiThL Heped NPOBEACHHIM BaKkLMHALI],

0COBNIMBO y MIANITKIB, SK NCHXOreHHa peakuis Ha iw’exmiro ronkoro. 1le Moxe cynpoBOJKYBaTHCA
NeBHUMH HEBPONOTIYHHMH CHMIITOMaMH, TAKMMH SK TUMYacoBe MOpYIIEHH: 30DY, rapecresisa Ta
TOHIKO-KJIOHIUHI PyXH KiHUIBOK MiJ( 4ac BUXOMy 3 LBOTO CTaHy. BasxinBo 3a0e3MeYuTy yMOBU LA
YHUKHEHHS TPaBMyBaHH: BHaC/i 10K BTpaTH CBIIOMOCTI.

TpoMBOLITONEH IS T NOPYIEHHS 3rOPTAHHA KPOBI

Himenpuxe® cniz 3actocosysati 3 obepeskHICTIO MallieHTaM 3 TpomBouHTOmEeHiEI0 260 Oy Ab-AKIM
[OpyLUEHHAM 3rOPTaHHs KPOBi, OCKLIbKM MPH BHYTPILIHBOM’ 130BOMY BBENCHHI Y TaKuX NaLicHTiB

MOX€ BUHUKHYTH KpOBOTCYA.

IMyHoaediuuT

Moske 04iKyBaTHCh, LUO Y NAIliEHTIB, AKi OTPUMYIOTh iMyHOCynpecuBHe JiKyBaHHs, 860 y nariexTiB
3 iMmyHonediLITOM MOXKe He BUHUKHYTY HAIEHKHA iMyHHa peakIis.

OcoOu 3i cnagkopumu gediuuTaMu CUCTeMH KOMIIIEMCHTY (nanpuxtan gedinuramu C5 ato C3
KOMITOHEHTIB) Ta 0COOH, SKHM 3aCTOCOBYHOTh TIpEraparH, o {HTIGYIOTh TepMIHATLHY AKTHBALIO
KOMIUIEMEHTY (Hanprknaj exyaizymad), MaroTh MigBULIEHUM PU3MK iHBA3HBHOTO MEHIHIOKOKOBOIo
3aXBOPIOBAHHA, CTIpUIMHEHOrO Neisseria meningitidis ceporpyn A, C, W-135 Ta Y, HaBiTh 32 YMOBU
YTBOPEHHS aHTUTIN MicnA BakuWHaLIT npenapaTom Himenpukc®.

3aXUCT BLA MEHIHTOKOKOBOIO 3aXBOPIOBAHHA
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Himenpuxc® 3abesmeuye 3axuct e Bin Neisseria meningitidis ceporpyn A, C, W-135 1a Y.

Bakuuta He 3a6e3nedye 3aXMCTy Bill iHLINX ceporpyn Neisseria meningitidis.

3axHcHa iMyHHa Bi/INOBiAb MOXE PO3BUBATHUCH HE 'Y BCiX TPOBaKLMHOBAHUX OCi0.

Brinus nonepedrbol 6akyunail npocnoro nonicaxapuoHoo MENIHZOKOKOBOI0 8aKYUHOIO

Y ¢y eKTiB, AKi MPOXOANIH MONEPEAHIO BAKLMHALLIO IIPOCTOIO MOJTicaXapuaHoIO MEHIH'OKOXOBOO
BAKLIAHOIO | poTsiroM 3042 micauis rmiens UsOro MpoiLu BaKLMHALIFO TIperapaTom Himenpuxc®,
CIIOCTEpIiranncs  HMKYI  cepesiHi FeOMETpHYHI  3HAYEHHS THTPIB (GMT) 3a pesyibTatamu
aKTepULIIIHONO aHallisy CHPOBATKY KPOBi 3 BUKOPHCTAHHAM KPOJITIOTO koMmreMenty (rSBA), Hix
y cy6’ekTiB, AKi He MPOXOAWIU BAKIMHAL{IO JKOJHOK MEHIHTOKOKOBOIO BAKLMHOIO MPOTATOM
octaHHix 10 pokiB (auB. po3ain «Dapmakoauuamikay). KiiniyHa 3HAYYIiCcTs Pe3yNbTaTiB [BOTO
CTOCTEPEKEHHA HEBIIOMA.

Brnus nonepednvoi 6aKyunayii aRmuminom 00 NPasYeso2o AHATNOKCUHY
BesneunicTs 3aCTOCYBaHHA Ta IMyHOPEHHICTB nperaparty Himenpukc® ouinioBamucs B yMOBax
nocAizoBHOro abo OAHOYACHOTO BBEAEHHSA 3 BAKINHON, LIO MicTHTb mudTepiitHiii Ta npaBLeBHH
AHATOKCHHM, ALEMIONSIPHIH KALUTIOK, iHaKTHBOBAHI noniosipycu (1, 2 Ta 3), noBepXHeBHil AHTUICH
Bipycy renatuty B i nonipubosunpubosopocdar Haemophilus influenzae Tutty b, KOH’I0TOBaHMi1 3
NpaBUeBHM aHATOKCHHOM (DTaP-HBV-IPV/Hib), na mpyromy poLi KHTTA. V pasi BBEIEHHS
rpenapary Himenpukc® yepes micsaup nicis BakLUIHH DTaP-HBV-IPV/Hib snavenss GMT rSBA
nporu ceporpyn A, C ta W-135 Oy MYl y MOPIBHAHHI 3 TAKMMH y pasi OJHOYACHOr0 BBEJCHHA
paKUMH (JIMB. po3fin «BsacMollis 3 iHIIMMK JiKapChKHMH qacofaMy Ta iHII BHIHW B3aEMOii»).
KiHiuHa 3HAYYLLiCTh Pe3yIbTaTiB LbOrO CrIOCTEPEKEHHA HesimoMma.

IvyHHa 6iOROBIOL Y HEMOGIAIM BIKOM 6i0 6 0o 12 micayic

3acTOCYBaHHA OAHIEl 031 Mpemapaty y Biui 6 Micanip Oys0 MOB'A3aHO 3 HHKYUMH 3HAYCHHAMH
TuTpiB Ha ceporpynn W-135 Ta Y 3a pesynpTaTami GaKTEpUIIMIHOrO aHali3y CHPOBATKU KpOBI 3
BUKOpHCTaHHAM KomILtemenTy moauan (hSBA) y nopiBHAHHI 3 TAKWMHU I1iC/Is 3aCTOCYBaHHA TPEOX
103 y Bili 2, 4 Ta 6 MicsuiB (LUB. PO3NINT «Dapmaxoausamikay). KninivHa 3HAYYLIICTE 1BOTO
criocTepexkeHHs HeBigoma. SIKWO JUIsl HEMOBIATH pikom Big 6 o 12 micauis oYiKyeThes TNeBHNit
PU3KK iHBA3MBHOIO MEHIHTOKOKOBOIO 3aXBOPHOBaHHA 34 y4acTiO ceporpyn W-135 ta/abo Y, MOXKHa
POSLAAHYTH AOLUINBHICTb BBEAEHHS APYrof MepBHHHOT 1031 npenapary Himenpuke® depes 2 micai.
Ivyuni gionogioi y oimeit gixom 12—14 micayie

Jlitn Bikom 12—14 micauis Manu aHanoriyni TMTpH rSBA Ha ceporpynu A, C, W-135 ta Y uepes
Micalb Mmichs OIHI€T A03M Mpemnapary Himenpukc® afo dyepes Micaup micia ABOX 03 Mpenapaty
Himenpukc®, BBenennx 3 iHTepBaom aBa Micsll.

3acTocyBaHHs oJHi€l 03¥ 6yJI0 MOB’SI3aH0 3 HIKIUMH 3HAUCHHAMN TuTpiB Ha ceporpynmu W-135 ta
Y 3a pesynstatamd hSBA y mopiBHSHHI 3 TaKuMH nicns 3acTocyBaHHA JBOX /03, BBEACHHX 3
iHTepBanom ABa Micani. AnanoriuHi BIAMOBIAL Ha rpynH A Ta C cnoctepiranues micas onuiei abo
ABOX 103 (aMB. po3ain «DapmakoauHamikay). Kninidna 3HAYYLICTE LMX Pe3yNbTaTiB HeBigoMa.
Ko Ani AUTHHHU OYiKY€THCs [EBHHMI PU3UK [HBA3MBHOIO MEHIHIOKOKOBOrO 3aXBOPHOBaHHA 3a
yuacTio ceporpyn W-135 Ta/abo Y, MOXHa PO3IIsHyTH NOLINBHICTL BBEIEHHA IPYyroi A03u
npenapary Himenpukc® uepes 2 Micali. Indopmauiio npo sHUKEHHA piBHs anTUTIN O pynu A abo
rpynu C nicag nepuoi 103K npenapaty Himenpukc® y pitei sikom 12-23 micaui ans. y nigposini
«CTilikicTb TUTPiB GakTepULMAHUX AHTHTLL Y CHUPOBATLI KPOBi».

Crifixicts THTpiB GaKTepHIIIHHX aHTHTII Y CHPOBATLL KPOBI

ITpu nposenenni anamisy hSBA micnd BBENEHHA npenapary CrIOCTepirany 3HIDKEeHHs THTPIB
GaKTepULIHNX AHTUTIN Y CHPOBATL KPOBI IO Ceporpynu A (nmB. posmin «DapMakouHamMiKan).
KniniuHa 3HaUyLLiCTB L{bOrO CIOCTepexkenHs Hesinoma. OHaK, AKILO AN 0co0M 0UIKYETECA TEBHMIT
pU3KK iHGiKyBaHHs ceporpynoto A i AKIIO oco0a oTpumana 403y npenapary Himenpukc® Ginbiue
Hi’K 6JM3LKO POKY TOMY, MOXHA PO3TJIAHYTH JIOLiIBHICTL BBEJEHHS OYCTEpHOT 103H.

Jlns ceporpyn A, C, W-135 ta Y criocTepiranocs 3HMKEHHs TUTPIB agTUTin i3 yacom. KniniuHa
3HAYYICTh IBOTO CHOCTEPEKEHHS HEBIZIOMA. JloninbHicTs 6ycTepHOT 031 MOXHA PO3TITHYTH JULL
o0ciB, siki NpoiiLIy BAKUHHALIIO Y PAHHEOMY ANTAIOMY Bili 1 st AKX 3QIAMINBCS BUCOKHIT PH3NK
PO3BUTKY MEHIHIOKOKOBOTO 3aXBOPIOBaHHA, BUKIHKAHOIO ceporpynamu A, C, W-135 abo Y (aHB.
posain «DapMakoTHHAMIKA?).
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Bnnue npenapary Himenpuke” Ha KOHIUEHTPALLT IPOTHIIPABUEBHX AHTITID

Xoua micns BakudHaUll npenapaTtoMm Himenpukc® croctepiranocs MiABHIIEHHS KOHILIEHTpalil
asTuTin fo npasuesoro aHaroxcuHy (TT), npenapat Himenpukc® He 3aMiHs€ iMyHi3allit0 MpOTH
NPABLS.

BreneHHs npenaparty Himenpukc® onHodacHo abo 3a MicAlb 10 BaKUMHMU, 11O MicTHTE NpaBUeBUi
AHATOKCHH, Ha JPYromy poli sHTTA HE NOripiiye BiANOBiL HA MpaBLEBUH AHATOKCHH i HE Mae
3HaYHOrO BIUIMBY Ha GesneunicTs. Jani ans ocid iHioro Biky BizcyTHi.

Lleii nikapebkuit 3aci6 MicTHTE MeHLIE 1 MMOJIb (23 Mr)/n03y HaTpilO, TOOTO MPAKTHIHO BiIBHIIA Bill

HATpIIO.

3acmocysanHa y nepiod sazimuocmi abo 200y8aHKA 2pyO0I0.

BaritHicTb
JloctynHi obMexeHni naWi IIOAO 3acTOCYBAaHHA BaKLHHM Himenpukc® BaritHUM KiHKaM.

JlocaikeHHs BakLMHH Himenpukc® mHa TBapuHax He CBiA¥aTh MPoO npaMuil 4M  HEnpsAMILi
WKiAIMBMIT BIUIMB Ha BAriTHICTb, emOpiodeTanbHui POSBATOK, MONIOTH abo MOCTHATAJILHAM

PO3BHTOK.
Himenpuic® cnin 3acTocoByBaTy y nepion BACITHOCTI NHIIE 3d HASBHOCTI 4iTKOI MOTPeG¥ Ta AKLIO

OUiKYBaHa KOPUCTh MEPEBHILYE NOTeHLIMHI pU3NKK LIS NIOJA.

CogyBanys CPYANKO
HeBigoMo, 4K BKCKPETYETHCH BaKLWHA Himenpukce® y rpyiHe MOJIOKO JIOAUHHA.

Himenpuxc® cain 3acrocoByBaTn XiHKaM, SKi TOAYIOTh FPYLIIO, JMLIE AKIIO O4iKyBaHA KODHUCTb
nepeBuuLy€e NOTEHUIHI PU3VKH.

DepTHIILHICTE
JlocnipkeHHs Ha TBapWHaX He CBiOYaTh TPO NpAMHI YW HETpAMHUi IIKiJTMBUAA BIJIMB Ha

bepTVITBHICTD.

30amuicme GRAUGAMU HA WIBUOKICMb pearyil npu Kepy8anui asmompanHCnopmom abo iHwuMu
MEXAHIZMaMU.

JocniasxeHHs BIUTUBY BaKUWHA Himenpukc® Ha 31aTHICTS KepyBaTH aBTOTPAHCTIOPTOM abo inmnmu
MexaHismMamy He nposojmavcs. OpHak Jeski noGiuni peakuii (3asHaueHi y posmini «IToGiuHi
peakLii») MOXyTb BILTMHYTH Ha 34aTHICTH KEPYBATH aBTOTPAHCMIOPTOM abo iHIMY MeXaHi3MaMH.

Cnoci6 3acmocy8anHa ma 003u.

Hepgunna imynizayis

HeMOBIATAM BIKOM Bill 6 TIDKHIB 0 6 MicALiB il BBOAUTH nBi mosu no 0,5 M 3 inTepBajIoM 2
Micsii.

JliTam Bikom Bia 6 MicsLiB Ta JOPOCIMM CJIiJi BBOAUTH OJHY 103y 0,5 M.

Jeaxum ocobam moxe OyTH [OUINbHUM BBEJIEHHS J0JaTKOBOI no4aTKoBOl 103U IHpenapary
Himerpuxc® (aus. posain «OcoGansocTi 3aCTOCY BAHHAY).

Byemepni oozu

JlaHi po 0BrOCTPOKOBY CTaBiNbHICTL QHTHTIA JOCTYTHI 110 10 pokiB micns BakuuHaUIT NiKapCbKUM
sacobom Himenpuxc® (nuB. po3zinn «OcobnHMBOCTI 3aCTOCYBaHHA» Ta «DapMaKoHaMIKay).

MMicns 3aBeplueHHs KYpey NEpPBUHHOT iMyHizaLlii HemMoBIATaM BiKOM Bifl 6 TiDkHIB A0 12 Micauis,
GycTepHy 103y Cilij[l BBOAWTH Y Biuli Bia 12 Micsauis 3 JoTpUMaHHAM iHTEpBANY ¥ 2 micani nicas
ocTatHbo Bakuuualil npenapatom Himenpuke™ (aus. posiin «PapmakomHaMiKay).

OcoGam BikoM Bix 12 Micswis, siki Bxe MPOMLITH MEPBUHHY BaKUMHALIKO KOH IOroBaHol abo
APOCTOIO NOMicCaXapuAHOK MEHIHMOKOKOBOK BAKLTHOO, NpenapaT Himenpuke® ModkHa BBOIUTH SIK
6ycTeptiy 103y (AMB. po3aimt «OcoONHBOCTI 3aCTOCYBAHHA Ta «DapMakoIHAMIKay).

Crnocid 3acTocyBaHHA
IMyHi3allif0 C/1il BUXOHYBATH JIMLIE LIITXOM BHYTPIilIHBOM 5130BO7 iH’€KLUII.
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V HeMOBNST peKOMEHI0BaHIM MicLem in’exuil € nepeansonaTepanbHa Ainsika crerna. B oci6 Bikom
gia | poky peKOMEHIOBaHWUM MICLEM i'ekuil € nepesHbonarepanbha AinaHka CTerHa ado
Ae/bTOBMARMIA M’A3 (1UMB. PO3AINH «OcobausocTi 3acTocyBanHs» Ta «Bsacmonis 3 IHLIMH
nikapebkumMu 3acobamu Ta M BN B3AEMOZITN).

Ipn npoBegenHi iMyHizauii Ha tepuTopil YKpainu cii KepyBaTHCS THHHIMU HaK
Ykpainn moaoe npodigfaKTHIHAX IHEMICHb.

azamu MO3

IHCTPYKUist CTOCOBHO BHKOPUCTAHHS BAKUMHU
[HETPYKLIT 3 BIAHOBAGHHSA BAKLMHM 38 A0NOMOrOI0 PO3YMHHUKA, U0 MOCTABNAETLCA Y MOMNEPeaHbo

HANOBHEHWX LINPHUAX
Himenpukc® BiAHOBMIOIOTS LUNAXOM [0/i@BaHHA BCBOTO BMICTY IOIIEPEIHEO HAlIOBHEHOTO MINPHLIA

10 (hiaKkoHa, 0 MICTUTE NOPOLIOK.

11l06 mpuenHaTd ToOJKy RO IIIPHUIA, JWB. PHCYHOK HMAHC. Cylif 3a3HauuTH, WO LINpPHL, AKUH
HOCTABNAETHCS 3 BakLMHOK HiMerpukc®, Moske [elo BipisHATHCA BiJ| IMpuLa, 306paXkeHOT0 Ha
pUCYHKY (He MaTH pi3b0u). ¥ Takomy BUNaAKy rofiky ciip npukpinutu 6e3 3aKpydyBaHHs.

A~ Kopmauok rofixu

Toaka

TMopwensb wnpHua

Linninap wnpuua

Kosnayok winpuua

e TpumaiTe uUMAIHAD IINPHLEA opdie0 pykowo (He cnii TpUMATH LIMPHL 33 TOpLLEHS),
BiIKPYTITE KOBTAYOK LTPUIA, obepTatoyu Horo MpoTH TOAUHHHUKOBOI CTPiJIKH.
e 1106 npuegHaTH rojky [0 LINpHNa, TMOBEpTaiTe rOJIKY 3a FOAMHHUKOBOIO CTPIJIKOIO OOTH,
JIOKU He BiuyeTe, 1o ronka 3adikcosana (IHB. PUCYHOK).
e 3HiMiTh KOBIAUOK FOJKH; IS LEOTO MOXE MOTPeOyBaTHC HE3HAUTHE 3y CHILIA.
e JlonaiiTe PO3UMHHUK [0 MOPOIIKY. ITicnst J0faBaHHs posHMHHMKa 10 MTOPOLIKY CYMiIll CIZ
n06pe cTpyLIyBaTH A0TH, A0KH MOPOLIOK TIOBHICTIO HE PO3YMHHUTECS B PO3UMHHUKY.
TTicna poszsedenns
BinHoBneHa BakunHa ABIAE cob0K0 Mpo3opuit Ge3dapBHutii po3vITH.
lMepex BBefGHHAM BiJHOBNEHY BaKUIHY cnig BisyanbHO OFJIAHYTH Ha HasBHICTE OYIb-AKHX
CTOPOHHIX OMIILOK Ta/abo 3MiHY (isHyHHX practiBocTell. ¥ pasi osBH TaKuX BIAXHEHH BAKLIHHY
CNif yTUII3y BATH.

Tlicns BiAHOBNEHHS BAKUWHY CIIif Bifpasy BUKOPUCTATH.
Xoya i He PEKOMEHOYETbCS 3aTpPUMyBAaTHCA 3 BBEJEHHAM BaKIlWHH, cTabiNBHICTE BaKLIMHU

36epiraeTses NpoTArom 8 roanH Npy temnepatypi 30 °C micns po3BeAeHHS.
SIKIo BakuKHa He GyJ1a BUKOPUCTaHa MPOTATOM 8 FOJIMH, BaKLMHY BBOAUTH HE MOJXHA.

Jlns BBEAEHHS BaKLMHKM BUKOPUCTOBYIOTH HOBY rOJKY.
Byap-AKuil HEBHKOPUCTAHWH TIpenapar 4u BigxomM CNij, YTHII3yBaTH BiJIOBIHO JO MICUEBHX

BUMOT.
Jimu. 3aCTOCOBYIOTb JITSAM BIKOM BiJl 6 THXHIB.

Ilepeoosysanns.
Bunaaky nepeo3yBaHHs HEBIIOMI.

Io6iuni peakuil,
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[podiak fesnexu
HageneHa niskae indopMallis mwoao GesneqHocTi mpenapary Himenpukc® ocHOBaHa Ha JIAHUX
3 TAKUX IOTRIYHAX JOCIIHKEHE:

¢ VsaransHeHuii aHamis ganux, oTpumanux Bia 9621 cyG’ekTa, AKHUM 3aCcTOCOBYBAIN
OAMY 03y Tipenaparty Himenpike®. Cepen nnx dyno 3079 nireit Bikom Bia 12 10
23 micsuis, 909 miTeii sikom Big 2 4o 5 pokis, 990 aitei gikom Big 6 g0 10 pokis,
2317 mignitkis (in 11 10 17 pokis) i 2326 nopocnux (Bia 18 1o 55 pokiB).

e Jlaui 3 mOCTiZXKEHHs 32 y4acTIO HEMOBIIAT BikoM Bim 6 70 12 TIDKHIB Ha 4ac BBEIECHHA
nepioi  g03u  (MOCIIUKEHHA MenACWY-TT-083), 1052 cyG’extH OTpHMaIH
npUHaiMHi OJHY 103y B paMKax nouaTKoBoi cepil 3 2 abo 3 103 npenapaty Hiveupnkc®
i 1008 cy6’exriB oTpuManu 6ycTepHy 103y ¥ Bini npubM3HoO 12 MicALiB.

Jani 3 Gesnekn Oynn TakoxK oliHeHi B OKpeMoMy IOCHI/DKEHHI, Y AKOMy OIHY O3y mpenapary
Himenpukc® sBomuny 274 ocobam Bikom Bifi 56 pOKiB.

Micyesi ma 3a2anoHi nobiuni peakyil

Y rpynax cy6’extip Bikom 6-12 kHiB 1 12-14 Micaui, Aki OTpUMaM 2 [KO3M Mpemapaty
Himenpukc® 3 inTepBanom 2 micsui, BBEACHHA nepuiof i Apyroi 03 6yI0 MOB’A32HO 3 aHAJIOTYHOK
MiCIIeBOIO Ta CHCTEMHOK) PEaKTOTEHHICTIO.

IMpodine micuesnx i 3aransbHUX po6iunmux peakuiif Ha OycrepHy 103y mpenapaty Himeupuke® y
cy6’extiB BikoM Bia 12 Micsauis 20 30 pokiB, mic/is nepBHHHOT paktaauii mpenaparom HiMeHpHke :
260 IHLIMME KOH’HOTOBaHUMH a0 IPOCTIMH TOMicaXapHIHHMH MEHIHIOKOKOBHMH BakuuHamy OyB
aHanorivHAM NpPodgiNo MiCHEBHX 1 3arambHUX noGiuHnX peakuiii, AKui criocTepiraBes MicHst
nepBMHHOT BaKLUMHAWIT NpenapaToM Himei-tpnxc“", 33 BUHATKOM CHUMOTOMIB 3 6OKy LUTYHKOBO-
KULIKOBOTO TPakTy (BKIOHANOMH Jiapeto, GnroBaHHs 1 HYZAOTY), sKi BHHHKaIX IyXe 4acTo y

cy6’ekriB BikoM Bia 6 pOKiB.

[Mepenix noGiuHnx peakuiii y Buraaai radani

3apeecTpoBani M0Giuni peakuii Bka3aHo 32 HABSICHAMU HIDKHE KaTeropisMu 3a1eXHO Bifl 4aCTOTH
BUHUKHEHHA,

Hyxe uacti (> 1/10)

Yacri (Bia > 1/100 go < 1/10)

Heuacri (8ig > 1/1000 no < 1/100)

Mooauuoki (Biz > 1/10 000 no < 1/1000)

PiakicHi (< 1/10 000)

YacToTa HeBigomMa (HEMOKIMBO BCTAHOBUTH, BUXOAAUH 3 HAABHUX aHux)

V tatauii 15 Hageaeno noGiuki peaknii, 3apeecTpoBai B X0 NOCiKeHb 3 YUacTio cy6’exTiB
BikOM BiZ 6 THIXKHIB 10 55 pOKiB i Mif 4ac mocTpeecTpaLiiiHOro 3aCTOCYBARHA npemapary. [ToGiuni
peakuii, 3apeecTpoBaHi Y cy6’exTis  Bikom > 55 pokis, Oy amanoriudi  peakuisM, AKi
CTOCTepiranucs y IOPOCIUX MOJNOALIOro BiKy.
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Tabmuus 15

3peseHa TabnKls Mo6iuHMX peakuiit 3a CMCTEMHO-OpraHHIM KIIacoM

Micli BBeJIGHHS

Heuacri

YactoTa
HeBizoma***

Krac cucTeM OpraHis YacToTa [o6iyHi peakuii
3 6oky kpoBi Ta NiMMaTUIHOT HacroTa Jlimbapnenonaris
cUCcTEMHU HeBigoma* **
[MopywenHs 3 60Ky iMyHHOT HeuacTi [inepyyminBicTe***
crcTeMn YacToTa Anadinakcig***
HeBiziomMa
NopyiueHHs MeTaboNI3MY Ta Jy»xe vacTi | 3HIKCHHA allETUTY
XapuyBaHHA
3 GoKy neuxikn Jlyxe uacti | JpaTiBmuBicTh
Heuacri be3conns
[Tnau
3 GOoKy HepBOBOI CUCTEMH Hyxe uacti | COHNUBICTh
|PomoBmmH Gimb e
Heuacti Iinecresis
3anamMopoUeHHs
PigxicHi DedpieHi cy oMM
3 60Ky HITYHKOBO-KHIIIKOBOTO Yacri Hiapes
TpaKTy BiroBaHHA
Hynora*
3 6oky WKipK Ta MiAWKIpHOT Hewacti Ceepbix
TKaHWHU Kpomnus’sHka
Bucunanua**
3 HoKy OMOPHO-PYXOBOI0 Heuacri Mianrid
amapary Ta CIoJy4HOl TKaHNHU Binb vy KiHLIBKAX
3aranbHi po3nany Ta peakuii B | Jlyske qacri [TigpuineHAs TeMIepaTypu

Habpsaxu B micwi in’exuii

Bine y micui iH’ekuil
TToyepsoHiHHA B Miclli iH’eKuil
BrommosaHicte ...
Temaroma B micui iH'ekuii*
[Torane camono4yTTs
VyiinsHeHHs B Miclli iH €Ki

Caepbizx y micui in’exuil

Kap y micui in’exuii

| Brpara gy mimBOcTi B Micui imekuii
3HauHa HAOPAKITICTL KIHLIBOK Y micmi in’ exuif,
yacTO NMOB’ A3aHaA 3 EPUTEMOLD, O iHomi
OXOMIIOE cycinui cyrnobu, abo HabpakmicTh
yciel kiHuiBKH, B AKy 0y/10 BUKOHAHO iH’ exuito

* Hyzota i rematoma B Micwi in’ekuii BUHUKAIN y HEMOBIIAT 3 4aCTOTORO «Heuacrto».
** BUCHTAHHS BUHUKAJIO Y HEMOBIIAT 3 4aCTOTOKO «HacTon.
*** [To6iuHa peaKilis, BUSBIEHA Y NOCTMAPKETHHIOBUX JIOCIIKEHHAX.,

3piTyBanHL Ipo mobiuHi peaknil.

3siTysaHHa 1po nobivni peakuil micns peccTpatii nikapeeKoro 3acody Mac Ba}CIHBE SHAUCHHA.

Lle nae 3mory npopoaut Gesre

[OB’ I3aHUMH i3 3aCTOCYBaHHAM LBOTO NiKapeekoro 3acody.

pepBHUI MOHITOPUHI CrIiBBIAHOIIEHHA MiX KOPHCTIO | pU3HKaMH,

JlikapsaM cnif 3BiTYBath 1po Oy mb-AKi

nigo3proBaHi nobiyHi peakuii BiANOBIAHO 10 BUMOT 3aKOHOJABCTBA.

Hecymicricmb.

3BaKAlOuM HA BIACYTHOCTI NOCIIIKEHb CYMICHOCTI, LeH nikapcekuii 3aci6 He ciin 3MiuryBaTH 3

{HLTMMHA TiKapCbKUMH 3ac00aMHU.
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Tepmin npudamuocmi.

BaxuuHa — 4 poku.

Po3aiHHIK — 5 POKIB.

HeposkpuTitii  inakoH 3amullaeThes crabiibHiM OpoTAroM 72 roAWH MpH 3GepiranHi 3a
temneparypi Bia 0 °C o 2 °C a6o sin 8 °C o 25 °C. ITicns 3aKiH4eHHs IBOTO Nepiofy npenapar
cnijl BUKOpHeTaTH ab0 yTHII3yBaTH BiMOBIZIHO O BMMOT LIOZO TMOBOKCHHA 3 NiKapCHKUME
3acobamu. i gaHi HanaroTHCA BUKIIIOYHO SK Opi€eHTOBHA inpopmarnis JuIs MeAUIHUX NpaliBHUKIB ¥
pasi THMUAcOBMX BiIXUIIEHb TEMIIEPATYPHOTO PEXHMY.

[licna 8I0OHO6NEHHSA:
[licas BimHOBNEHHS BaKLMHY CJiJ Biapasy BUKOPUCTATH. Xoya i He peKOMEHYETbCS 3aTPUMYBaTHUCA

3 BBEJIEHHAM BAKLMHW, CTAOLILHICTb BAKLMHU 36epiracThcsi NPOTAroM 8 roauH Ipu TeMreparypi
30 °C nicns po3BeneHHs. SIK110 BaKlKHa He GyJia BUKOPUCTaHa [IPOTAroM 8 roAMH, BaKLIUHY BBOJHTH

He MOXHa.

YmoBHu 30epiraHHs.
36epiraTi Npu TeMIepaTypi Bl 2 10 8 °C. 3axumary BiJ cgiTia. 36epirary B HEJOCTYITHOMY AIA

aiteit micui. He 3amopoxyBaTH.

[Ticas BiAHOBIEHHS BAKUWHY CAiA Bipasy BUKOpHCTATH. Sxuo BaknuHa He Oyna BUKOPUCTaHA
Bijipasy, yMOoBH 30epiraHHs BiAHOBEHO! BaKITHN AuB. B po3ini « TepMin NPUAATHOCTIY.
PO3uMHHUK MOXHA 36epiraTi npH KiMHATHii temnepatypi (25 °C).

ko BakUyHa a60 PO3YIMHHNK OyIH 3aMOpOJKEHi, TX CITiJI y T3y BaTH.

YnakoBka.
Mo 1 dnakory 3 mnopoukom (1 [032) B KOMIUIEKTI 3 PO3YMHHUKOM (0,5 M) y NONEPeIHBO

HarmoBHEHOMY LLll'lpl/lLli T4 ABOMAa TrOJIKaMu 3aIlaKOBYIOTE Y 6J'IiCTep Ta BKJIAJAIOTH Y KapTOHHY

KOpOBKY Pa3oM 3 IHCTPYKUIEIO [T MEANHOr0 3aCTOCY BAHHA.
Mo 1 ¢naxony 3 mopoiikom (1 7103a) B KOMIUIEKTI 3 PO3YMHHUKOM (0,5 mm) y monepesHso

HAMIOBHEHOMY WINpHLi 6€3 TOJIKH 3anMaKkoBytOTh y Gricrep; 10 GuicTepis BKIAJAOTE Y KApTOHHY
KOpOOKY Pa3oM 3 {HCTPYKUI€O [T MEARTHOTO 3aCTOCY BAHH.

Kareropis Bignmycky.
3a peLenToM.

BupoOHHK.
Taiizep MeHrodekuypHHT Benbris HB / Pfizer Manufacturing Belgium NV.

MicuesnaxoLKeHHs BUPOOHHKA Ta ajpeca Micusi MpoBaIXKeHHs fioro xisnabHOCTI.
Peitkcser 12, Tlyypc-Cint-Amannc, 2870, Beasris / Rijksweg 12, Puurs-Sint-Amands, 2870,

Belgium.

JlaTa OCTAaHHLOIO Ieperasay.
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