RiEEEmRE718ER

Envacgen
WEEERT 5 000152 5
AR5 i
hRZAHHA 2024-03-15
T MR
1.1 BUROKREZE
R BIBTTEREFEESHERRER - B 1EHAK05mL -

S5 (0.5ml) 2 : 25 ug RS RAEEA -
AREEIBFEET1E (EV71 ) BAREDREBRIENGBREAN (Vero cell) - BEZKRES
W AREEBE A SRS ER B RRA - LITE (Formaldehyde ) ZE(ERALE - MRS I2
B BEEN  EARTABRER Y PR NERETIHEESE -

12 EE

il $2(Aluminum Phosphate) : SE&150 ug A3+ -
WHEL EE 42 &R (Phosphate buffer saline)
1.3 HEIE
G
FAFREIEE (MESA) -
1.4 ZEmINE
ARFEABREERR LK FTREESHIREEEECRTER -
2 EFERE

BARERMU EZERMOEBN RN R ERE - DUFEMBRE 71 RRRA5IREZER -
3 RARAE
3.1 HZHE
PMAES G 0.5mLEIR @5 w71 BE E (Envacgen) 2 5§ 2 F B ABEIMA - HAH
- MEBIEPRS6K - EREE—HIRAMR LB - BENRFE LR —FEEENH -

HitvFt =518
NEm/AHBEES EA -

REENIINERERERR  EHIIBEE L NERSHIREERBEIER - MfIa - Ho
BRERERNESHEAZTEERMANEENIER - NRBRMNER  FEE - FURERNE

HNBERY ZEZRKBEMRE -

BrimERR @B RE71 2% E(Envacgen) 2G / EEMBE RS 71 HEER B EANER - 11
BiR@lnms718%mE (Envacgen) £—HINREKZLR - BERRITSE _BI(KE=H) 8@

&

P.1



SRINEE

[0\ et /0 2 e I ]

54 o 4

M AEEE - o

RGN EHERENEAZE (BRERREIHENAR)NEY - £2MERERY - A&H
HRIHER ZRENRLZEHEREE - RENEAEZZEEEEEMEENREREJBERE

MEIEMARES SRR - EUERAREEE - /MR DS E @R MES (BN MmAR) &
R EFEERRESRELM - FHEAER

WEmE7180% | (Envacgen) ISE R SE BRI T2

BEZLIMER ~ KN EAES A& -

T EERIREESEIE - FRE5.16 -
3.2

BES
AERABAAZBRENE - FEHENHE -
33 BHEHAEAE
i -
4 22
REE R AR A EEARE AR ERERNRAS - WO RS 2 E AR (RE1.16
BUANREE ) 85126 TRVE ) ST ARE0ME RSP formaldehyde) 8 SRR
B -
5 EERIESE
5.1 BHE TEEE
AR
il

VIR BB e EERN G R

SR

MBI REE—1E - EIERE SN ERDRAEUER - LSRR RE T aE
BURERENSHAREY - BEEEE  BERBEZ300E - S HEERERS
NEBES EESEARRES - BMTE BEE -

EEREA

L H

T

MEMEE—1X  HRBESUBRERREHBERZNHRRNRA - BEREHEE - A8
UL R /BB A e - AT SRR AT AL - FRARIER AT -
EAE

EE

ki

i - AREEEE
Bl : FESERTIE R

? VEE 8%

% - BERFE I E B R 5k 2 ol pE R 1 IR AT
REYRFBERRA  BRofEEEMEREES -

P.2



5.2

5.3

54

5.5

EEARENE

e EER o EE R SIS EEREM R ERBHERNRE  SRMEREGEREER) - B
RBEZF - BHEWRAIERER - B#RREEMRES -

15 SR PR
KRB AEREMERES (HI : AR ESRS ) BERSIENFEOR - BRUEHEEKXE

EREERMEEE -REBE - FoEEERIFRRET - WAGRN A AEEERNEEE
Fl#&14 X&iHE - WEFAREEMR—& - NERAVHBEEEEHEELRED -
EIbERlE

RERAEYZE VT EME - BB EEREAMALR -

B A R MR

A -

BRETRMBE

A -

ERERA

A -

Hit)T 2SR

RAESUMR  AmASHEMEYESEHR -

RIRGRE IR SR

6.1

6.2

6.3

6.4

6.5

6.6

FiEF - AT R B2ER L EERR6E 2 BN5 - BANESEEERRERRYL 2
)

TR - ARE ERA2ERL EERT6R 2B - BANEAREERRELEERY
AR -

BEBRENNL M E S

TiEF - AEE R A2ER L EERB6m 2 BM5 -

1152

AR HRBHERATHFERLER - BN RERERAAER2AREN  HRAER/ FRRES

Bl -

EFA
A#EA - At EER2ERU EER MO 25 -
HIngEfr=

EHEBEMRER -

P.3




6.7

6.8

REEARBETEY I EERMAR -

BRI ARMAAEZHRAEMEEHFAREERFERENE - F=HaRREr ] 85 EHIEE
14RZR L HEFT EfE: f&t B IEE

BITER/ A RXIE

8.1

RARERRIER/ARRE

e
WMz HERRBERBREERS 7 EEE =R BT - NallIm2@EBU L2
RomoAMNTE - BB Ec Rl (eE ) MHRAE (RELRE )  IuBEEME SRS
iR WA - MERBRS6K - ERABE RIS —BINFL/R25E - AIRF—EE—FHi]E
INE - REBRHAI0AOAERED —HIEREY) - HP152MIER NG - 1528\FER 2R

° 3049 A - FERNTR2EBEIAR MOE R B75711(24.8%) - 6B R FIRWm25EHE1525u
(50.0%) - 2EmEIARMOEA76711(25.2%) ; SHAE50.6% - X HRI1549.4% ; &EAB5211I
(17.1%) - #E A252811(82.9%) °

ZEMERWT : (RP "RELIEZAEEH(solicited adverse event) ; - Bl 5RiREER T 5
BIRARNBRWALHE I ARSEH) !

LB (%)
RARJBEDE ARRE — —
(System Organ Class) (Preferred Term) REREmET1REH LA
(1521A) (1528A)
RELIFZAREH (Solicited Adverse Events)
KB REEHEER BEURIR 18.9 19.6
SHEME AR ER (1 REe 124 13.2
iIEH 11.7 134
BB R RERE
& 0t /078 /0 10.0 12.3
EEBMERKGESBUSTERE | JEHEE 23.3 23.8
BEE 23.1 23.8
XS ERAIRE AR 12.1 12.0
EHIERNAIEEAT 11.2 11.6

P.4




E2HEEEBI (%)
KERMBEDLE FERRFE — —
(System Organ Class) (Preferred Term) | SRERRE71HEH LR
(1521 A) (1528 A)
RIS 4.0 4.2
BT ERAIRE 45 6.7 6.0
BHEME AR ER SER AL 20.4 17.7
EENRAB R GE A ER VO i & B == PR * 5.5 5.2
KRB R KZ N B s i K2 5.7 6.4
FRELFZARSEHN - B oJgeEIE EHHE (Vaccine-related Unsolicited Adverse Ev
ents)
82 0.3 0.1
FAR] 0.2 0
K2 B R B2 N AR m
BT 0.1 0
TP 0.1 0.1
RIEARFBER BE 0.1 0

* FRIEE BIRBIEAE(CEEirE# 2 Medical Dictionary for Regulatory Activities
(MedDRA)FRIIHA R R FEE A (preferred term) - 1 "1EIEAZ , ~ "HURIEEIRIR ., B
BPHNRELCHEARSY - IEMIEAEMedDRAFMAIIEN AR REEAESEF -

KBERIERARGERER - BEE=_HENHEZARSHRELLS - BEERMEAEL - WHRREE
Al .

LﬁEﬁMIF Jif

= $li1£ﬂa=ﬁﬂlf'éﬁ$?’)§ﬁ" ﬂﬂﬁ%tt'k/%ttﬁﬂ]’ — iR

8.2 AR BaALER
M8l RREERIFR/ARNRE ) R -
8.3 Lk
BrRisARB LR ERER -
9 BE

ERERs71EREITEE  BRrRAREN AR - BE—RERE  BEASBTILIR/RERGT
REARERR °

10 ZEEFM

P.5




11

12

101 {ER%E

EREERENEEEAFZELZEREER EMRERNAETELZEREEAE - UfE
B ERER - RIFPMNERE - FHEEERERAMERS 71 BRI &R -

10.2 ZEpqaaiiysit

HERENE R HtWREEE - ATCHNS | BRasEREARERD
10.3 BRARRIZZEMER
—MRE

EXRESEEBHESMERT - KBk ZAES2BEUNAIHRZAETZ20 ng BEBM L
600 pgiiftinia M SEIEREMEER AR E8F ZRBEAERABZIEHE) - 210 pg B
&HME300 ug BiRiREE 2 BHERE HERARHEMEZRERENEZERE) - 3
600 pghiltin 2 AR B RAFERAREEMEZERE) - HIEFI3H ; EAEBE-FIESM
AR - KEENNEF-HSEEEE  WEE-—HAETEHER - REROAER
SYERNAILLIRKAE ~ AL -~ SREREI - KRR EREHEHEZARKE -

ERFSBEEBHESHERT  F4RRZRFE2BUINAIHIAETZ20 ng MEBM L
600 potilkintc Mz SHERER (HERAREESEZREAERAB ZIERE) - 210 ug 42
&HM L300 ug BRI 2 BRI ERE HERARHESMEZRERENEZERE) - 3
600 pghhiltin 2 AR B RBAHERAREIEAMEZIERE) - HIEFI3H - RRBHNRFER 7
FEMUBRRREIN SR FHERILS@EERERMIOBEL - BURE@AHESIE
1% - EAEREERIKER - OEBENEARINEETHRAZIERBRIQTAQTAREER Y
Bz -

EASM /A=Y
AATEASEARBEEHE -  NERNEMD ARPEEERST -

FEEM
RTEESMHER -

mY e N
#H -
IJEEET%M -I-‘I’

B PR

REEZBENEZE2HER—IRSE =MERARPME - ZallAgs BRI  KREHRZ

ake - UEBRWAERU L2 R M6ENRE - SFRMASREIBOREEEUBRESEFR - B

SHEBRE71ERRE  SRTReEEAZHEEAANBERREMNHEAENREA - ZalE
Be o EaliRE (A%E ) MBRE (REZRE )  SAEEEMENEENREZEE - W

FlfifR56X - ERMBREI FS—HIFFEL/NR25E - RIRE—HE—FMITEME - XalkRag
MBFEAT - TEERNERAEEMENEEAERRZEE - REKPBMER D ERST71 8 %ERm

Fkg - 2 EREERECERZZHABRET1EGU LR ERBHRERK - F &R EtERE

SECRMRENRN (EERBRERAERERBRAZREZESTHE) SIRPBHEREESE _HEE
/ZRENARBEIE -

%

P.6



R EEZBREMUDMIEAHA2959BRHEE - HP1476UREI NGB ZRHAE - 14832 /IER IR
BRI E - I2959MURMEBR - B737R(24.9%)ZAEBFHRNTR2ERZ AR m6ES
146752(49.6%) Fl T IROME B E AR WM25%E » 755%(25.5%)RIFHR T IR2m EARM6EE - BHG 7
50.7% - ZMBI%R49.3% - ZIAEBPHES14BR(174%)E& AN - 24457(82.6%)HmE A - ZalkaAnl 2
Rl BRI N RAR ¢

Al B AR (R ) HRMH (SnEE L B
(1476 \) (1483 A)

Fik

2{E B 2K m6{EH 368 (24.9%) 369 (24.9%)
6fE B ZRm25% 732 (49.6%) 735 (49.6%)
2R ER MO 376 (25.5%) 379 (25.6%)
ezl

S 761 (51.6%) 739 (49.8%)
gk 715 (48.4%) 744 (50.2%)
i3

=) 7N 255 (17.3%) 259 (17.5%)
R A 1221 (82.7%) 1224 (82.5%)

PRABREIREIE  HARURHEREREZEER ARG RSB 71 B RRASIEZ &Rm - 198ER
ZREE  EEARSHERBRPBEBRS 71 BERM R - 220EZ2ED - 2ERB 2K m6/E
BEB5U - 6BRERWM2AZA13MU - 2RERMOFEBE B - 22U - MUBRERSE - HER
211K - WrEEZEAPAEIMIZEBRBSESEK - 10IEBRCARSEK - Ll FEBEME
IRERW PR

BYIEE KEE n B8 2 R
(N=1476) (N=1483)
BmE 71 R AmER B2 ERE[A1] [A2] 0 22
Total person-time at risk (year) 1958.91 1972.41
BERE1000A-F) 0.00 11.15
EHRBEM(ISNEEEE) 100%2 -
96.8%3 (85.5%, 100%)
P<0.0001

1RSI EREAMBR B EREES  LEBRSRRABANERER - BEREFAGEEL
ERZVBERSBRET1EBN -

(1) BB RERMERERNEAER - BFFe0R - BREIRIEX - LUREMERT : BEaHBERE
RURRIESE ~ HIBRP LA (M0 A BB 1032 m £ P -

P.7




(2) FZEmEA A/ REMALFIE 7 - ERE=aiiERs718 2755 Consensus DEgenerate

Hybrid-Oligonucleotide Primer (CODEHOP)#: i sk fm &5 & -

2 Vaccine efficacy = 1- (incidence rate ratio) - incidence rate ratio =& H /8 E2 % R AR iR ER 22 A

B2 B3R B ERAILEE -

SikiE T NEAEREE

96.8% - PfE/NK < 0.0001 -

1 (Poisson regression)i
%ﬁ%ﬁt%@%%

EEJ 2z 22MukER2E P ARG REEEEEAR M ER -
1EYRRMAERR - Zliuﬁ%Aﬁﬁ%ﬁﬂFﬁIﬁ”Eﬂ%lﬁﬁFﬁﬂ’“FZmﬁﬁgIﬁﬂ‘ﬁ‘“*_JZ/uﬁfLﬁ%EF_JzﬁEt

KR BRARD R BT MARERME FEER -

FaT M - A LEEEEMRRETEETES

RuERNERERGRS

EHHE%ETEH]IL‘XEZFTEZKTEZ%TE& EERER

MIRIR R MR E28 KR (FEIEREE85K) P MM ISMEE > 1:32 LA - REREREER DI

MBI EBEF FRGELERSE237X) P

RERUDITERFHB2087URAZE - EPA1039MMUERKER -

NS RUBE > 1:32 RLEAI -

TLH= X

10482 AIER fnEE 22 A - b

2087MIZFED - B5018(24.0%)Z B F RN R2ERZRWMOER - 85074 (40.7%)F /T iR 618

BEXRm25% - 7367(35.3%)AIFHRTIR2EEAR MO ° St 752.1% -

LHRIRATI% - ZilE

thB4967(23.8%) & A - 1591&(76.2%)#m A - Fal AR 2 2 B HEF BRI N RN
Al R AR (R ) R4 (SnEE L )
(1039A) (1048 \)

Fik

2B A ZKm6{EH 251 (24.2%) 250 (23.9%)
JEEES ST 421 (40.5%) 429 (40.9%)
2R EARMWOTR 367 (35.3%) 369 (35.2%)
ezl

S 550 (52.9%) 538 (51.3%)
pogis 489 (47.1%) 510 (48.7%)
i3

a2ZA 246 (23.7%) 250 (23.9%)
R A 793 (76.3%) 798 (76.1%)

BEREERUEDNERHEEERBAEZERNDR) 72 B REERDTW R :

(95%

% 7% S B 1 S5 () %58 4 ($RE8 % L))
(1039.A) (1048A)

Wi —EIAT (Day 1)

h AN A8 & 19 ME 8.94 8.99

P.8




EEE™M) (8.07, 9.90) (8.11,9.97)
M RExR" 15.78 16.51
(95%EBIERA) (13.62, 18.15) (14.31, 18.90)

HF] 55 __Fi# 28K (Day 85)

ch A7 B2 4410 215 3B 1093.58 8.35
(95% =B E ) (1018.42, 1174.29) (7.51,9.27)
M5 RExR" 99.52 15.55
(95% =B E ) (98.88, 99.84) (13.41, 17.89)

Hi¥] 55 _Fl# 180K (Day 237)

ch #7244 10 215 3B 316.67 7.86
(95% =B E ) (292.62, 342.69) (7.12, 8.69)
M RER" 97.88 14.89
(95% =B EE) (96.81, 98.67) (12.78,17.19)

"5 R R (seroprotection rate) E & A EEE DAL NE > 1:3200E66 -

BFEREBEZREREGRAOD

2EHZARm6E B R SR ERBARRRR) 7 2B RIEER

BE M EEE AR A(ARER) HIRAE nEZEH)
(251\) (250A)
Ie3] 8—ml g1 (Day 1)
h AN EE 24 A 9B 7.38 7.14
(95% =B = ) (6.53, 8.34) (6.29, 8.10)
MERER" 8.76 10
(95% =B = ) (5.57,12.97) (6.58, 14.41)
Ii¥] 55 % 28X (Day 85)
ch A1 #1 B2 44 (0] 39 W B 817.04 4.85
(95% 1= 8 = ) (702.97, 949.62) (4.39, 5.34)
M55 R =R 99.20 2.80
(95% 1= B = ) (97.15, 99.90) (1.13, 5.68)
Ii¥] 55 % 180K (Day 237)
h AN 38 & 19 ME 279.21 4.36
(95% =3B = ) (239.45, 325.57) (3.99, 4.77)
M5 RER" 97.21 1.60

P.9




CAS L)) (94.33-98.87) (0.44, 4.05)
KT 3B IR (Day 366)!

bR Ae a9 ME 351.25 4.40
(95% (=R ) (300.60, 410.44) (4.02, 4.81)
M5 RER" 96.79 1.6
(95% =B = ) (93.77, 98.60) (0.44, 4.08)
HEFTIBNEI %28 K (Day 394)2

h AN As & 9B 6221.68 438
(95% =B = ) (5786.55, 6689.54) (4.02, 4.77)
M5 FREx" 99.60 1.62
(95%1%@?5) (97.78, 99.99) (0.44, 4.09)

M5 fR:&=(seroprotection rate)E

EREEEPHNENE > 1:3289E64) -
T2 B (AR E) 248 A - ZRIBEIMH24T A -

68 B Z AR m2m kATt ¥R R (BAE R B) 2 R [RMAR

% R EIEE a1 B AH (R ) HIEH (EnE L FH)
421\) (429\)
M7 S — AT (Day 1)
h AN 38 & 9B 6.04 5.79
(95%ERBE ) (5.27, 6.91) (5.10, 6.57)
M5 RER" 6.99 8.07
(95% 1= 8 &= ) (4.77,9.83) (5.66, 11.10)
ft+] 5 _mI#% 28X (Day 85)
h AN 38 & 9B 1197.24 5.87
(95% = RBE ) (1074.16, 1334.42) (5.17, 6.66)
MsFEx" 99.52 8.16
(95% =3B = ) (98.29, 99.94) (5.75, 11.16)
75 % 180K (Day 237)
h AN RS & 9B 323.37 5.70
(95% =B = ) (286.89, 364.50) (5.06, 6.43)
MERER" 98.34 7.46
(95% (=B = ) (96.60, 99.33) (5.16, 10.37)
HEFT B NNEIRT (Day 366)
h AN EE 24 190 E 378.96 5.81

P.10




(95% (== ) (332.92,431.36) (5.15,6.56)
S RER" 97.60 7.94
(95% 1= 5B =) (95.63, 98.84) (5.56, 10.92)
T BN % 28K (Day 394)2

ch 1371 B2 44 (T 239 W B 6291.54 5.87
(95% =B E ) (5978.20, 6621.30) (5.19, 6.63)
M5 RER" 99.52 8.67
CEAS EHG) (98.26, 99.94) (6.17,11.75)

MR Es # (seroprotection rate)E

FRIEREEPHNEEE > 1:3280EE61 -
TRBACREE) - 415A ; TREIA: 427 A SHBAEES) : 411A ; ZRIELAE: 4254

A B AR MORA GRS TR ER(BAER D E) 2 R RMER

B IE R EIERE SLER AR (4B ) ¥IER4E (SREEZ M)
(367.A) (369A)

Hi4T S5—HIAT (Day 1)

ch |41 B2 44 (0] 19 Y B 15.99 17.53

(95% =B ER) (12.84,19.91) (14.02, 21.93)

S RER" 29.43 31.98

(95% =B ER) (24.81, 34.37) (27.25, 37.00)

Hi¥] 55 _Fl#& 28X (Day 85)

DA AS A B

1203.16

18.17

(95%EHBE ) (1068.71, 1354.52) (14.40, 22.91)
MmsREx" 99.73 32.79
(95%ERBE ) (98.49, 99.99) (28.02, 37.84)

Hi$T %~ EI#% 180K (Day 237)

ARSI A

336.94

17.02

(95% =B E ) (292.23, 388.49) (13.67, 21.19)
M RExR" 97.82 32.52
(95% =B E ) (95.75, 99.05) (27.76, 37.56)

HiFT 55 —HE% —4F (Day 366)]

AN AR I RUE

322.48

17.50

(95% 15 EB & ) (280.22,371.11) (14.05, 21.79)
MsREx" 97.79 32.88
(95% 15 RB &= ) (95.69, 99.04) (28.10, 37.94)

P.11




IS RE R (seroprotection rate) E&E A EEE DI EEME > 1:3200L664 -

T BB (B ;361 A ; ZRIEA : 368A

REEHERIEEERBS - CAER DI 7 XY 9% K2 fE(cross reaction)za R~
ABAEER) ZREREER

G ERBSE R A -

FHE BB EAH6ES 6IER EH W2 e
W4T 55— B3 (Day 1)

AE 51 104 98
I AR T IO (E 7.29 5.40 5.49
(5% EEERE) (5.09-10.45) (4.27-6.84) (4.27-7.05)
MBRER N/A N/A N/A
(95% = HEE )

Hi$] %~ BI#%28% (Day 85)

AE 51 104 98

h AN BE 2410 19 E 95.54 141.87 203.31

(95% 5 & E) (67.28,135.66) (110.98, 181.36) (157.87,261.83)
B REZR* 82.35 91.35 93.88
(95% 5 & E) (69.13-91.60) (84.21-95.97) (87.15-97.72)

ht¥] BN/ Het] 55—l &5 —F (Day 366)

AE 50 102 96
PR ES AT B 29.79 38.08 35.54
(95%EREME) (21.24,41.76) (29.03, 49.94) (27.15,46.52)
A REZR* 52.0 52.0 58.3
(5% EREME) (37.42-66.34) (41.84-61.96) (47.82-68.32)

HEFTIE AN 28K (Day 394)

AE

51

101

DA ES A B
(95%EH&ME)

884.70
(625.37,1251.56)

1166.44
(950.65, 1431.21)

m]/}% $D2+
(5% =R &)

100
(93.02-100.00)

100
(96.41-100.00)

"5 R R (seroprotection rate)E

IR EMRCAR AR

BEREERRPNNENE>132 -

ABREEER) ZRERMERIT  BERAZEE .

FEE

2EHZEARm6EH

618 B 2 ARm275%

2R EARMOE

P.12




1

3

W7 % —mIAT (Day 1)

N 49 102 98

h Al AS RO IME 6.08 475 5.07

(5% EE ™) (4.67-7.91) (4.10-5.49) (4.17-6.17)

MERER* N/A N/A N/A

(95% R & )

i3] 5 _H|1#&28K (Day 85)

N 50 104 98

ch AT AR T 9B 77.70 85.59 88.15

(95% =% &= E) (59.52-101.44) (67.41-108.67) (69.95-111.10)

M REZR* 84.0 79.8 84.7

(95% %= H) (70.89-92.83) (70.81-87.04) (76.01-91.18)
"SR E R (seroprotection rate) EE B IEREE P AMMENE > 1:32 ¢

(2EY8c -1
13.1

IEET
i

i_JZlMZOi’*'* °

20 EA

INEAZR -
13.3 REFRG

T ROKR(2°C-8°C) -
134 REPEEPE
IR -

13.2

RO A M (R) A T (R

I A MR (8) 2

R EERINE

ETRFTIERNBEES R EREBHEA -

RERLERHE -

TR TR R EEE =685k

MIIRBEEM TR EB =685

P.13
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