FRONT

525474
HOERH: 2019582180

EITHHE: 2020118118, 2020612816H, 20219068 17H, 2021406 5248, 2021408823H, 20214098 10H, 2024403520H, 20255098 30H

EATIRESERE (CHOZM)

WA

BFEAERAEFEERES TER

[#5& 2751

BAER: BAEWRAZSEE (CHOMM)

BB RRIIE (SHINGRIX)

X EZFR: Recombinant Zoster Vaccine (CHO cell)

SXIEHFE: Chongzu Daizhuang Paozhen Yimiao (CHO Xibao)

(s FtEIR]

KigHRBERSEEAE (9F) FKBUDNAREKAEFECRIVE (CHO) MIAhEABEKET
RESFREREARDFY), REABFFURR, K41k, ATHM, EHAERRATEACHE,
ASOTEF ARG RBRASEMIMREILEMS (MPLAIQS-21) WMARREHN, THARER
(ASO1 IR GE) AZAXN LRI AB\ERE,

B :

8%E, 1578 (0.5ml) &:

KEHRBSREEEAE (gF) 50ug
15

ASOT IR S, 15718 (0.5ml) &

EREHFQS-21 50ug
3-O-AFEE-4"- 2 BFEASA (MPL) 50ug
112 7 S 2L 1mg
FEE &2 0.25mg
HAthdht:

CESTFIOEREMIR: HEME, BWEESS0, —KEGHMBR_S. HBRE_W

S FRER (ASOTERIRS) « &bk, TKBRE W, SR _SH, FHAK

[EmM&]

AGEAT:

e 505K EMA.

o HEMERICAT (WAEGENTARBE) SIENERERESR BRI ST RAES XM
19185 X IA EBIA

[R5 B%]

& AT RS

TERFRE K.

[#4%]1

RREE1IRARBFIESMI, &9EEAS0Ug.,

[ERFmAE]

ARXBRALAES, EEERIBA EE= A,

RERFABF, GH0.5ml, F2F 58 1FE @2 EH,

MBRTREIEF, F2FES1FE2~641BZEEM (R kEKRR] ) .

TR MR REEFRE N RERESREIG 2ME. F2REFFE 2B EM GER (kK

) IV

HAREAREEREMREE (FL (RKRR] ) .

EMIMAMEREE. BRE, RIERRE, MRARINERAZERRENIZER.

AR

1. 8&:
R &5
SES AT EM AR SES R B
(RE#E/ ) (BEREE/R)

1578 (0.5ml)

#iEE, B @ H/NAKMEM @ WIsHENN @ BRRE, BE @ MIZHHMMN

EREEE R ., BRI EBARYE MARTEER, EREEE/N

EaEES. i al= e N NEHRRE BERAEMS e sles =
BY M EE FUEI/ IR SRmEAZ B,
Har, . TREHE

Bk, SRK

EAE R

EHEEISRB

L R V=R

T, wWH, F

NEA.

Ex) |

HURBIF

\

RARFR L TR BV E R P R

2. M.

FiREk, EAREAEMRE.
[FRERR]
1. &FRIERHR

(1) 505 RELERA

LCRARESHRIFRMI7TRIRKRTR, £517,0416150%5 BN ERIBEAZEDERM T 1FIAR,
R@ESOF RN EZIXEFHRLEITFNEERBETRMRBFINT RIGKFF (ZOSTER-006
FZOSTER-022) , XWMHFRAEILE. RTEM., B, TMFRAFIERRE, HRIZ
B0, 2ARFEMTEMHAR (n=14,645) HAEEEK (n=14,660) #29,305%4150
SRMNERRE, ZREENEMNOTYER D695 7,286%] (24.9%) ZiXEH
FIH50E59%, 4,488%1 (15.3%) RIXEMFEH H60E69%, 17,5316 (59.8%)
ZRENERHT0FRIA L, ERABP, KSHZREHAAN (743%) , LRATMA
(183%) . BA (1.4%) FHAMFERMEEEHE (6.0%) ; 58%HK M,

s

EERTREN

ZOSTER-006F1ZOSTER-022( — M R E W AHE SR EMEE SR EF (EM1H) B7TRAEARE
HREFREMEHRBREETRRY MR, 2L BTE4, 886G MA - K4,881HI FFLREH
MEILE,

EXFERARF, EHAREREEEERBDIARREAEEEESTRRENZRET DL 54
R (78.0%) . R4 (38.1%) MAHEK (25.9%) ; MURARE (44.7%) . BT (44.5%) . k&
(37.7%) . REi (26.8%) . K# (20.5%) MBBEEK (17.3%) .

XIS PR AT H M AR EMBBIRREMNESTIRREY (RZRELITHRGELER)
MIRERFELRT, BFLEMINMNEEMABROEATEMAEMERERNAERRE (n) .

F1: 50E59% . 60E69% . 704 RIA PR ATEEMB7IRAHMEEMEBBARENMEFRRKE
MMZREFNE (7XBiZFT4A)

50~59% 60~69% >70%

F.N RRF A LR N R
% % % % % %

JHEA R R KL n=1315 | n=1312 | n=1311 | n=1,305 | n=2,258 | n=2,263
3] 88.4 14.4 82.8 1.1 69.2 8.8
&R, 349 10.3 0.5 6.9 0.5 40 0.2
p-248 38.7 1.2 38.4 1.6 37.7 1.2
&4, >100 mm 2.8 0.0 2.6 0.0 3.1 0.0
fif B 30.5 0.8 26.5 1.0 23.0 1.1
BRAK, >100 mm 1.1 0.0 0.5 0.0 1.3 0.0

EH5ARREL n=1315 | n=1312 | n=1,309 | n=1305 | n=2252 | n=2,264
[ 56.9 15.2 49.0 11.2 35.1 9.9
Blfs, 3% 8.9 0.9 5.3 0.8 2.8 0.4
EZ 57.0 19.8 457 16.8 36.6 14.4
Z, 3% 8.5 1.8 5.0 0.8 35 0.8
Sk 50.6 216 39.6 15.6 29.0 11.8
, 3% 6.0 1.7 37 0.2 15 0.4
35.8 7.4 30.3 5.7 19.5 49
3%%e 6.8 0.2 4.5 03 2.2 0.3
27.8 3.0 239 34 14.3 2.7
, 3% 0.4 0.2 0.5 02 0.1 0.1
243 10.7 16.7 8.7 13.5 7.6
Gl, 3%e 2.1 0.7 0.9 0.6 1.2 0.4

a TREBEEMEXMBEEN6X,
b 50FE59% FM60FE69% B ik F A HIER TZOSTER-006, 70% &I £ ik F A9 HIEHR FZOSTER-006
(NCT01165177) #1ZOSTER-022 (NCTO1165229) #9;C &%k,

¢ REFIHEIREK,

4 O3RER: EXCHIRERMEERRE; MBEFHNETEED.

e 3RALRE. ET. kiE. BREL. Gl EXHEBEEED.

fRBMEX H>37.5°C/99.5°F (IR, BUREIR) , 5=>38°C/100.4°F (FLR) : 3RAHLME
X $>39.0°C/102.2°F,

9 GI=BpEEk, B850, ik, BEH/EER.

550£695 MZIREMLL, 705 RN ERIRENEEEBBNE SEROL ELRR,
BERASEURIHASEAEEBBARREME ST RRY A P AHFENEH2E3R,
FIFME2HEMRERENTASBRAEELERBARRENZRAEILREER. F2HEMEZ
RERELBIMRE (95)4528.2%F21.4%) , &FH1F (95 4524.4%F13.8%) . H257 &
ERREREIRMAEULEARREY (K5, BRI, MEMEZ) (95423%, 3.1%, 3.6%7
35%) , BTEIH (HHA1.4%. 1.4%., 2.3%M2.4%) .

FAEEUTREME

FERRELERE R LERT BREHEMEI0RAK (FOREH29K) REMFEEMETREM.
BXHAARFEMAS (n=14,645) MREF (n=14,660) HFiXE (REMAZ) , HHH50.5%
F32.0%MBIXERE 7T REEME0ORARENFEEUETARFMNH. ARFREFREL>1%HLE

ZRRFZRESEN SEMNFEES T REMGEIERM (3.5% vs 0.2%) . EHIBAEE (2.2% vs

02%) . FiE (1.7% vs 0.3%) . X5 (1.7% vs 1.2%) . Ty (1.4% vs 0.5%) FILE (1.2%

vs0.8%) .

el EEMEEEN0RN, EMHARMREANZRESR, BR (GEBRMLTE) HRE

R435150.18% (n=27) #0.05% (n=8) . WEMNEEFEUAHESAKREMEFERERENY,
PERREMH (SAE)
EXFMARS, NEFEMERFZEMEI0X, KRNREFZXENSAHRERS 3N
2.3%H12.2%, WAERERBM, NEFIEFERFEMEIE, 101%N0EARZIXEHN
10.4% MR BFZIXEIRE TSAE, AMmZREHR, 14 (<0.01%) RETHELL, 14]
(<0.01%) RET RKABIL39°C, MARFHW TR SHEMAREFERRME,

BENEENSHER (pIMD)

EXAMMRT, NEFERERFEMTIE, 0.6%MARZIREN0.7%NRBAZIKERETH

REpIMDI I EPIMDEAL, ERREMAFTLBAEMAZ S, RERSHPIMD (=106]1) HRE

MEAE, KRBEXTE. BSREMRRBAMNBER, FAREMEMES,

(2) SBERARRERMHI18S R ERA

MR AN BIRAFARFIENT RAGBHL LM, XERRMSADTENRERAREENG (LT

fEIFRIC) ABEFIBHET3,116B185 RINEZiKE, HP#1,587FIFIXFHEMT A&, EXLEHAIC

ABHARD#HITHR SN SN 5Z0STER-006F1ZOSTER-0224815, LboN, EEN T 5K EHEERK

SURAETE X N,

TEEMARSRBFN, ABNTIYERH55.0%; 27.7%HNZIRXEH18~49%, 72.3%MZIHE K50

FRULE, AREUT—AREMOXFFRE: dexe. W TM. BN, M. JEMFURAF /A=,

AREHZHEIAAN (766%) , HRXAHTMA (16.8%) . BA (2.0%) FHMAF (33%)

42%AFPIF BT HEEA; 37.6% 8% M,

F2: KMAE=18FICHAPFRMIGERHR

FikEAR

I R ZE HRAH ot i

(735 5 preperen T 2R

aHsCTh o s
{ZOSTER-002, 922 924 EW’?;E’;?W% q:mtszgﬁ”—’b%
NCT01610414) > !
B R R
(ZOSTER-039, 283 279 EMMRRREES | RABEME12MA
NCT01767467)

FikEAH

(358 HAREAH =2 5

[N ey peperee TR 1R HA

Bt
(ZOSTER-041, 132 132 BREZE RFVEFE1290 B
NCT02058589)
(ZOSTER-028, 117 115 g"ﬂéﬁm%[ﬁ*ﬁg RFVERE1290 A

FEBE

NCT01798056)

HIVi
(ZOSTER-015, 74 49 BAHVEZIRE RFVEFE120 A
NCT01165203)

aHsSCTh e .
(ZOSTER-001, 59 30 EW?&;@E@% KAVEME124A
NCT00920218) >

@ fEEfdRE T REBAEE50~70K REME 1,
b REURIHPRETRAZ RRFEHEHE, SCENZRERFEGEME 1210 Z461%,

¢ MFEFEATHEEMEENRZIRE, EHERSBEATANZEE ERIOK,

4 HFERMEBRBEATEEMEENZIRE, F17EMN D BEATERFI0OREANA.

f S R 8] b AL g B AT 4 B
h aHSCT: A#EMTFaMmEHE

IOHIV: AXRERERS

#3: aHSCTHIASE#E (NCT01610414) : 18~49% #5045 K I E A EHEMBTIR N EZEEEER
HNEHARRMMZIAETSE (BEMET])

FFEFE AN B BAER4-181A.
ﬁ
MEERTRES

TEITRTAE (TVC: A&[n=90], ZEFI[n=91]) .
aHSCTE#H (18~495 M >50%) BMARBIANBRENEEMEBBARREZ HERE (87.5%

10REINA, B2MERT AHE 1 RER,
9 EWNSTEINA (TVC: R@n=27], REFn=24]) , F1FME2HYELTERE IR
vs 82.7%) . K4 (29.9% vs 34.6%) FIRRAK (20.5% vs 18.0%) ; EEULHARREAES
(64.1% vs 53.8%) . AL (57.8% vs 52.4%) . 3k (43.9% vs 30.1%) . BBREER (21.1%

E,
vs28.2%) . FE (31.4% vs 24.6%) FIKH (27.8% vs 17.8%) , FEIR3,

18~49% 50% R E
TREM A& KA & R
% % % %

EAENEZEEANEZ R REZ R R
BEAR R n=223|n=205|n=217 |n=207 |n=673|n=635|n=673|n=627
b3 81.2 82.0 7.8 6.3 75.3 74.0 5.8 5.1
&R, 34 11.2 10.7 0.5 0.0 5.1 6.5 03 0.0
w4 19.7 25.4 0.0 0.0 21.2 28.2 0.7 0.6
&4, >100mm 0.9 24 0.0 0.0 0.7 3.0 0.0 0.0
i 13.9 16.6 0.0 0.0 10.4 15.4 1.0 0.5
BB, >100mm 0.0 2.0 0.0 0.0 0.1 1.3 0.0 0.0
2H5ARRE N=222[{n=203|n=218|n=207 |n=674|n=633|n=674 | n=628
JijE=1 40.5 50.7 22.0 21.3 37.1 428 18.1 17.4
B, 344 36 7.9 1.8 1.9 2.1 4.1 1.0 0.8
BT 48.6 51.2 339 25.1 36.8 46.0 30.9 255
", 3R 5.9 10.3 1.4 1.9 25 4.3 1.9 25
ES:] 23.4 37.9 17.0 17.4 15.4 245 12.5 8.3
358, 344 0.5 4.9 0.0 1.9 0.1 22 0.4 0.6
£ 19.8 26.1 11.9 6.3 10.7 20.9 7.0 7.3
R, 3% 1.4 6.4 0.0 0.0 0.4 25 0.9 0.2
R ke 8.6 27.6 37 2.4 6.1 14.8 3.0 37
R, 34 0.0 0.5 0.0 0.0 0.1 0.2 0.0 0.2
Glf 14.4 12.8 12.8 12.1 17.5 18.3 15.7 11.6
Gl, 349 0.9 1.0 0.0 1.0 0.6 1.7 1.0 1.6

REMPFRBDEFEMAY (TVC) RANTZLBHEMERNAERZREE ()

%=EPRE VIR ZIRET L.

2 TRBEEMYRMERN6R,

b RRH A EEKE R,

¢ SRR EXHREROERERE, MEBEENAEED.,

4 3RAE. E=. LK. BREL Gl EXHERERED.

e RIMEXH=>37.5°C/99.5°F (AR, BUESHEIR) 5 >38°C/100.4°F (fTIR) ; 3RZRAEXH
>39.5°C/103.1°F,

f G=BREER, 8F%0. B, BEH/SER.

HMBICAFARPAEMBBNE FFRRY R EER5aHSCTHZE (NCT01610414) EARELL, 7

MANICRIRENERART, AREMEHINE HRRRY MNP AHFEEEHYH1~3K,

FAEUTREH

TEMNICZIRENABOIAR S, EMEFNARNLHFEI0RAS51546.2%f441%MNZRELR

SETEUTREN. ARFHEPRERS 1% AR HESED 1 SENETEETREH

BIEXTE (1.5%vs 1.0%) . BREMIE (1.5% vs 0.9%) FIRBEHERF (1.3% vs0.6%) .

FERREMS (SAE)

ERNICRRENABMAAF, NEFERMERFEMFIOR, ARA (7.2%) MBFAA
(7.7%) BOSAEIREFARM., MEFIEFMERFEFE1E, ARAMZEFEDHH25.8%7H26.5%

MZINERE T SAE, BRERFIEMEI0KR, KREAMREFESHH216] (1.3%) #1161 (0.7%)

FREMET BAMMESAE, NBEBETEUBEFHERHEMNEAREER,

T

EMNICRRENMBOMMA T, NEFEMERFEMFIOR, ARENBEHES HH 26
(0.1%) 76 (0.5%) RXFRET T, NEFEMRERFAEME 145, AREAMZRFIESH)

H5.9%HM6.3%NZIRERETIET., FRENETRAMARPIIANIETREE—X.

BEMNERENSER (pIMD)
EMNCEILENFTEOIAR T, NEFEMERFEMEIE, 13%NARZIREN.0%NHRE
FIZREFIRE T H & pIMDK I EpIMDEAL, P48 K 45 EpIMD A B K.
HAthBEFARXEH
7EaHSCTRAZ (NCT01610414) i, MEFIEMEMRLER, EMEDIFARRNH2265%2
REPEII56] (34.2%) . BEMLHFIN246F X EFE3314] (35.8%) RETERE ﬁ
KRR, e Hl
7EaHSCTHIZE (NCT00920218) &, MEFIEMEMALR, BEMEIFARKMSFIZR
HEHH176 (28.8%) . BEMREFM30BIZIREFTH (26.7%) RET HRFELIHRE.
EEMMARERART, NEFERERRLER, EREDIARRN2830ZRERFL54
(15.9%) . EFLREFN27961ZiXERE8G] (20.8%) RETEREXNHRE.
EEBETRD, NEFERMETRER (DI130BF) . BERARN1326] 2K E 546
(3.0%) . BERMRBEAMI2HZREFE7H (53%) RETERITIINEMHREBEDHERR
No. RXUE (BERENENTFNIETR) MEMERMFEREREOELHETRGETMN.
FEHIVIRRF, NEFEMERRER, EMHARN74EZREFFH (12.2%) . BB
BIZAEFHH (102%) RETELVRHIVEEMES 4,

2. Wi N\ B RAA 5T

(1) 505 R ERBA

7EZOSTER-006 FIZOSTER-0227F 53 1, H5,1930IZiXERALMBX (FEEEMTEEST. HE.
AAR) , FERLUEIHEIE,

EEMTREMS
ZOSTER-006F1ZOSTER-022#97 K Hie & W 48 7 A9 TN A B E35ZOSTER-006 (91,6286 %1k & (8156
AEA, 813BIRELFIA) FZOSTER-0227FH2146152iKF (1076IAKRA, 107FIREFIA) .
XFHTAR PIRER AT H AR EEEEBARREMEEARRKEY (BZREFHITHEERER)
HIRERENRL, BTFREEFNNEEMARSHEETEMAEMCRERNAERZEE (n)
F4: 505 RIAEBAGEEMBIRAHREEEFHIARREMEFAREENZFXETIL (7K
12 ZE 9T A B¥)

>50% (ZOSTER-006) ® z;ﬁf@%(;;;égggub

A R A R
% % % %

BEARRE n=800 n=799 n=400 n=404
b3 83.0 14.1 74.3 13.6
B, 34 6.5 0.4 35 0.0
R 459 2.4 455 2.0
&4, >100mm 43 0.0 5.5 0.0
ik 37.9 1.5 38.3 1.5
BB, >100mm 1.8 0.0 3.0 0.0
25ARREL n=800 n=799 n=400 n=404
i 57.4 13.9 413 13.1
A, 3%e 6.0 0.9 25 0.2
EZ 55.4 18.1 39.0 16.8
®Z, 3% 5.9 1.0 35 0.7
PN 40.1 12.4 27.3 12.4
eSS 3.4 0.3 1.5 0.5
il 22.4 36 13.5 45
B, 3% 26 0.0 1.8 0.0
K 31.6 26 19.5 2.7
Kk, 3Rf 0.3 0.1 0.3 0.0
Glo 20.4 7.6 13.8 8.2
Gl, 3% 1.0 0.1 0.8 0.2

2 TRBFEEMYXAMBEEN6K,

b >50% ZIXFMEIERET ZOSTER-006, 70% KM 2k FMHIBEET ZOSTER-006 (NCTO1165177)
FIZOSTER-022 (NCT01165229) AL &I,

¢ RBIFINEEHK,

d PR EXHRERMNBELE: EBEENBEEED,

e 3RALFE. E=. L. BEL. Gl EXHERERED.

f RIMEX AH>37.5°C/99.5°F (AiE. BIBmEIR) , 5=>38°C/100.4°F (L&)
X.#>39.0°C/102.2°F,

9 GI=BEfEik, BFE%. RKit. BSH/SERS.

BEMA RN WRIHASHAEMERHARREHE ST RRY M P AIFENE N1 E3X,

FEEHTREMF

#ESOS RN ETMABEZIXFF (ZOSTER-006) , FFMAR (n=1,432) FMREFA (n=1,434) HF

WE (REMABRNTMAR) FHBHE52.6%M33.8%NRIRERETHRHEMEIORNLE

HIEEEMEAREMNF, >5%MNARZRERENRFNETERERRFE I ESHIBLAARE (235%

vs 1.3%) . SESTEBALARAK (12.8% vs 0.2%) . K#H (11.8% vs 0.8%) FLESEALHE (9.8% vs

0.1%) .

#7055 R EZiXE S (ZOSTER-006FZOSTER-022K9C B #IE) , HMAR (n=1,471) MLEF

(n=1,472) MRiIRE (BIEMABPOTMAR) R 51556.3%F34.7% NI ERE T EEEH

FEB30RAEEMETERTREN, >5%MARZDAEFRENZE NIEMEEMTREMFE IS IAL

AR (26.0% vs2.7%) . SESTERAIAIBK (13.6% vs 0.5%) . SEEIERAILIBE (9.8% vs 0.4%) FKHH

(7.7%vs 0.7%)

FERREM (SAE)

JCAZOSTER-006F1ZOSTER-022FF LM ABE, MEFIEMERFEFMEIOR, EMARMZEIG

ZINESAERERN B H2.4%F12.7%: NEFEMERFEME1E, EMAKMZBHNZIAE

SAEIRER R H10.5%F110.7%, FHLAEMRERMANL.

BEHRENSER (pIMD)

JCBZOSTER-006F1ZOSTER-022 B RILIM ABE, ZEEANBEIFHAIE, 0.7 % EMA M A 2K FEF0.8% M

REFINZIRERE T pIMD,

(2) GEtRpEsk RN 18%5 RIAERA

FEICABE RTI4TN S BRI MM ZZOSTER-002, -028. -039F1-0417, BIHHASTHIRIXERAT

WX (FEEFETNFEAD. HE. BAX) , HPARH2256, REFH2326],

ATFREMTFNNEEMARSEEFAEMFIEMIRERNAERZIRE (n) . AREEHRBELR

RERNMELEARREY (RZREGTHBRRER) WIREMEIELRS,

s SREIMETE
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BACK

R5: 18FRUEMAERMEIRAHIEESBDIRRENEEARREMNZRET  R8: FRES0SF R ERAFHIHFREZSHRIPUN-TMA B TE

SyEeb GEARE) &5 R
& LR i N . Ry RPN (%)
Na *’o i (%) | TIENE | HRES | §1000AfF | AIFNE | FRES | 51000445 195% Cl]
% % REAE | ROIH | MRER | REAN | RN | HEER
BEHMARKRE n=219 n=229 ZOSTER-006
i 831 10.9 >50 | 1357 3 05 1372 66 121 |95.55(86.42;99.11]
’?ﬁ' 3% 132 00 50-59 | 667 1 04 678 31 114 | 96.84[81.02,99.92]
%ﬁ 315 13 >60 | 690 2 07 694 35 129 |94.42[78.26,99.35]
£, >100mm >3 0.0 60~69 | 409 1 0.6 409 23 13.8 | 95.74[73.77;99.90]
ij 242 13 ZOSTER-0065Z0STER-022iL &
zg ;;O:m 23 0.0 >70 | 1347 4 038 1376 75 147 | 94.71(85.89,98.60]
ﬁ{m S ";2179 ";5229 70~79 | 1038 3 07 1056 59 14.8 | 94.95[84.52;98.99]
= - . >80 309 1 0.9 320 16 143 | 93.8260.22;99.85]
EZ. 3% 7.8 0.4 —
T 265 127 Cl BfEX[E
- . 70% R b Fik FEREIER AFER ZOSTER-006 5Z0STER-022 (MTVC) HIC A4,
Gl, 3% 32 0.0 2. ERBEHRIESR R 185 K I T A BRI RPN
Sk 38.8 14.4 EERESHR, BAME, PRZOSTER-002F1#FZOSTER-039M L MmTVC R IR BRI 15 51
Som. 3% ic 00 $993.73% [95% Cl: 75.07;99.28]%1100% [95 % Cl: -22.93;100.00], #RK9.
0 a*’ - - 9. ZOSTER-002FFR P HIB BRI N : FAPoissonJTiE S BN R E RS M—— R hE
il 612 17.9 BRI (RREHAEHEHRTNAT)
AR, 3% 11.4 0.4 *a ey
=& 228 7.9 AITNE | E0HA—K [ 100045 | THNE | ESHA—K [B1000AF | ormnsr (04
=, 350 27 04 HEAY | BRESE | WERLE | REAN | FREBE | matx [95% CI
Ko 27.9 3.1 {ERIZ & EMZIRE
KH#, 3% 0.0 0.0 HE e
* TREFERILRHBRNCE, ZOSTER-002
b RMEELREHAREENERET A, e [ 2 | s | o | 27 [ 1395 [93731507:9928)
C REHH ALK E B AOFREA R, O BERE
¢ 3R EXHRBHOANEAE, MSERNARED, © FREZDREVPIEFOREE, EPEHREDRERBAOSRES L ENRE L HEITE7T
¢ 3RAME. KRZ. KA. BEL G EXAHBBERED. LS
T G=BREER, SE%G, Kt ESH/HER. [ (ak=3 |
9 RMEXH>37.5°C/99.5°F (AR, BBRFIR) 3 >38°C/100.4F (ALE) 5 3REM  FooC-8CBNREEY ., FEALE,
X H>39.5°C/103.1°F, BN EREEHNAER.
AREMERENATDAEEEBHARRNEME HNR KNP AFFERERN1ZE3R, [E2]
FHEEHTREN BMEEETEEIRETEEXTEM AT IMEFTEAS S5 ARER,

R LA IRICABRRRIERR T, A& (n=225) MRRF (n=232) HERE (BABHTHL  giraeataf 0MEHEELEHFR AN BASO S5 FRER,
MABE) BRABIHS1.1%MA3 1% ZRERE T REBEME0ORARENFEEMTREMS. &%  [Hx)
RE AR RFMHHBIRL (6.7% vs4.3%) . EFFIRIERERE (4.0%vs3.0%) . Bl (3.1%vs 3648,

4.3%) FEFE (4.0% vs2.2%) . [ 74R]

FPEAREMH (SAE) O 25 E MR 1520180033
ENLAMSRICAB R BUAROTMNAREZIKE D, NEFEMERFEME0R, BHALN  praxel

ZRFIAR IR ESAERE R B N7.6%H5.6%. ABAFMRHAARG2HZIXE (0.9% vs0.9%) E 254 55)20190026
REAFRTEBNSAE, AR RBIHEINDXLERMYSEMBEE T, [LHFTEE Al

WERBRERAEREE, BHERMREANNEREAREENFIN324%F31.0%. KSE £, GlaxosmithKline Biologicals SA
MRBFIEH HEB4% 7 8%MERERERATECHERMAL, BRRETHANZLEFMEISE 25, Rue de institut 89, B-1330 Rixensart, Belgium (ELFIE)

FE# Tk, [
BERNEENSHR (pIMD) A ZFR: GlaxoSmithKline Biologicals SA

R EATIEIRICAB X RUERROLMAREZRE, NEFBEMERFEMEI0R, RIBIAR 4 2=4yt. Parc de la Noire Epine, 20 Avenue Fleming, 1300 Wavre, Belgium (b F)
ARREFRE1BPMD RBR) ; NEFEMERFEME1E, REREHpIMDETSOC RAKE  diE, 132265681 11

BRTHRRARER, ARRAFIZIAE (1.3%) MREFAFZIXERE. f£E: +32 2656 80 00
3. 2Bk bR (8% &#]
ERGLETENEALES, EMETUTARFMH, ATXEEHFIMERFARNBRIRE, BET 145 GlaxoSmithKline Vaccines S.R.L.
HAR— R TR AT HREMEIHELSRE ZBNERKER, A% 144t Bellaria-Rosia, 53018 Sovicille, Italy (B&AF])
SRR GIR B 24FR: GlaxoSmithKline Biologicals SA
BYEY, BFELEHEKM. RERIKE. B3 243k Parc de la Noire Epine, 20 Avenue Fleming, 1300 Wavre, Belgium (L FIR)
25U RESHN R E [EHFEA]
SERBESERE, TSI ESIANLE, G Brxes (hE) #AERAT
HERGHRE Hhib: LR AR KU FEES6SH£9E90185T901, 902, 903, 905, 908, 909, 910/E(E
EHRERLREE, ERBL4RE5: 100025
[#E] HiES33: 800-820-3383/400-183-3383
A G B MR SUE AR S B A (R [ FEIRY ) . £HE SR +86 (10) 5925 2904
CxrEml W4k : https:/Awww.gsk-china.com
1. SHAGEHAEE—#, BASESUNETNALBEEMENTE, MRIEENRARERE RSt esEmREsEiUEm.
HHREEREREHEGHLE. © [2025)8 = AR K HFNA,
2. SHAEE %, EXMEEEANTELAERNNEREMAR, NRNHRESEMBE,
W T HIRIER,

SHAMREAMN, EMARTEITENNEZMESE£100%RFEM.,

ARRBTH Mg, TERTETERENRRER.

PN Vi A pEE

AEAEWE T A, BB T RSB R R AR,

AR ERTFO R MEBEREEMRMINERILEE, FAXLBENRTHTERED
MR,

8. MTMHAEHMOEMREY, BEMEEEIEMIISTRRESR, XFIERTHERMHE
RGAME, M—IMRKEET. BEFETRE-FESBREES. ATEE2RERNGE, &

No v AW

BHREARIP .

9. RATRASENNMEMARNBERR. AL, EFTUARBAETMEERREREMT
RAESRENRETNE.

10. HEFAM2~3KRA, THREMZWERMBENREN. BMETESRERZEFE (L [F
RERR] ) .

1. A5 F RN EAFN ETERRUEHRR R, RMEMARNR2RA, BEER-EFE
&1E (Guillain-Barré Syndrome) AIREGIEIN (BB FHEMAN 3N BIFHEK) . RERER
ERRMIEBZRE SAREERRXR,

[ZAREALBA L]

YRR

B 8118 TR SRR E A S IR A L 00, ST IREA 18] Ry 8 S PR A &

E—UEEREESHARD, BHAREXEI28RF4K, FRE3. 8. 1MAISKUERBALETR

A ERARRFASOTEFI02mISR (ERAGFEH0.5mI) , BEHEFE2R, KRANRHHE

BNAREM, RIEEHBXNRITFEESIES.

EARBIRARIHEBA R AL EMARSGARFRILAZNE, STHARERZETTEALD B, B
AR R AR,
E£EHEN

HERBMAREBERESHARD, KANEFHNEW, E—MEHEFTOHRS, X
RIEXAA42, 28FIARMAEMELATRAZSZE.IMILR (ERAGKFIEH0.5mI)
RIXHEHEF NI,
[ E1EF]
ATFHRIERFREIE, FRARSEhE i E R EH.,
ARABERMAREEES.
| (738 |
(=) &BKIGKRIFR
1.7650 % R I _ERBA I RPN
ARG RIPE DTN EZRIR T B L BF 3 BIGKA R (ZOSTER-006F1ZOSTER-022)
ZOSTER-006## 5375 & 15,405%4150 % & X LU A, BEALSHiEIFE24N B 2 BIEFERIAS (7,69561) =
RRF (7,71081) ; ZOSTER-022F5% 34 % 13,9006170% R X EAA, BEHLS LB 24N B 4> BT A
FIAGR (6,9506]) =R (6,95061) .
S5REFIALL, RRX50%5 RIUERAZRENTRBEZRIPRNNIH97.2% [95% CI: 93.7,99.0], X
70% R LA ZIR BN IRBBRIPS 4591.3% [95% Cl: 86.8;94.5], K6,
F6: AMES0S KA LR A R TIREL BRI T

£ REH N
i - P - r FAPBAT (%)
(%) | TEAE | HRAES | S1000AF | TENE | HRAZ | 1000AF | (950, )
REAY | FOE | MBER | REAKR | ROM | MEEEX
ZOSTER-006*
>50 |7,344 6 03 7415|210 9.1 97.2193.7,99.0]
50~59 |3,492 3 03 3525 |87 7.8 96.6 [89.6,99.4]
>60 [3852 3 02 3,890 123 10.2 97.6192.7,99.6]
60~69 | 2,141 2 0.3 2,166 75 10.8 97.4[90.1,99.7]
ZOSTER-0065Z0STER-022iC 4 **

>70 8250 25 038 8346 |284 93 91.3[86.8;94.5]
70~79 | 6,468 19 038 6554 |216 89 91.3186.0,94.9]
=80 |1,782 6 1.0 1,792 68 1.1 91.4[80.2,97.0]
mTVC HBR T REME2NSEEME2AE1DB AR HHRASHZIRE,
Cl BEXE

* BAIREIAE3.1E

** R AIRE I HA4.05

70% R M E ik MR SR B iR E XA ZOSTER-0065 ZOSTER-022 (mTVC) B9C A0 #r,

ZOSTER-0065ZOSTER-022 A R AR HEBR A BSA R (BEEFSHEMBBHIAF) ZikE, MRS

£2913,0000 B RMHEFNZRE, BETRASENEHAER. SBEERER (BRaHikE

. BERS. BiG . BUMEERMMER. MEREMER) FRISHTRESNEENRIPENET

TERMT, ERERPIZEN (84.5%~97.0%) 5RFHTABHRBSRIPL A,

U EFBHRBBOEEARRFRIARERHTRABSEHER (PHN) B3R, EHFPHNGIE

BR, AMERHSHRABZ EERTHPHNAIZ S 8 RIESE

2. GBS RENHN18E R ERA PHERPYS

HE18F R EMICHARHITT BN, RBFINE, NEEEEMR, DUFMASNRPEN (B

FHZOSTER-039 W FEEHHT) , HABFELEEMBNEREEN1~2ME, SHZIRECEMEERE

SZREME (IS) AT

— ZOSTER-002: TVCE&1,846%17 B A& M FMFEIE (aHSCT) F50~70RAFEFMEMFIAR
(n=922) HREH (n=924) HRRXE, H5H21.3% (K&) F20.5% (REFH) HRAELE
HSCTEE2HEMEI30RNERILED1RISHEST CAITRHEREZEDIX) . 53.1% (K&)
53.4% (REH) WZRELESEMENE (MM) , 46.9% (X&) M46.6% (REFH) MF
B HAMER,

— ZOSTER-039: TVCEAS62BIZEATHER £MITRERBEMT EMFAS (n=283) HELRH
(n=279) APEMMBEFZIRE, HF707% (AR) F713% (REF) HZRXEFELRFEMMA
HMER, 14.5% (KR&) F14.0% (REF) HZRXESZFEESTSBAMRMKEE (NHBCL)
14.8% (AR&) #14.7% (REF) NZRAEBFERIEKEREEALKE (CLL)

RN BEMBT] (mTVC) RN T HRESHEHNEERUREEHRIPERS . FEZaHSCTH18

LRI EZAENHERAB RPN H68.2% [95% Cl: 55.577.6] (HERK7) ; MEHEMMEE

N1 RN EZIRE (BESIT) MHRBZRIPNN H87.2% [95% Cl: 44.2;,98.6],

R7: KRE185 R LaHSCTZHE R REE N RIPH N

f:3: G R RPN (%)

(yj NS | HIRAEE | §1000A%F | FIFNE | TRAEZ | 1000AF | 950, CHU

REAY | HOE | WRER | KEAR | ROE | WREE

ZOSTER-002* (aHSCT3#&*)

=18 870 49 30.0 851 135 94.3 68.2 [55.5;77.6]
18~49 213 9 21.5 212 29 76.0 71.8(38.7,88.3]
=50 657 40 33.0 639 106 100.9 67.3[52.6;77.9]

mTVC HERR T RIBFE2FI AR FME2FT 1B RIS AHRABSHZLE,

KA ATt IS LA R BRI N IR T RIRENEITHE,

* RETIRBSREIN P AR AR 211N B

# RUFRIE S AORATT TR RS AT

FEZOSTER-0027F, MEE2FEMFIANA (AHY FaHSCTEA64NA) EaHSCTE1ERREHEE (FR
AEREES) | EEERESNRPSN H76.2% [95% Cl: 61.1;86.0],

3. RPN A FHAERR

EEEMEBAE, W505 KM ERA (ZOSTER-006) F70% R I EMA (ZOSTER-006 5Z0STER-022
RS MBHIREZMRIPR N9 355193.1% [95% Cl: 81.2; 98.2]H187.9% [95% Cl: 73.3:
95.4],

BRI EAEARAERNRIPINFAMS.
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B REWRMEE (ELSA) M-gEMASIEATXHRERFRER.

—IRINER, FRRUME IR RHSE (ZOSTER-026) ZANT 23851505 R I ERAZiRE, SIXEMSA,
EM2NAS (Bm2ANBES6MA) . 0B, 6AEMBEFENEAREENEARSL TR, 2REMER
ERRRRENE.,

(Z) TEiMAEE

1. 7E50% RIA LT A B R AR
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