Pt
BE AR PR



111 /£ 4 H 25 HARA
Spikevax COVID-19 i b Fy B Fef At A S8 0h > FR&E—fAZ Ak (regular approval) 2 fy- -
ey AT TR RN - DURREIRTHYZe V&N - HIERE N B MR L 5E (Dl
A RENIE - AR R 4.8 6 -
1. BEmATE

Spikevax (HfE4y COVID-19 J&iF) J:5TH T EUR
COVID-19 mRNA ¥ (E{EEit%E)

AREEG RIS AIEE, - NS 10 R 0.5 2T RS ER % 20 FilE 0.25 27K

zE LA (0.5 ZFF) S5 100 $4 55T elasomeran » —f& COVID-19 mRNA & (iR
T SM-102 fEEZORKIFH1)

AREEGLET (0.25 ZF) &7 50 f45EHY elasomeran » —f& COVID-19 mRNA JZH (i
£ SM-102 BB ZoRkr )

Elasomeran £5— 8¢ ~ 5 IlEHY mMRNA (%5 F ¥ E DNA 54k - E i -~ g5 ME
PEERIEA » HEHLAES 770 A A RS4HRE1% - o] #5 xRS R (E & E SARS-
CoV-2 i #EHIIZE(S)EH » FIZRME Rahas ARSPiRS R iE R FEZ HLF -

SERIIPRITIZR > 55275 6.1 6 -

3. EEYIRIAY

BURl RS RIRY 38 (Dispersion for injection)
HEEkEOSE0R (pH{E : 7.0-8.0) -

4. EEIREHME

4.1 BRESE

Spikevax JFH 1 6 bl EFUE ~ /DA R AR BN - DA 8
BEFH(COVID-19 + RRERITRI L IER3E) -

AP EMR R 5B R BRI AL 3R TP IR T iR TR 0 COVID-19 Y i RfisT
T

42 FEHE

J
TR

h)
jein




12 LI LA PEER A
Spikevax $:/8jFT 2 Fl#% 100 fi5e (FH 0.5 =) -

6 7 11 p izt
Spikevax Ft/EJEFT 2 Fl% 50 (¥5e (41 0.25 Z 71 > & 50 45 mRNA » /& 12 ELL E
B DF NGRS —)

WA IR fR ) 28 K (G52R8 44 M1 5.1 6D -

B FELNEE R .2 12 pRLL DR EA

FEENI5RMI(Additional dose) 255 —HIsepi £ /) 28 K% » nESRE E RIEIRE A &2
12 5% A BB/ DA R A 0.5 Z 7T > & 100 {52 mRNA) « (352 FES 4.4 6i)

25717 (Booster dose)

18 LI ERFDEER LA
Spikevax AEfIF (0.25 ZFf > & 50 {5 MRNA » Ry BRI 2 — = H &) i eh —H5E Rk
Z/VREH®% - AESTY 18 i EF/ERA - (5525 44 F15.16i1)

T R LR R (A AT 3% T SR A T IR T LR AT TS AR 2 /0 12 98 - %
TEE A =) -

PN GRE
AR 6 B R F VAT Spikevax HyZE e MBS MRHETT - H Al e g e] &k -

EIEGRE
65 % LA 2 N Jid T e SR e A

il

A w ME LA T2 TT - BERRUESER AL Ry 5 = Al -
SAZILMIE PESS ~ BRSBTS T Ui T A e v -

AN M S EMET HA B B AR & FY [F — RS as R T -

AR TR ER SR - F2HEE 446 -

AREEmE iR -~ EHEBEEESY] - 552756 6.6 6 -

4.3 BRIE

BRI & 2 SEEYE B 6.1 BFTSI AT — IR R B S R -
4.4 FIREE R EREREH



ATAEMME

Fo T REIEHEAVIEHERE AR LY ESRAL IR B AT REMTRE - MEDHESCBRHE T T 28 fnfy g AL
5t o

i B A [ S I

PRIE A 5 (SR AR RS E © Pt P T (2 10 Y R R S A B M
fiti - PARGMES T B 1% BRI B R A g 1 R I -

Fo R B PR 1R 5 A R A (Y 17 R RY B B AR U S E - TR {R I e B P AT 7
RS REH 15 o758 - BEBHTRSE B P& VIES 15 05 - (ST eni i INBEEE B st
ER AR AT IERENEZ KRR - BHEEEEREEpR sfr E 2 ) 30 77§ -
FEfEsE— P Spikevax & & HER ARSI ER - AR E 5 S5 A -

(LRI SR B L BB 3R

PizfeE Spikevax 1% ¥ HHERASREE LAY LSRR O EIRE SR ZE B o 48 S 2B - S ad AL A e 1%
14 RN > S RS R 2 1% - DURFRSEN: - BT EREUR - SEAEER
S OHLRALOELRE RAYREE > Bl R OISR BB R A =R -

B\ Rl REfE 2 B R O LSRR U BB SR IR R EIR » B &SI s & - 5
FEREREE F 1R HIEREEDAVIEIR - G40« SMERIRFE MR ~ Bl R e 8oL -
B ILRIHEES -

Erag i BaiEN > R B ER A R BRI s e H R R A TR UG -

FREAERE 098] (0.5 ZF & 100 f5€ mRNAYSGE IR (0.25 ZF > & 50 f5e
MRNA) Spikevax /(a1 3% JEls e A2 1T

EE RS tHRA S

PRI o R TR A S B A A RIS RE - IR FR RS AHRA S
JE > BIEMEREMHENE (RO ~ BEEHR BT IHRIIE - ST PR
fiti - EUFRALE AR R o B R BRI EEZ A -

[l A8 LAt 5

TEE SR E N - SR - BRI - MEHEE R SR
FE3 s - AR PR i -

I/ VB i BB 1 R

A A0IE AL AL ESRS R e — 1% (IR PUARMUEHRE ~ [/ IMRIR D& B
SEMIERE (PR & > EEESHE R - AABAAESHE FTRE g3 4 A Hifn
SR IMIFL ©
RIETNEEAN &

AR SHE R AL RS DIRE N 2B (EAE R I IHIEL AR AUl 22t - %)



RER 4= #fE Spikevax HYRER A EHL -
RN EBIEINRE N £ 12 A EFH /D R R NSRRI (0.5 ZFHAVE

o RN Z BB R G T £ 2 5 ARSI (2R 42
i) -

[t

AP AR RARECR - (Y ERERTRRBRE R -

R S AR

PEREAYE SR IR 14 KL - A [ RE ARG HIIRES] - BRFrA RS EL—
Spikevax A AE BT A AR E A A CraE(E A

BHCAR BRI

74|
A 0.5 2T EFTSHIN DIY 1 25E (8 250 -

4.5 BRHAERATA B AE M DU HA IR B AR

AP [ R E TERH A B S S B E ISR -
Spikevax j& AAET TELELMLZ B [ HFHEF TAYBIFE -

46 AT - BRI
o

RENBZR TR > 28 8155 = 2 5#1d Spikevax AN 1A ELIRA4E
R o HEZESS AR RARERBRAR - HEICRESURERR A LR
% o BV BRI A E G E A - IRiG RE5HEE - TREEREE G IEE
B HFEAENRE (2R 53 6) - B2 nT LI##E Spikevax -

)

FHA IR 7L d 2 F#TE Spikevax 1% 2 2 B V75 nT 0 2 - FRHITSTTC BRI BEAL 2T A= /52

SARZE - BIRVEEREURE AL LR 1R o MR IR SR AL R 42 582
SR EAREE - AL A] LAERE Spikevax
GA=P|

BRI AR BN B R A T R (552 RES 5.3 6D -
4.7 BB AR ERE TR

Spikevax &G ¥ KRR IFRE DAL E  SHE B/ - ATRESAS - 24
1M > 25 4.8 BiiFTSIEREYELL BEE A NE - 7 AT RE & T B8 B e R (FRE T G BT S MR
@3‘ o

=



4.8 NEKfE
MRS

18 LA f 25 EH

Spikevax HyZztt: > H—IRESREEITHYES 3 HIMEH T - A2 IR K MR
HIVEEREABR(NCT04470427) A5 F ik - st BRUan 18 Rl EHy=Z st - Hrp4g 30,351
{ir & $#f 2/D—F] Spikevax(n=15,185) 2 2 & F(n=15,166) - ~Zal BRI FHIF iR B
52 5% (HEE Ry 18-95 %) » HrA 22,831 #4(75.2%) Z 5\ E HIF /5L 18 F 64 5% -
7,520 $4(24.8%)~Z A\ EHYEERL f 65 BRPAE -

s s M BL SN Ry BT (92%) ~ Rz #5(70%) ~ D (64.7%) ~ HILJR(61.5%) »
B ElTIRI(46.4%) ~ FRFE(45.4%) ~ WL R (23%) ~ BR T HERR - BAYRI(19.8%) ~ #5162
(15.5%) ~ JEIFE (I AR (14.7%) K 324T1(10%) » A B Mg 2 ISR alrh /s - £
R HANEGEE > FRERES BRIEATFRIHME -

BEGI S > Ff RAEEFERRR SRS © AR MERR B ~ K fG ~ B
T~ LR ~ BRETR ~ £R5% ~ B0 B AIEREE o 1E 18 BRE 65 A A ARE Y 65 Bk
PLEF -

PRI SR 2 PR A ma i e S A BAKE -

12 F 17 g DiE

Spikevax fE75/DIENZ &M E R - FEERNVE 2/3 1 - FERIC - ALEmIE R LS
B2 B R RSB UL SR © ZadBndhUdn 3,726 %4 12 2 17 gzl sl & 20w
— 7 Spikevax (n=2,486)5 2] (n=1,240)(NCT04649151) - Spikevax 4FF1ZeEI4H Y
NOEEEARL

£ 12 2 17 g D2 T o R RV B R LSBT ALAR (97%) ~ B
(78%) ~ 55 (75%) ~ R (54%) ~ RIE (49%) ~ MR FEAR/BERE (35%) ~ RAETR
(35%) ~ B/ LV (29% ) ~ JESSERALAERR (28% ) ~ JEBSEIATEE (26%) AUtk
(14%) -

6 £ 11 s i

Spikevax {5 BRI MEE R} - EASH —IH HEIRI IS ASIT ~ A Td ~ 55 2/3 8
WP ~ BERIC ~ B T MEAER RS TP AU S (NCT4796896) - 55— B2 RBHIX
Meals - HEYRaFh e et ~ BIE B 7 v - Shifs: 380 #4 6 £ 11 gz sl &%
52 %8/0—71(0.25 ZFT)Spikevax o 55 FEEL Ry 2 RIS G - Y Ratfhratt - 5
5 4,016 1 6 2 11 przal E ez 2/0—F(0.25 Z71)Spikevax (n=3,012) 52 &
(n=1,004) - RAHE IRz E S B " IEREER - 252 Spikevax BLZ IR 25l #
Z NS MARAT -

FEBEREABERINY 6 2 11 pzal & il AT REE Ry R b iAo (98.4%) -
55 (73.1%) ~ GEJE (62.1%) ~ HlJE (35.3% )~ {238 (34.6%) ~ IR /IEH: (29.3% ) ~ B
AR/ AR (27.0%) ~ 885 (25.7%) ~ JEHFEIZLEE (24.0% ) ~ JEHELEAR
(22.3%) FIEHETR (21.3%) -

6 sk Ll ERAEAEY A BRI (Ra BRI L iR 8 4 )




N ERRARE —TE 30,351 £ 18 Ll Az el M T 2 S IR R
—IARR 3,726 %4 12 £ 17 js i/ VAR EF THY L RO ARG PR SR - —IHC 4,002 44 6 2 11
R THER R 2 B - K E RS T -

A A R EAIR LIRS -
JEEE R (=1/10)

HE (21/100 £<1/10)

TH R (=1/1,000 F<1/100)

ZEH, (>1/10,000 %<1/1,000)

JEEZER, (<1/10,000)

PER GEELBAERED

BIAPERITAT RS BRAE - BARIRE L HEREER] (F—) -
R— 6 R LREENT BNE (BE5H Spikevax HERaABREE &6 L)

MedDRA 3 E %8857 RS + B fE
RS 2= IEH AR ™
I RN RiERE 37 RIS AR M S
HEE
T RN IEH R RV
THE PHE
R, ek R B
S
E
OB RIERE LHIL3R
OBAER
BB ERR FEH WL, M
5 HEH
THER HE IR
KB EL L7 TR (i) 582
B ZRIMEATIE
BRI A ER S G LSRR IEH R IR
0]
— B R BT BB A 1B FEH e NI AZ S
e
EES
SEEN
eIV
RSB STEE
5 LSBT
RS AL STEE
T 3B P B A B
THER CESTEV AL
R i S R

ORES BT S T F 2 B S B [ RV AR TOMRES R 8 » TR L 3 A i FLMOMRES & (nSgis -

E L

e B o Spikevax (1A =1 37al# - ZRIEIREA — i 2l F i o 3R S M 2 B e
CERRED - yermdll 2 et ERAL R SE 2 f& 22 K - 28 KA 32 REF¢ A 0bA BANE -

FAESE LIS 2 11 ) H B EIRE RIS © Spikevax 41 0.2% > ZZRIFZH 0% -



PRI IOER IR BRI By O K 0 BB IR IS FHY P AL K 11 K - B REBE K
ESRHVEIRFFE P LR AT R 4 K -

e B N P R AR R A W B BT REAR AV B EE N BB - (ARB RIS YR RS - WP
TRRIIFFE 73 il Rl e s R 55 1 RSB 3 K -

PR AT 2 SARS-CoV-2 [fIEFZERY 343 firsZadE - fE3%1E Spikevax 1RSI EIFME K,
e EER - BREERT SARS-CoV-2 [ IE T Zat a0, -

18 LA L3223t E (AEIA)

Spikevax BN Z2ME - RIEMEM B RS H—TE#ETH - ST 18 sl Az
HHUE A ~ BRI ~ BERRE T - LRI -~ B E RS R (NCT04405076) 2K 5
il o {EtelEarh o 3 198 ZZel EREZ WA (0.5 ZFf ~ 100 ff5e - RfeE—{E H)HY
Spikevax J% FEEEERTE o FESAERIYBEIEER Y > Hrh 167 242 5l e Bt sE — R RERE 7
206 EH% » BEE—RBIEIIE (0.25 ZH ~ 50 fie) - AENI] (0.25 ZFf ~ 50 i
5E) L BEE ALk (solicited) R R 2 B EORH LR S5 —RIERE IR 2 3oE L ik R EE R
FEAT -

FREA B Z i
LALR

PETE Spikevax & H 1% AT AT ORISR BB A E SR M REE h = - (BF2 526 4.4 601

R BN SEP e T ER et B A SRR B M AE R S5 7] Spikevax 1& B8 fiIHY S -
Horp—IEGEUR B E RS R 7 R1% > AERGOR PSR > &F 10,000 {1 12 % 29
AT AT 1.316 (B LR (EZE (95% SRR 1.299-1.333) « So—HHulat » fE#%
TS ] 28 Kk - MHEHARPEZEE > &F 10,000 {[H 16 2 24 pRA 12147 1.88 {H
DHLREZE (95%(EHHEEH 0.956-2.804)

i EE LA BE

ez AR o BERGEDAS BEEMHE EE - DR Rr & S i s e P -
EERERRICE N SIEMRIE T BRI R ) ORISR E T OUE - B
{EATEELIA BAE - AL SRS — et -

SEVERE e~ HARERE T > ATC fUHS © J07BX03

{E ]
Spikevax (elasomeran)& A B FAREE ZK LT 1T mRNA - i mMRNA &7 SARS-



CoV-2 Y& fiZeE H » MItFZEE LT TIRERRR 1 AKHE 2 AR B IR EaH(S-
2P) > DIFEE HEh & riivE A 4568 - JLAESTR > SRS ERAATARAE K T sk 45 ek
WHEBEZRALT > K mRNA [RFIE AIE RN - FHERERGEEIRZEED - AL
&Y mMRNA R A% e A fRiV R EA S EIER @ TN A TEE > T2
A fSTZE4HREFIZE T SR EVE4HPE (subcapsular sinus macrophages) VISR - #53 » ¢
T AR e A R R Y SARS-CoV-2 iz AR Ry MRPUR - EMEESE T Al
B 4Rt e ZE AR R FIPTAS ¥ COVID-19 A (Re&s ) -

BN BRI

55 3 HHMENS T ~ AL RIBE IR K B R ZR AR R AR IR EUER(NCT04470427)HEFR 1
RIETIRER 2 ~ BUAE 6 I 3 A AR R fIHIRR ~ %2 ~ BEX17T SARS-CoV-2
Fefp S22 EE (B ARTRRR R A e #5975 5% (human immunodeficiency virus ;
HIV) A TE TR E R Zal# - R EE I EREE Spikevax (E—HY 14 KFTEE 14 KAkl
11 - SBabdsanT > SRR MR ERE RN 26l Al 2D 3
& H > A re ez sUaie (LHY 2RI Spikevax

45T 30,351 Azl B BETIEHE - DUFEEIZZZE R R COVID-19 » BRI my AT by
92 KX (FiE : 1-122 K) -

FEERR RS (Bl Per Protocol Set Sifiif &y PPS) E1& 1 28,207 {iLfEH£fER]
SARS-CoV-2 fiigghaett: » 7 H 57 Spikevax(n=14,134) 52 {7 (n=14,073) i THY 25k
F o PPS HHFEHIRA 47.4% Ry 20 ~ 52.6% R 53t ~ 79.5% TR ~ 9.7% R JF & 5
A~ 4.6%FyEIM A ~ 6.2% Ry AR - 19.7% 2 50E B PEDEA e B TSR - 26k
B RS T ERy 53 5% (EiE Ry 18-94 j5%) o PPS Hif 5 Mt (ZEHHESS 29 K
A EEIE ] Ro-7 2+14 K > 98%FEfE B AL T 2R 1 FHY 25 K% 35 RIRHEESE —

Bl > MEHEINE 28(-3 to +7)°K -

COVID-19 EHtE Bl - S8 S e R SR $H S E(RT PCR) KB /R AZ B
AR E O BRI RER R TR 20 R 2 -

# 2 SRR ¢ BERESE 2 itk 14 KA » RAREREY COVID-19 HERRAI-PPS

FHE | Spikevax TR
(5% 2% | COVID- |4 1,000 |=23%% | COVID- | £ 1,000 A- | BRI Y
1)) N 19961 | A\-4ERy | N 19 %61 | £y (95% CI)*

n COVID- n COVID-19

19 4 B

A 14134 |11 3.328 14,073 | 185 56.510 94.1
(18 1% (89.3, 96.8)**
DLED
185k % | 10551 |7 2.875 10,521 | 156 64.625 95.6 (90.6, 97.9)
i 65
57
65 Ll | 3,583 4 4.595 3,552 |29 33.728 86.4 (61.4, 95.2)
-
65 Ll | 2,953 4 5.586 2,864 |22 31.744 82.4 (48.9, 93.9)
EER
i 75 5%




s

75 L | 630 0 0 688 7 41.968 100% (NE, 100)

*COVID-19 Ji{l © fiEsiR T COVID-19 i {FIHE: RT-PCR &R E[51% » MitiFR 2/D 2 fi4
S EETRER, 1 R SRR - 4 B FH REREER 2 Fili% 14 KiCat i -

*PEE AN R 95%(EHRIE I (C 2K H 73 /g Cox ELBIE fa 5 -

** Cl ARHEIT B EEREE - RIS/ D83 e 3 BT HI BT AT A BR L2 B MR 45
s RN 2R

£ PPS i zad & » fernH iR E 34 COVID-19 EEfifl - AHELZ T » 2RI
4Ly 185 ] COVID-19 J B et > Hil% 30 Bil(16%)EHYEIE - F£45 30 (L fE B EEAY 25k
FHzd /9 NERE > H 2 NEANEERF > HEREEm A\ S BET S EERRT

I 55 BRINTRE (SpO2) FITEARAE (WK 2 A ZE SR [-<93%)

ST HE A G 4L R SARS-CoV-2 (A& BB HA S B2 A SR BRAR A A 1A

2D T Spikevax 55 2 Fl{g 14 FEEH I RETT Ry 93.6% (95%(SHEEH] £y 88.5 -
96.4%) -

BESN - EFFEEEIER TR T EUR - AR ~ FRLLU FEE COVID-19 EiE
Ji\be 2 B HFERYZaE Z [ > S TR ERReRE AR T E AR -

12 & 17 p i/ DA 7 BEREERL

FHOEERSEES 2/3 1 - MBI - AL RIS R EEHE s E
(NCTO04649151) - {8 H AV Al Spikevax 1% 12 & 17 B E/ VLM ~ KIERME
B o BB BERR T AT RIZ SARS-CoV-2 s » 48tk 3,732 425 » DL 221 itk
BIFEZBER T BCT% » o7 AR R Spikevax A4 B & /K2 - W2 e b — (&l

A o

R TR G TEF EERS (Per Protocol Set) (T » sZBFAGEL & 3,181 4N EHHE
HA S IR SARS-CoV-2 &4 - HEfE T — 7% Spikevax (n=2,139)ak 2217 (n=1,042)#7 =
o (EZFFRE > Spikevax 4H B2 RIFAA R - NG fEREEE N CIERBLPR Rt > 7252 -

COVID-19 E#E B fEIR > COVID-19 » RT-PCR 455 A5 » W HEH /0 2 e S
JEARER 1 TP AR - SR B 2 Hli% 14 REEstHE -

Spikevax ZHELZRIFIEH T > HHERZ COVID-19 i IE 1 Al Ry O (& 4 & -
12 % 17 i/ V2 sy R

MfE 12 2 17 a0 2 (et = 20 FMEEEE (Per Protocol ImmunogenicitySet)
(n=340) » Rl Nt 18 & 25 k2 Za & (n=296)[t] » T —IHR MM » Lol
T Rtz 28 K2 SARS-CoV-2 50%HFIFTARRE S M0 S ESR « 2l BN EEBEHN
e BB R IR U SR Y B SARS-CoV-2 - 12 2 17 pReHFEEA 18 & 25 5%
4H > HPRIETAS B S L E(GMR) £ 1.08 (95% Cl: 0.94, 1.24) « [0 K 27252
HIl £y 0.2% (95% Cl: -1.8, 2.4) - HEEZRIRNHMEIEAE (& 35LR{E 2 95% CI T 5£>0.67 >
HiimE R ERZR > 95% Cl 5> -10%) -

6 £ 11 R B 7 BERER




SUEERPREABRE — TH I SR RN AR T ~ #EfToh ~ 56 203 3] ~ BT ~ 2RI
i~ B e R (NCT04796896) - &R H iy RyaF(d Spikevax £ 6 % 11 jk 5l 3EHY
e~ NERMEEREY - SUERPEFREHIA S SARS-CoV-2 jp 527 - SUiRdta A
4,011 #xzedE - DA 3L WIEL B2 it fC 1% - 0 fE T Spikevax =i & Bi/K
LR WEERERE—EH

RERROI T E R H R 2021 4 11 F 10 H > {E{KGTHEEREAE (Per Protocol
Set) 3,497 F X HLEEI 23R SARS-CoV-2 [21% ~ R (0.25 27 1ES 0 8155 1 {# )
Spikevax (n=2,644)si 2RI (n=853)fyszad & - 5F(d COVID-19 HYHEZA B -
Spikevax &H B2 RIFIGH ] > AR N B2 2 A2 52

COVID-19 HyE# KA ik 2 COVID-19 » RT-PCR &5 G511 » W 2/D 2 e
PRIETREG 1 AP AR - I ER eSS 2 ik 14 KEatE -

Spikevax 4H B FERIZH S - AEARZ COVID-19 i {BIE T B 5 3 {[E(0.1%) k% 4 iE
(0.5%)

6 % 11 pf B G R

R ERERGER 5y 6 2 11 pizal @ (n=319) » s \ERPREER 2 B 7 18 2 25 pzat
F(n=295)[H] » PUT—IAAFH T - LS K% 28 K2 SARS-CoV-2 50% 7
DURG B MU S ERR » <25l A A BRI fite o o B2 B 35 2 S8 IR R S AT o
SARS-CoV-2 - 6 2 11 FRaHAHER 18 2 25 prH 2 HHAIHTAs U 2 e 198 EL{E (GMR)
Ry 1.239 (95% ClI: 1.072, 1.432) - 05 R EZRZZEA Ry 0.1% (95% CI: -1.9, 2.1) - Fi &t
BRSO MEAEE (L4A S 8L(E > 95% Cl 5 > 0.67 > HLERERS R 95%
Cl T >-10%) -

18 Rl b2 B 7 B R YE - PERUEHIR (0.25 271 - 50 fA7i){&

Spikevax (EIAIHYZ &M ~ FER MR R R H— T T ~ T 18 LAk
SELIHINE 8 - BRI - BIRE SN - ZRIBIEE - BlE6ET55(NCT04405076)
REAL o fEIEEER T - 3t 198 (E2EEHEZ /A (0.5 Z 71 ~ 100 e - RAfE—(EH)

(1 Spikevax 2 i BB HEfE % > Horf 149 {[#2:E3 (Per Protocol Set) {EHifaEsE — plkL
B /) 6 (E A 1% > i8I (0.25 Z=Ft ~ 50 f5%) o sRERAE B - PHEEE B
J0A] (0.25 ZFF ~ 50 fe) 28 Kik - HHAIFTAG (IR E Y R 8I(GMFR) £ 12.99
(95% Cl: 11.04, 15.29) » AH¥H A ELBRER S —FilfEtE (% 28 K HFIHTRS S (T 12925 (EhY &
8 B 1.53 (95% Cl: 1.32, 1.77) -

EAERERE
Spikevax E2% 12 j5E LA BB /D KB TEr TR - P EfE 3,768 £ 65 Ll EAZE
# o Spikevax BfEE A (65 pELL F) MIFALAFIREE (18-64 %) HYBRSAHIE -

/NEREE
A 12 pRSLEREFT Spikevax HyZz e MBS AL - H AT ] &R -



B A A
AEELEE T B A ) 5T PR SRR
ANBESLE TR AR R o O A R T IR A o R R SR AR R A

o

_P“%

ot /]

5.2 gEYE) e
KiEH -
5.3 BRATZ2EE

ERPRATEOREUR - IR ERER E S AT S E R E RN - AgEmi e
mRREE

R
BTSRRI RATITEE S (i 2 BT AR - 2G4 7
RIS IR « ITEBISE SR LT © SN KRR ALBE » AR
I~ ETHRIEAY MBS L (EVEREIEERNGS (LD SR I A £ DL R
YIS - TITEAS RN PR SHTEESIE -

HEEE 2ot
AaSMNG P (s ET ST A I i TP AR B R SM-102 37T > BTFEss RN
NREFTEARZH B E R EE IR R R - BRIl R T -

AFE N

—IHEFHEMIUR 2 H E Spikevax F— ABGAIEATZHIEE mMRNA (100 f§50) &
HAMRITHY 0.2 2Tt s - LTRSS 520 > A2 LA T DU it i M A Bl T T
T ¢ CFCAT 28 KA 14 REURZHIES 1 RIS 13 K - RERSHEACBCAT BT Fe4E AR AL
% 21 REfE 237 SARS-CoV-2 Hifaf e » a5l RJR 23R SARS-CoV-2 e fE -
BEbT AR BMEERE E D ~ WL ~ AR5 s S B iR 3% 5 A s R
A ELEHE - BRI mRNA-1273 ye iR i sk AL o0l - ARS8 -

6. BEYIRFIE
6.1 RILEISIFR

§'2& SM-102(heptadecan-9-yl 8-{(2-hydroxyethyl)[6-0x0-6-
(undecyloxy)hexyl]lamino}octanoate)
HE [l iz
1,2-distearoyl-sn-glycero-3-phosphocholine (DSPC)
1,2-Dimyristoyl-rac-glycero-3-methoxypolyethylene glycol-2000 (PEG2000 DMG)
Trometamol
Trometamol hydrochloride

Fits i
= /K&
EHHK



=
e

g an A ] B SRR S EOET TR
6.3 fREFHIIR

REAETEENE
-25°C Z-15°C fir{F M AIfR{F 9 (B H -

REAEHE 2RI 2°C 2 8°C ~ BRI > &% nfRfF 30 K - fEiEMIk i 12
/N AT I B AR AR -

A — B A HERL,

REIENE R SRR - ATCER: 8°C 2 25°C R4 24 /NE -

CUHHREER -

AREESE IR » £ 2°C 2 25°C iR T (2'C £ 8'C30 K f 8'C £ 25'C24 /NEFHY &

FREEFIIFIRA) - ATHERT 19 /NEFHUIEE R ERRE 1 - TeMAE VSRR ACE - 4Ean5d
FRIENLENEA - JErrE RIAIER - R R R EREHE &R -

6.4 (REFZFIREEEH

R HRERIFIR-25°C 2£-15°C fRfE T

ARFREEEST - B -

AN RAFINEZ7KE-50°C PUR (-

BRI AR B E RBAERAVIRFIRIT > 55255 6.3 6 -

N /

SRR EEH A R (F (4 Fs 2°C 2 8°C -

WIREEAE-50°C £ -15°C Wy Rf T - BITER S — S SRR 2 AR
SEfAE 2°C £ 8°C (f£30 K 2°C £ 8°C HYLRIFHIIRM) Wi 12 /NRFHYE L8
12 o — ERRERE 2°C to 8°C Z/ARGIRAIIRIT I AEIX - 5 n] 0L U REORIF Y
2°C % 8°C Wy NEELEH ML -

6.5 e EHAEY)

REEG 2 R BHTARZE (B(LTEER DIRBEEBENE R GEEEE) 19
i 5 1 e AR IRV ED > B Ry 5 2THEFRITHOR -

iz
[PY & 10 BIETAIR - (EFRITEERIE 05 5t -
R ¢ 10 (5Bl REEH -

6.6 FEE SRR > KL

AP E 2 i | RS SR B R I\ B DURE RO E TR ECH U ST - DURECR

Rl

AV A AR R AT (s A



BRI REAEE o PR EARRR NIRRT o SEECES R ENEE -
Spikevax J& %75 £ 4EHf -

BHATHIEC (100 FFIE () 0.5 =71) Bim® 20 Kl > &5 0.25 =271 - AEIEST
RGN AT SRS © [F— S8R 20 HHGE E 20 X -

Fo T HECRERLE ATER 0L 10 FURIE - B8 0.5 271 > 2% 20 Bl > &5 0.25 =27 -
AREESLH IR AR B FIR S A & -

S RS EC SR RS AT R A IR T -



2 ROREE
R BARFFIN-25°C 2-15°C iRt T
B ) RE RN EZ/KE-50°C DU R
ARFREEERT - BRI

{5 FRER ST SR R
1. EAEE2 2 8°C)2 /NKF 30 736 » AT T AleE R g8 E =R (15 2
25°C)15 434 -

>

ICE Z0R(15 2 25°C)1 /NF ©

fEFIRTEN

ENEE S EHIREER

R 2 2 8°C N RIRFIHIR 5 30 | Al ER MR IR IR &y 19 /NEf
EAN

FORREF 8 2 25°C T RAFIIIR R 24 | BEIEIRIFRL 2 2 25°CIR{T: - FEEEIAR
NiES B ECER I R ] -
19 /NEF R E TR EEH

® b TREEBMEE Y MHERRRLE - T E R T RS P/
TS BERL T ST ES -

o LHTERNAVRIEEILEIFEA o

o RHE—EIEER - EREILEFERZMES @ W 19 /NRFHBREE -

® (F{al R S e B RS ME AR IR M 5 HR e S R T

® LIRS R

AR
TR R % S A TR - SERCE SRENEENR - AR RIL R AIEA - SRR
MREAEE -
EHTHT > FRGERIRES TAEEER:

¢ RESRETNSENRRERISEHR O REKE

® EEHBRAR

® Moderna COVID-19 ¥&# HREE&H HEEESIRRL -

® CERIENIEMESINIREE R HANRYE » 550 T




