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BEh, RTOUY PUEEN N-AF Ay 2— Ry U DU iKIcER ST, 4284

DX 7 VAT RERED G2 1A RNA Th D,

Tozinameran is a mMRNA encoding full length of spike protein analog (Lys986Pro, VVal987Pro)

of SARS-CoV-2. Tozinameran is a single-stranded RNA consisting of 4284 nucleotide residues

including the 5” cap structure and poly A sequence in which all uridine residues are replaced by

N*-methylpseudouridine residues.
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GAGAAYAAAC
CACCAYGYYC
YGAACCYGAC
ACCAGAGGCG
CYCYACCCAG
ACGCCAYCCA
GYGCYGCCCY
CAYCAYCAGA
GCCYGCYGAY
YYCCAGYYCY
CAAGAGCYGG
GCACCYYCGA

YAGYAYYCYY CYGGYCCCCA CAGACYCAGA GAGAACCCGC 50
GYGYYCCYGG YGCYGCYGCC YCYGGYGYCC AGCCAGYGYG 100
CACCAGAACA CAGCYGCCYC CAGCCYACAC CAACAGCYYY 150
YGYACYACCC CGACAAGGYG YYCAGAYCCA GCGYGCYGCA 200
GACCYGYYCC YGCCYYYCYY CAGCAACGYG ACCYGGYYCC 250
CGYGYCCGGC ACCAAYGGCA CCAAGAGAYY CGACAACCCC 300
YCAACGACGG GGYGYACYYY GCCAGCACCG AGAAGYCCAA 350
GGCYGGAYCY YCGGCACCAC ACYGGACAGC AAGACCCAGA 400
CGYGAACAAC GCCACCAACG YGGYCAYCAA AGYGYGCGAG 450
GCAACGACCC CYYCCYGGGC GYCYACYACC ACAAGAACAA 500
AYGGAAAGCG AGYYCCGGGY GYACAGCAGC GCCAACAACY 550
GYACGYGYCC CAGCCYYYCC YGAYGGACCY GGAAGGCAAG 600
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CAGGGCAACY
CYACYYCAAG
YGCCYCAGGG
AYCAACAYCA
GACACCYGGC
AYGYGGGCYA
GGCACCAYCA
AAAGYGCACC
GCAACYYCCG
ACCAAYCYGY
YGYGYACGCC
CCGYGCYGYA
YCCCCYACCA
CYYCGYGAYC
GCAAGAYCGC
GYGAYYGCCY
CAAYYACCYG
GGGACAYCYC
GYGGAAGGCY
CACAAAYGGC
AACYGCYGCA
CYCGYGAAGA
CGGCGYGCYG
GCCGGGAYAY
GAARYCCYGG
CCCYGGCACC
ACYGYACCGA
YGGCGGGYGY
YCYGAYCGGA
YCGGCGCYGG
AGAGCCAGAA
GGGCGCCGAG
CCAACYYCAC
AAGACCAGCG
CYCCAACCYG
CCCYGACAGG
GCCCAAGYGA
CYYCAAYYYC
GCYYCAYCGA
YYCAYCAAGC

YCAAGAACCY
AYCYACAGCA
CYYCYCYGCY
CCCGGYYYCA
GAYAGCAGCA
CCYGCAGCCY
CCGACGCCGY
CYGAAGYCCY
GGYGCAGCCC
GCCCCYYCGG
YGGAACCGGA
CAACYCCGCC
AGCYGAACGA
CGGGGAGAYG
CGACYACAAC
GGAACAGCAA
YACCGGCYGY
CACCGAGAYC
YCAACYGCYA
GYGGGCYAYC
YGCCcCcCYGCC
ACARAYGCGY
ACAGAGAGCA
CGCCGAYACC
ACAYCACCCC
AACACCAGCA
AGYGCCCGYG
ACYCCACCGG
GCCGAGCACG
AAYCYGCGCC
GCGYGGCCAG
AACAGCGYGG
CAYCAGCGYG
YGGACYGCAC
CYGCYGCAGY
GAYCGCCGYG
AGCAGAYCYA
AGCCAGAYYC
GGACCYGCYG
AGYAYGGCGA

GCGCGAGYYC
AGCACACCCC
CYGGAACCCC
GACACYGCYG
GCGGAYGGAC
AGAACCYYCC
GGAYYGYGCY
YCACCGYGGA
ACCGAAYCCA
CGAGGYGYYC
AGCGGAYCAG
AGCYYCAGCA
CCYGYGCYYC
AAGYGCGGCA
YACAAGCYGC
CAACCYGGAC
YCCGGAAGYC
YAYCAGGCCG
CYYCCCACYG
AGCCCYACAG
ACAGYGYGCG
GAACYYCAAC
ACAAGAAGYY
ACAGACGCCG
YYGCAGCYYC
AYCAGGYGGC
GCCAYYCACG
CAGCAAYGYG
YGAACAAYAG
AGCYACCAGA
CCAGAGCAYC
CCYACYCCAA
ACCACAGAGA
CAYGYACAYC
ACGGCAGCYY
GAACAGGACA
CAAGACCCCY
YGCCCGAYCC
YYCAACAAAG
YYGYCYGGGC
2

aIFT AT 7 A PR R

GYGYYYAAGA
YAYCAACCYC
YGGYGGAYCY
GCCCYGCACA
AGCYGGYGCC
YGCYGAAGYA
CYGGAYCCYC
AAAGGGCAYC
YCGYGCGGYY
ARYGCCACCA
CAAYYGCGYG
CCYYCAAGYG
ACAAACGYGY
GAYYGCCCCY
CCGACGACYY
YCCAAAGYCG
CAAYCYGAAG
GCAGCACCCC
CAGYCCYACG
AGYGGYGGYG
GCCCYAAGAA
YYCAACGGCC
CCYGCCAYYC
YYAGAGAYCC
GGCGGAGYGY
AGYGCYGYAC
CCGAYCAGCY
YYYCAGACCA
CYACGAGYGC
CACAGACAAA
AYYGCCYACA
CAACYCYAYC
YCCYGCCYGY
YGCGGCGAYY
CYGCACCCAG
AGAARCACCCA
CCYAYCAAGG
YAGCAAGCCC
YGACACYGGC
GACAYYGCCG

ACAYCGACGG
GYGCGGGAYC
GCCCAYCGGC
GAAGCYACCY
GCCGCYYACY
CAACGAGAAC
YGAGCGAGAC
YACCAGACCA
CCCCAAYAYC
GAYYCGCCYC
GCCGACYACY
CYACGGCGYG
ACGCCGACAG
GGACAGACAG
CACCGGCYGY
GCGGCAACYA
CCCYYCGAGC
YYGYAACGGC
GCYYYCAGCC
CYGAGCYYCG
AAGCACCAAY
YGACCGGCAC
CAGCAGYYYG
CCAGACACYG
CYGYGAYCAC
CAGGACGYGA
GACACCYACA
GAGCCGGCYG
GACAYCCCCA
CAGCCCYCGG
CAAYGYCYCY
GCYAYCCCCA
GYCCAYGACC
CCACCGAGYG
CYGAAYAGAG
AGAGGYGYYC
ACYYCGGCGG
AGCAAGCGGA
CGACGCCGGC
CCAGGGAYCY

TR

650

700

750

800

850

900

950
1000
1050
1100
1150
1200
1250
1300
1350
1400
1450
1500
1550
1600
1650
1700
1750
1800
1850
1900
1950
2000
2050
2100
2150
2200
2250
2300
2350
2400
2450
2500
2550
2600

AR



GAYYYGCGCC
CCGAYGAGAY
ACAAGCGGCY
YAYGCAGAYG
YGYACGAGAA
AAGAYCCAGG
GGACGYGGYC
YGYCCYCCAA
AGACYGGACC
CAGACYGCAG
CCGAGAYYAG
GYGCYGGGCC
GAYGAGCYYC
CAYAYGYGCC
CACGACGGCA
CACCCAYYGG
CCACCGACAA
GYGAACAAYA
AGAGGAACYG
YGGGCGAYAY
AYCGACCGGC
CCYGCAAGAA
YCYGGCYGGG
AYGCYGYGYY
CYGYGGCAGC
AGGGCGYGAA
CGCAAYGCYA
ACCYCGGGYC
CYGCYAGYYC
YYAGCCYAGC
YAARCGAAAG
YGCCAGCCAC
AAAAGCAYAY
AAARAAPMARRA

A=7T/)vr,C=vFVr;6

CAGAAGYYYA
GAYCGCCCAG
GGACAYYYGG
GCCYACCGGY
CCAGAAGCYG
ACAGCCYGAG
AACCAGAAYG
CYYCGGCGCC
CYCCYGAGGC
AGCCYCCAGA
AGCCYCYGCC
AGAGCAAGAG
CCYCAGYCYG
CGCYCAAGAG
AAGCCCACYY
YYCGYGACAC
CACCYYCGYG
CCGYGYACGA
GACAAGYACY
CAGCGGAAYC
YGAACGAGGY
CYGGGGAAGY
CYYYAYCGCC
GCAYGACCAG
YGCYGCAAGY
ACYGCACYAC
GCYGCCCCYY
CCAGGYAYGC
CAGACACCYC
CACACCCCCA
YYYAACYAAG
ACCCYGGAGC
GACYAAARAARN
ARARARAARARA

1-3 : 5’ v v SRS
55-3879 : R fEE
4175-4204, 4215-4284 : ;R A#EE R v

ACGGACYGAC
YACACAYCYG
AGCAGGCGCC
YCAACGGCAY
AYCGCCAACC
CAGCACAGCA
CCCAGGCACY
AYCAGCYCYG
CGAGGYGCAG
CAYACGYGAC
AAYCYGGCCG
AGYGGACYYY
CCCCYCACGG
AAGAAYYYCA
YCCYAGAGAA
AGCGGAACYY
YCYGGCAACY
CCCYCYGCAG
YYAAGAACCA
AAYGCCAGCG
GGCCAAGAAY
ACGAGCAGYA
GGACYGAYYG
CYGCYGYAGC
YCGACGAGGA
ACAYGAYGAC
YCCCGYCCYG
YCCCACCYCC
CCAAGCACGC
CGGGAAACAG
CYAYACYAAC
YAGCAARAAA
AAAMAADADNA
AARAAAAAARA
TT )Y

3

aIFT AT 7 A PR R

AGYGCYGCCY
CCCYGCYGGC
GCYCYGCAGA
CGGAGYGACC
AGYYCAACAG
AGCGCCCYGG
GAACACCCYG
YGCYGAACGA
AYCGACAGAC
CCAGCAGCYG
CCACCAAGAY
YGCGGCAAGG
CGYGGYGYYY
CCACCGCYCC
GGCGYGYYCG
CYACGAGCCC
GCGACGYCGY
CCCGAGCYGG
CACAAGCCCC
YCGYGAACAY
CYGAACGAGA
CAYCAAGYGG
CCAYCGYGAY
YGCCYGAAGG
CGAYYCYGAG
YCGAGCYGGY
GGYACCCCGA
ACCYGCCCCA
AGCAAYGCAG
CAGYGAYYAA
CCCAGGGYYG
AAAAAAAAAA
AAARAAAPADNRA
ARAA

CCYCYGCYGA
CGGCACAAYC
YCCCCYYYGC
CAGAAYGYGC
CGCCAYCGGC
GAAAGCYGCA
GYCAAGCAGC
YAYCCYGAGC
YGAYCACAGG
AYCAGAGCCG
GYCYGAGYGY
GCYACCACCY
CYGCACGYGA
AGCCAYCYGC
YGYCCAACGG
CAGAYCAYCA
GAYCGGCAYY
ACAGCYYCAA
GACGYGGACC
CCAGAAAGAG
GCCYGAYCGA
CCCYGGYACA
GGYCACAAYC
GCYGYYGYAG
CCCGYGCYGA
ACYGCAYGCA
GYCYCCCCCG
CYCACCACCY
CYCAAAACGC
CCYYYAGCAA
GYCAAYYYCG
AARAAAAAARA
AARAAADNARARA

N-AFNTa—RK7Y) P
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2650
2700
2750
2800
2850
2900
2950
3000
3050
3100
3150
3200
3250
3300
3350
3400
3450
3500
3550
3600
3650
3700
3750
3800
3850
3900
3950
4000
4050
4100
4150
4200
4250
4284
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Y ENICHLE LR WEYMED 9 b2 OBRFERENICEAT S Z L 2BiET 5720 OFFAROAEICET 2RENLER LD L LT
ﬁAfmwéﬁw(&r&%Z%ﬁ3v)

S ERAUEREHE O FEHE KIkIE, M ER, TR, AR, ARSI, OKBRF, R, BRETH o, —EEEICIEREh
7=

® 20214 1 A 20 H KA OBRAFREHE O BRI IIA IR, BRI, THER, AU, AR, IR S, mURO. KRBT,
STREI ., AR IR,

2
aXFT 4 HE_ T 7 A VRS R ERITAR A RS
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2021 4E 1 A 19 AWfS. AF CTORYE T 332,231 i, SIS HET 4,547 i, AUz, Z2eikings
T 2,082 f5il, Fx—& —HIZLHUFHND OJRIEFH T 15 FINMHR I TR Y, 334,328 5, 2 BIEL
BNLZE R COMT LA IR T 4,548 Bl L HfiE ST\ 5D, Fo, 2020 42 A 3 HICERIEHIZEIRE
LT N— 1A T R 7V b RE] OFRETOREERIT 712 6], FETEEIT 13 5l & W&
ERnTwW5  (https://www.mhlw.go.jp/stfinewpage_16163.html (MR H : 2021451 H 21 H) )

COVID-19 DHMIEIRIL, A 7 o PRORKEITITI Y | BIEMIN N3 2 2 L IZRE#TH 5,
SARS-CoV-2 IR 1> HFIE £ CTOWMRMIMIL 1~14 AfTHY . B@F X5 ARETHRIET S Z EB% 0

( https://www.who.int/publications/i/item/modes-of-transmission-of-virus-causing-covid-19-implications-for-ipc-
precaution-recommendations (Ff&HERH 2021 4F 1 H 21 H) ) , FIERTO DRGEMERH Y | FIED S [
b 7R VIR ORGME B 2 & R OMEREME DY G b & 5 2 ENTTHREOFK & STy, vA v
ZDEG AR 5 2 L 2 REHT LT\ 5, BN KK, Rk, FPRIAE, RS, REEEED
JERNZ < DRFITEBO Hiv, £ 80%D BE ITEYED £ £ 18 MR TR 525, K 20%I 3l S ek
DSPEEE U 9 5% RN TP ER A A BE & 9 2 R RPIR BB E R EC L s A2 B D | 2~3% D3 il 72
A7 £ % (JAMA 2020; 323:1239-42) , 2021 451 A 20 HEFAIZBWTAF T ISARS-CoV-2 (12X D
JEYYE | OIRFICHK L TEAREIN TV D ERBIIV ATV EARD D | T X0 A 4 (THEARROEE -
HROFHTHEHAFEETH D0, ZNODIREEZIT->Th, AOBYE, EIER LU EH OREHK
NN TR Y . ERERHI OO > LEE 2> TV D, DD, YR K E LT, SARS-
CoV-2 U7 F 2L % COVID-19 DIIET A MrrS i, BT 7 F U BRRER RO BTV D,

2021 4= 1 AW C, AFBTHERINTWD, SARS-CoV-2 IZ XD RYUED PRS2 B ET 5T 7 F
VEOBERMITR,

AHKNX, SARS-CoV-2 DS Z v "\ V' EHha— KT mRNA ZG2kn &350 27 F o Thh, =2— R
SNTAER S 2 X7 B % RGN D> DRI TEIER T % 72 mRNA ORISR ik S v, F7-, AR
NT? RNA iz #il L. mRNA OFEN~D 8T A7 =7 v a & A[REE T 572% mRNA % LNP
IZEA LTS, KA, SARS-CoV-2 IZ X DEIHEDTFi4 HRE LT, #M[E BioNTech & UCKIE
Pfizer #:12 & 0 2020 £ | 1 &0 BAZEANHED & 47z, MBS (C4591001 3BR) 1XIFI4E 4 ] LV |
WERARFER (C4591005 3BR) 1X[FIF 10 A X W BsA 4L, 2021 45 1 A 20 HERFR TV b Bkl
Th D,

1Ak C4591001 FRBRIZH51F 5 COVID-19 FIE TR AR KL OAAI 2 [0] H #:fdit% 2 0 AR ORZ DT
— X ZHSE [ COVID-19 O FRhIcxt LT, K[ETIix 2020 4F 12 A 11 HIZ Emergency Use Authorization
TR Y ., BRINTIEFEAE 12 A 21 BICSMEA & AR 2 ST,

A%, KIE FDA 12 L % Emergency Use Authorization 7345 Hi17- 2 &, BUEARGEAGEHGE B REA T, B
INTIHFEEF CTH oo Z & AR TITAEUE & OV 2 4 33 2 [EAN C4591005 #RER 23 i+ T
ST Z LEMND, 2020 4 12 A 18 HIZ T 7 A PRSI K 0 AR TORERGEAGRHGE N e S
72, 72¥5. [EMN C4591005 75k 0O — B o0 RS Rl IAKREFE AT IR vz,

AAEFIL, TFFUKGEORED 2 STV D EIES ORI OWT () | (FF2 412 H 17
AAHTSEASRSRS 1217 55 2 5) #B5E 2. HEE D ORIHINTERHIESEHFELZTTo72bDTH
5o

3
X T 4T 7 A RS RERAGRITAR B s E
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2. WEICETIERRUEREICRIT 5 EFE O
AFHNE. SARS-CoV-2 DS Z /X7 /ES1 L NS2 Za— K425 mRNA Z LNP IZEA LD 7 F T
H5D,

2.1 JRE

A3 (BNT162b2) 1%, SARS-CoV-2 (Wuhan-Hu-1 #EHH3) D S # /X7 S1 VS22 %#2— KT %
MRNA TH V| S ¥ U\ 7 EOFE LA RIEEZRO72D, 2 7 I /) E# (KI86P K U VI8TP)
SNDEIHEEINTND, Fo, RIS F v v 7S, HRoPFELo=ooms (I . e
gz oizwo v 7 F s @ .« RNA ozEkozoois] (D 2 OR Y A gz S,
MRNA (2% 7 2 50 JFPE DI & OFIRROMEE D72, 37XTO UTP 28 ™MPTP [ZE# LT\ 5,

211 JFEAMEHEERIC AV bh B Mk EA OB O

FEOFMEIO—> L 725 DNAFROERICIE, v s nivsnz, [ I s 40 s2
278, RO AsE=— 327723 FONA 2k (I EA
sm—=7 Ltk MCB LS iz, MCB 725 [ ikt L < WCB 23 S iz,

MCB & Ut WCB o>tk (H 2~ O I 7 . 15 A | A,
I . (25555 57 . [ . ('7E (7B g 3 ON S kR 23 S S 7,

WCB VS o7z 0 | LR REMERRHT SR B UL SRR ~ DT A D HERE S U D

212 BIEHE

gk, EpR DNA Z 83 |- ATP. CTP. ™WTP, GTP %\ Tin vitro BT EUGIC £ Y
Rk S5,

o RET R, invitro BEEEAUE. [ . . B O <50 .
NTEETRE SN TS, 728, EHEFY DNA X, WCB #H5#%%, RIS L KIGHE 2 EHE L CER
K772 RDNA 245, Bik7 7 22 F DNA 7 . B .
0 s, L. TR S, S DNA OFBIER & LT, MRk (BEX UG
#) . opH woeE (D . veessEsr o er | M, RES Lo RO EDIR
B, =R FRVUBRRESHTNS,

JFIEDOBLE THZHONWT, BAEAr— LTt 2RN) F—2 g URERINL TV,

213 SRR GEME O R SRR

JFEEORLE TR T, AWHERFEREEIHEH S TR, ks, B EMERERCH W B 5 W H sk
FEHZ DWW T bR Z1T> 72, MCB &' WCB OFf o A <7~ . 757 - &
kL. co e sk, feui e e Eongvass kO FC Ul TR K v Rk
DRNEDITONTHDTH %,

4

AIFTT A HE_T 7 A PRSI AR D A
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214 BLETROBFEORE (R%SME/FEM)

JFEROBI IR B T 2 E HEO TR AT RIILLTO L B0 ThH 5,

FEG R AR ER K O AR BR CH O B U7 JRESR T Process 1 (2 & v il & v, il @ 58A11E Process 2 12
FofiEsng, Process 1 i, FEIT [ i & v R L 72855 DNA % FV T in vitro 55
<. SRR STV D, Process2 TiE, JREEIET T A XK DNA 5 ffid
L 7= #4857 DNA % < in vitro i35 5064 . [ % O N - 7 C . _&o“
B RSN Tn5, 7283, Processl 75 Process 2 ~DZEFIZEE LT, SE ORSEM:/TRE
PERHER SN TN D

EJN %LI&@%% I3 QbD OFENFIH SN TS (23 2H)

2.15 K
2.15.1 #HEEROFHME
F VISR TREERAT 23 3206 S Tz,

£ 1 RMEATICRIT 2RBRTEB RORBFE
HH AR TR
— RIS RNA Fc 5 RNase TL {LEi#%, A4V IX 7 LAF Rvv E Y (IP-RP-HPLC/ESI/MS/MS X% LC-MS/MS)
WAt — 2 = 2 (NGS)
5% v v s RNase H #L#E#% . IP-RP-HPLC-UV/ESI MS } O} LC-UV/MS
AU A RNase T1 #L¥i#% . IP-RP-HPLC-UV/ESI MS } T LC-UV/MS
1B R A IS 1R KA I FRSE bR~ v

2152 BHHYEBEEWE HWYEHEAHY
H I E B SR AT, A RNA & S, JFEROHIRE &k OB 7 1 WEUNZEEH STV D,

2.15.3 BETEBERMY

f3E TR EORAHMIL, #55 DNA, A B . ATP, CTP, GTP,
mIPTP, N D . E | B~ 3o UL LT A RREET U E
= A, Triton X-100, kU AEEEFRERR, 7V e —n, S Y oA DY U A F
o KO H i,
%’%Tfﬁﬂ‘” DNA /&, JFIEDOHRE K OB AIEIC X 0 EulIcE SN TN D A FO
B 1%, METRIZBWTHAICREZND Z & 23R énﬂ\é F£7-. ATP. CTP,
GTP, ™YTP, N D N N 3 7 AV X (v D Ly AN 1
7 E=U L, Triton X-100, © U RIEEEEGEER, 7V Ba— Sk U U A ) DA
N o KO H 3, BETE T ZRETERVWEREL TS, AKFIDO#H:

FEEICK L CREMHICHEDNRNETH D Z PRI TN D

goodoooooooooao

216 JRIEDOEH
JRIEDOBUE K ORRER ik L LT, SEMME, MR, #38EER (RT-PCR) | pH., MEER (A8 RNA
(FeE7 v v ) KU DNA (qPCR) ) . 5%y v (Wit HPLC) | n“\) Aé;é: (ddPCR) . RNA &

2 (Fy TV —FUBRIKE) . =2 R bR r, BAMRE, EEE RN AT ERIER)
DRESNTND,

[ Ol

AIFTT A HE_T 7 A PRSI AR D A
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217 FEOZEM
JFERO E 2 ENRBROMIKIL, #2080 TH D,

# 2 FEEOZELRZEEREBR O

B4 Rk oy MK PRAFSRAT ESEIn] R
RINPRA7 R -20+5C P
A Process 1 1 530 6 7 H I
R RAT AR -20+5C

= P I 7
TR Process 1 1 T30 3 H B e
WA Process 2 4 -20+5C 3HMA I

EHRAFABRIC OV T, Process 1 THEE SN 2 2w X, RNA 528K OVE B0 B3R BR )N £l S
o, FERaHE 28 U CHMERZbIIBO b ho7-, £7-. Process2 TGS N/-Ek L7242 |k
L EICEE S L2 L ey MIZBWT, 2 KO3 1 AREEO RNA SERMENBICEA L7 o7z, H
L, RNA seabko sk b i oo s PricZE LaEn s v . Mgl ny Moy
Th, EHIMEZEC T, RBREEACRE L COs @ s L vz e@mB L Tns,

NNEFRERIZDUNT, Process 1 THLE X722 2w RiE, RNA SERMKOVE BO BRI FEHE S v, 5
Ja [ % 8 U C R e 2 IR D H Lo 7z,

2.2 B
221 B R OMLF N O BUARIRR E

RFNL, AR 7FEKE | LNP 2153 505 (ALC-0159, ALC-0315, DSPC K (f= L A7 m—/L)
ZIRGLTREL, 131 7L (045mL) &72 Y JEHK 0.225 mg % 5 F 7 2 AR HEFE ] 0D /3 A 77 L )
Thod, R, FRAEER 1.8mLICTHRL, & 225mL &3 2, WA, BRERE, Hkr
MU DA IV TA UUERKFET MU D LATIKFY), VR TIKFED Y LR OVES KGN
AL TEHEEND,

I, AANT 1A TS 5 AR A & L THEESNIZN, 1A T AL XD EZD
PERERIE) 2 BRECFTRE D iR T 2R A Efih Th 0 . 2 OfERITME (2) TiR#ET 5,

222 BEHB:

A oshE TRIE, FEOMH, FEOAR, . . S, =iE, 5
w, BEL OV 7R OFE, R A, EREAE, For, ok, R BB REORTENGR D,

BE TR, FEEOAR, . . RE s, 6, A, "L 2o
R, R A, EEEFEE, o, mdE RE LI TS,

TR ORE TRRIZONWT, FEEEATF =BT 57 rEARN)F—va VFEFTH D,

223 BETROBFBORE

i R S BR O A S U= A & S RE CIERLE R 7 — VBT Siuiz, MU A T S W D[R
M/ REMEIZ OV THER I LTV D,

& TROBZICIE QoD OFESHH I TVD 23%H) |

6
23T A T 7 A bR AERURTRITHR 5
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224 BAOEHR

RUFN ORI K OGRER 1L E LT, B asiss, MR, MR8 (IFE (HPLC) & U'RNA (RT-PCR) ) .
ZiEIE, pH. RNA S22 (¥ 7 U —F VESIKE) . A RNA (B0 | KL KON 7O
ZormhE (BEEBELE) = R bR vr | RIS R, AP -, E, IBE S ® (HPLC) | &
gk (@) BAREShTWs, FEomRIcEW T, AYEYE (I
B Ensn,

225 BAIDOREME
KO F L EERBROMIIX, £3D0EBY THD,

%3 BAOEERZEARBROBN

R4 S EE D 8L oy MK PRATSRIE ES iG] A7
Ty
R AR Process 1 2 -70+10°C 65 A _ - A,%? LED
T A BG4
TR
B IR AR Process 2 2 -90~-60C 3WA _ - ﬁ%i Lo
W T ARG %

RGBT, i 2@ C T E R EIC AR B33 0 biviah o7z,

2.3 QbD
I OBAIDOBAZEIZIE QD OFERFIH Sh, LUFOREEFIZ LY | SWEOEHERIK S HEE S
776
® CQA OFfiE
KRHN DA IR O RN 5 B % BAT TS E R L LT LT O CQA RFE S 4172,
JFEED CQA : Pk (B M) | pH., RNA S22, #AEMRE, =2 K hxv v
RIFID CQA : bi - Je ORI F- DL 4y Bk, A RNA, RNA & &, IEE (ALC-0159, ALC-0315, DSPC
LD A7 a—)L) &&, invitro J8EBL, RNA S2&ME, 5% v v 7 fiE, AU A
o  TFEDEMEMENT
THENT A—FIZEEDE | & TROREMAT 2N EE S vz,
o HHGILEDRE
FR O TRRRH AT 2 5 e TREFNR, SRS RE, ZEMRREICESE, THRATA—F KW
PERERFEOEHE, W NTHIE L OB BIE DM AT L D5 ARF O mEFHMEOERNRE SN (HBY
W S AR K OV TRE B SR AR ORI OV TIE, 2152 L2153 &) |

7
2 ST A7 7 A PR ASHIRRRICAR 5 s
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2R HREICRT 2 FEE OB
2R1 FEOBEHFHEDEEIZONT

[ DRGEFVEDZEE (2.1.4) ([ZOWT, HFEEEIZULTO X 5 ICHHA L,

Process1 CTHE L7-JH3 4 1~ & Process2 THLE L7256 1 v MZOWT, MR, pH, RS (RT-
PCR) | &, RNA 528 (v v 7 U —EXUKE)) | 5% v » 7HiiE (ifH HPLC) . AR U A #5 (ddPCR) .
# DNA (gPCR) . “AEHRNA (ffE7 1 v b) MONREE 2 el L72fi R, RERERITFED 6
72 o7, Process 1 & tb#z LT Process 2 DJFHEIEL, RNA SEEMEDMEVME 278 L7223, WTiuh Btk
Kﬁ?é}b“(b\fzo F 7z, Process1 THLE L7 3 2w b & Process2 THLUEL/-1 2wy MZOWT, AU A
g 2‘9?“75%6?75) WO LTI, TRTORr y FRBKICEEG LW, o, BEST AU
’\19? iz . UG KOS E DA T D L AR STz, invivo TO X 37 B HUR OFIER

EE&%K% 5% v v IHEEE AT H5ER7 RNA OEIGICKRE R 2RITBO Lol

LAY Processl & Process2 DI, LMK A I E A 52 5 X 5 722RT 2L [FE
M REM TR SN B 2 D,

BRI, A OBMAL TR L,

2R2 FEBEMHEMIZONT
BFIDOT » o TREERY | 2BV T, Af~KAAOARER R EREOR 23RBS Ty
B, HEEEIX., YLk TI2 oW T, BLFO X IZ#H LT,
rat~R Ao RER R EREOR 7 13 e cRo b IRt BERT R O
TRIZBIT DI AEDOHBITRE O bR o 1o, BRI OIL 7 < | K2 Mt L7oss R, 545
W@ £S5 RNA &Uﬂ‘é%ﬁf%é ZENHI LT, F, R FIAMEBER TART S Z L THEAT S
Z L R OREIZL Y RNA B &L OEA RNA OFIGITEWVR RN T & 2R LT,

PLED D, RRIFICRABRAE L TH, RAIOFNER NZR2VECHEL 52 52 Li3hnweEZ D,
7ok, MICAEBEEEIE CRIRE ORI ORL T DFET 5 Z EDBHRINTWDH O, INTICGEIC
BWT, AHEEKE CHANLICKICKLFRRD NNV LR L ETHER L, K2R bl

AR L WEZHTH5TETH D,

BRI, A OBAL TR L,

2R3 JREKRORAIOFERHMIZOVNT
HEEE L. AR OB OCRAI O HENSOWT, WG TRIES LTV A AR & FE L
6 WHLHELTWD, HEEE L, IR CRAI DA ONT, UTFTO LI L TS
Process 1 & Process 2 CHE S L7 3L D[R &M/ RIEMEIT RS TS 2RISH)
JRIEDA RISV T, Process 1 TRUE L72JFHE 2 v v  ORMIGRAFAER &K OInEaRER (217 £
FR) 128UV T RNA SERMER UV RNA B RICEITRRD bR T2 2 & h, FIEOFZHIM A 6 71 A
CRRET DI LITFREEE 2D, 7eE. Process 2 ’Gi@%iﬁb?‘:)ﬁ%4 7y MZOWTEHIRAFRER &kt
FTHY, 6 WHEZBATT— 42T TETH D,

8
X T 4T 7 A RS RERAGRITAR B s E
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FIFN DA ST, Process 1 OFHEEZ HWZHK 2 v v N ORMSRFERABRIZEB T, 6 7 HEf
RETOERMERE (RNA E2ME, A RNA, KL F-RRE UKD L5, RNA & &%) IZRE 72
TALD TN T & AR LTz, F7=. Process 2 OJdEA W 8AI 2 1y FOREIRFHER (£3) 1%,
AEIEEOT — 213G 5N TRV EOD, 3 BAETTRTHKICHEA L TS Z b, WAl
ZhiifI %2 6 W H LERET D EIEnREL B 25D, 728, Process 2 DJFHEA W HHKI 2 0 v MZHOWT
EMRFRBEMGET CHY, 6 VHEREA CT—4ZWMETHTETH D,

WL, R0k o1cEx %,

ORI SUNT, Process 1 THLE L72 i3 2 =y F O EHIRFRBRIIHKABREREO S H—
HOHAOHARRPEHSNTNDZ &, £, vy MH ICHQSC THIR SN TWD 3 1y MMIdi7z
RN EDD, 6 WA ETORKEOZEEZMET HIILS HITBMOBERA/LELEZ H, Ll
5| FEH SN2 L EMREBR RO TREFINICR 2 2T O BT W2 & F 7=, Process 2
THLE L7 B O BEHRFERRICB O TRIO 1 1y RS RNA ZEMEOHKICEA L2 > - b DD,
By NIRRT O RO TR @9 ICGEVEERL TR, S v FO%ICRES
N3 1y FORBRGFERBRTIE 3 VAR E TTINTHALTWAZ Lnd, B THEED L
TEPEICR & 22 BTREIEER D BV TR0 &l L7,

A ORI OWT, #HE N 6 7 AORMRFRBRELI 2 my hOKRTHY, 6 WHET
DORAN DL ENEZ MR T DITITE HIZIBMOTEHRNME L EZ D, L LR, Process 2 DJFHK %
W2 BFI D 3 7 AR E TORMIRERBAEGE b 3 o0, fH S BRARR X T X TOHIZES L T
BY ., BEFIIRE RZRITERD BTV RN,

ARFN LA [E a8 O D b BRI OIS S fv, FEAHE SN TV D, JRIE R ORIA O A 2051 2 51 %
WETHZ LITHEEFELOREERD L TEE 2D BRI SN D 2y NOMEITET 5]
RN D Z LD, BIED COVID-19 JATIRILE OARA OS2 82 5 & BLRE R CIIREE
e ORI DA IR 21 OGN R U 6 A A LREET 5 Z L IFRe0 2B Sl Lz, 7272 L,
AR 20t HP C & 2 JFUEE K O O B HIERATRBR OFRBR AT 12 DWWV Tt BUSZEO IS I 9 5
VENRDD EEZD,

DL b E % | oA 20 i . s O C-205C TR FT A L X 6 A
WA O ZNFRIL-90~-60CTHRIFTDHEX6 VA LT 5,

2.R4  BEMAFNIZOWT

RANIE, FESAlE LT, MARIHIA 220 ALC-0159 KUY ALC-0315 W ONT  [RF7E D BIF| 04 E D
FMETITB W TORMEHRFED LR OB OWT) (CFRL 21 4F 6 A 23 B A1) 555%)
(2B TRE ORI TR E DS TIZB W T OAMEHNGERD T % DSPC &£ b,

HEEE 1L, SEIFI O LR IZ- DUV T, ALC-0159 (34K & i~ > 7 E & O EERZMZ 5 2
& ALC-0315 [FIAFI ORI F IR, MIE~DBUAZL K OAANZEH ZiD RNA DT R Y — LB DK
%95 2 L. DsPC i D . - A He LT
LEZUMP LTS,

9
2T A W7 A PR BRI R S W
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2.RA41 HKEKRORBRGFEN CZEZERIZOWT
BRI, ALC-0159, ALC-0315 }2 T DSPC DA M ONGRER H LW N2 ZEMEICSW T, 'R En-E
B> S FREIT A2 &I L7,

2R42 REMEIZDONT

FREE# 1L, ALC-0159, ALC-0315 }¢ () DSPC O Hilmlfz G-mtt, AE# G- #M X OV A FIEIZ DU
T, AAIOFMRER (CTD 4.2.3.2.1, 42322 % 114.2351.1) OFERICESEHHL TS, £/2, 2
NHFEMAOBBFNECOWT, BHRIEO R 2R FTE ., HEIETEMER R K 22 RFMEFm (5
FHERRER T S < L LR — 2D E R O RS — 2 D E) 22 L 0 eI ER RN L3 LT
W5,

WL, UTFToXLo1cEXx S,

Z v MBI D FIEMANE G ZERER T, I~ (L GGT O K ONF#fu o Z=hat)
DROLIATNDLD, FEFHERIFENEEZX DD BR1ISM) . 72, ALC-0159, ALC-0315 }%
U DSPC I AKI O RANIFEZ R T DT DM E L EZ LD Z D, RFNZ 21D DU % F
THZELIEARREERD, LLRnb, AFIOBEMRER CIXRMF ORERGEEP T S TR
WZ EnD D OWIMANL, AAIORE - HEICRSTERETR&EThY | SRR & LTHEDY
Wi & DS &l LT,

3. FEERRRERBRICET 2R R UBEICRIT 2 FE OB
AFNOIEEFA IR & LT, 0 2R AT 2Bk gt s,

3.1 BHEBEMAT IR
3.1.1 invitro TR 2HURFEHR (CTD4.2.1.1.1, 42.1.15)

N AT 2 v a R ERA LA (BNT162b2) % HEK293T Ml E A L, HUE (SARS-
CoV-2 HIskAR S X L /XU E) DFRBLN T T A K 7 vy MEKROSRE#E1E TRl Sz, £ OfE R,
HEK293T MifaiZ W CHUR O FBLA D Shv, B L PRI MaRIZREL T2 &b, FURD
INEKRTER S, Tut T BT H I ENREBEINT,

AFH| (LNP £ A BNT162b2) X h T A7 =7 v a ViR L IRE LI-ASE (BNT162b2) % HEK293T
AR NI U AR~ DB AN K O DAEFFR N 7 o —H A b A b U — Tl S vz, & DOFE R,
ARFIEE K ORI 31T D HURUR BT 224 98.002% K% TN 85.1+44% Th o 7=, F7o, AAIHE
B OASEREDO MDD ALERITHIREE GEFN T o 27 =7 ¥ a VM) L RRETH -7,

Expi293F flifidic, AIELE U7 I /RS A 22— K925 DNAIZLY S X U R EERB gL 2
AL RBLIES KR EO MlRZBIRTHLT v IoFdT v VEBREES 2 KOt ST RBD # 0
PUR~OREG . WONCHIRAZR A~ D FBL R ST,

312 ~vURGEFRMEHER (CTD4.2.1.1.2)
BALB/c ~ 7 A (M 8 fil/fF) 1TAHKl (RNA&EL LTO0.2, 1.0 XL 50pug) ZHEIFHFRANZEE LD
GO SE DR S L, FERIZLL T EBY THhoT2,

10
A ITT A HE_T 7 A RSt RREIAGRIT AR D W
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® S ¥ /X7HE S1KURBD IZxT DR 1gG FADRRFT (ELISA £)
BT S AT ERE S (RAIR G- 7~28 B#) OIfig S1 R 19G Hifk & OF RBD #5219 19G Hifk %
BE L7fE R, HEEFN PR RAOTUROEANRD b,

o a— RuAREHWEFRRbukomEs (FFk)
Rt SN HIER S (KRB S 14~28 H:) OIMiEFOH iR E > =— R A2 7 &2 HCHl
E LIRS, AEERIEN P RPURDOEANED bz,

® IgG V7 XA 7O (ELISA VL)
AFNF G- 28 A DIMIET 1gG V7 % A 7 (IgG1 K ¥ 19gG2a) (2 OV TR L7=fE %, Th2 fiafEAL o
I INE TR Hive o Tz,

® JiEMALICI T DY A b A CEADORKT (Luminex EEXOSIIINY A N A v Yetayk) @

AR H- 28 A% OMEAMIEZ S1 XX RBD X7 F NIZ L 0 #ilg L7=fEH, IFN-y, TNF-a, IL-2, IL-
6. IL-18 X T GM-CSF OFEA N H AL — T, IL-4, IL-5 KTV IL-13 DFEAE T TN TH Y | Thl
BB DGRPZ IS E AR ST, Fio, xHiRE (REERIX5- 28 H B Oliffiia) & ik LT, KAl&E
BEICHT 5 IFN-y, TNF-o XI% IL-2 ZpEA3 % CD4 X% CD8 Bhtt: T Ml OEI &I L7228, IL-4 &
FEET %5 CD4 Btk T Ml OFI G A B2 INTRD bivie o7 (IL-4 1% CD4 B T Mo & TR

7).

313 YK EHE (CTD4.2.1.1.4)
T 7 (I 6 BIIEE) (2. AR 21 BT 2 BIfFANES Lz L & 0% RE ., KT SARS-CoV-
2 BRFE4 O RRYEBHE,/ FEE T B h 2S5 Al S 7z,

® S1RFFM 19G FUA K O FIFUADRK R (ELISA 5K OV FniE) @
AFA] (RNA & & LT 30 XE 100 pg) 2 [A1H %535 BRI A IMIET S1 FF5A) 1gG Hiik K O fn
PUAZNE LIERER, B40EB0 ., WTNOHKEELED b,

#£4 FF|2EHEE 35 AROMIEF S1ERM 19G HiiE kR O fnidk

. S1 R FL 19G Biik e IEAREN
AR TR GMC [Fifll 95%CI]  (U/mL) GMT [#ifill 95%Cl]
30 ug 4,236 [1,380, 13,003] 285 [136, 598]
100 pg 6,317 [3,877,10,291] 310 [175,549]
A3 13 ® 631 04

a) PCRRAIZ &LV SARS-CoV-2 ENHER SN A2 D 14 BRLL ERE L, MEK & 72 o 72 K —38 fil2> BRI S L7z i

7 SARS-CoV-2 13k S 4 v /R0 Eilfn T 2 A LI /AKSEME DN T A L A
8 YA N hA PEARITHOCHAE (Luminex ¥5) . VA bAoA CPEAMBBUIMIEN YA b A YR BETRE SN,
9 81 H:EEY 196G HifkIE ELISA LT, FHUAIL SARS-CoV-2 (USA-WAL/2020 #8) % Pl 7= Tk TRl S h 7z,

11
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® CRISMMAZERIZIST 294 U A L HEADKRT (ELISpot i M ORI A A1 L Yetas) 10

AA] (RNA £ & L T30 X% 100 pg) Z&% 5 Lz v b8 Lo R MR ERE S & o /37 g T
FRIZEX VR, A R A PEARE (IFN-y XV IL-4) KO A N 1A ‘/F‘i%ﬂiﬂ’?i&iﬁ%%ﬁéﬂf:o
IFN-y 1%, AA| 2 B H#&E 7 B LBEO R M EZERICBWTEMTH > 7208, IL-4 [TV THOR SR T
BMECTH o7, £z, AHF LETEHELS 14 HLUFRIZ IFN-y, 1L-2 X% TNF-a #4525 CDA BT #Hﬂﬂ’ﬂ
BV IFN-y & PEAET % CD8 Btk T MlaZ o B2 g8 B/ 23, IL-4 & PEA T 5 CD4 Bk T fiia%k

DEEIMIDOT N ThH o7, U EORERNG BHEEE X, ARZ &L Lo/ T Thl MifaEir o5
EISENFEI N EPHL TV D,

® SARS-CoV-2 B 1% D RRYLBIHH/ FEIE T B0 R D fet

AA| (RNA & LT 100 pg) XIZAEBRAEIR Z 2 [0l H #4555 H O /L (RAIRE 6 6, 5B 3 61)
DEFER OSENIZ, SARS-CoV-2 (USA-WA1/2020 £k, 1.05X10° PFU) % B X H7-#% OB LN O
ERERIIE 5 OLBY Thole, MHHE, AR TR TRED BRI ST A L2
RNAFIKME CTH o722 LD, AEIEEIZ X DGR EBI RS R Sz EB LT 5,

R5 VANARBROBERCREMRR

AT H AHIRE *RE
T A /LA RNA (KU | S8 SRS « it S g SAEMRRTEE 3 R E (2361) . 6 HE (U35
RIVEEHL, BIER T 7 K (R
A T 7)) @ SEAU 7 1 HE (56 41) (TR SEAUZ  1HA (23461 . 30F (236 . 6H

~ . B (U3 #) 1o
HIFEEAT 7 1 HH (36 #) . 3 HE (26 | qupgg<v~ 1 HA 33H) . 3HH (334) . 10

) . 7TXIE8 HE (U6 H) TR HE W3 4#) okt
i A 18 Bl RER L
R X #R M O CT ks © LE;%X VRS R i o0 BLH TR 9 iﬁ“ﬁ SO O BE TR O
AR ER © .'?'J WL ﬁa WL
BRSO R VW AIEPE AR I P VWA SENE AT RS

a) ’i%iﬂﬁﬂ’a?ﬁ%i&ﬁéﬂ‘yﬁ : ﬁ%zvxa%ﬁi‘éi& 36 HE, T 7 L8 El H (73038 HEIIARAFEEDA) | HMERA T 7 R OH
WHEEA U 7HRELH « 7 AV ABRRE 1, 3 &6 HH, WONCARBL 7 L8 HH, *IHREHNX 10 HH

b) A, (KIE, SpO, M ONLMAEK, BIZH : ALV RBREER 1, 3L U6 HE, WOISARBET 7 30X 8 HA, AT 10HA

c) MAEH : VA NVAMEER 1, 3&U6 HA, WONZAKIBNT 7 XIiX8 HE, xEHIX 10 HH

d) SREECTIIVANVRARFESL 3 AR 2 E— 212, BENDPEEOMER., WO 23R THIER . BRI 190 o 72 BRI PER
H@r%ﬁ).m&)Bﬂﬁﬁ) 2&%'%'(1 h%@Fﬁﬁ ‘lﬁxri ..ub%hiﬁ?fﬂot

e) HH : YA N RIGFEHZ T L8 HE

f) AFIFETIX, <HREE & LA TIIC 31T D RIEH DMK T 9 2823580 b, RIEFALIZI T H4HBEKIZE b b T Th o7,

3.2 RAEMIKERE

ARH ﬁ%b\f:iﬁéé‘fi%fﬁ%%ﬁ%ﬁ EM SN TR, AFIOLEEEMIT. 7 v MNEHRNE G
PEERER (CTD4.2.3.2.2) ITBIT 5 iRz b &, HEEEIT. AFRGIC X 5 0IME %, M

WedinR. HOXARRE RS DA BEERE~ DR BITFEO DN TV RN EFHHL TV D,

1 |FN-y KO8 IL-4 BEAE X ELISpot 5T, YA b A v BEAFINREITABN YA b b A Yk TR S Tz,
12

AIFT A E_T 7 A Y RS FRFIEGRITAR DR E
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3R HHEICRIT 2 EE O
FEHEINTZERME LI TORGT L0 I, AFIOIER PRI R B ORI EIL /2 &l L7z,

3R1 AHDOIERBERFIZONT
BgIE, ABIOERBFFIC O W THFEFRICHIZ RS, FEEIILLTO X S ICHB Lz,
AAH)D in vitro OREFIT, FEASNIZ S X X7 EOE EHTORE (311 BR) | ~ T ALK
VTORGETT, FRPURDPEA, Thl MIRENAL D% ISE K OV IFN-y ZPEA$ % CD8 Bt T o
(3.1.2 X' 3.1.3 /) | WYL TOMFTT, SARS-CoV-2 BEFE %72 — i D EEYLBA A5 5 73 e
Stz 313
AFNE SARS-CoV-2 DR S # /7' EHZ =2 — RF325 mRNA ZH05 & LTERALTEBY, Zh
X 0 RFHUADIEN T D S X L X7 BN EEMINTEA SN D, FEASNZS ¥ X7 BT
TRME SIS e O SE N AR S D Z & T, SARS-CoV-2 (12 X D BYYED TR RN c& b & %
2 bhb,

B IE, AR ORI ICBIT 2 s OB 2 TR L7,

3.R2 ZEEERIZHTBHFFHERIZOWVT
AFKIDOBRZER B ST OBAEE TICEE4 72 SARS-CoV-2 ZBERMNPIME SN TWAH Z L 2B E % |
BEIL, D OEBRRICKT D ARBN O FIERICOW T Z R 7=,

HIEEEILLA T O X S IZH LT,

COVID-19 O TIX. 44 SARS-CoV-2 D S % L /X7 BN D614 (614 FHDT X JBRINT AT X
f2) THLUANARERTH Y AFNZHO STV S mRNA il D614 2 22— K95, —J5, 2020
2 HE XY D614G (614 FZBH DT AT X UBRN 7 ) L CERL) THDH A VAN, [F4E 11
HEEAIZEVT D614G AR BT b BAFEMEE  (89.0%) OEWAERLINTWD W Fi=, [F4E 12
HIZIE S # o I AR A U BGEN L0 v & Shup 8BRS, 3 [E (VOC-202012/0112))
KOFET 7V A (501Y.V2R® ) THESHLTWD,

KRB OYHEFEF L 045 DA g o2 BRIk 2 HAIER 2 fgsd 35 72912 . Wuhan-Hu-1 #£ D S #
YT E (KFID mRNA 28 2— K35 SARS-CoV-2 O S # L /3 U 'H kﬂbﬁﬂﬁﬂ%ﬁ@“é) TR
EREMZ T2 19 FHHD S X oV ElE 20Ty a— R4 LV AZERL, ARIOREEREE LY
BonizmiEEHWTE Y 2— Ry A VAT 2R fmiEEE2RE L7 (KD

W SARS-CoV-2 [ BERRD 7 2 ARG A A4 55 — & ~_—2 (Global Initiative on Sharing All Influenza Data) 235\ T, 2020 4
11 A 24 B F TITHREICIEE 4172 208,147 #RO 7 X/ BBFES G & AT L 7o R 2RI L7z, 7235, D614G IZ¥RW T RS
o T2 AR, A222V (14.0%) . L18F (6.7%) . S477N (6.4%) . L5F (1.2%) & Th o7, Tz, RT —F_X—2%&FHL-EH
NBGER Y BERE (913 BK) DT TI%, D614G (63.3%) . M153T (6.1%) . S12F (1.4%) . Q613H (1.2%) “ETh -7z,

2 69-70 FHA K144 FB DT 2/ BEAKIA, N50LY, A570D, D614G, P681H. T716l., S982A K U} D1118H

B L18F, D80A. D215G. L242H. R246l, E484K. K417N. N501Y. D614G, A701V K} 11227V

13
A ITT A HE_T 7 A RSt RREIAGRIT AR D W
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104+

0 1 pg(n=1)
s 2|4 a4 10pg(n=2)
28 103+ ® 30 ug (n=2)
2
LLOQ
102_

X1 FEEEREELEEZRAVWEERS I VAV ERREBRT DV a— FUA VAR IRER

Wild-type (Wuhan-Hu-1 £8) & S % > R7BBET. KOT XV BEREZMX 72 19FEHDO S ¥ v XV BRIEBE T2 ENEIURA LY =
— RUA VR KEHEAONEKETANVR) ICRT 5D, REEEFEE G 6) OMIFICET 5 pVNsy (22— KA L ZRERGEAIEAY 50%IK T
L7z & EohFpiikfl) %79 (E& TFRE (LLOQ) % 300) ,

ZORER, ML X TO Y 22— RUA NVRZHT DR RERARER SN, o, KEEOMET
7 U CHAE SN A RRICHGET D NBOLY O7 2 JEREAETDH S XX LT, KA1TN,
E484K J2 U8 N5O1Y OBEHOERZFRFICEED S # V8V Hil a1, SE THE SN ARE LR LA
RERTLHS KRV EBREBETEHRALIZY 2— RUALRACH L TH, AEOHFEEREE L o7
MG CT—EOHFIEHRNDER SN &2 5 (htps://doi.org/10.1101/2021.01.07.425740
https://doi.org/10.1101/2021.01.15.426911, https://doi.org/10.1101/2021.01.18.426984 (Fx#&HEz8 H : 2021 4E 1
H27H))  KFNIFEA DS X LR EERTA N ATH LT EOAMEERTZ ENBFTE DL
EZ D, 212U, BUERIT LTV 5 SARS-CoV-2 O —ERIZiE. TRERA2HT 5T/ 7 v—F ko
FOGHEDMENE R s S Tnh Z & (Cell 2020; 182: 1284-94) | A& b7 fﬂﬁﬂﬁkﬁxmfﬁﬁéﬂ
REMENDDHZ L bBET D L. ZBRRITT 2 A4 OFHEIEBLIRE L TR SN TV DD Tidk<,
BRI T 2 AFN O P FRIERIC W TIE, BERGR I X ERNET L TETH D,

HREIX, LT X 2I1cE x5,

BUEDERD VA N ATRDO HID D61AG K OKFEOER LT DH S o "V HlaFafA L
Bexlpy 2 — RUA NV RITK LT, RRIOERES X057 iR FERBHRE S TWD Z L
LEOWFRAEREZBEE 2 H L, 2021 42 1 H 27 HRFACHAT L TV D2 O SRR L TRAIO—ED
BRI CE D EEZD, LNLARD, SARS-CoV-2 D RNA 7 A LA L L TOEYEARNESS,
COVID-19 [l 8 & M © K o M BN R W Z R K A #E S T w3 2k

(https://doi.org/10.1101/2021.01.18.427166 (F i@ H 1202141 A 27 H) ) HbBETLH L. 4% D
TATIZRW T, RANC L DI a2 2 BES B T 2 alREE b & 0 | %\'ﬁ;ﬁﬁi (kS 2 A
OHFFERICOW TR, BIERTH b5 S ERNE L, BRSO NS G I EITLN T

TIERRAET 25, @IS T 2 B8R H 5,

14
A ITT AT 7 A PR S FRBAGRIT IR 2
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3.R3 FEHIERY X722\ T
RS 1T, AR L AGEIEZIZ L) . SARS-CoV-2 RLIFDRER N T 7 F L FEHEFREE I 0 & HIgR
THURY (FERIERY X 7) ([ZO\WT, HEEEICHAZRD, FFEEIILLTO L 5 ICE L,

SARS-CoV-2 U 7 F U HEFEIC L DB Y 2 7 OF 3B i CARPITH 5723, SARS-CoV-2 | ZFH
L1945 SARS-CoV TIFEMWIRERIZI W TY 7 F UAEFRIC LD HEIR ) 2 7 s STl v Th2 &Y
ARIRPENL ORI E BT 5 Z EVRIB X LT % (PLOS ONE 2012; 7:€35421) , L7235 T, SARS-
CoV U 7 F o L ARk Th2 BRI DFRPEINEIC L HRBHERAET 5 &, SARS-CoV-2 U 7 F
PEREIC LV Thl BUBAEAL OS5 A DB SLAUE, SARS-CoV-2 JEYERED IR Y 2 7 13K < 72
HEEZHILTWD (Vaccine 2020; 38: 4783-91)

AHN D GPZ I 2 AT U 72 FERRIRHEBEEAER T3, AAIFR G LY ~ 7 2 K OH)L T Thl B EAL D
FEINENER SN 312 KUN3135M)  F7-, VAKBRRBRTIL, AFIHAE% SARS-CoV-2 %
BRFTE L Ch, KB, M, SN OVRIFEEIC BV T 7 A LA RNA BOHSCH K F 3580 S, A%l
FEHEFE D K & b UL Ml X B O CT BN XA M0 BE T ROBEIIRE ChH -7,
B, IOFFEARRL AR T b Th2 BURIIREENL O E & & R’ 3~ 5 I R ERIZIE 2 01 5 SIEMERT R o
HEEIIRR D B o Tz,

Mz T, & N CORFIEMIZ LDV A S I A U EADOFGZ1T - 72, WA T AHRER (BNT162-01 3
Bk, CTD 5.35.1.2) Ti&, ARAWEFSL OPERE ) SHE LN KM EZME S % L XV EOXTF R
THRE L7= & Z A, CD8 [tk T Al Tix INF-y OFEINAS, F7- CD4 B T M Tl INF-y L OV IL-2 D
D HERR ST A3, IL-4 DI & A ERER ST, Thl BGHARENL O RfE N A D358 80 BTz,

DLEZBSFE 2 DL, ARAEREIC L 2HEEBHEHRY X7 3R B 25,

PRI, KB OB D OWEEE Oz TR T 525, B F TORBIEIRY X 7125V TIT7.R36 T
Gl &M %o

4. FEERREYBRERRICEE T 2 BB R UHEIC BT 2 EE OB

ARFNSUTASE A F O T2 FERR AR S B REGRER | X FE e S AT 7w,

AFNZEH END LNP XUTZ ORERLIEE TH 5 ALC-0159 K& X ALC-0315 % V7= FERG A S Eh ik
Bre LT, W, oA, AU R OWEIIZ B 2 3 BR 0 i 3 Rt S T,

7 v boifE, g JREOFESICH TS ALC-0159 } () ALC-0315 DL LC-MSIMS % (B8 T
PR o MHE & OVR : 4.88ng/mL, 3 : 6.592ng/mL, AThiE : 19.53ng/g) (2L VW HIE STz, ¥~ 7 ADAEKRNA
BTNV 7 27 —FBE R FREREITINVIVOA A=V TV AT DIV AIES L2, LNP % 3H C
AR L7y 7 2 T — BB THEL mRNA-LNP % 7 v MIEH U7 & & OARGEH O U BERRE 1
WK o FL— g VEHBAEIC X VIIE SRz, invivo f A=V 0 U AT AR ONRIKY v FL— 3
VEHEE O E & IRIEEHE ST e,

B, FHCREORWIRY | PK ST A —Z [T EHHETRL TN D,

15

AIFTT A E_T 7 A RS R R AR D s
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4.1 IR
411 N7 x5 —PBETFFHEE MRNA-LNP OBE#HIRNE 53R (CTD 4.2.2.2.1)
7w b (3 B (v 7 = 7 — BB 758 mRNA-LNP 73 RNA & & LT 1mg/kg (ALC-0159

1.96 mg/kg K U8 ALC-0315 15.3 mg/kg) HiEIFEARNH G- S 41, ALC-0159 } Y ALC-0315 D ififfEH PK /3
T A — 5 O ~O G A A3 st Sz, i+ o ALC-0159 K Y ALC-0315 i oD -l L 53 A fH
TIXZENET 17 KOV 16 el A TIZEh 2N 727 KOV 139 FEfE CThH v . 2o g
(X825 24 B E ClOimMAE T IRE D 1%KL e o7z, £, &5 24 B £ T30 22 T~ D
DAMFRD B AL, EIENEG-EORK) 20% K O 60% 23 FHIZ 070 LT\ b EHEE ST,

42 G
421 NV 7 =T —VPEETFHER MRNA-LNP OAEKNSF (CTD 4.2.2.3.1)
~ A (3 HUEE) 1TV T =T — B s T35 mRNA-LNP¥ 73 RNA £ & L C 2 g HRIfh P&
H&h, invivof A= 7V AT AEFIFLTERYS 9 B#% £ TOEMRENHE S,
BAIDOBERA > b Th DG 6 Kefilth D8G50 ONFIEEIROF > 7 /WEZ2n £k 1.0X
10° KU 5.0X 107 p/s TV | £ DRITRERFHNIA LTz, F0T 7 /W 3NTIsES Tl 5 48 IRt
BT ST TGN TR 9 ARICRIREE (U U ERiRE AR P i 5-F) TR s hen
v 7 770 MEFHEE TRT L,

422 SHEBNVY T =7 —BEBEFHEBE mRNA-LNP 0434 (CTD 4.2.2.3.2)

7w b (MERES 3 BIEE) 1Ty 7 = T — BB 75 Bl mRNA-H 23 LNP 3 RNA & & LT 50 pg
BRI A NEEG S H, %5 48 FEEI#% £ CTOMETEEDMFRA i AT STz, BEG-EMALO Fi BER 1T,
P b 1 R 2 12 il (394 pg lipideq./g) %R L7o#, #RRFAOICHVD L, #6548 BERH4 Tl 165 g lipid
eq.lg TH o7z, FHENLLISN CTHRUFHENTRD L T/ MakIT, PR, M, S LOUIRTHY, &
5. 8~48 Wil A il (Zh 41 26, 23, 18 U012 pg lipid eq./g) &7 L7z,

4.3 R
431 ALC-0159 Fx TN ALC-0315 D@ (CTD4.2.2.4.1~4.2.2.4.7)

~UA, Ty b PAKRE ROFI 7 v Y —2A S9 EHSy LORFHMAIZ, ALC-0159 X ALC-0315

(BOREIRPE - BFX 7 v YV — A ) OV SO 4y Tl 1.5 pmol/L, AFHII Tl 1.0 pmol/L) ZZFHZFH L .
37°CC 2 WEf] (FFHIAR CIE 4 BERE)) A > % =X— h L72#& D ALC-0159 % (Y ALC-0315 DRE(LIRDFE
FRIEE. T TORET 0% ETH -7,

~UA, Ty b PR OE FO SO Sy, IR L ONMLERIZ, ALC-0159 iE ALC-0315 (&R
10 pmol/L) Z LU L, 37°CT 24 R[] (FFMfe Tl 4 RFfE) A > % 2 ~X— k L2 OREH 03
REF S iz, BFEMWFE O S9 Eisy K VMR, WM~ T AR TDNT v O MgV T, ALC-0159 Tl
T 2 REEOMAKEY), ALC-0315 TlxT AT VIO MK D D3RR ST,

W KRR CIRE DR % 350 LNP ICENFNIL Y 7 = T —PEIGF I mRNA ZE A L7- 458 (LNP5, LNP 8 J2 T LNP
C12) IO\ T OERNIA AR STz, AT, ARBRUSOTXTOIHHHRRR, BRRBR L OAH (HRTERA) o8
H42% NP &R UIEER Y 2 AT 5 LNP 8 & V- MidhE Bic Wit 5%,

B Ly T 2T —PEETHEE MRNA %, °H TIE# L7z LNP CH R LISMIARNCE R/ T 5 LNP & [F UMk O ) 128
A LT B e,

16

AIFT A E_T 7 A Y RS FRFIEGRITAR DR E
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T2, Ty MOy T =7 —BilEa 388 mRNA-LNP Z Hi[a[FiRiN& S Lz L & 10 o s 14 A %
ToMmE, R, ELOIEY 7 v ERHCT, R »IBREERE S v~ 75 7 4 —E&SHrECH
E ST, ALC-0159 DAGEHMIINT AL ORI S b 49, ALC-0315 DGEHIIE 7 V7 v
BEERBIRF DS KT AT VDO IK R TS TORE SR Sz,

YL EDOFERN S ALC-0159 K& Y ALC-0315 [XT AT VI (X T 2 RIEEDMIKDAEIC K - TR TR
WEND Z ENRE I,

4.4 ik
441 ALC-0159 KT ALC-0315 D REHHEH (CTD 4.2.2.2.1)

F v~ (3B 1TV y T 2T — Bl T35 mMRNA-LNP % HaE RN 5- L7- & & O3 L OYR
1> ALC-0159 K& UF ALC-0315 23 et S iz, % -5-% 336 IKffi £ TIZ ALC-0159 & UF ALC-0315 DR %L
RIFFEPICZ IR 47.2% % O 1.1%Y7 23k S, IR P ORZERITO T E & FIRERT CTh

-7,

4R HEHEIZIIT A BEOHNE
FEHSINTEER O T OGS E 0 I, ABNCEET 2 JE R EiEIC, RO REIT 2 L
W L7z

4R1 AHFDOIERRIEDERIZOWNT

HREIE, AFE O IR R SR EBRERBRI I e S TN 2 & D AFI DY EIEIZ DOV TH
A A Z RS, HEEEIILL T O X D IZHB Lz,

AFNE mMRNA Th HARFEZ LNP (ZE A LIZB/AITH 5, @, mRNA ITERRNICEREGESD &, &
RN OEZRE & [FERISIECITRE S L5725, LNP ICEIATHZ & T mRNA B s s Z &l imE
AIEAICHD A E AL, MRENTY N7 BA2RBT L2 L ieL 2D, £ LNP IZEALT
mRNA BFIORNEIEIL, FAIN TS mMRNA IC X 2B EZ 1752 L7, LNP IZIKFT5 L%
bbb,

wv7xﬁ~ﬁﬁﬁ%%ﬁnmwuwp%%Wm&ﬁbk&%@éwmﬂﬁ%ﬂﬁbkﬁﬁwﬁ%#
5 (42 2M), AHIZHAENES L2856, AANIEICERGEAICom L, —Ixes (IS ~
—BFIC A L, ERENTH V37 E %%ﬁ#é# WTHILOEL T b R ORI & & B ITARHAI KO
R LT 2 VX7 BT R T D L Ea T,

PREIT, WEEE OB Z TR L, $&H SN IR R IR BN RERBR A 0 & . A O S BY AERFE |
WTC—E ORI ATRE & T L7,

® CTD4.2.2.2
' ALC-0159 X% ALC-0315 O #ME TR OMEM (ug) #5&F (ug) x100

17
T T A HE_T 7 A PSS R IEGRITR D



5. WHRBRICET 28R OERBIZR T 5 FEEDOHMK
AR OFIERER E LT, A &G mERER & O A8 A iR O sl 2392 H S e,

51 HEH&EBHERR
AHN 2 T2 B A3 G BRI L S S LTV A0S, AR B SR oM (AR 1%
v MZBT B REHANELSEERE (CTD 4.2.3.2.2) OFEE G OKE B2 bl S v, ARG
LB REBGHAZI T A, (RiR EA (FE : +0.54°C, Hf : +0.42°C) . HEROHIN,
SNERA & LR DOBEINE TR BT,

5.2 KEHSFEERE
AHN M OAFN D 2 B o fm{baio gl (BNT162b2 (V8)) 18 ZHWWT, 7 v MBI 5 RIEHRNE
HEMRBRAER SN (B6), TR, BEMMICBIT A2 RIEMEEILTH - 72,

®6 REHSEHERR

B 54510

7o
R (ug RNA /body) FER

=L ES 7
ARBRR (ug RNA /body) CTD

M L ISR IATE R

1000 : (KI5 B GERAL OEE - HKAE.
HifER (Vo oSBR, HIER, 4FRER, AFERER K
OMFHRIEER) o, 747V 7 RO

- ~zuaru7 ) O, GGT O,
HEHES » 1 2§EW$%3EQ) FF A2k
(Wistar | #5 P9 e BN : Y

02 . 1009 [ i P A/ ey (al-iﬁrzwﬁ*f&é? VRTB. o 200 42321

Han) P 307 R ES. BT ELOVEIL - JOE, [

K (U /SER, WER, AP, AFRERR O
GFEIEER) O, 74 7Y 7 ROEM
W RO (an-FRMEE 2 2 RO
sasazy ) Omm, Ko 2k
[t < Y

oY . 309

60 42322

a) RBr1, 8 KUN15 HIZHE

b) 300 MM R 7 m—2AEH Y »EEREEKIEIK

c) BNT162b2 (V8) (2.0 uL/ug RNA)

d) AFRAEIR

e) AAl (2.0 uL/ug RNA)

f) RERBEIAE 17 LY 38 HICHRPUALNHGERS LTV 5

5.3 EBERRBMHRR
AHNTE FH D mMRNA [T RARTBIOREEE ) HAERL S, Frdsingl (ALC-0159, ALC-0315 } U DSPC)
I HBIBEMEDBREN 2N D (2R.42 ). AHZE W @ s R 32580 STy,

5.4 MBAJFMRER
AANIEGR TOMAMN 6 4 A LLEMKG SN D ESRS TIERWZ &b, AAEIZ W20 AJEPERERIX
S KAV TR,

5.5 AFERATMERER
?yF:‘Tééﬁ%iﬁ@ﬁ%%%ﬁéﬂk(%ﬂoﬁﬂﬁﬁmi@\ﬁ@%&wﬁﬁﬁm®%g
nm &b Ej/bfci ZJ)O 7;0

B KAIE BNTL162b2 (V8) 1, =1— K457 2 VBEES, 5SFv v 7HEEROIRY ABERRE —~THY . WEMITELT S Z & 23R
EhTnsd,

18
A ITT A HE_T 7 A RSt RREIAGRIT AR D W
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KT EEREBERR

L & R S
smoms | smr | 1| mewm (ug RNA ) (ug RNA IRLBOR
TR /body) Ibody)
Z I HE ST BEh (—hkE
K ONE IR E 309 : (RERD M. ZEFERE) - 30
T O PR J OFEE Ol >
FEAE, W - R i3 I AZECLAT 21
WA HAE 7> b AN | B~z 20 A 0", 30° i =Y IR - JB U 30 423511
AT Je OF HY ZE | (Wistar Han) Gham?) 309 2L
% O % LA
[ S X NI) F1 HAEN F1 2N @ 30
HERERABR 309 : 2L

a) ZRBLAT21 KON 14 B, 48R 9 ROV 20 HITHS:

b) EBRAHEIK

c) Al (2.0 uL/ug RNA)

d) ELERT, 2% 21 B (A FYIBAREE) R OVIt4 21 HICH T 2 REM, 4R 21 B G EUIBARE) ofRIE, ROk 21 Ho
F1L AR W CHRIPUA SRR ST\ D

5.6 JRFTHIEMERER
AFN O RFTREEME L, T > MR D KAEMHE NG 3R (CTD 4.2.3.2.2) OFER LA S,
ARFNPE G B D & B ERFE D & A FE D RIEN D STV D,

5.R IR 5 EE O
FRHINTZERM O TORGT LD I, AFIOBFMEIZERBEOREIZ /2 &l L7,

5.R.1  FFlE~DEEIZ OV T

HREIE, 7 v MBI A2 REHANEGEHEREBCRRO bzt GGT ORI & ONFHiE D22 aql
IZOWT, AAFEMEIZ LD N TOZEMEZHIT 5L 5RKD, HFEHIFUTOL O IZHBA L

7 v MBI D KIER AN G EMERER TR -y GGT OHIN K O L o Z2 fafb o Bk
IR TH D, LoL7ed s, RO ZERIZOW T, IBEFIICIETEIZEEEL L, PR T
MIICRET 52 &, AANCEEND LNP Z W77 v MBI 2 FERIEMENRERER <. IBE O T
SNODMAPHER SN TNDZ D (41 XD 422K) | IFEPFHRICIRVIAENRTCZ LTV AT
bl nsg, M GGT DMK ONFHIEDZERbIX, WTIL b DSRIEMENAFED i
T ARAB G K0 B OVESE R~ O 2 e 2 9 BAR AR R T LK O AR AR A (i H ALT
AST, TNV HRATZ 7 2 —E R E U AV E L) OB BRDHLNRNZ LD WTFLbEETFHE
BPMERWFTR L E X D,

AFBEIC L D F TOREMEIZ OV T, HEFh C4591001 RER O /AR X— k (7.22 2/) (281
HIFIE R DO EEFSZORIFGITER S D LBV Thote, Fio. EWN C4591005 ik (7.1 ZMR) 12k
W, FFIREREEICET A A EEFGIIT —2 Iy h47H (202141 A5 H) KRR THEINL TV
VY,

DlbEaEsEz b e, AFEREICL S P CTOFEMEICET 2 U A7 1HMEWEE 2D,

19
aAIFT 4 HE_T 7 A P ERRAS L REKGRITAR D S E
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£ 8 S C4501001 RERICB T AHFILER DA EER (R2MMITHRER, 5 —& by A7 H 20204 11 A 14 B)

AFIE 75 v AR
(N=21,621) (N=21,631)
n (%) n (%)
14 (0.1) 5 (0.0)

JiT A TS Tl @
[EFSTS
JIELE IR
fEgE%R
RS A
T b o — L R 2
R =
APEAnFE s
iREES
N=fENTREIE, n=SBiBIEL
a) MedDRA ZEBIKSME THFIGEREEE ) ICE TN HS%

WHEIT, T v NI 2 PR NG EERER TR O DN AT~ OREIL, Wb EE R
FOMEROFTR LW L, AAEFEIC L D F TORFEMLICBET D U X738 &5 HEEH O AR
ANATREL B R D,

6. AEMFEAIFRRKXOBEES 500k, BRRKERBICE 2B N BRI 1T 2 FEORN
% LR BRI EM S TV R,

7. BERMEDMER OCERROZEMEICET 2 BN NTHEIB I 1T 2 B EOBI
BRIE R OV EEIC BT 23R S LT, # 9 1R T 2 BB Sz, AFIOHEITARRK
(BNT162b2) o E L TR,

£9 BRANBROME FHfiLH)

izf; wga | e I Fi: - R KB H Y
| casot005 | 171 |po~gs e | < 120 AH 30 pg X437 T AR % 21 ARG f%&
PER 75 L REE ¢ 40 B C 2 [Alf5 P PR o
% A
I AHASN— b < LA N— b
CE TR S— R | AAIUE BNTL6201% | AN 10, 20, 30 ug. BNTL62b110, | « 45 I fA/<—  :
18~55 £ & D% Bk R OV AR 20, 30, 100pg OWTha S| ZedtE
. O 65~85 7% JB8 AR 12 41 FERE 21 ARFET 2 [N B
fist| Caor001 | T/ | o 5 ML T A R -
HEIL/IIAE R— b |« /IR S— b < H /AR S— |k A 5hiE
12 WELABREREA | AHIRE © 21,999 fi AFI0pug T T LR e 21 AR|  Zedtt
T REE : 21,090 B | WET 2 [ B PIAERR

a) BNT162bl : SARS-CoV-2 ® RBD % =2— K45 mRNA 2 &H 4 5T 7 F
b) AKX BNT162b1 ¢ 3 fi#&: (10, 20, 30 pg) (ZFHLFH 18~55 7% M OF 65~86 Fk DAEHRE D 7 /L — 7, BNT162b1 100 pg I 18
~B5 KD I —T WEGE STz,

7.1 EWNE 1/I#3BR (CTD 5.3.5.1.2 : C4591005 3Bk, FHEHAM 2020 4 10 A ~kfseH : 7—F I >
FA7H 20214145 H)

20 5% LA | 85 5k LA N 0 H AR MR N 25k 5 (H ARG 160 1] - AHKIHE 120 1], 77 AR 40 1)) 12,
KA DL e, BEMERORERM OB 2 BRI L BEA(LBIEE SR 19 7T &R RAATHERM
HElGABR S E PN 2 Mk T I S a7z,

9 EE . IRBEEEM, BT 0 2 — IWRA Y v 7 (RBEERRE ROHEERS) TERE Shi,
20

=37 4

7 7 A P—rRatt

FEFIAGRIZAR B35
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ik - HEE, BB ORAI30ug L7 7 &R) %21 BFEE T2 (Dayl & Day22 (FF#&EHIM
/X Day 19~23) ) . fIANERETHZ L& Sl

TEVEZ L S 472 160 6] ORAFIRE 119 B, 77 & ARRE 41 1) 2FNC 1 [EIPL RGBSR Bkl S 4, 2513
BRMERAT T BRI & ST,

F 7o, EELAL ST 160 B CRAIRE 119 6, 77 = AREE 41 1) 2N, 1AL, EIRBREE A AR S,
G TP ERE R R G DAL, Rl AT RE S AR & ShvTe, TR SRR, A
ARSI AR (FRAMCHLE L2 BIRINIC 2 [B1 B o84 5217 2 [B] B BEfE% O 5 fZ R MR E RS SR 03
o7z, IRRERGIEED O O ERIREME 72V R SUER) EHE S, Y%tk
M OFEFRIZONWT, 2021 41 H 29 AR T TH D . BEHI AL THWRY, AHEETITEEICE S
TN D Al rT e e R M AR ] DA R 2 7o

Rl T RE S MR SE I Z F5 1T D 1RERIE 2 [0 B #&fdit% 1 0 H @ SARS-CoV-2 IMiiEHFgtiAffio> GMT
Fe OV (] HBERRRTIC 65 2 [B1 A 8564 1 9 A 0 GMFR [iff] 95%CI] 1%, AAI#E T 489.9 [420.4,570.9]
K& 1N48.1 [41.3,56.0] . 77 EARAEET 106 [9.8,11.4] &U11 [1.0,11] THh-oT=,

REVEZONWT, BIEEBIFIZLL T LB Y & sz, AEFLOEERIT TV 7 F o OBRKRRERIC
BT 5NN IR % FDA H 1 % > % (Guidance for Industry Toxicity Grading Scale for Healthy
Adult and Adolescent VVolunteers Enrolled in Preventive Vaccine Clinical Trials, 2007 /£ 9 H) 20 | 3% 3f
fli <7z,

® USSR (FETAUL Y (ESHRAEN, BARKONER) KOVEEOG GEEL, 9557, JATH.
e MERE, AL BAR R OBIER) ) IRBREA RIS 7 B (BBRE ARSI LY Hﬂ%)

® FHEHREL (FMIEEFET HH E ClIoHBRE HEE CIUE SN A S EMERGERS) - {RBRZE 1 0 H B
RF~ O ik i2fdite 1 W H £ T

o FHAAERS IRHE 1 8] B HFER ) b e it 12 W H £ T

Rl 7 ARSI L SOSPE SRR 23 10 ([T,

£ 10 BBREAEEER 7 HMICBT SRCEEER (RN ISER)

1[=H 28l H
A#HIRE (N=119) 77w REE (N=41) AHKIEE (N=116) 77w RRE (N=41)
n (%) n (%) n (%) n (%)

JRPT RO

S EBATE TR 103 (86.6) 1 (24) 92 (79.3) 0

FEIR 16 (13.4) 0 12 (10.3) 0

JEfR 15 (12.6) 0 10 ( 8.6) 0
BTN

FEEN 17 (14.3) 0 38 (32.8) 0

I 97 48 (40.3) 4 (98) 70 (60.3) 1 (24)

SR 39 (32.8) 6 (14.6) 51 (44.0) 5 (12.2)

EE 30 (25.2) 2 (49 53 (45.7) 1 (24)

M - 0 0 1 (09 0

T 6 (5.0) 0 6 (52 1 (24)

7 P 17 (14.3) 1 (24) 19 (16.4) 0

B3NS 17 (14.3) 2 (4.9 29 (25.0) 0
N=fEAT 6 R BIE, n=23& B H1%KL

200 https://www.fda.gov/regulatory-information/search-fda-guidance-documents/toxicity-grading-scale-healthy-adult-and-adolescent-volunteers-
enrolled-preventive-vaccine-clinical (A #&#fEi8 B 2021 421 A 21 H)
W BB B EEO T B ST ORE AT E TR,

21
2 X FTT 4 E_ T 7 A PR S R IERRICR D E
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HEFESKOFEISES GRBRIE E ORFERRNEE S eWa FHFG, LU RER) 1EARFIRE 10.1% (12/119
B) KOR17% (2119 #) . T EREET7.3% (341 %)) KO0OFITHY ., 2HILL EIZRD -G EFR
G% BASESR ORAIRE 3 B, 77 B ARRE L)) KOG (RAIRE2 51, 77 & AEE L) Th o7, SARS-
CoV-2 [&YX> COVID-19 FIE I T~ 5 A FEHFGITHE SN THRL,

F—4Hy bAT7H (20211 H5H) £TIZRERVCEELRAEFRRIIRD SR T2,

ki E - - AEFST, I |
I C 5 o7, WTBTRRIE L ORRERSD D Lk S, ESRIEEETH

ST,

7.2 ¥EAVE 1/I/IMAERRBR (CTD5.3.5.1.1 : C4591001 3ABR, EHHAM 55 I #H/3— b : 2020 4E 4 H ~#k
e (F—F By bATH AKI30ug BE:20204E 11 A 14 B, FOAMOBERERE - 20204£8 A 24 H)
FI/MAH/S— b : 20204 7 A~fkfge (F—F by hAT7H 2020411 A 14 H) )

721 HEIHESA—F

18 kLA I 55 i LA T & U8 65 7k BA | 85 ik BA T DR N x5 (H AR 195 1] « AHIHE 156 1], 77
TARREI9 B 12, AFIOLeM, BEMELOREFEEORGZ BN LIEEEALBIEEER 2 77
tﬁiﬁ%iﬁﬁﬁif‘ﬁtb%ﬁ%ﬁ#*l@ 4 fig% THEE S iz,

FE - &I, 1ABR3E (KK 10, 20, 30pg 4 L < 1% BNT162b110, 20, 30, 100pg, XiL7 7 &R D
WY & 21 HIEIRR T 2 [ (Day 1 & Uf Day 22 (P& #I#IL Day19~23) ) . MiANEERT L2 & &
SN, WBREIX, K7 v—7 (KAIXIEL BNT162b1 & H &K N7 7 R & EiinfE Bl o4+

(BNT162b1 100 ug 1% 18 5k LA E 55 sk LA F oo &) | 13 7 v—7) Z ki, BIEAL ST, 7o, K
Fl% SARS-CoV-2 O S # R B DK% 22— K35 mRNA T Y, BNT162bl /% SARS-CoV-2 @ S
&7 EDRBD 32— R34 25 mRNA Th b,

AEZA L S A7z 195 Bl (-7 v—7" 15 i © ARFIST BNTL162b1 12 fil, 77 & ARE 3 ) 2fi
[BILL_EIRBREE S HERE S v, BRI LMt GEER & S,

B, KETITHENR TH HAH ORI OV TERHE L. BNT162bl Of5 8% 7.3 HIZL# T 5,

BZEMEIZOWT, BIEMMIILLTOEBY L aive, AFEFROBEELIL TV 7 F o ORBKHERIC
B 2mM R4 5 FDA 4 A # > % (Guidance for Industry Toxicity Grading Scale for Healthy
Adult and Adolescent VVolunteers Enrolled in Preventive Vaccine Clinical Trials, 2007 459 H) 20 |2 £:-5 & 54
ST,
® [SULKEMEFSR (RATAUS (ESEAER., JEAR K OMEIR) K OVES UL GEEN, 57, BUm. B,
WErt, T, APV MR OBAETR) ) IRBRIES RIS 7 AR (BB B EKIC L0 IR)

o HEFRL (RBEAMEEME 7 A A £ CICHERE ARETIUE SN D SOSHMEFRERS) 1R 1 A
H AR RS 20 b Ao efifg 1 W H £ T

® HEEN/AERR  IBHEE 1 8] B MR ) b R R 6 W H £ T

2 JRBROTHIER, RRFMHR DA & v 7 ROEEBRE TR L Shiz,

22
a7 4 E T 7 A RS R AR D s
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TRBCRAS IR 7 HISRRO DN ROSEMEFRRIIR 1L D LB THho T,

K11 BBRESAEEER 7 AMICBT 3RICEEER (RN ASER)

18~55 % 65~85 ji%
AT 77 Rt A AN 53
L 3| 10 ug 20 ug 30 ug 10 g 20 g 30 ug
(N=12) (N=12) (N=12) (N=9) (N=12) (N=12) (N=12) (N=9)
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
Ry S
R 8 (66.7) 8 (66.7) |11 (91.7) 0 4 (333 |7 (583) [ 9 (75.0) 0
S e T 7 (ea) [ 10 (833) |10 (833) | 2 222) | 4 (333) | 7 (583) | 8 (667) | 1 (LD
L 1[E A 0 0 1 (83) 0 0 0 0 0
T 2 [alH 0 0 0 0 0 0 0 0
1[AH 2 (16.7) 0 0 0 0 0 0 0
iR 2[alH 0 0 0 0 0 0 0 0
B A
e 1[AH 0 0 2 (16.7) 0 0 0 0 0
2[FH 0 1 (83) 2 (16.7) 0 0 0 1 (8.3) 0
- 1A H 3 (25.0) 5 (41.7) 5 (417) [ 3(333) | 1(83 | 4333 |3 (250 |2 (222
2[FE 4 (333) 7 (58.3) 9 (750) | 5 (55.6) | 2 (167) | 6 (500) |5 (41.7) | 1 (11.1)
- 1AH 4 (333) 4 (333) 6 (5000 | 3(333) |1(83 |3 (250 0 1 (11.1)
: 2[alH 3 (25.0) 4 (333) 8 (66.7) | 1 (11.1) | 4 (333) | 4 (333) |3 (2500 | 1 (11.1)
e 1A B 0 0 4 (33.3) 0 0 2 (16.7) 0 0
e 2[FH 1 (83) 5 (41.7) 7 (583 | 10111 |2 @67 [1(83 |2 (167) 0
1[E A 0 0 1 (83) 0 0 0 0 0
L 2 [alH 1 (83) 0 0 1 (11.1) 0 0 0 0
_ 1[AH 0 1 (83) 1 (83) 0 0 0 0 1 (11.1)
T
2 A H 0 0 0 0 0 0 0 1 (11.1)
J—_— 1A H 3 (25.0) 2 (16.7) 3 (25.0) 0 1(83 |1(83) 0 2 (22.2)
2[FE 2 (16.7) 5 (41.7) 7 (58.3) 0 1(83) |1(83 |3 @0 |1 @111
- 1[E A 1 (83) 0 2 (16.7) 0 0 0 0 1 (11.1)
2 [alH 1 (83) 0 2 (16.7) 0 1(83 |1(83 [1(83 |1 (11D

N=fEHT I Gl %k, n=JEHH1Ek

BEFGLORISORBEEEGL, 12080 ThoT,

R 12 IBREEKEER 1 VA £ CORBEHFRUSNOFTEESZR VRIS (REMEEITHRER)

18~55 1% 65~85 ir%
ARHIEE 77 AR AHKIEE 77 v AR
10 ug 20 ug 30 ug 77 R 10 ug 20 ug 30 ug
(N=12) (N=12) (N=12) (N=9) (N=12) (N=12) (N=12) (N=9)
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
HHEFEL 4 (33.3) 5 (41.7) 5 (417) |2 (222) |1(83) |2 167 |3 (50 |2 (222
Bl St 2 (16.7) 4 (33.3) 3 (25.0) 1 (11.1) 0 1(83) 0 0

N=fFAT e Gl 8, n=F S5

T—%%y NAT7H (KRHI30 pg B : 2020 4F 11 H 14 B, ZOMOBFERE : 2020 4-8 H 24 H) £ T
B R R IEICE > e HEFRITRD o7,
HEERAEFFGIL, AH 30 pg B 1 FHTRMEHREL CHUNTmRE L LTRE) NlEIh, 158
L OREEMRITEE S, #5)71% 2020 4E 12 A 16 H K TREE TH - 72,

23

2SR 7 7 A PR AR R S W
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ERAR R AL JH (2D TC, Grade 3 LA EDSFZAE I E LT, U 2/ EREGEAD D3 AA] 10 ug #E K O 30 pg
BEA L, © U LB HEINAAA] 10 pg B 1 BICER® Dz, Wiivh 1[EHERE% 1~3 BIZHBLL,
1 [=] E%@f‘ﬁ 6~8 H F CICAMEMFPHNICIEIE L7z 2, FEEEIEL. AFEEEZIZRD biiz ) o8
BB X %(E@6NSHTE@)T&OK_&W% U 2 RS TR < U U RERF AR I
é%@&%z%h\%%%Eﬁiﬁm&MMth%mmﬁﬂwk?i%ﬁ&ﬁ@i&ﬁbﬁm:kk
L7z EFBIL T 5,

7.22 /M4 — bk

12 UL EOMEEEAN 2RI, AR OFIER OLR2EORG 2 B L Lo BEA(LBIRE R 2 7
7 e A RO TRER SR NS 6 W E CKEL KA, hr=a, 77390 TABCFURUMET
7 U H) . 153 gk CHEM S N, ARBRIT YY) 18~85 R NS & U CRERBAG S =28, LY
HEIAVVER COREM 21T 5 72912, 16 Ll EZ2 R E T 25 EICAT S (RN RES 6 H}i
2020 42 9 H 8 HEE) . F D% & 51T 12 F~15 i A8 23 EIC A H S GRBR I 5
filt, 2020 410 H 6 HILE) » BAEFEICSWTIE, RERBHAAI L 29,286 f4i] & L T atH] éﬂf:m 43,998
B (AFIFER O T & REEA 21,999 f) (A H Stz (GRBRIFEMFT M ESS 6 i, 2020 459 A 8 HE) .
B, EDIHH 12 5E~15 EOMAIULR K 2,000 F L3R E ST, DRI 5B ITRERE S
TRV, 12~15EOEMICRIT 52 EER BN TH DR RE, etk OREMEICET 57—+ iﬁkm
HEERE R TR LN TWRN D | 2070, AREETIX 16 Ll EIZOWCRHET 5 (RARHFEIT 16
WMl EExtg e S Tnd)

FE - HEX, 1RBREE ORAI30ug XIE7Z8AR) % 21 HiEE T 218 (Dayl %O Day22 (&M
I3 Day19~23) ) | FiRANEERET 2 2 & & Sz, WA X, Flin (12~15 5%, 16~55 ik, 56 milh 1)
ThER S, BEAINT,

BEVEIZOWT, T—4% By bAT7H (2020411 H 14 H) F CTITEAEA{L X7z 43,548 il 9 B,
43,449 B2 1 BILA BB R S, 20 9 BRIE Z BT L TV e d o ToARAIRE 161 2 = < 43,448 f

(ARFIRE 21,720 5], 7" F & AREE 21,728 f5) INLERVERENT R & iz, £io, ZRMEMNT IS
DD b, PR HEEDNE ST 8,183 5l (ARKIRE 4,003 fil, 77 & AREE 4,000 ) 23S FMERRAT R 5
£ 2 L Sht,

BHIEIZOWT, T—X By b4 7H (2020411 A 14 A) F TIZEIEA(L STz 43,651 6D H B,
3,374 Bl (MEBREARBERE SUTHLUE SN WIRINIC 2 Bl H B S e o 72 3,111 I, 2 BIHEAE7 A H

TIZEKZRIRBREMFEE ORI H o7 371 #] 27 | BAEALZICEEEEAEIC A L2 &
4:| [ L7z 62 i, [RIE & Hufs L Cuviedo 7z 143 (Ef@é‘zﬁ) ) A BRr< 40,277 15 (AFIEE 20,033 Hi,
T ARRE 20,244 1) AT EHPERHN FTREAER] 20 & Sav, FERMRATIH SR & KT,

%) BNT162b1 BETix. Grade 3 LA_ED U > SEREBUD 1, 18~55 A T 10 pg &F 1 51, 20 ug B 2 6, 30 pg BF 1 {51, 100 pg & 4 i,
65~85 EEER T 30 pug B 1 FlCEED H AL, W b EEEA TR L, A TEE LTV,

2 Wl IRBRILMEA, RO —T 4 X — & — BRA X v 7 (RBREEFARE L OBREARLS) WERE Sh, £, FERTT
DEBBMLE L 72 HIAH 2 bR IRRIKEEITER L Shi,

) F—g Ty N A THEET, 12~15 B OERE OWBRE ITIIAK] 49 B, 7T &R 51 B SN, TS OWERE ITERIERT
KIGHEMITITE EN DD, LM SEIITE EN TR, FEFMEIC OV TR, 12~15 mER O 16~25 mERIC KT 2
HHMEEZTUET 5 Z ENEE STV,

2 JREBRFEMFEEICBW T, RACHAAN bR D L & %) 6000 iSSEY %&’Eﬁﬁﬁ%%&ﬂy%ﬁ“é ZEBHESN TV,

2 VRBREREERR B 5 el 283 B, BIRERAEEUED M 43 1, T — & OISHEMEIC BT B et 43 B, OFFIZSIEEE 5 B, MR s B
56t 3 (E#’Ea“@)

® 1 [a] B % 19~42 AIC 2 [0 B ORBREEEEM 2517, 2 M BHM 7 B B £ CIORBRERFEED O OB ARARRDLA 22 W ERE & e
7z,

N

24
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HRMEIZOWT, EEFME E L, LLT OB IC31F 5 COVID-19 fEERF (1,000 ANF-d7- D DIEER

$E 2 [A] A% 7 B LUK COVID-19 384E) 1285< VE (VEL MINVE2) & &z (VE (%) =100 X
(-8R OBBIIRIIZ 31T 5 1,000 AM4EH 72 D D COVID-19 FIERDAHKIRE L 7T B REEDH (IRR)) ).,

® VEL : JRBRIEHEMEAT O 2 [0 H4EFE 1% 7 H LARTIZ SARS-CoV-2 EYLEED 72 W VBRF 12 d5 1T 5 VE

® VE2: {RERIKEERERIAND 2 [0 H BEFET% 7 H LARTO SARS-CoV-2 JEYLEE % R 72 kR 1231 5 VE

COVID-19 e E %, COVID-19 238E4L D IR (FEEN, B/ 22k STk o #AL, Fr7z 72 Bl X
TEOIN OB, FEAE BT 2 R S AR OEAL, B AR RR UM O e, EYER . T,
) 231 DLl BB HiL, @PEA T 7 COKMEIEIERAIZ L Y SARS-CoV-2 [GMEN R S AL iR
EEFINT,

AGBRTlE, VEL OFHAl & OMERRPEIZ K 2550 R 1k 2 B Ay & U7z i EfigdT 23 299 4 [8] (COVID-
19 feEB 2D 7e < &b 32 I, 62 5], 92 B L O 120 FIAEAET%) FHEI S LTV s, A EOBHIZEY
1EE (32 FIEREREAD) 12980E3, SBRER I 3 [ (COVID-19 fEER %272 < &b 62 5, 92 5l &%
Y120 BIEEFER) (CRHMIZE S 4v7c (TRBRIEHEEHME S 9 Il 2020 4 10 A 29 HIUE) . H D VE 7 30%
DBE DR ERDORE IR % 0.025 K5 &+ 57212, RN M OBHARHT 0 A %M 0D 34 0> J 1
fill (99.5% K% 1r 98.6%) M3 FHAMNCHIE I/,

1[5 B o I IfRHT IS 94 BIEEREIRE AR CEME S A, Sz T, Ho VEL 23 30% (FDA A %
A (Guidance for Industry: Development and Licensure of Vaccines to Prevent COVID-19) (23 T, #atHy
TRRRENHENEL LT VE OB FEOIRRZ M UNZHHEE L7z Cl O TR 30%% L[ESH 2 EARINTND
LTS ERRIE) & LR D FEHMEE (>99.99%) 1E, FANIHE SN oA IERE (99.5%) % kA
ST, EDWH%, AT E LTI S Leb7e< & b 164 1% T, COVID-19 g EFIA 2RI S
722 Enn, 2 BB LGSO HRRIENTIZER SN/ o Tz, 70k, T 7% b EPMEIT#ERr ST
W5,

COVID-19 e E R A 164 BV EIZHIE U7-ReR (RASHENT) (23815 %5 VEL KOPVE2 13K 183 D &1
ThoTo, HDVEL KO VE2 28 30%% LRI 2 HHZMERITNTNDE >99.99%Th VD, FHANIHE ST
BEMEDOIUE (98.6%) % ERl-7=, 7ed. VEL KON VE2 O] 95%CI (Clopper-Pearson i%) (X%
i [90.0,97.9] & [89.6,97.6] Th-olz,

#13 BB 2 [MBEEES 7 HLAED COVID-19 BEICHT B U 7 F o 0EHE (BHFERER) 2

N COVID-19 KRB BRI N VE [95%(5 H X [#] FHMER
Tife 7 151 (1,000 A%E) (%) (VE>30%) P
. ARFIEE 18,198 8 2.214 17,411
JECYLIEE © 7, ——— - ! : 95, . . >99.999
YufR © Jp L > x| 18325 0 222 17,511 VE1 : 95.0 [90.3, 97.6] 99.99%
YRR © %[ AFEE 19,965 9 2.332 18,559 , .
b T REE | 20,172 169 2.345 18,708 VE2: 946 [89.9,973] ~99.99%

N=ARHT R R B1%%, n=BEHIMICE S L0 5 6%k

a) HIV BPEgBag (T T REEE R 00 5 HAKIEE 68 B, 77 B AEE 72 4)) 13RLREFHT5 2 L L &N, FITICITE ENTVA
VY, HIV BB D COVID-19 #ERITRYE 2 M7, AAIRE. 77 BR VTR 0FITh -T2,

b) F/IMEHEON—Z3A (0.700102,1) ZHATOAME Lz, XA XiRORN—F “THEOAAET ML EH

c) 1RBREHEFERIA D 2 BB HERET% 7 H LLAT O SARS-CoV-2 J G
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BRMIZOWT AHEFLOBEEE I TEITV 7 F o OIRRBRIC 1T 5 AR EICB 95 FDA 7
4 % > A (Guidance for Industry Toxicity Grading Scale for Healthy Adult and Adolescent Volunteers Enrolled
in Preventive Vaccine Clinical Trials, 2007 45 9 H) 20 |2 LS 3l SN/, MM S4EMH 1B
T—%% -y NAT7H (20204 11 A 4 H) £ COBIEMMITL. 2 A BN G 2] %%Lw%wwmmMs
Bi) . 2~4 FAH 5.6% (2,433/43,448 f5]) | 4~6 F A 14.9% (6,474/43,448 f5]) | 6~8 A 20.7%

(8,991/43,448 f4) . 8~10 M Aii 29.1% (12,625/43,448 f4i]) . 10~12 i AKifi 13.0% (5,662/43,448 1) |
12~14 A 1.8% (780/43,448 f5l) Td -7z,

BBEHMILUTO LB & 3T,

< BNV ERRAT et SRR 0D . >

® [SUSEMEESR (RATEOS (EREAER, AR K OMIR) KOVERE RIS (FEEN, 57, B, &,
Mk, TR, SRR R OBAETR) ) TRBREEAS RS 7 AR (BREE B AT &0 IE)
R ARNERRIT X G AR ] >

o HEEL (RUNEMEMMT T REN CIRBEA[IHERE 7 B B £ TICHBRE H 35 TIEE S D SOGER
FRERS) IRBRIE 1 ] H BN O R AR 1 U A

o HEE/NHERS  IRRRIE 1 0] B D ol 6 1 A

?ﬁ%%%@%%ﬁ?& 7 EI F”ﬂ \-IllLa &) 6“7‘\_&}:‘[}}?‘ i%% j:?% 14 0) k i) D "C&)‘O‘f‘k—o

£ 14 RBRELSEERER 7 AMICRT 2 RIGREER (RIS A REH)

1A H 2 [\H
s, AFIE 75w AR AHI 7T b AREE
(N=4,093) (N=4,090) (N=3,758) (N=3,749)
n (%) n (%) n (%) n (%)
JRFTEE | RSSO 3,186 (77.8) 488 (11.9) 2,730 (72.6) 372 (9.9
IR 189 ( 4.6) 45 ( 1.1) 243 ( 6.5) 26 ( 0.7)
JIERR 250 ( 6.1) 32 (08) 256 ( 6.8) 16 ( 0.4)
EHL | FEL 111 ( 2.7) 27 (0.7) 512 (13.6) 14 ( 0.4)
97 1,700 (41.5) 1,172 (28.7) 2,086 (55.5) 756 (20.2)
SR 1,413 (34.5) 1,100 (26.9) 1,732 (46.1) 735 (19.6)
EE 434 (10.6) 203 ( 5.0) 1,114 (29.6) 125 ( 3.3)
M 37 (0.9 37 (0.9) 51 ( 1.4) 30 ( 0.8)
T 402 ( 9.8) 388 ( 9.5) 356 ( 9.5) 276 ( 7.4)
7 P 738 (18.0) 398 ( 9.7) 1,260 (33.5) 260 ( 6.9)
RAF 406 ( 9.9) 247 ( 6.0) 772 (20.5) 170 ( 4.5)

N=RAT R 15, =G (%)

BEREG R OEISOSDOFRBFEE 1L, AFIRE 26.7% (5,770/21,621 ) 11 20.7% (4,484/21,621 ) .
7?$HIMM(Z&M&%1W)&U&Wﬁ&%&ﬂﬂﬂm)T%otowTh#®ﬁ?l%uL_%
HLIEAESFSRORIRISIERIDOLEEBY Thotz,
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#15 BBREEKEER 1 VAEZTIIVTRIDOET 1% LICED b - AEERZKVBIRE (RT3 SEH)

FEFR il
e AFIE 75w AR AFIE 75 RRE
(N=21,621) (N=21,631) (N=21,621) (N=21,631)
n (%) n (%) n (%) n (%)

EES 5,770 (26.7) 2,638 (12.2) 4,484 (20.7) 1,095 ( 5.1)
TSR 2440 (11.3) 322 (15) 2,437 (11.3) 316 ( 15)
HEEN 1,255 ( 5.8) 68 ( 0.3) 1,242 ( 5.7) 57 (0.3)
97 1,145 ( 5.3) 294 ( 1.4) 1,118 ( 5.2) 268 ( 1.2)
HIE 1,111 ( 5.1) 100 ( 0.5) 1,103 ( 5.1) 89 ( 0.4)
GBI 1,084 ( 5.0) 345 ( 1.6) 1,012 ( 4.7) 249 (1.2)
P 999 ( 4.6) 142 (0.7) 971 ( 45) 120 ( 0.6)
3] 507 ( 2.3) 45 ( 0.2) 502 ( 2.3) 37 (0.2
L 238 (1.1) 75 (1 0.3) 211 ( 1.0) 50 (0.2
RAEE 224 ( 1.0) 89 (1 0.4) 168 ( 0.8) 30 (01)
T 220 ( 1.0) 166 ( 0.8) 166 ( 0.8) 113 ( 0.5)

N=EAT R B8k, n=JEBiB1EK

FT—HHv FAT7H (2020 4 11 A 14 H) £ TIZ, FBCIIAKIRE 2 6 (EhRGEGIE & OVME RS 1
B . T RARREAG] URERA 2 6], Hil s R OV ZERS 1 6) ISR B, WL TR
& DORERERITEE S Lz,

HEERAEFEGIL, AHIE 126/21,621 4] (0.6%) . 77 B4R 111/21,631 #] (0.5%) IZFE8® b, £
DD HIRERIE & ORRBIRNEE SN en o Io B EFRIL, AFIFE 46 (U o EifE, V7 F U5
BFHEG, DEMEAEENR, HE & O RRAR OSSR & 1 5 W FEO%ER (MedDRA T=— R{bah T
WRWER) K16 ThY ., EIFITY o EREIEREE, DEEREIRIEETE TH Y . ThSoFE
RIIWRETH o7z,

BB IEICE > ToAEFGIL. AFIFE 37/21,621 5l (0.2%) . 77 & AHE 30/21,631 #i] (0.1%) (2789
S, ED ) HIRERER & O R RERNGE SN A EREGIL, AFIRE 16 6, 77 & AHE 9 HilICR
DHNT, BT CRBAEGT TH Y, T L OWNFRITTR S TWRW, 325 BlOWNER (D
FEBED LR EH V) 1%, THRL OGRS 3 6. 77, SR, s K OEEEd £
W2 1, TESTERMALR G S8, [BRMED N ERAER, U T bR — IR, BEER TR,
MR, WUBSR, U o SEE, BN, fiRRE. B ossRE, B, SR, SR B EE.
BT, R EHEE, ARFHRFE L OV DS LB, 2 — MESN T RWER 24 (V7 F 2L b B
HHRIR, HF7) Tholo, WL U 3HIRER ) D% 1 BITARENE, TIRNIREEE 1 B3R R T
Y ZOMIIETE TR TH > 72,

7235, HIV BGPEREERE (X = B2 MM LS T, HIV BERIEIRE O 22 M F M I TR 10 722 iR
Hr& iz, HIV BBHERERE COAEFFHSR K ORIRS O BIEIGITAFIRE 13.1% (13/99 fi) KT 10.1%
(10/99 ) . 77 EAHE10.3% (10/97 f5) KOO fBITH ST,
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7.R MBI B EEOHM
TR1 BERT—F Ry —VREREDHEHZONT
COVID-19 O R 72AT F Ik W T, HuE 7 SARS-CoV-2 7 7 F U OBRNRO LN TEY . 0D
AL 7212 ICMRAZ | WHO | & [E OHIHI J& 3V 1XBAFIC DN T O A X v A ZAF LT
Do RTINS, Bf249 A2 HIC [FHflanF AL A (SARS-CoV-2) U2 F o OFMIZEI T
25X R 2ARL, BRRBRICE L CTIEICUTOZEX T 25m LT 5,
® [EYETHHTY 7 Frofghitik, FHlE UTRE TR 2 EEFEEE & L CGHIZIT2 DT
HV ., COVID-19 DFIETIHRIFIZ DN TR & 72 2 FRIE 23] 5 25T 72 » T 2R W BLIRIZ IR
TIE, JRAIE LT, SARS-CoV-2 U 7 F Mgl DA BWEZ T~ 2 72912, COVID-19 DFIE T B %)
RA TS 5 BRRBRE T 2 0 ERH D,

® SARS-CoV-2 [Z DU\ Tl&, COVID-19 OiATOREEEMNE « HIRIC K > TR D Z & A L ARRDH
B« RERISEIEIC Lo TR > TW HEEMERH D Z &, £72, COVID-19 BNEIElT HEBHFD
FENE - HIRICE > TRESERY, TOERICOWTIHEA ZRFAP R EINTNWD Z L2 HE
2 %L, SARS-COV-2 V7 F L DRRTZ 4w b+ URAZDHWHZHOWTIZ, &EH - HukoRpic &k
S THRARDAMREENH 5, TOM, RIEMER D ZN SARS-CoV-2 U 7 F L DA K OV 2T
WETLHZLHBEZIbND, TOD, WINCTRIE T B R % G- 5 72 8 O KEBUSE 72 M FE ) B R
RN E SN DHEAICB N TYH, ENTHRERBRZERK L, AARAAYRE ICBWNT, VIZ/F o
IR VBN A RRT D 2 Lt BEMENENEEZD,

® AN THIE TR A EEFMIEE & U7 K2 AR BRI R Y i S h 258 12id, ENT
HARNIZRIT D FRIE TR Z M2 2 &2 B & Lo REEMERRRER 2 M9 5 Z &£ 72 <, H
ANCBIT D REFRER L2 HRT D2 L2 B E L-ENERRRZ EET 52 & Ty
BGEND 5,

HEEE 1L, AR O EANERRREBROFHERE R T, AN CRIE TR R4 TEFMEE & L7z KRB
AFAIERBR 2 T Th o722 L. AFRD COVID-19 DA TIRIN 2B £ 2 5 & FIE TR R A 745 =
& & B E LT ENEERRER O M X5 T REE O BLE N IR CThH o722 L ovh . BN TR
e OV Ve 2 fifes 3 2 [E N ER R SRR & Gl - FE0E U7z, ¥Ehes 1/ I/IAHERER (WSt C4591001 #BR) K
OENG T/IAHRER (EIN C4591005 #klR) Z skt L LT, AHFEICHIT DR T —2 /3y r—v
R LT,

R, Bl RT COVID-19 OFIE TR R ORIE & 72 23ISR DT > TEB BT, BIET
Bishi & g i & o BB fE T2 b 0o, uli7e SARS-CoV-2 7 7 F L OBHFE R HAL TV
LDWRNEZBRET D L. KR OANEIT DN TIE, WA ORGEERRER (fEsh C4591001 #ER) o plAFic A
SEFM L, EAUTIZ CENERRBRAGRED O A AR NOGIERMER LA HERT22 6T, AR
NZBT AR OENER LB ETMT 22 & & Lz,

2 [COVID-19 V 7 F > BB B IAMH LB U —27 v 2 v 7] (2020 4E 3 A 18 H KX 2020 45 6 H 22 H)

%) TTarget Product Profiles for COVID-19 Vaccines, WHO R&D Blueprint,29 April 2020] 2T} TAn international randomised trial of candidate
vaccines against COVID-19, WHO R&D Blueprint, 28 May 2020 |

30 FDA TGuidance for Industry: Development and Licensure of Vaccines to Prevent COVID-19, CBER FDA, June 2020 | , EMA TEMA considerations
on COIVD-19 vaccine approval | 2§

2 https://www.pmda.go.jp/files/000236327.pdf (Fcf&HER8 B 2021451 A 21 A)
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7.R2 Bz oWT

BRI, PR SRR K O T O 2 I % | MESh C4591001 sABR RS 2> & AHI D COVID-19
FIE T BN RIToR S, WSS C4591001 3R K& ONEIN C4591005 Bk T & AL 7= S T — & OfE R
b, BRANZBWTHRROAZMENHIFFCE 5 &Il LT,

7272 L, ARAIDO R OAZE KO SARS-CoV-2 22 FBERIZKT 2 AMIZ OV TIE, BIRFR TR LT
WAIERNOIIARHATH D Z Lnd | BUEIRTCRICH SRS ERINE L, Fic2mRingonzaaic
XERB AR T 2%, MUNCKHET 2 MERH D EE X D,

LU OBAE D BB DWW IR ik CTileim T 2.

7R21 ARMEOFMEE I OWT

AENIOF DT BIZDOWT, HEH I TO LS IZHHA LTS,

AFNOBRFIZ I 2 FE R KRB CTH D5 C4591001 sABRDOH /MFH S— Tk, FERAMME
AEAfE & U CIRBRER 2 0] H #5RE#4 7 A LARRICEE® D72 COVID-19 g E il H-5 & VE Z HEE L 72, COVID-
19 feEFNIL, LAT OBRIER 2 — oL B30, BIHIEA U 7RO HEEREAIZ L Y . SARS-CoV-2
TR HE ST B L TER LT,

BERPRIER  FEEN, ST/ 2 STk o b, 7 72 BUIN U ESIn oL, BEE, =22 RTm
XIFFHRR OB, B AR R SUIR T O, MR, R, TR

Z DEFRIL, FDA 4+ 4 A (Development and Licensure of Vaccines to Prevent COVID-19: Guidance for
Industry3® ) THELE SN T 5 SARS-CoV-2 U 7 F > Dl R ER DA 202 B1F 5 COVID-19 FEIE
DEFW LFFERNEEZD, 2FB, FDA FA X A0 COVID-19 DEFHFIERICIL, Bk, 557,
SHIF ., S - Byt BLAE END A, T 51T COVID-19 ORFEMEICRIT 5 &% %, ##st C4591001 #&
Bk D L2 AR I VD COVID-19 HEEFI D EFITITE DR h o T,

Fo. FERAMERMICIS T D COVID-19 feE B ORI 2 12 B B #fEt 7 B LR &RE
L7 ARAIL & LTl M4t C4591001 sBRDE 1 fH/X— kT SARS-CoV-2 Iy FnFLiAfmiiL 2 (o] B #af%
7 HUABRICBREICEE L 7o o722 & (3R 16) . COVID-19 OFIE FRAIZ IV CTHRIPUAN B & K
E L, 2 EIHEEMER% 7 BLUBRICABIODENREIND THA D B 2, 5B L/ S— b O FEEFHHIE
HOFRHMEIE & L CRE LT,

%) https:/iwww.fda.gov/regulatory-information/search-fda-guidance-documents/development-and-licensure-vaccines-prevent-covid-19 (5 (& 7R H
202141 A 21 1)
% FDA X, BRIRABR COAMRTHEIC B\ T EXRKBURGEDO A I 23D 57, LLTF OBAIERE — 2L LR 5 U A VAT
MR Sz SARS-CoV-2 Y 4| ERIRABR D F LA H SUTRIVEHEE B ISR ET 5 Z L 2 HEE L T\ 5,
BRIRAEWR « FEECUTEIE, %, BOINSUIFEREEE, 5857, AR SUTIROSR A, B, Hric iR O oL, WER, SOF 0
SAF st WESSIE, R

29
AIFT A E_T 7 A Y RS FRFIEGRITAR DR E

40



% 16 SARS-CoV-2 MiEHFnHiLfRME (50%HFnfiisfh) (M5 C4591001 BABRES 1 #8/3— b, FHE FIESe R R 4R )

18~55 % 65~85 ik
AF 10 ug AFl 20 pg AFl 30 pg AF 10 pg AFl 20 pg AF 30 pg
(N=11) (N=12) (N=12) (N=12) (N=12) (N=11)
GMT GMT GMT GMT GMT GMT
[ 18 95%Cl1] (i@ 95%Cl] L% 95%Cl] L% 95%Cl] L% 95%Cl] (i@ 95%Cl]
1 [7] B B A 10.0 [10.0,10.0] |10.0 [10.0,10.0] |10.0 [10.0,10.0] |10.0 [10.0,10.0] |10.0 [10.0,10.0] |10.0 [10.0, 10.0]

1[e HHEfE% 21 HE [ 16.6 [ 9.8,27.9] |18.9 [11.1,32.3] |14.4 [10.1,20.4] |10.0 [10.0,10.0] |10.0 [10.0,10.0] |[12.0 [ 9.0, 16.0]

2 AHEfE% 7 HE | 169 [ 102, 278] | 363 [ 257,512] | 361 [ 237,549] ?| 79.3 [50.6,125] | 79.3 [40.9,154] | 156 [80.4,302]

2 [ E#EFE 14 HE | 109 [54.7, 217] | 292 [179,476] | 162 [109,239] | 111 [81.0,152] | 73.7 [32.8,166] | 214 [ 106, 433] ®

2 [ AHEfEf% 1 | 105 [65.1, 171] | 252 [ 144, 441] 2| 144 [ 104,199] ?| 69.6 [43.0,113] | 49.6 [23.1,107] ?| 152 [81.2,286] ¥

N=FEAT %F 82 515K
a) MERFENE SN BEIL 116, b) BIERERNEG O 6150T 9 i
PUAAfiAY LLOQ Al DA, MHTICIE 05X LLOQ D4 v 7=

R I3, MESL C4591001 #kBR TR E S V- aHIiE H IS & . AHID COVID-19 D FRIE T Fh%hHE % 5F
flid s EIEAREL & 2 D, 728, EF C4591001 RBRIL SARS-CoV-2 DY TBLH%hH 2 it~ 2 il
FHHETIERNWZ LI BT OV ERDH D EE XD,

7.R.2.2 COVID-19 izx4 58 %hkizonT

AFKN D COVID-19 12T DA PEICONT, HEEEIILLTO X 2 ICHH LTV 5D,
O M MERRBR AR IOV T

AL C4591001 FABR O I/IAH S— MZBW T, EEFHMBEH T 5 A 20l T REE M 12 3
VEL (IRBRIEREFERTAND 2 [B] H R 7 H LARTIC SARS-CoV-2 JEHLEE S 2 WIBRE 12 81T 5 VE) &U
VE2 (JRBRFREERERT O 2 [BIHHEME% 7 H LLATO SARS-CoV-2 YL % b e Wik 1281 5 VE)

[95%(5 HIIX[#] 1d, £+ £41 95.0 [90.3,97.6] %K% 94.6 [89.9,97.3] % ThH -7z, HD VEL LT VE2
3 30% % LIEI D FHRMERITOTILE >99.99% Th 0 . FRNCEUE S 7z & it I o A 2h ik oo KL
(98.6%) # ElAl>7-, 7235, VEL KT VE2 O iff] 95%CI (Clopper-Pearson i£) 1%, € #1%41 [90.0,97.9]
M Or [89.6,97.6] Thoiz, o, BAMMAIERICIHIT 5 VEL LN VE2 [95%(E HIXH] 1%, £h
Z4195.2 [90.6, 97.7] %M (*94.8 [90.2, 97.4] % ToH v, [#ifl] 95%CI (Clopper-Pearson i£) 1XZi €4
[90.3,98.0] M X [89.9,97.7] Th-1=,

FERAEHTIZ BV TIXIREREE 2[5 H 8% 7 B LLRTD COVID-19 FIEFIA F EALTVRINT &b
1RBRIEA 1 [EIDL R S T2 TR COWEBRE 255 & LT, 1RBRIE 1 [0] H B LIRS ISR E L 7= COVID-
19 He BN SWTHET L7-, COVID-19 FEAERHSI D VE 23 17, COVID-19 O RERIEM R A4 [X 2 12
R, ZORER. 1RERIE 1 A B %) OK 14 H1Z2 E TO COVID-19 O RFERIEMRIIAAIRE L 7 F
AR CTHEERICHER LTl . 2 Bl H LI CAAIRED COVID-19 FIETIHZIRSHIFRFTE 5 LB 2
b,
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£ 17 BRI L EIBERELED COVID-19 BEERIICES< VE (BRIEZ L B EBE SN2 _XCOHERE)

AFI A
T BT 21,669 i 2iem gl | V& !
FRIEERYIME (1,000 A4) 4,015 3.982
A (1[0 B #ERELIRE) 50 {31l 275 4l 82.0 [75.6,86.9]
COVID-19 fexE ) | 1 [8l B RS 2 [0] H $EfRT £ C 39 fi 82 15 52.4 [29.5,68.4]
(GREAEFEHABI) 2 [l HEEFED D 2 [Al HEEfdif2 6 H £ C 2 131 21 151 90.5 [61.0,98.9]
2 [7] B HftL 7 A LARE 9 {1 172 {3 94.8 [89.8,97.6]

a) Clopper-Pearson i%

0024

0020

s

0016

B

=

0012

0008

COVID-19 FJEH] D B A

0004

0.000

O~ AkF

--E-- B uR

No. with events/Ilo. at sk

A
B:

021314 2121230 3721054 5020481 4109314 42018377 42ATTOZ 48017186 4401544 4714052 42012160 42501

niz1z5e

49

56

63

70

1 [ HEEREDND O H 4%

77

a4 91

404405 42/3374 5071463 50302 500

23021170 5520070 TRE0I66  O7A10200 125018218 143717578 166/1T0Z5 102715200 21213276 235011004 2400471 2376204 267/E301 27401440 275308 2750

X2 COVID-19 #eERI D RFERN. (B8RIEE 1 B LERE ISz 3 X TOHHRE)

FHEORBY OFUTEEG] KFIRE LG, 772 REEIH) 2737 (EBHOEZRVHY)

a)

Kaplan-Meier 7%
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R TORAZIETR 18 (G LER) KUK 19 (EREELZRIDRWER) OLBY ThH S,

# 18 1hER¥K 2 E BHEFER 7 H AR COVID-19 BIEITHT B U 7 F L DESME - #srE T
(ARPERHEFTRBAE N, B L) @

AHIRE 75w R
I 0,
N  |COVID-19| #AEHkIR] n N COVID-19 | BBk n VEL [ﬁg gb? et
(%) e 72 151l (1,000 A4E) (%) e 72 151l (1,000 A4E)
NS 18,198 8 2214 17,411 18,325 162 2222 17,511 95.0 [90.0,97.9]
- 245 266
16-19 7% (13) 0 0.022 a8 g 5 0.024 244 100 [-19.0, 100.0]
e 10,148 10,200
20-55 i (55.8) 5 1.212 9679 (557 109 1.215 9,711 95.4 [88.9,98.5]
e 10,393 10,466
16-55 7% (57.1) 5 1.234 9897 571 114 1.239 9,955 95.6 [89.4,98.6]
L . 7,759 7,817
i |56 WLl (42.6) 3 0.980 7500 (457 48 0.983 7,543 93.7 [80.6, 98.8]
e 66 68
16-17 7% ( 0.4) 0 0.002 52| (04 0 0.003 55 NE
e 14,107 14,180
18-64 7% (775) 7 1.703 13497 (7 143 1.708 13,563 95.1 [89.6,98.1]
. 3,979 4,035
65 Ll I (21.9) 1 0.508 3848 (50 19 0511 3,880 94.7 [66.7,99.9]
9,288 9,188
=9 ’ y
e | B (51.0) 3 1.124 8875 (501 81 1.108 8,762 96.4 [88.9,99.3]
Zll 8,910 9,137
M (49.0) 5 1.090 8536 (40 81 1.114 8,749 93.7 [84.7,98.0]
15,001 15,283
EPN (82.9) 7 1.889 14504 g5 146 1.903 14,670 95.2 [89.8,98.1]
BT
77U AR 1.504 0 0.165 1,502 1,585 7 0.164 1,486 100 [31.2,100.0]
A : (88) (86)
- TAUTN
Z Ot © 1513 1 0.160 1405] 17 9 0.155 1,355 89.3 [22.6,99.8]
(83) ' ' ( 8.0) : ' . 6, 99.
815 809
TIT A ( 45) 1 0.092 844 4 0.093 769|  74.6 [-156.6,99.5]
THE T 2558 1 0.351 2545 2938 35 0.346 2521 972 [83.3,99.9]
4 | (14.1) (13.8)
A NN 1,231 1,222
i |75 oL 6.8) 1 0.119 1129 (o3 8 0.117 1,121 87.7 [8.1,99.7]
TAY K 14,013 6 1.732 13350 14178 119 1.747 13,506 94.9 [88.6,98.2]
(77.0) ' ’ (77.4) ) ' ) o
) 8,388 8,396
2 Y (46.1) 4 1.025 8030 (,o'q) 86 1.025 8,029 95.3 [87.7,98.8]
4 9,810 9,929
4]]} il il
o |HEL (53.9) 4 1.189 9381 (515 76 1.197 9,482 94.7 [85.9, 98.6]

N=fFHT s R BIE. n=1BBMIRICE 5 L T2 615

a) HIV BHERERE (CAERHIN rTRESE R D 5 HAHIRE 68 5, "7 B ARRE 72 4) 13RSI 2 2 & & S, FTiCiEE shTunien,
b) Clopper-Pearson ik

O TAVIA T AT v, TIAIMEE, TOT AN, FAT AT NTAT >, TOMOKTFHZBAN, ZRE, UIAFROHRE 2L
d) PHFZE (Charlson Comorbidity Index (273 4L 2HKHE) ST (BMI30 kg/m2 LA k) &Y 27 &iER
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£ 19 IRBRIK 2 EI BB 7 B DA COVID-19 BIEICHT 2 T 7 F o OFME - SR EFET
(EERH TR, G % b y) @

AFIEE (1) 77 AR (B)
I 0
N COVID-19 | #EBRIRT N N COVID-19 | # BB n Ve [T;f; gh?@cﬂ
(%) feER] | (1,000 A4FE) (%) el | (1,000 A4E)
2k 19,965 9 2.332 18,559 20,172 169 2.345 18,708] 94.6 [89.6,97.6]
s 287 300
16-19 % (1.0) 0 0.024 22| (i) 6 0.025 266| 100 [8.1,100.0]
N 11,251 11,391
20-55 7% (56.4) 6 1.286 10411 g’y 114 1292 10,472 947 [88.1,98.1]
e 11,538 11,691
16-55 7% (57.8) 6 1.309 10653 gp ) 120 1317 10,738 95.0 [88.7,98.2]
=S 8,379 8,434
i (38 AL (42.0) 3 1.022 7892 (41 49 1.028 7,956) 93.8 [80.9, 98.8]
16-17 ik " 0 0.003 sg| /0 1 0.003 61| 100 [-3969.9, 100.0]
S (0.4) ; (0.4) ' o9,
. 15,549 15,735
18-64 7% 779) 8 1.799 14443 oo 149 1811 14566) 94.6 [89.1,97.7]
N 4,291 4314
65 il I (315) 1 0.530 4044 0 19 0532 4,067| 94.7 [66.8,99.9]
10,197 10,093
pe | BHE (51.1) 4 1.183 9457 g00) 85 1170 9,342| 953 [87.6,98.8]
I 97,68 10,079
gt (48.9) 5 1.149 9102 g0 84 1176 9,366] 93.9 [85.2,98.1]
16,362 16,597
EPN (820) 7 1975 15204 gy oy 153 1.990 15473 95.4 [90.3,98.2]
BAXIT
Foyngr| 1918 0 0.187 1,758 1926 7 0.188 1,758] 100 [30.4,100.0]
N (9.6) (95)
T AU BN
Z0ft © 1,687 2 0.170 1507 1949 9 0.167 1477) 782 [-5.4,97.7]
(8.4) ' ' (8.2) ) ' e
: 880 882
N ~ o
TOT % (4.0) 1 0.095 96| (4 4 0.097 808| 74.4 [-158.7,99.5]
FAB LT (Zlg{f’) 1 0.366 2,664 (21;140) 36 0.367 2,684 97.2 [835,99.9]
ol 1,429 1,424
|75 o0 G2) 2 0.134 1274) (57 8 0.132 1,257| 75.4 [-235,97.5]
TAUD 15,259 6 1.816 1441|2443 124 1.830 14,287| 95.1 [89.1,98.2]
(76.4) ' ' (76.6) : : . 1,98,
] 366 368
S (18) 0 0.015 32| (1) 1 0.015 363| 100 [-3818.9, 100.0]
7 9,210 9,242
- : ,
o |HEL (46.1) 4 1.083 8584 (45 o) 87 1.084 8,609|  95.4[87.8,98.8]

N=fEHT 6 2615, n=1BBRICH 5 LT 2615

a) HIV BEVERERE  CERMMEREM rTRESERA D 5 HAKIEE 68 1), 7 L AEE 72 1) (IRIREFT 2 2 & L &, MITICIEE TN THR,
b) Clopper-Pearson ik

Q) TAVIALYT 4T v, TIZAMMHHE, TOT AN, RAT AT NTAT v, ZOMOKFHHEBAN, ZRE, UIAFEORE L
d) D7 (Charlson Comorbidity Index |Z/R &4 KRE) LB (BMI30kg/m?LL k) &V 27 LiEs

NFERID [Zofth)  (VEL: 89.3%&% N VE2 : 78.2%) K ONEBID 177 L) (VEL: 87.7%K OV VE2 :
75.4%) T, oL KLY VE MR -T2,

F 72, COVID-19 DESE(L U A 7 B &5 2 DR 5 o3k 2 e 2 et 5 72oiz, Of
f9 5 (Charlson Comorbidity Index (27~ 45 4KH8) UG (BMI30kg/m2 L E) 2V X7 LEFRL,
HIRONTHENT LT, VA BERIO VELIX, VA7 (95.3%) KTVY R 7 (94.7%) THY ., FinZ
& DY R TG EROIHT T HAERIZFRRTh > 7,

UL DA MR OFE 5. LM L0 & VE MEWEMA IR0 Sz, KRBRICBIT 5
COVID-19 e EBI 3D 72 < | BRBNZEWRD B 572 TIERWE B 2 72,

% iAo o U A L AREYHE COVID-19 R OF5 & (85 410K (https://www.mhlw.go.jp/content/000712473.pdf (e #HERd H 2021 4F
1A21A)) Tk, TWEOY AZRTF& LT, 65l Eo g, mIEE, SRR E, 2 BB, 2 Z00RA, &
JE. B (BMI30 kg/m?LL 1) | B R OB lgas AR O 58 KRBT Hit T,
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70k, [EIN C4591005 7Bk Tlid, COVID-19 F&IE T BAZh FAZ DV TUIERHIT S AU TUW 720 A3, FRBRIIE
® COVID-19 OREECEZWNI T A RIZHEEFLRE LTUUETDH Z & &S, BETIHRETHED S
TV (F—X Dy hA7H202141H5H) ,

@  IEFPEIZONT
WESL C4591001 FRERDEE M AH/S— b (5 T/IAH/S— b OFANTALAAI B4 360 FlIZi%Y) OFF
filfi T RE SR R ME AR K OY 2[Rl Befl Al o0 R AR T2 36 1 2 FnHUAME DRGSR I1TFR 20 D LBV TH
o7z, F7o. EHPN C4591005 FRERICISVNT, EEAR0IERMERET XM SRR T & 2 3 nl6E S i MEAE R
OFEFRIT, 2021 4E 1 H 29 AEFE CHATH TH D720, BEICHE STV 5 2Rl S i M o ff 1 4
#2117, BEMOERIZILLTO LB TH D,
<HF4Fh C4591001 #lk >
® Tl AIHE S AR
HEAEZAL S AL, FRNCHE SN HIRINICIRBRIED 2 B2 1), FAICHRE S - B ANICER
Il S AR T 1 DLl EOF B DM E 72 G MR ERE B35 DA, TR E FHEE )
B O E KR 72D 7\ YR R
® 2[R AR A S e SRR L
HEVEZ b E 4L, 1 BIDL RIRBRIED BEfE S Ay, 2 18] B Btk O Sl R MR ERS RS O LI R SE H
< [EIN C4591005 7 >
® Rl FTRE e R RN
FEVEAAL S, R A FRNCHE S HIRIPNIC 2[R 4521, 2 (] B #5H% OO S L E
FERNGF DN, RBRFEMREED D OB R Al 72\ SR E 4
® ERfflfith AR
R LS4, 1IEL IR Bl S, SR R EORIERS R 3G b 7 B 4

£ 20 JRBRIK 2 [H B MK 1 VA D SARS-CoV-2 Mg Fnyusf (50%FFibiisfl) (st C4591001 #Ek F M/ X—K)

N GMT [fij{il] 95%Cl] GMFR [iijfil] 95%C1]
(2 [l HEERRTR L 0 H) (2 [°] B BEREf% 1 o0 A /1 8] B SRR Al)
DAEHS 167 316.1 [275.6, 362.6] 31.1 [27.2,35.5] ©
FEAT R RE ARHIEE 18 ~55 % 80 399.4 [342.1, 466.2] 39.4 [34.0,45.6]
Gy PR A 56~85 j% 87 255.0 [205.7, 316.0] 24.9 [20.2,30.9] ©
7T REE | SFERm 167 10.6 [10.0, 11.3] 1.0 [1.0,1.1]
. o e 176 320.3 [279.8, 366.6] 314 [275,35.7] ¢
%EEE@; ARFNEE 18 ~55 % 85 389.3 [334.1, 453.7] 38.4 [33.2,44.4]
) 56~85 5% 91 266.9 [215.3,330.8] 25.9 [21.0,31.9] ¢
7T wREE | &k 176 10.6 [10.0,11.3] 1.0 [1.0,1.1]
EE A R 319 —

N=fRHT R B, BUARMEAS LLOQ R D6, MEHTIZIZ 0.5X LLOQ DAV Bz
a) HIAHN— FOFMMAIUEE S TIE, 18 MLl B3 ®ThH-7-. b) 166 ). c) 86 f5l. d) 175 f5l. e) 90 . f) PCR &Iz LV
SARS-CoV-2 (MENER SN/ A5 14 BRRLLERE U, SHER & 72 - 72 K —33 fil)> R S iz ik

F 21 JRERIE 2 B HEERER 1 0 A @ SARS-CoV-2 MiEHFFifil (50%FFnfiffh) (EPA C4591005 #ER)

N GMT [ffl 95%Cl] GMFR [l 95%CI]
QEIBHHE% 17 A) (2 [5] H Befdith 1 0 /1 8] B BERERT)
AAE 119| 489.9 [420.4,570.9] 48.1 [41.3,56.0]
AT AFHIHE 20~64 7% 97| 5235 [442.0,619.9] 51.2 [43.3,60.6]
S U R 65~85 7% 22| 365.6 [254.6,525.0] 36.6 [25.5,52.5]
T7RR N | &F W 41 10.6 [9.8,11.4] ? 1.1 [1.0,11] @

N=FfFEAT 5 18, HUARMNZY LLOQ Rim D% A, MHTIZIX 0.5X LLOQ DEA VW &7z
a) FafEJFMEIE H ORRIRRERTRIC 2 [ B HEFE#% 1 o ARFOSRBEAHE T LT dso 72 1Bl & By 7 40 51 O AT S
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P EORER, WIhoRBRTY 2 [Bl HEEF% 1 5 H O SARS-CoV-2 IfiLiE FFft iRl GMT L8 1 [A]
HEFERTICR9 2 2 BIHEFER 1 W H O GMFR 1, 77 B ARBEL L, AABECBEICRETH -
2o WTNORBRTYH, mERE (56~85 1% XX 65~85 i%) DOHERE CImEME (16~55 ik XX 20
~64 %) £V H GMT KT GMFR 23ME7 > 7275, #Est C4591001 BRIZF5 1T 2 ARl D VE 1TV 3o
FHECHREECTH -7 (20 KOFE 21 )

7235, WSt C4591001 3R J ONEIN C4591005 #RER CILIRERIE 2 M HHEFEML 1 W A LV o7 — X 1345
HIVTWRNA, BIOWESNE T AHRER (BNT162-01 7k, CTD5.35.1.2) TiL, 18~55 %D T 2 [A]
H#efft% 63 HIFAO T — 2 DG H TR D (2 OfE R, SARS-CoV-2 LIk FAIHUAA O AR 23R S 4.
GMT % COVID-19 [FI{EF MIF D 1.3~19F Th -7,

@ HEARANZBTDHEMEIZOWT

FIE R DFE ROV T, [EN C4591005 #ABR D SARS-CoV-2 I FFIHLAA > GMT & T GMFR 1%
WS C4591001 #kBR & [FIRRELL EOfETH - 72 (3220 O 21)

COVID-19 F&JiE T Bh%h 5 & R Al o0 BIEIZ ST | Sk C4591001 345k D AKIRE T D COVID-19 %
JERBIIE 21,669 119 9 B TH V) . Ya%kE A5 COVID-19 FEIE TBANH & R uAM o BE 2 i 5 =
LIXREETH Y, ARRFEOEBREEEE 2 THHRER CTIEERITIIMILL THRY, LA LR S,
[E] PN C4591005 35k D B A A BB . Sk C4591001 7Rk & [F4% O SARS-CoV-2 IfiLiE ATk | 5-
NRDOENTNDZ &, HEOE, A, BEEINHEAAN LIS C4591001 BRIV TH IR
RENTZZ L ZEEEZD L. BARANTIBWT B C4591001 3Bk & RO AF OANHEITHIHFTE 5
EEZD,

723, COVID-19 HJE T Ri#h R & il O B#EIZ DWW TEA & b RET 21T 5,

BeRIE, TRLICEHD LB AAIOFRMEL, WS OREERIRER (fE5h C4591001 #BR) D AfEIC
FEOZFHMIM L, ZUTnx CENERFBRERED O A R ANORERELHER T 52 & T, BARANZET
HENMEEFET S 2 L L Lz, £7-. [EPN C4591005 FBR 0D s [FE o> B 7 ATl G 4EF T b 5 &F
fifi AT RE S IR SR ORGSR 1% 2021 4 1 A 29 ARER CHENTH T 203, AAIOBRAMICE A BEICHEH
SN TV DRI ZE TR O R Z N TRET 2 2 & & Lic, BT, ARFTRIHShIZER
o, LR 2R Lz,
® iffS} C4591001 FER DFE K b AR TAAI D COVID-19 FIE TR RITRENTND Z &,
® [fFSl C4591001 5k THILZ AL & AL 7ol O ANHE M ONENZAR O (BT ISR D 5 B A7 82.8%.,
KED 77.0%) HRDOLNDHOD, FRTHRET STV 2% T AL OER| O COVID-19
FEIE TR RICBE 2 2RO DL TVRINT &

® [EIN C4591005 RERDOFE RS AFIEFE% D SARS-CoV-2 MLif R FFLAMMIL, AFIBHERT &L O
TR LT ERLTWD T &, £/, WSk C4591001 FRER D F & D LT HOW T,
REREEKTH Y, EHOERDRRDZ 00, FROMRIIIBENLETHLHOD, [H
P C4591005 78R D it o622 UM C o0 i th AN H LA 1 X, vigEoh C4591001 #iR oD AAfh ] HE LG
PEIFRMEE R KON 2 [ A R s B EE R O WP L el LT b RIREL EoETHh o = L,

UbzEFE22E, BAANIBOTOARAOEIERIIFRFTEX 525,
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7272 L. Vgt C4591001 ARBRAATICI VT, AAIDORHOAZNMEIZ BT D IFHRIZHFFR TH LT
BHT, WS C4591001 7R K ONEIN C4591005 #kRIL, LGB bkt PETH VD . 24 H OHERE
WCOWTCIHBISRYIME TE TRl BRI bl &t B 25, 7o, WERIERIZE LT 1E R
IZOWTIE, EH, ERRGEICEREET20ERNH D LB R D,

72%, COVID-19 FIE TBhzh A & FRIHUARn O BEIZ D\ T, A% BT7- 228 3G b 75411,
BN REOMNEME S ZO T, WUNIHIST 20ENH DL EE X D,

7.R.2.3 COVID-19 O EEMFIZHRIZOVT

AKF D COVID-19 D FEIE(LAMHIZNRIZ SN T, HEEEITLLTO X 2 IZHBA L T 5,

AHKID COVID-19 O ESEALANFIZI R 2 T AT 2 729, Hh C4591001 FHERDE M/MMAH/N— KT, 2 [A]
HEefith 7 H LD COVID-19 feERID 5 B BREFIOR AR 2 MG L7z, TAERIIL, FDA A 7
A (Development and Licensure of Vaccines to Prevent COVID-19: Guidance for Industry3®’ ) o JE#EIZHEV,
UTO—2L EORENBOHNDHZ & EHE LR,

® H/E AL MERE A TR T D H IR ORFIRAIEEE (FEEL 30 [BI/43 A b, s 125 (=155 2L

Sp0293%LL F 3 ik PaO,/ FiO, 300 mmHg i)
® ELRA (Wi EEESRIRE, JRREMERR, BRI SOOI AN T (ECMO) 12 K 2 1A%%
ALY

® = v 7 (IUEHIME 90 mmHg A, JEEHAME 60 mmHg A, XIZAJEAI OB G732 58)
® TUMERFBRREREE . TSR E S TR R AR RERE

o EHIHEE~DANE

® It

AR T REEERT 0 5 B TREREE 2 A B EEE 7 H H BAATIC SARS-CoV-2 JE&YRIED 22 WRIR T 12 d5 1
C. COVID-19 OHEJEFIE, AFIHE 1L Bl 77 B 3 FICRD b, VEL [95%(E HXH] 13664 [-
124.8,96.3] % T -7, HD VEL 73 30%% LA D HEEZMERIT 7429% Th V. FANIHUE LoDy A
(98.6%) # i S7ehoT-, 1RBRIE 2 (A1 B BAE 7 B H LAATIC SARS-CoV-2 JEEIFE O A M % [ b 72 it
BRE CHARERIIFERRCTH -7 (VE2 [95%(5 FHIX[H]] : 66.3 [-125.5,96.3] %) . 72¥5, VRBR¥EA 1 [BIL
FHAE I NI T R T OBRE ITI1T 2 I1REREE 1 [l B HELIRE O COVID-19 D EIERFNL, AHAIRE 161, 7
T REEIHTHY . VE [l 95%CI] 1% 88.9 [20.1,99.7] % ThH 7=,

LU EDFERD B ITAAID COVID-19 D ESE(LMHI N RITMERE TE TWRW2S, 24T COVID-19 DT
JEGIN D70 inol-Z EITERT S EB 2 bz,

MitElx, HiEEOHHZ TEA L, 5%, AKX SARS-CoV-2 U 7 F > COVID-19 O EFEALHNH] 50 5
R 2= ANE LN GEIZE, BN L TERIRMEOER 2 REH 5%, #@ylicktind b
VERHDHEEZ D,

%) https:/iwww.fda.gov/regulatory-information/search-fda-guidance-documents/development-and-licensure-vaccines-prevent-covid-19 (5 #& 7R H
202141 A 21 H)
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7.R24 EERRICHTD2HEHDMEICONT

R IT, EREHT 2HEIECHONT, UTFokHicEx 5,

2020 4E 12 ALK, HEECM T 7 V) 2%, RS H TR R B BRSNS S, AREEDAETYH
WENTWD, ZNHIE, RHGEICE L CIEH S - BRARRBR MG 31T 2 M  ThE & 135872 D 4%
ThH BR2ZM), 216 DERKITKIT 2 AR OF IR RBR TR S T RN EE 2 5,
HERIEFE TOMRGFHE 3R2 ICRHDO LBV TH Y, 4% LA RKOBBURIKL OFA TR TR L.
R COMF S F O, RFNOHEEZON TG S S EHIE L, w7, RIS Ui & fgt
TLHUEND D,

7R3 ZAEMIZONT

RS ABIDOLRAPEIZHONT, LLFO L 5 12 L7,

T SN TERHT BT D AR K DL A VERHIL, st C4591001 FBR DO /AR N— R Tl 2 [5] H #f#
BI~3WAEPLET LT —F (BIEHIRAN 2 [0 BB 4 WEL B 12 BT O #ERE OEIE 1 77.7%
(33,752/43,448 fi) ) K ONEPN C4591005 ABRTIL 2 MIAHEMH% 1 W H DT —Z ThH Y | B TAHA
BREREHO TSR 7elT =235 0N TV RN LICII-ERKLETH S, TO LT, ##Hshk
GRS E LT OMF 21T o TR, BURE R CABI OB O AT R8T 2 ERRIRARITEE D LT
AYASAN

LUTF DIFERIZ W TIIBRGEBE & T MINE 21TV, BRI OB BRI OV TR, fkfe b O RE AR
NOERE G, BONITHERIE L., 5572208 U BN B M L St o B85 2 it
T 5%, WUNHINT DMERH DL LEZ D,

® KA DR DL M

® COVID-19 OHEJE(LY A7 & 70 5 FRB R O 2 a A D o2tk

® RAIDFEBEHTRY R 7

UL OE DBz DWW IR P Wi Cateam 3 2.

7R31 ‘E&HETeTrAMZDONT

HESE L, BRRBRICBI 2L EMIcHoNWT, LT X HICHHL TV,
O AHEFERIZONT

g5k C4591001 FER DO /AR — b TIE, HANTHAAL AT 8,214 ] (ARKIEE 4,108 B, 7T &
AR 4,106 B) (2OWT, FANTHUE L2 RATRS GESTEIEIRE, BAREKOMER) R OES RIS (5
BhOES7. PR, ESE. EM-. R SRR L OBEER) A, TRBRSEA IR 7 HE. #RE ARSI
FOEAMIDEEL, 2O ZRINFEEFEGE UTHIT LT, ERIIR20EB0 THY | KAIREOZ
< OWERA T 1B T 2[5 B EfEL 7 A OWT NS, RFTEOE R BSOS RO bt (€
U 84.7% % N 77.4%) | HHLEIE imﬁm%77ﬁfﬁio%mﬂoto%%%@%ﬁﬂAi M J OF
THIIAAREL 77 R CHRBE Ch o), THLUAMNIAFHECTT 78 RHEL Y bEm, £2, K
FIFETITIZ & A EDFELD 10%LL EIZFRD b7, Grade 3 BLEAS 19%LL BIZFE S L2 HRIX, 97
SRR, WOPUR. ESE, TEER Ch 7o, FEN (38°CLLE) X Grade /3B E AL TRV, Kﬁﬁ
DARIRR DO FEBLEI 513 38.0~38.4Cl1% 9.2% (378 fl) . 38.5~38.9CI% 4.1% (167 #) . 39.0~40.0Ci%
0.9% (35%1) . 40.00CHIX0.0% 2#]) TH-o7,
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£ 22 WBRE LEAXIL 2 ERERES 7 AMICRIT 5 RURRETFES

(RGIREfENT B AR, #E51 C4591001 RBREIVINFE S— +)

B Grade 3 UL |-
s, ARFIEE PAZA N AHIRE 75w RRE
(N=4,108) (N=4,106) (N=4,108) (N=4,106)
n (%) n (%) n (%) n (%)
SRS ESUN 3,481 (84.7) 748 (18.2) — —
S 3,455 (84.1) 700 (17.0) 59 (1.4) 2 (00
FEIR 389 ( 9.5) 64 ( 1.6) 27 (0.7) 6 (0.1
HERE 430 (10.5) 42 ( 1.0) 17 ( 0.4) 4 (0.1
£ 0y ESUUN 3,181 (77.4) 2,255 (54.9) — —
FEE D 582 (14.2) 38 ( 0.9) —=2 —a
%1 2,585 (62.9) 1,461 (35.6) 172 ( 4.2) 26 ( 0.6)
SRR 2,265 (55.1) 1,402 (34.1) 98 (2.4) 40 ( 1.0)
I 1,312 (31.9) 289 ( 7.0) 71 (1.7) 3 (01
g 84 ( 2.0) 62 (1.5 5 (0.1 1 (0.0)
T 644 (15.7) 576 (14.0) 12 (0.3) 7 (0.2
777 PO 1,573 (38.3) 549 (13.4) 74 (1.8 9 (02
BAfm 968 (23.6) 360 ( 8.8) 34 (0.8) 6 (0.1

N=fgHT % S5, n=FB1H1%Kk
a) 38°CLLE, Grade SN TV

JRFTEREE S < PNIRBREEEEAEY 0 ~3 A B O Div, —#49 1 4 ARG L 72 E B0zl R o
Bl oD, 1ZEAED 1~2 BRIZHEK LT, 2FRIGITE < DSNIRBREEEFE 2~3 H BIZRE O b,
K 1 1 H R LT SEBISCRRIR R ORER & 5 23, 13 & A EN 1 BZIZIHK LTz,

¥, BB O SR OTRIRIT )T D SRR Al O IR SN TR Y (TR GITEFE S
AL7RVN) | FRENGEE A A 1 R A U 7o B R AR 46.5% (1,909 f) . 77T EANEE 19.7% (810
#l) THoT=,

TRBR RS 1 0 H £ CofFERR (RISFEMEMIT R SRR 1 IR RIEERER% 7 Ao
BB HEE CIUE SN T ROSIRMEERER ) ORBIEIG 1T, AHIHE 26.7% (5,770/21,621 1)) . 77 k&R
B 12.2% (2,638/21,631 f3l)) T o7z, AFIFED 1%L, EICBD DT HEERIT, G, FEA,
P, B PR, MR, R, L, BETELKOTHRITH D | EIRUAMNISOS RS L L TRUE
L7ZFGTHY, ZhOOFRROL P EEHE 7 HRICERO biv, AAIE OREREGRS Y s

(722, R152H) .

MedDRA # B AR/ T RBEE | (208 SN 50 FFRIIAARE5.9% (1,277/21,621 %) . 7'Z
AR 2.3% (501/21,631 f5) (BAF. [FANE) (2588 Hav, FLBIORHREGIL, B (5.0%, 1.6%) .
FEIMEO E LV (0.3%, 0.2%) | $5EGE (0.1%, 0.1%) . JrEEJm (0.1%. 0.0%) . "&iR (0.1%. 0.0%) %%
Thol= 3, T2« NU—JEGER K OBMETEHE M RER TR0 D znodz, 7ok, BEEMEIC
WTIX 7.R33HIZFEH T D,

T ZOMIEBEIE OLROHEFS L LT, AABECITAREN O I, BUR, WREFL, SR OSAHORIES 8 51, %
LSS R ORI 7 61, IR, ISR, < BT, SOIARSLE ORIOBAS 4 B, RRSESUI. AN, BIAIERICHE
S B O ERE 5 14 3 B3R B U,

38
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U v SHEIX, AHIEE 0.3% (70/21,621 f51)
FIEE 50 il 77 & AHE 4 I CIRBRIE L ODRRRRH V LTSz, Y o3
TIRBRIRBERE % 2~4 A LINICHEHL L7223,
PRtk 8 A AL (R 98 A H) W@ bnd-, I | 0 cH:me 30 5 LINIciR b,
AEFELFNIEEFACTH Y . REBERIZH Y & Sh, 7
F11H 14 H) .

FHEEICEIR L, %<

I 3CE CHEEMIE 21T D,

[EIPN C4591005

NEH 91.6% K% UF 78.2%) 735k

EIE

F7-.

A D FEHE S

(10 %51)

RT3, BEOE
DHEPH 2 U L

o l-HERKEE 2T,

FEBLRIND Y A HIEIC OV TR, AFH

T 7RI bEoTe (R 23)

. T EAREE0.0% (7/21,631 %) |

BRI CILABRIE A IR 7 ARIO SOG4

o ﬁﬁﬁ®%<®%%ﬁﬁl@aﬂiz@9@@%7HW@V#M%
2 b, RREE
., WERLIEARIRE L 7 T R AR CRREE C o o 1= 45,
ARFAETIE

\—Dﬁh&)%n

or =V ANQAVIIAVIAN
. 38.0~38.4°Ci% 9.2% (11 f31))
. 40.0CHIX 0 TH o7z, [EN C4591005 R D FEELDIEELE
A (36.1%) %, #ESF C4591001 FRBROES T/MFH S— b (14.2%) X0 & @Eh - 7228,
F#% 37.5°CLL L& L. ¥4+ C4591001
37.5C~37.9COHENL INE I NI Z LD,

DI BAR
TE VX RER 5y DIER] T X
AHFNEE 12 Bl e N T T BAREE 3T

WIREIE ChH-o7- (TF—H v b4 7 H 2020
CEVREB LN EERESR S WL, iR

VERRAT e G AR 1] TR S

R R OB RS (%
KERORKE
ENLSMIAKBETT 7 2ARREL Y biE <,
FEAEDELRN 10%LL EIZFRD Lz, Grade 3 LA EDFESIX, J7. EHHBAE
Ji. BEJR. RN OVBEEEICERD BTz, 3L (37.5°CLLE) X Grade 4
1% 37.5~37.9CI% 17.6% (21 3i))
39.0~40.0°Ci% 0.8% (1 f31))

AHIREDOMK
. 38.5~38.9°Cl% 8.4%

[E PN C4591005 &,

ERCUNEE U 7-3880 (38°CLLE) L0 & mWMAIR
[EIPY C4591005 7R THILEIE 23 <

#£23 BBREIEBXI2EE#ER 7 AMICBIT 2 RGRESES (MM RER, EPY C4591005 #ER)

EXIS Grade 3 L -
gz, ARHIEE 75w RRE AF 75w REE
(N=119) (N=41) (N=119) (N=41)
n (%) n (%) n (%) n (%)
JRPT G ESUUN 109 (91.6) (2.4) — —
S ALA TR 109 (91.6) 1 (24) 4 ( 3.4) 0
FEIR 23 (19.3) 0 0 0
JEAR 19 (16.0) 0 0 0
A5 ELS 93 (78.2) 9 (22.0) — —
FEL 43 (36.1) 0 —a —a
T 75 (63.0) 4 (98) 5 (42) 0
SRR 64 (53.8) 8 (19.5) 3 (25) 0
R 58 (48.7) 3 (73 3 (25) 0
A 1 (08 0 0 0
T 10 ( 8.4) 1(24) 0 0
P 29 (24.4) 1 (24) 0 0
RAEE 35 (29.4) 2 (49 2 (17) 0

N=fEdTxF Z 5, n=3&BiH1%k
a) 37.5CLLE, Grade FEH STV

JAFTEOGR T2 < WNIRBRERPERE Y H ~3 H HIZRRO B, 1T E A ERREND 1~35 HEIC
DY D3R 2~4 H BT B, 1FEAENEEND 1 HBICHE LT,
7ok, FREMEIAZ 1L BILL B U7 1 IARKIRE 37.8% (45 61) . T BREE49% 241 TH

ST,

MR LT,
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1R R RS 1 0 A £ CORFFLORIEG (RBREA IHEFE% 7 B M OWERE A5 CTIE S
NI SOREMEES 2R <) 1%, AFIRE10.1% (12/119 1) . 7T HREE7.3% (341 41) THY . AFIEE
T2HILL RIZRBD e AEFGIL LHIAER Q6] LUBE 241 Tholz, i, MREREEICY
SN AEFGUITR QF) ORTHY, VI EHEITRD bRehroT,

© HAE[ER) o OHEE R DA EHFRIZOWNT
FOGSTRVESEGAZ DWW T, BRI R ORI OfE R 2 % 24 (fE5h C4591001 36R 25 /IR S— )
KO 25 ([EN C4591005 #llk) 12/~

£ 24 RBREAEERER 7 ARICRT 2 SREES (RISFMEAITRER . #E4 C4591001 3Bk % O/MAH/X— K)

A 7T AR
I 16~55 7% 56~85 ji% N 16~55 7% 56~85 &%
T4 | BEREE] | 1151H N=4,093 | 1[H1H N=2,291 | 1[5]H N=1,802 | 1[=]H N=4,090 | 1 [=]H N=2,298 | 1[a]H N=1,792
2[EH N=3,758 | 2[5 H N=2,098 | 2 [2]H N=1,660 | 2 [21H N=3,749 | 2 [a]H N=2,103 | 2 [a] H N=1,646
n (%) n (%) n (%) n (%) n (%) n (%)

VE&Fup | 1MEIA 3,186 (77.8) 1,904 (83.1) 1,282 (71.1) 488 (11.9) 322 (14.0) 166 ( 9.3)
. NER | 2EA 2,730 (72.6) 1,632 (77.8) 1,068 (66.1) 372 (9.9 245 (11.7) 127 (7.7)
I P 1l H 189 ( 4.6) 104 ( 45) 85 ( 4.7) 45 (11 26 (11 19 (1D
X 2[HH 243 ( 6.5) 123 ( 5.9) 120 ( 7.2) 26 (0.7) 14 (07) 12 (0.7)
By - 1[EH 250 ( 6.1) 132 ( 5.8) 118 ( 6.5) 32 (08) 11 ( 0.5) 21 (1.2
2[5 H 256 ( 6.8) 132 ( 6.3) 124 ( 7.5) 16 ( 0.4) 5 (02 11 ( 0.7)
. 1[EH 111 ( 2.7) 85 ( 3.7) 26 (1.4) 27 (0.7) 20 (0.9 7 (04)
2[5 H 512 (13.6) 331 (15.8) 181 (10.9) 14 ( 0.4) 10 ( 0.5) 4 (02
% 1= H 1,700 (41.5) 1,085 (47.4) 615 (34.1) 1,172 (28.7) 767 (33.4) 405 (22.6)
2[HH 2,086 (55.5) 1,247 (59.4) 839 (50.5) 756 (20.2) 479 (22.8) 277 (16.8)
S 1= H 1,413 (34.5) 959 (41.9) 454 (25.2) 1,100 (26.9) 775 (33.7) 325 (18.1)
2[5 H 1,732 (46.1) 1,085 (51.7) 647 (39.0) 735 (19.6) 506 (24.1) 229 (13.9)
o | e 1[EH 434 (10.6) 321 (14.0) 113 ( 6.3) 203 ( 5.0) 146 ( 6.4) 57 (132
o PRGNS 1,114 (29.6) 737 (35.1) 377 (22.7) 125 ( 3.3) 79 (38) 46 ( 2.8)
5 - 1= H 37 (09 28 (1.2) 9 (05) 37 (09 28 (1.2) 9 (05)
. ) 2[HH 51 ( 1.4) 40 (1.9 11 (07) 30 (08 25 (1,2) 5 (03)
- 1= H 402 ( 9.8) 255 (11.1) 147 ( 8.2) 388 ( 9.5) 270 (11.7) 118 ( 6.6)
2[5 H 356 ( 9.5) 219 (10.4) 137 ( 8.3) 276 ( 7.4) 177 ( 8.4) 99 ( 6.0)
- 1[EH 738 (18.0) 487 (21.3) 251 (13.9) 398 (9.7) 249 (10.8) 149 ( 8.3)
2[5 H 1,260 (33.5) 783 (37.3) 477 (28.7) 260 ( 6.9) 173 ( 8.2) 87 (53)
1= H 406 ( 9.9) 251 (11.0) 155 ( 8.6) 247 ( 6.0) 138 ( 6.0) 109 ( 6.1)

ESIEiP
2[HH 772 (20.5) 459 (21.9) 313 (18.9) 170 ( 4.5) 109 ( 5.2) 61 (37)

N=fEHT* B8, n=FBLH1%L
a) 380CLAE
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R 25 IRRRESEEER 7 HMICR T 5 RICREEESR (REMITIRER. ERN C4591005 3BR)

AFE A AN
SN 20~64 7% 65~85 ik SN 20~64 7% 65~85 &%
FTH4 | HAER | 1[EIH N=119 1[FH N=97 1[EH N=22 1[HH N=41 1[FH N=33 1 [ H N=8
2 [ A N=116 2 [@ B N=94 2 [ A N=22 2 [@ B N=41 2 [@H N=33 2 [ A N=8
n (%) n (%) n (%) n (%) n (%) n (%)
V& e | LA 103 (86.6) 85 (87.6) 18 (81.8) 1 (24 1 (3.0 0
. NIESE | 21aH 92 (79.3) 76 (80.9) 16 (72.7) 0 0 0
i . 1[EH 16 (13.4) 14 (14.4) 2 (91 0 0 0
FIR
I3 2[[ B 12 (10.3) 8 (85 4 (18.2) 0 0 0
By -~ 1= H 15 (12.6) 13 (13.4) 2 (9.1 0 0 0
2[R 10 ( 8.6) 8 (85) 2 (91 0 0 0
. 1[EH 17 (14.3) 17 (17.5) 0 0 0 0
2[5 H 38 (32.8) 35 (37.2) 3 (13.6) 0 0 0
- 1= H 48 (40.3) 44 (45.4) 4 (18.2) 4 (98) 4 (12.1) 0
2[HH 70 (60.3) 62 (66.0) 8 (36.4) 1 (24 1 (3.0 0
— 1= H 39 (32.8) 34 (35.1) 5 (22.7) 6 (14.6) 5 (15.2) 1 (12.5)
2[5 H 51 (44.0) 43 (45.7) 8 (36.4) 5 (12.2) 5 (15.2) 0
o | e 1[EH 30 (25.2) 30 (30.9) 0 2 (49 2 (6.1) 0
o 2\ H 53 (45.7) 50 (53.2) 3 (13.6) 1(24) 1 (30 0
B 1[EA 0 0 0 0 0 0
NPT 1 (09 1 (1D 0 0 0 0
‘ 1[EH 6 ( 5.0 6 (6.2 0 0 0 0
A 2[R 6 (52 6 (6.4) 0 1 (24) 1 (3.0 0
) 1[EH 17 (14.3) 15 (15.5) 2 (91 1 (24 1 (3.0 0
5 PI iR
2[5 H 19 (16.4) 19 (20.2) 0 0 0 0
- 1= H 17 (14.3) 17 (17.5) 0 2 (49 2 (6.1) 0
2[HH 29 (25.0) 29 (30.9) 0 0 0 0

N=fFAT e G 8, n=J8 115k

a) 37.5CLL

WSl C4591001 FABRES
Mg - K OF NI O3 BLEI A
2 [0 B BEfd i CRILEIA DS E
b 1%ARTH T o 7228,

J& &0 bRABEE < mEEE CHEEICHRHATIS S mOER
2OV, AAIBEORIFIGIT 1 A HEME LY b 2 A HEMEE TR <, SiF
J& &0 bIEEERE CEmroTe, £0 55 38.9CHIE 1A H A 0.2% (8 # : FEE4Fin/E 6 4,
iR 5 41) |

L (38.0CLL L)

i 2 ) .

TR - A infE M OF 2 [A] H 3R R - JE A in A5 1 61)
FrediiA (haRfE) 121 B THY | RG] L OFELN TR TH - 72,

(34 R R TRIARE Td o 7223,

2 [m] H A% TR 57
T 1%L EISRRD bz,
FERITTIE, BFRORBEIEG KD Grade 3 L EOFROFEHEIG I

2[5 H $2FE#% 0.8% (32 ] : FEEAEEDE 27 1,

41

2 ST e

Mol-, F7-. Grade 3 LL EOFELDOFBEL

7 7 A P —pRatt

/MR S— MZOWT, #ERRITIE, RSO FELEL., RHKIED O H
FNLA O RRE L B HBERE% L0 b
&, 1 el H R T
(3.8%) . B (2.0%) . AT (1.7%) K OESE (1.6%)

E & A EDIEE G T E ik
IO N2 oT,

_RRBIRGEIT AR DS

W

R4
40.0°CiIZ 2 3 (L[l EH P2
IZRO BT, FEEE (P fE) (38R 2 HH.,
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Flo, IRBEREMKERER 1 WA E COREESR (RONRMERAT T RERIC I 1 D IRBREEA R % 7
H ] OBERE H 55 CIE SN SORRMEFRERS) IZoW Tk, 1ZE A ERRISREMESEL S L THEL
T RFTEOS XX EH KIETH Y | @@E%&U@W%@%ﬁﬁﬁ_wa%ﬁﬁﬁi$%®ﬁﬁkﬂﬁ
DEMTh o7z, 70d. 16~17 mOPRE COFFFLRBHREIE L. AAIEE 11.6% (16/138 i) |
TAREE 4.8% (7/145 f)) TH Y | AFIFETRD DI FGIL, ﬁﬁ@i%%kbfﬁmht%%ﬂik
AETHoT,

[EIN C4591005 ZAER 0 HEFE[E] 51 K OMERSAI OFE I DWW Tk, WSk C4591001 ABRES /AR S— K &
FlIEEDEHN T - 7=,

@ HERAEFERIIONT

W4k C4591001 FRBRODH T #H/X— K~ (F—& v bA 7 H 202048 H 24 H) 12, A KO EE A
FERGUIRD e h o7, 2ds, AKI 30 ug D 2 [B] B B 0B INOBLEH I I RS RR S (4
BNTAREESR & U CHE) 1B HE Sy, TRBRIE & OREERITE E ST,

WSk C4591001 SABR DS I /MAH/N— ~ (F—#F > hA7H 2020 4 11 A 14 H) 12, HEERAFFE
SUIAKIRE 126/21,621 5 (0.6%) . 77 wARREE 111/21,631 il (0.5%) (258 HiL, TRBRHE & OBERES
E SN T2 HE0x, AFIRE4 6] (U 2 REE, V7 FUoREEEFRE, LEMEAEIR, Y EE &
OPFRRAR DBEREE 22 £ 5 [l FAXDOER (MedDRA Ta— ML SN TWRWESR) £ 14)) THY . fizl
XY CREEILREIE, DEEAREIRIZEE THY | TRUNOFGUIRIRTH o7, FECHIE. A
BE2 6] (BUREEALIE X VM L4 1)) . 77 B AREE4 61 URURAEA 2 61, Hf k26 i % OV AR 28 4%
1) IO B, WL HIRERIE L OREBIRITEE ST,

Flo, T—F Ty bA T HEE 2020 412 A 29 H £ TIZ, FECHNL 10 il (B8 F CillRikii+ Ch
O BERERERET ORI 2 B, OMEIR, D o MMELARA, mif e OERE, BINREE(LIE, ffid. COVID-
19, COVID-19 fifize, MHFEREEEIR T, WUMSENES 3 » 7 . KEMRAEZL, BEIRIES L6 (EEET) ) IR
HHI, BEAAEFLITILFICRD L, T THREREK E ORRERIIGE ST,

[E]N C4591005 7klik CTIIE T KO EERAEFZILRO LN ol (F—4%H > A7 H 2021 4 1
H5H) .,

LB, EWNAAOERRRBROR RIZIBN T, #EE 0% ATUSEHEFRRBFED biv, IERmATHE T
FEE LY LELRBOONDMEE TH AN, 1FL A EOFLITRE ITEETHY | BEREELELIM
THELTWD Z L, HERVEERAEFEFZORIEIGITUN . 1T & A L TRAME L ORIRBMRITA
ESNTWNDZ LD, 16 kLl EOBHEREE ICB W TAAIOL &M T v 7 7 A VIZE KRBT
LNTELT, AR INT-EE 2D,
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BRI T L 91cE 25,

Tt S A2 E A O BERGBR AR IS W T AFIBERRR RO+l ett 7T — 2 133 6 Tnan
ZLICEBENLETH D, 20 LT, BREROEFRIZBWT, #RE D% ATRINRMEFEL & LTI
L INTZ RIS R Y FICRRD HALTW b DD, 1T & A EPRETHFEETHY . [BIEMEN
BOLNTWDHZ &, ERNNAOLEET T 7 7 A VICKRE RERITGRD LN TNV & %@@@ﬁ
EHHEGORBURDLCAER] O REBURDUE D BRI 5 & REIOFKGE O Al A28 2 R e IS E6R
DOHNTWRNEE 2D, 12720, < OHRFICRD LY RIGIE A AR E % RIT 3 A6
PED ¥ | Grade 3 DAL KGN 375CLL EOFRE L —EDEIG THROH LN TNWD Z &, IWNZ 1[EIH
Pefitt L0 b 2 RIA R CREFIGVREWFERBBO LN TND Z &k, RFlogEREE ICL > TE
BREMTH D, ZNHDFERICHOWVTITRBRFHORHE IS 5 0 T, EREEE OREREE FIZ
xt L CHEUNCERIZIET 2 0B H 5,

Flo. KA GE R OZEMEFRICOW T, RIERZRICI S ERIET DL ERH D,
¥, EROFGLCRIE DENICEIT 2 ZEMEIZOWNW T, UBROIEIZEHT 5,

7R32 YavZ, 7Fr747F—Z2o0T

ARANOWEIN T O HFF Al AT RIER %I, BERMBUERIS A RESNTND Z b (TR3T
S | BRI, ARFIBSEE OMBUERIS ORBUR U OWTHGEZ ICHA A RO, HEEEIZLLTO X
IR Lz,

S C4591001 FABR O M/IAH/S— bk CTlE, MedDRA 2B BIK/DHE [ REE | (ohfsh b F5
VEAHIRE 0.1% (26/21,621 ) . 7T REE0.1% (22/21,631 ) (2388 S, @5%$ﬂﬁ6%(‘
-7 LG . 7Aoo s o RRBIRS A E
SN0l RFIFETRD N REREFIC B SN2 FRIION TN O RE S IHEETHY | 1]
B XX 2 [RHO#RY A IR AIRH Lz, £7-. MedDRASMQ (JkF§) TIn @@&ULMrLM
W2 HEGEMHE LI 2 A, ARIBETENEN 0.1% (25/21,621 #1) K& 0.7% (144/21,621 %) | 7
tﬁﬁf%ﬂ%h&mﬂ%ﬂmm@D&UW&@M%M&MWDf&okoﬁﬂﬁﬁﬁﬁ(mﬁuW)
DENRFRLT L VX —BOSTFR O B v iro T,

HEGIL, AFEE26] (TF 7 4 7% —RIEKROSEYRBUES L6) . 77 8REELH (TF7 4
T¥U—vavr) KRDLN, WThLIRRE L ORPRRITEES N TND ¥,

WEsh C4591001 FREROE /AR S— N Tl FEEERT LAX—DBEEN & 2 #BrE 3 AFHI#E 5,839
B, 77 vREE5834 6] (D6, T 74 7% —OBFENS DYERE IIARKIRE 15 B, 77 BREE 22
Bil) AN DT, 2 S OWERE TIRBRIE L OB#HOH 5 7 L X —BE O HS T, AFIRE 1 4] 30
(N O - 7 AR L0 (O (GRS, T
NHHPEETHY, HIFIEIEE TH -7,

[EN C4591005 #ER TIE7 L AAXF—BEOFRITRD b iginolc (F—4 By MAT7H 202141 A
5H) .

¥ KEBEOTF T 4 T X GE, 2 B EEE% 8 B A, IO SN BICHEB L2, AFIEEORYEECEIL 2 [ A% 9 AR
FHE L, FLAEWENRKRE SN TWD, TI7BRHOTF 74 7% —Ta vy 7%, 2RIEHAER 18 H B, IR EN-ZRICHBLL
7o

* I SN ULk %A

© O 0 Vi A A % e
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WM I D IR AT 1 ST BGE AR GE % D Z BN HIC OV CiE, 7.R3T7IZEEHT 2,
HR PR ARBR K OIS 38 1 2 R Al & UGG IR etk o Z &MEFE M Ty a v 7 2507 77 4 7% &
—OWOHNTNDZ LD, Yay s, TFH7 4 7F =IOV T, I SGE CHEEMREZTT 5,

HeMiIE, ITFOL 51052 5,

B ER SR J ONIBAMZ 3513 % IR AT I B Ie i O R eI B B v a v 7, TF 74 5%
S EOREBRM AR L. TASIC SV TR B TR 2175 & O WS ORI % TA LT,
7o, BERERTICIE, WS OREEIES A R L. SRR I OB A 1T D - L N E
U< BEDTRD & B O ILE R LB R 1T 5 BENR D 5 BTN T b IR 2 BB b 5.

7.R3.3 BHmEARE (~IVRRE) 2oV T

E5t C4591001 FRER D5 IL/ITAH N — b TEARBE N AFIRE 4 BT G TND Z &IZDW T, HEE
FIXLLTO LS IZHHA LTV D,

WSS C4591001 FER O EE /MAH, S— b OARFIEE 4 B TR DAV EHTRELIZ DUV T, 2 FISTRERIE L
OREH Y LTS, WTRLHBEIPEETH Y . BIRITEEUIELE TH o7z,

[E]N C4591005 B IZ W CEmMREIIRD biviehote (F—X Uy NA7H 202041 A5 H) .
F 7o, AT O T SUTRENRGER O B AR e (EE eI 2020 45 12 H 1 A ~[F4E 12 A
31 H) IZRWCHERE L 21 flHE Shi- (TR3.7ZH) |

PR R O FIERIL, WS DMRA T 2 KE OB TREBGERT —Z X— AT, 10 HAFEY=Y 77
ANTHY | AROBEKRKHBR CORBRAESITETFENS OO, THIOHEHANTH 72, —F ., B
MBI LIERIERIL 10 T AFEH 70 156~30 A TH Y  (NEIM. 2004; 351: 1323-31, Vaccine. 2017; 35:
1972-83. J Neurol. 2020; 267: 1896-905 %5) . AF DR FER T D FEH IR T SCHR IR S DOFIER I IS =
TRENDFK L G 43 FEd o7z, BUEES CIIAA & BRI & ORFERERIIAHTH Y, 51 &
EREEAT 9 08, BHEBREICOW TR SCE THEERE 21T 5,

BRI, BRIARRRER M OV I8 1T 2 8 TR 1% S BLE AR 5812 D22 BRI I 31T 2 B R D FE BL
WU ZMHER L, TSSOV TE CE TEEBRE 21T 5 L ORFEE OMAEZ TR LT,
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7R34 EBEBREZATIACBITHEEMIZONT

AR &m&mvzUﬁ%V%@®%g@ﬁﬁw&%i%ﬂéC@MMQ@EEMUX?ﬁ%M%
BB A AT HHEBEREE TOARKIDOREMIZONT, BEEFICHIZRD, BEFIELLTO X 5 1CHH
L7,

14t C4591001 AR O FE T/MAR/S— R OFERD G | IRBRSINRHZ LGSR (Charlson Comorbidity Index
K%éné%%)%ﬁ?é%%ﬁ&wcmm}mwiﬁmUxﬁkénéw%(mmwkwﬂuﬁ)@
BERFNZ DN T, BT 2 T L7z, RMTICE £ 2 R B2 280 (8,978 fiI) 12ik, 18tk
i £, 3,443 i), %Ff-@éAﬁfﬁL3%&m'@iAﬁfﬁozwﬁLMﬁf$1%rm ﬁ@i
o, o m U A L AEYYE COVID-19 2O F51 & (55 4.1h) *Y T COVID-19 OESE(L ) A 7 A3
BV E SN D ERIEEN G TN T\ e, £72, AIDSHIV & 197 flE Tz, T D DEMTOK
ISEMESRIIE 26 D LB TH- T,

# 26 ILBREEER 7 HHICB T 5 RISHEEES
(RIREHEARNT R RER O 5 BEMRB LA T 5 XITER ORBRE . 5 C4591001 FREREE I1/IAH/— )

B Grade 3 V) -
R AHIRE 75 Rk AFEE 75 R
1,986 i 1,942 i 1,986 £l 1,942 {3
SR NS 1,631 (82.1) 320 (16.5) — —
ST 1,614 (81.3) 297 (15.3) 20 ( 1.0) 1 (01
R 191 ( 9.6) 32 (16) 10 ( 0.5 4 (02
JEEfE 204 (10.3) 21 ( 1.1) 6 (03 2 (01
EHNR | 2R 1,486 (74.8) 1,094 (56.3) — —
FEED 230 (11.6) 25 ( 1.3) — —=
97 1,177 (59.3) 707 (36.4) 68 ( 3.4) 15 ( 0.8)
SHJA 1,016 (51.2) 673 (34.7) 36 (1.8) 25 ( 1.3)
S 523 (26.3) 133 ( 6.8) 28 (1 1.4) 2 (01
Mg - 44 (2.2) 31 (16) 3 (02 1 (0.1)
T 344 (17.3) 314 (16.2) 9 (05) 5 (03
o I 709 (35.7) 285 (14.7) 30 (15) 6 (03
B3NSR 455 (22.9) 187 ( 9.6) 17 (0.9 2 (01
BEx (%)

a) 38.0°CLLE, Grade Z¥EH LTV aWY,

AEFRORBEIG IIAFITE 25.0% (2,172/8,697 ffil) . 77 & REE 13.0% (1,125/8,641 f5l) TH Y | 1A
Bk L ORGS0 & S H8E, AKIRE 18.1% (1,575/8,697 f1]) . 77 & AREE 5.1% (439/8,641 i)
Tholz, RAFED 1%LL EIZERD S A EEGIL, EFTAEN, JE, I, BHE, 5E. MR,
ha, B, BEYE. THTh o7,

UL O RITBEERORE (TRILSM) LEKRTH-T,

BUE, EAESEE CHMNa a7 7 A AT 7 F o OBEFEIER O AL ATE AT 2 BRI OV TR
I TnD 2 BIR R CTHAL 2 1 7 A L AEYYE COVID-19 2RO FH1 & (5 41 P 126\ T
I%., COVID-19 OEJE(L Y R 7 PNEWEEMERE L O s & UC, BV, BYEPAZEMEMR R, 1B
B, 2 BUBEIRIP, e, JEE B HE, BMI 30 kg/m2 LL Lo iR, BTSSR AL % O fai RS 15
5N TW5D, #EHh C4591001 iABR D H I1/IAH, S— bk OFE RIS I IT 5 IR B 2 441 DB O FH %R
X o b OREREZ AT H2ERD —HEEND OO, B THa e FRIEE STV,

4D https://www.mhlw.go.jp/content/000712473.pdf (F#&HERR H 2021 4E 1 A 21 H)
2 43 EEAERFEZSTHER - Vs F USRS THEMEARFEMS (BFf 2 45 12 H 25 ABM®) &k
https://www.mhlw.go.jp/stfinewpage_15767.html (Fcf&rEd H 2021 41 H 21 H)
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ZF D7~ HBIERFE#I21E COVID-19 O ESE(L Y 2 7 N Em W SR B A AT H s I BT 2 AH IO
BYEIZOWTIHFRIUET 2 TETH 5,

BREIE. UTDXHIcExS,

ﬁ%c&mmuﬁ&® B/ S — R OFERN S| R EE AT 2 XIIEWOEBRE 2B 5 R4E
IXEREM LR TH T2 L 2R LIz, 7272 L, BB THAAIL S U7z R RIS i i 22

mt%ﬁ ETHY %L%i% 3Rk x ZRIED SRR B2 AT D NICHERIN D LIBESND, £D

7o, BAERETICETAERNETEELZ X5 Lnb, BERERICIE, ﬁﬁwzgéﬁmwk

%z%hécowDmwiﬁk)zﬁﬂmw%%f%%ﬁﬁéﬁﬁﬁ% BT DAERAN D LM DONT,

THHRINE S D L ORGEE OB Z TR LT,

7.R35 HIBITHT HLREMITONT

BRI X D LRI OV T, HEEEIZLLFTO X I ICHEH LT\ 5,

ARFN O W R FRER Tld, AT X BRI EHEICBLUE S LT 203, HEgth C4591001 35RO 5 IT/IAR /X — kT,
23 BNTHHIRNHE 4L, T D 9 B 9 FlIFAEIRZ B HICIRER 1L S iz, 2 b OB OITIROER)F I
DN TIHBRE R CHERIIGONTE LT, 5I&kX BT 5,

WEAN T ORI 1% OISR et O BRI (e er439ifE 2020 42 12 A 1 H~F4: 12 A 31 H)

IZBWTHEIm~D 1513 28 TR S 4L, FEERDIRRITFE O b TV (T.R37 M) |

B, AEIRA TR CIIEBEOBRAITED bR T\ Enh (55 BM) | MEEck LT T
B E O MENERMEZE BRSO S A5AICHERT 5 2 LIS rEEE B 2 5,

PRI, HIE %®ﬁ%%7%bto% AR CAAIEAE & U7 il D IR D find P B ik 78 12 D TR
NG BT AF O NI EEITIE, BINOEEWE O RS 2 BT 2%, WUISHIST 2 HERH
HEERD,

7.R3.6 REHEMY X7IZONT

AFAESL OIRBIEIRY 2 71220 C, BRI TFOX S ICHAL T\,

I COMBTIE, BE O MBI DARFIBERES OV A NI A VFEADRGTIENS | AR
L DHEBHERY 27 3R EEZ BN BRIZBM) |

Fa A RBR TlZ, COVID-19 ([CRRER L7ZBE N DAz & 2, KEREHRY 27 OFHlIc >\ ik
HOBIENVLELEZ GNDD, BRI THE LN TV D IERITIERIE 2 [ B % 1~3 VA EToOT
—Z 3ty (BRI 23R BREE 2 [B] B $EREM% 4 LB 12 3R O #RE OFIG1E 77.7% (33,752/43,448
B) ) THHZ LMD, AANC L DEBHERY X7 23+ 5 2 LIZN#ETH 5,

BIRESCABIOE N TORBIERY 27 IR TH S Z &b BERGEHRICE] SR X HHRINET 5,

AL, IR %®ﬁ%%T%LtoKﬁ@t%f®f%ﬁﬁ)27_owfi MERFEZ 2 5] e
XUES DG 2 0 TIRFMINEE U, Bz 228 s S - A 1o I i e it 4 ?O;kﬁﬁ@
EEZD,
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7.R3.7 WIMZRT BT A% IIBERFE % O R EMFRICONT

FIEEE L. MM I 2R AL TSR e % O R RMERFRIC OV T, LIFO L IZHB L Tn
%, 2020 412 A 31 ARFRT, AHNZ 32 7 [E TR IGE KGR 2 BT, £7-. 19 7 [E TREHHE Dk
ARZTUF L, W4 12 A 31 H £ T4 26,079,300 [E1#ERE S 23 Hiff STz EHEE S, 72 e (H
M) ORI RIS KT 2 HIA X, KIE 39.3%, H[E 22.4%, EU 18.4%, 7 VT 17.9% Th -7z,
AFKIDE 1[5 Summary Monthly Safety Report (2021 4= 1 A 13 HAHF) (2351 2 #sti x5 (2020 4F
12 41 H~[F4 12 A 31 H) (2, 3,615 Bl HIEHRE N S, 12 DFRRLZRE 7T (TF7 47
Fo— EEHBAEAR, TEENALERR . RV, EL, WA TR REBUE, RIRGE. TEFHEALE O
G, VU, BEERRE) AR STz, T T 4 T XU IEERRE SN Y AT EEALRER,
BESFALERR, R A EMIFFESNZ ) A7 (BERY X7 TERY) | X FFILY 22
TRV ST S, 780 13k L CRMIiT 5 2 & & Sz, FHlORSR, YEms ik 5
AFNDORXT 4 b VAT 77 A IERF AR LTS,

F e AR WA OMEE LLTIIRT,

e T

FECOWEIT 10 1 (5 BEZMICHER SN RET 76 Thoto, MEFLAL T, L5 M, OMfE
1B 3 F, OARA, THIKOVLIHEES L CTh o7, FllL 41~95 % TH Y . 7 615 65 bl ETh -
7zo 10 B 4 BIITHMIREAFT T 57 LAVEE Y | 1HITERLRE, LAITEMERE, 5% 4
BlIHERAZE CTH o7,

e T 4TFFY—

MedDRA SMQ (B OSIR) T7 57 4 T3 > —RSITiE4S T 2 8E1E 824 ] (9 HESLHICHEE
SNTWMEIL 613 THOH ., MEMHEIL 1245 THY ., 205 b 34 HEREE Th o7z, HRIFITIE
L 3k, RIEME 259 1, [BIE L7z 3 &EAESH V 31 44, [BIE S 603 f:, A8 350 1 Chd -7z, HxlF
MEFEL3F B DHB, 26 WEFGL  DEE) ZOTHHEROEBEEZ AT L7 LA VA
FTHY, LHIEHRAETH-oT,

FE72. MedDRASMQ T7 77 4 7F v —[Ui () IZRE T 5 FRIT B HICHRESh, 7F 7+«
TXU—RIE R, TF T 4TRSS, 7T 7 40 7F% =T a v 7 44k TEERENKL DY =
v ZIERS L CThoTo, 4834 F 1341FME. 77 4 7% v — LRBUE OB Z A L Tz,

o ENTEN B OREEE

SENTENE/ B CAEREEOWMAIL 91 1 (O LEFICHT SI-WEIL 68 ) Thotz, WG
X 2ECTho ., 2B 221 HENREE TH o7z, 2 FLL Ll Sh-F503, @EUE 42 . MR 31 14,
O g B RN N VDRSS 2 Thh o 7=, $5IRIE. REIE 24 1, B L7=2MEEEDH Y
2, [EE SR 31, A3 TH o Tz,

QT Tl i SN B ERGEOBEFMIEICET 204 RTA4 v ) ICET2ERGEE (QRA) 122V T (ICHET Q&A : ik 22
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o HmEMRE

PR R O 1T 20 B (D HIEFRNCHEE SN X 1161 Thotz, s 21 ch v,
Db UHNEE TH T, BIFIE. REME 7 h, BHE LI B%IBIES D 11, [BHE TR 4 1, R
9t CchH o7z,

o MRRREL

MR FEROME L 18 5l (9 BIEFIICHE SNT-HMEIX 13 41) Tho7-, HEHEIL 22 4 TH
V. 9B IBHENEE TH-o -, 2FUL LS S - H80%, KR IE 6 1F, &5 IES 1k, TAMAL
DHMIREMEMAMERIER DX T o« SU—IEERES 2 CTh o7z, BRRIE. REME 4 £, 218 L2
BEIEDH Y 3, [EESUTER 7 4, AP 8 ThH -7z,

o AT
BBHERIC OV T, B TR S ERITARVA, HRBRED S b, BT 044 TRERRD AT
REVED & D HiE Mk LT,
<HRSBAAE>
Standard Decreased Therapeutic Response Search AND PTs Dyspnoea; Tachypnoea; Hypoxia; COVID 19 pneumonia; Respiratory Failure; Acute
Respiratory Distress Syndrome; Cardiac Failure; Cardiogenic shock; Acute myocardial infarction; Arrhythmia; Myocarditis; Vomiting; Diarrhoea;
Abdominal pain; Jaundice; Acute hepatic failure; Deep vein thrombosis; Pulmonary embolism; Peripheral Ischaemia; Vasculitis; Shock; Acute
kidney injury; Renal failure; Altered state of consciousness; Seizure; Encephalopathy; Meningitis; Cerebrovascular accident; Thrombocytopenia;

Disseminated intravascular coagulation; Chillblains; Erythema multiforme; Multiple organ dysfunction syndrome; Multisystem inflammatory
syndrome in children;

T ORER, 4 GIOFEGINRIE S, BB TRERgsRF g (R INEE 4 (F, [RERSIE 1 1F) 23 s Sh,
1B B R FR (FR) b#d Sz, Wh bR EIIRE (7 B ~18EE]) TERFEHRL T
BY, 3PNTEETH 722, 1 HITEEREDIERZRD I, L LR 6, AEFNL 1 (6] H 5% 24
RFHILAIPNICTEBL L TR 0 | AT AT TRIET 2 L BAON TV L Z L2l E 2D &
PEMTROFEIUZ 72 5 LI S g o Tz,

o HEMEREAEETLHILANEED T IER

HREBEDY b, BREEZHET L7 LA VEBFIL 214 G Wiz, 2 b 0% T 1,182 o
FRPWE S, FRFERITEVR 77 . 957 59 1, FEE, BIER ML 46 1, U 7 F U HEREEIADK
A 35 1F, mEMED TV 3R Th o7, ERIRIIIET 4 1F, REIE 92 £F, FIHE L73MEEIEH Y 6 -, [
TR 130 7, R 42 fFCTho70, FECAH 4 D5 6 1 BIEEE OO & QR EEE T
b Y MEL (REFERL) ICEDET 1 FNDOIEIEIE. TEEIMEO LS & OIS ORE L~ 63 5
BETHD DAL OMEE EFERL) ICXDHE, 2R IEOCMIEZA T 2 g (84 ik
V' 9Lli%) THYRKRHDELT TH T,

® ILRROMRILICH I SR

AWM D S b, i 28 il & O Lo 1% 39 il Sz,

WEtm 28 BlD 5 B, 26 BITHEIRF OU 7 F UBEBEAHAE S, 2055 9 Bl CHRARIER 2 £ 5 IEEE
G (U F U BEREIAR R 4 14, SRR K O IR M 45 2 . PEsr i, AP, 0 K OV )
DS ST,
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AP ORI 39 FIZFBN T, 4 PITIHREEOFR MEEATUR, RAKBOE, MECE, KE, FLITIEH:,
FLIR SR AR, SivE, vEiR, FEE R R OUMEMAS 1{F) 2l S
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2021451 A 4 HE TICZE LEAFNCET 2 HEICHO>WT, 742 Y X A% HV7- MedDRA SMQ (/i
R OWIR) T7 7 4 X OGS T HME A MRFE LTz, ZORE, 8LEINGEY L. 55 53 fi
NEEW TH-7=, 81%#]7d 5 B, Brighton Collaboration OAEREFEH:NE (Vaccine. 2007; 25: 5675-84) 44
T LU 1 &ili7z LT2REBNE 18 Bl L~UL 2 &7z L7 JEFIE 26 5], L~ 3 7z L7 IEBE 7 L,
AEHLAS A 23 29BN 20 61, WP SfE b7z LTV R UWERIE 16 FlTH - 72, 81 Bl DERIFIFIET
14, REME 14 B, [B1E - @RSOIETE L2 BRBIRESH VY 4 6], A 2HTh o7, WmEICT LF
—., WBBUE, 7F7 4 7F LV —EOMEEER L CWOTIERNL 27 I TH -7,

PLEDORERMNS, CHETIEON TWABIERDLARFNORRT v b« URTZ T 7 7 A VTR
CHIMT LT, T T 4 TR — R OEBREICOWTIE, 7.R32 KN T.RIIICEHH DO L BV | IR 0E
THEMELZIT ),

BEREIL, BN DR T8 U RLENGER O L BB RIC O W CHER Lz, £/, 7F 747
XU —EZBUEERT VX —ISIZEL T, LTOREZHERL TV,

KE CIEB A FHFF AT T CABIOBEN B S 47 2020 45 12 A 14 BB IA4E 12 A 23 HE Tlg,
1,893,360 FllZ AN > 1 [a] B #f8 73 Feffn S 4u, AEHFS 4,393 4] (0.2%) 723 Vaccine Adverse Event Reporting
System (VAERS) (245 &i72 (MMWR Morb Mortal Wkly Rep 2021; 70: 46-51) , BT L V¥ —K
JIEORREMENR HHMEIX L5 BBV, 2D BT F7 4 FX%—F 216, FET T 74 % —7 v
X—SL 86 Bl TH -7, 7T 74 T7F—D 2L FIZONT, 19 PlII=E X7V v OFRE5E25%1T7,
Fo, THNET LK — (FEY, AW, Bfilsh) OBEERHY, 2oL 7HIET 74 7% —0
BEERH -T2, FET T 740 7% —MWT LAAX—IED 86 HllZDOWT, 56 FlilL T L X—DOREENH
ST,

BEETIE, —RERORE AT T COARFI OHEFE A B AR S Fu7- 2020 4 12 A 8 BB [RI4E 12 H 11 HETIZ, 3
BIOELERT LAX IR HE ST, 2096 2 BT Y SUISER T LV X —DBEEAH L T,

BERSIZ, AL 2020 4 12 A bEFRBIMA S, LB A B DEERFRPRESNTND DD,
BARE S CITRR BRI B 22 TIE R W 2 & AN COLRIEIFRITASBER SN RN TH D Z Lk,
BN BICEE S E . ARAIDLZEMIT OV TRERRIIZEHG L, 1800 Mk 1 iR ko 28 2
RO, WY T DRERH D EEZD,

W LU 1 1R D Major 7 B2 RESEIR KON 1 LA _E D Major 2R FBERBHIER (O i 1 oL LD Major 72 FEL#RIEIR)
L~y 2 0 (D1 2L D Major 7 fifBR AR & OV 1 D LL D Major 72 FEIR SR
@1 2L LD Major ZefiBRaik (OUT 1 DLl Eod Major Z2FFREAER) KON 1 DLl DR 588F T 1 2L D Minor
PRRER
@1 2L kD Major 72 K RER KON 1 2L E > Minor Z2BBREHEIR (L O/ 0% 1 284 E0d Minor 7 FEIR ZRAEIR)
Lok 30 1Ol EO Minor Z{EBREGHER  CUIMFRZER) KO 2 DU LD R % 3 T 1 5Ll o Minor 72K
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7R4 BERERWIALEFHIFIZONT

AEIDOEFERINE IO T, I TFo X 1282 5,

2021 = 1 H 20 HEFE.O, AHTO SARS-CoV-2 DJEYE ¥ (PCR MEMMEE £ D BEHE 332,231
B, o HLEEFNIL 71,129 ], FETIL 4547 BITHD %, BIEREREE T TR CEERTE RNV D, &
FERE & B O T BB L S D20 EHERI S 5 ARRBI O GE0E 20 AR 5 2 < LRV T 30 1R,
40 £, 50 RONEIZZ A, FECHEESCEREEHUL 60 RLL EIZZ 4

SARS-CoV-2 B & 7> & FEIE £ TORMRIAMIZ 1~14 BRI TR I35 BRRE TRIET H Z L NE N4,
Fo, JERDREIT DRI SIEYMENH 0 . FIED S AR O B EA O 2 L 23 PR O
EENTWD (Fflana T U4 L ARKYYE COVID-19 2O T51& (F41R) V) .

ARFRTIL, 2020 45 A 7 HIZ SARS-CoV-2 |2 L DIEGUEDZRE « W THUA VA THDL L LT &
EULANRIRIE L U CRGRE NIz, o, T A XV U NIAGE O EE - R OFHE THEAFEETH D |
Z Ot ER B CILEEEERICE U THEREEN AV LT D Gl a ) v A L R EGE
COVID-19 DO F5I& (B 41 V) 23, D DIEFEEIT-> THEYE L, EREGI & OB T
WAL TWa, £/, COVID-19 & DREBMRIZIA L E 725 TWRNA, —EORGEHE TIL Y A LA
HRMSG S MRS, WRES, MERNEE, MESEOERPEIET S &V ) @A S H 5 (Open Forum Infect
Dis. 2020;7:0faa507.doi:10.1093/ofid/ofaa507) ., 2021 4 1 H I 5T, AR TRYLE F OB M AN TR Y |
ERAHIN OB L TWARRTH S Z &, COVID-19 ZFRIET S &, BEIELLCIE T Dlisl & A2 554
bdDHZEEEEX DL, COVID-19 OFJE THHIEMD CTEETH S, [H =2 a ) v A L A EYE
ROBETOHEMEBIFE LTORRIED &) ®iIckd e, HRlan ST A N AEYYEIC L DI
CHESCEIES ORAEEZ TEHROBO LAERE L THan oA NV AEYED £ AFEDREIEE X2 |
TENTITFUBREOBNE SN TWDA, RITCOVID-19 O PR B E L TARINTWDL T Y
F X780,

MEst C4591001 FRER D2 /AR S — F DFERI G . AHID COVID-19 OFIE TR RIT R S, EAN
C4591005 # 5k TS, C4591001 3Bk & RIFRE L Lo Mg bt o LR SR SN2 e, BA

MK LT H[AERD COVID-19 DRIETHHRRN G TE 5 L EL 6N (TR2EM) | BEMEK VIR
PEIZONWTH ARO[ RIZHET 2BRT RN EEZ LN (R3S . AAIEEREZ ORI OF 2T
e O L BIEA LN HI R BT HRE S CIXATH Y (TR2 KON 7TRIBM) | EEKRICKT 2 AHFID
ARVECAHEMEITH S BR2 ZH) OO, AFIOHERIZ XY COVID-19 DIESE TR RS T
. EANORIEF ORI D72203 5 Z ENHIFFTE 52 L 2021 45 1 A WE R CREGLF RN L R
RN O L TWDBREREE 25 &, AFYIO COVID-19 IZxtT 5 PRIV 7 F 0 & LT, AFIEHE
FAREL THZ L IXBRB DD EEX D,

4 https://www.mhlw.go.jp/stf/covid-19/kokunainohasseijoukyou.htmi#h2_1 (f&HEse B 2021451 H 21 A)

4 https://www.mhlw.go.jp/content/10906000/000716059.pdf (F#&HEFR H 2021 4£ 1 H 21 H)

4D https://www.who.int/publications/i/item/modes-of-transmission-of-virus-causing-covid-19-implications-for-ipc-precaution-recommendations (4%
femeRH : 202141 A 21 H)

49 https://www.cas.go.jp/jp/seisaku/ful/bunkakai/corona_vaccine_2.pdf (Fcfi&fEa H 202141 A 21 A)
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BEREIZ. AHIDOWIEE « NEIZHOWT, UTFDLHIcEZD,

WSt C4591001 FRER DO IL/IAH S — h OFERD D . AHK|D COVID-19 OFIE TPz RITR S 4, EAN
C4591005 #Br THEsh C4591001 3Bk & RFREELL Eo G AbiisMio EARNMER I 2 b, BA
MK LT H[AERD COVID-19 DFRIETHIRRITHFFTCE L Ll L7z T.R2EHK) . HlanS v
A VA (SARS-CoV-2) 77 F > ORI 55 2 71 ¥ Oft#, BEARDOY 7 F o OEE - shik% %
BEE 2D L. ARFIOZRE - ShRIL. BFEEREOMEE - RO LBV . [SARS-CoV-2 1T L 5 EYED T8 )
9D T L) & Lz,

LU O¥RE DBz DWW IR H R g CTigim T 2.
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HEEE L. AR ORE - HEOBRERIMLIZOWT, LLTFDO LI IZHBHAL TS,
FHEZRERER & L CFENE L7-1Es C4591001 3ABR DO F T AH/3— b Tlk, A% 10, 20 X% 30ug % 21 H
[WIRRC 2 [l L 72 & & DR BENER CSIEFIEIC OV TRET L R RIZUL T O L B0 Tholz,
® AKHKIEHE% D SARS-CoV-2 MG T FHFUAMEIZOWT, WFnoHETY 1 [ EEf#E% 21 HEO k-
FIIDOT N Th o7, 2 I HERER 7 B BLURICHE 2 EAPZEO bl (T.R21, £ 16 M)

® COVID-19 OEIE(LY A7 BEWVE B 2 LD mFEEREEMIZIBW T, FRmPURMhiE 20 pg # L0
H30ug HETEMTHo7= (T.R21, 16 2H) |

® LZAPEIOoONTIE, WTNOHETHRRITRO bR oT,

VL EOFER G 8 A S — N TRETT 2 A IO HE - AL 115 30 pg % 21 AE GrawE
1$19~23 H) T2, FHANERET L& EEL, Bz Eh Lz, ZORR., REIOF NI HR
S (TR2&H) | ﬁéfﬁz&(ﬁﬁ@m:ou\f LA FRE L KL (TR3ISM)

¥, HU/MFE A= MZBIT 5, 108K 1 [0 B #E LI O COVID-19 SARIRIEMROHEER AT, 1
o] H$2FE#% 14 B H % Tl iﬁﬁ'ﬁi}: 7T R AREECRBRICHER L, 20%, 77 BRI 5 — 5 TK
FIBETIZ L A0 EHINET, 2 [B B EERLIRE CARBIREE 7T B ARBEE TRERENRO DN (TR22 %

D 1RO OB IEIZ OV TIIRE L TORWA, 2B 1THE/S— MZBW THRIHUARDOFEFE I 2
E?ﬁ@ﬁ%%f&;ot; EBESEZ D L VRO R TIIEIRFHEE OB RN D+ TRNWEE X 5,

Fro, LRIEEEREE 2 BIHEMEORIFRICOWT, 5 O/FE N— F Tk 21 AR GrRasii 19~23
H) &L TRELTWEA, GRNEOMHNTI 1 BB HEFEN S 19~42 H1%IZ 2 [B] B B S U7 g &
BUOERI T 2175 2 & L FRNCHE L TEB Y . UM TAKI D COVID-19 DFIE TR IR E
Nl (TR2 M) AW ATREEN O 5 B, 1 [E BN D 24~42 HIRIZ 2 Eﬁ?ﬁﬁéhfﬁf}i%’ﬁ
Fix, AKIRE 18,198 B 616 i, 77 L ARRE 18,325 il 659 BIAEG £ Tz 9 . ZhboEMICE
F 5 2 [MIEEE% 7 B HURED COVID-19 fEEBIIAKIRE 1 #], 77 &AREE 4 fITHY ., VE [Hifl
95%CI1]  (JRBRIERERERTH O 2 [0 B8R 7 B LARTIZ SARS-CoV-2 YLD 70\ ik 5ReT) 13 73.3 [-170,
99.5] % ThH 7=,

9 BREMBOWNGRIZU T O LB ThoTz, 24~25 H : AAIEE 212 Fl, 7T wARBE 242 5, 26~30 H : AHKIRE 264 ], 7T & AREE 273
B, 31~35 H : AKIRE 88 B, 77 AREE9L 5], 36~40 H : ARFIFE32 B, 77 BAREE 4L B, 40~42 B : ARAIEE 20 5], 77 B ABE
12 15
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BilEE A D72 < | HeER i HmIXIREEC & 2 A3, BEREMIREAS 24~42 B CTh - - ENTHAEETHF T
XHLBEZD,

F£7-. [EN C4591005 #BR T H . #ESF C4591001 FABR O /AR S— ME UMk - FAEE2#ZE L TR
BRoEhit L, SERIEORER D BANTY COVID-19 OFJE Tz R IIf & (T R222M]) | 4
PR OFBMEIZONT, BRANFFAORSITRD e o7 (TRISH)
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[HIRRE AL &L@?‘@ ERE LT,
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DONT, AFI30ug 1Y 5, AFAHK 1.8mL I CAREL 03mL & 1[4y & LT, &at2E, 3
MMM CRIANEERE L R ET 5 Z ST TRE L MW L7e, 7eds, 1 [RIBERED 2 TOA MK OB %
24 AL BITIER L7288 OAZMECOWTI I L TV WD &b | BRIRRBROREIZHS E
SHMMEC 2[R LT 5 2 LY E B2 D,

7.R.6.1 BEREXREHICONT

HEEE I3, AR OBEREMRERIZOVT, UTFTOXIITHPLTWS

[ElN C4591005 #BA Tlx, 20~85 k& xige s LCEM L, AARANTOZRZ M, AR O E 2
PR L7=, — 07, YESh C4591001 FRER O /AR, S— MMZEBW T, 16 kL EOWERE TOH MK 0L

BYEPHERE S A, FRER OATICIB W T HERRMICERE L 222 L9 RfERITERO b o722 &
O, AFIZHBNTH, 160 LA L T2 2 LITAREE B 2 D,

723, Sk C4591001 FER O I /IMIAH N — b Tl #BR I PIZ 12~15 R D/NRIZ DN T OGP
PE, MR OB MEZ R 23 25800 LTV 5, 20D OERE OB 1 3A MR IC 38T
—EOT—EZNEENTNDLHOD, Bl CHo e RITE TV, L7ehi> T, /e a g
& LB DWW T, Yakfs R 2B & 2 TRird %,

HERE 1T, [EIPN C4591005 5k Tl 20~85 ik A3 k4 & S, AARNIZIBWTIL, 16~195%ICBIT 57 —
ZIIFON TS OO, LLEDOHFEFH O, EPN C4591005 #lk & sk C4591001 #ERIZH51T 5 20
ik CA E ORI R OVZE T 1 7 7 A VI KRERERITRO bR o722 b BRF RO AR TO
SARS-CoV-2 DI TIRINEZ B E 2 5 &, ARIOBFENGFln A 16 sl L T2 LITrREEEZ D,
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7.R7 BUERFER OBRFEHEIZOWT

HEEE L. AT O L 5 ICARAI ORGSR 7% OFAZ FHE L T\ 5,

KANIDEMT — 2 & e HRANDLZEMEIZONWT, BUERGEARIFE TICE LN D ERITIRER TH
D (T.RIZM) | AFIEEFE% O SARS-CoV-2 [EYLRFIZ, HAMMRONHG bl Z Shsalettb H 2
ZED BRIZBM) | RBMMEDY 27 EE), AK| 2 B HEME 12 7 HHOREMEE2 R 5
CEEHMELEBEHKRBERE (ERREFELZHRELEETEBEESREERRAAE
(https:/mww.mhlw.go.jp/content/10906000/ 000721004.pdf (Fef&fifsB H : 2021 4= 1 A 21 H) ) TOHHEFE
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Th b,

Fio. AFNOEERRER T2 R 2B RS L TUve, COVID-19 OEJE(LY A7 BREn L&
2N EMREERT 2% (TRI4ABM) (TxiT 2 ARBER# OL 2O &2 BgE LT, JEME
BEATL2EEZME L L RrE A (B 1 MR R 25 2 MR EERE% 1 0 H) &%
5T ETHD,

[EIPN C4591005 FBRIZ DOV TId, AFIKGERICHEUE IR e % BIRRERIZU) 0 B 2 TR O L2 2
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Fio, KAIOBEIEME 2R L2 EWOMMREZ X 5720, IBIMO ) 27 /MEiEE L LT, AFIOFRIK
ISR A —E ISR L, EREIEEH IR 2 TETH D,

P, ROEHUER A E OGBS 5 HEEE O TEHIZANTTREL B2 5, £z, ERNOFRD
HI B O (fikfed OfESS C4591001 FAER, VA T O HFF I #2 S RLE IR SE AR D 1F )
O TIEL, BONTBERICIESE . ARIOLEMET OV TRERHIIZFHE L. BN 0 & ke o1
AR D EER Z T3 2%, BWUNIHIST 2B ERH L LERD,

LU OAE OB DWW IR ik Cileim T 2.
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7.3 BERRABRICBWTAFILISL (BNT162b1) TRD bW AEHRE
HEF, C4591001 #kBR D 1 fH/N— kb (7.2.1 2M8) @ BNT162bl #HIZRIT D2 EEMEIZ OV T, BLFITR

9, 723, 100 ug BEIE, 1A HBEREE ICFARCTO 2 B ASEMIZTIE S22 L5 0 | 1 [E H R

DT — 2 DI LT D,

H R 7 ARICEED SN RUSEMSERITR 2T D LB Th-o T,

#£ 27 RBRELSEEMESE 7 HRICBT 2RIGEEER (REMITSER)
18~55 1% 65~85 1%
BNT162b1 F5 R BNT162b1 7R
L% ¥ Pt 10 ug 20 pg 30 pg 100 pg? 10 ug 20 ug 30 ug (N=9)
(N=12) (N=12) (N=12) (N=12) (N=12) ® | (N=12) (N=12) (N=12) .
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
Ry S
s |1FR |7 683 |9 50 |12 o) | 210 |2 aen |76 |1 | gl | 1@
I 2088 |10 (83.3) |11 (91.7) |12 (100) - 2 (222) |8 (66.7) | 9 (75.0) |9 (75.0) 0
1[EH 0 0 2 (16.7) 4 (33.3) 0 0 0 0 0
FEAR
2[R 0 0 2 (16.7) - 0 0 1(83) | 183 0
- 1[HH 0 3 (2500 |2 (167) | 5 (41.7) 0 1(83) |1(83 |2 (167 0
: 2[H 0 1(83) |3 (250 - 0 1(83) |2 (167 |3 (250 0
B A
1HE |1 (83) 0 1(83) | 6 (500 0 0 0 3 (25.0) 0
FR B 4 (333)
2[8E |1 (83 |2 (167) |9 (75.0) 0 0 6 (50.0) 1] 0
1HE |4 333 |8 667 |6 (500) | ° ([523]'3) 32500 |2 167 |7 583 |° (E’f]"” 4 (44.2)
et
8 (66.7) |10 (83.3) 10 B 7 (58.3) |8 (66.7)
2 [AH (1] 1] (833) 2 (220 |3 (25.0 (1] (1] 2 (22.2)
1FE |5 417 |6 (500) |6 (500) | ° (Efj(” 3 (2500 |3 (250) |4 (333 |6 (500) 0
9AJH 9 (75.0)
2[EH |10 (83.3) | 8 (66.7) |12 (100) - 0 5 (41.7) [ﬂ 9 (75.0) 1 (111
7 (58.3) | 10 (83.3)
e 1EE | 183 |3 (250 (1] (1] 0 1(83) |[1(83 |2 167 | 2 (222
288 | 3 (250) |6 (5000 |8 (66.7) - 0 3 (25.0) | 7 (583) |4 (33.3) 0
1EE 0 0 0 0 0 0 0 0 0
Mgt
2[EH 0 0 0 — 0 0 0 1(83) 0
- 1HE | 2 (16.7) 0 1(83) | 4 (333 0 1(83) |1(83) 0 0
T
2[FH 0 1(83) |1(83) - 0 0 1(83) |2 (16.7) 0
. 7 (58.3) 2 (16.7)
e 1HE |1 (83 |4 (333) |3 (250 1] 0 2 (16.7) 1] 5 (41.7) | 1 (11.1)
288 | 5 (417) |9 (75.0) |7 (58.3) - 0 4 (333) | 4 (333) |4 (333) 0
3 (25.0)
1EE |2 167 |1 (83) 0 1(111) |2 @67 |1(83 |1(83) 0
RAfi (1]
2[8H | 4 (333) |6 (500) |3 (25.0) - 0 3 (25.0) | 3 (250) |2 (16.7) 0

N=fFAT e G 8, n=J8 S5

[ ] WX Grade3 (GE#E\Z 38.9CHR) D%k (Grade 4 (GEEMZ 40°CHE) 1IBDH LN TV )
a)  BNT162b1 100 pg M OGS % 7T B R 1%, 1 (6 HER% O RO 2,
b) 2[FH N=9

50 18~55 R 5 1 (Al B BER% IS, EE OEFIIER AR b2 &

54

PTG, R, EBAOFEBUHEEN 30pg BEL Y
bLENoloZ LN, RIMHETO 2 B BRI LS, RV IZ BNT162b1 10 ug XIiExticd 57 7 e R S iz,

AIFTTAHE_T 7 A PSRRI D
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FOSIEM RGN OF ERR M ORIFOSOFREIEIT, £28 DL Tholz,

#28 WMRERREREE 1 VA X TOFEERROBIRIEORRFS (BB RER)

18~55 1% 65~85 7%
g, BNT162b1 77 iR BNT162b1 7T IR BNT162b1 77 iR
10 pg 20 g 30 ug 100 pgl [ ¥ 10 10 g 20 ug 30 g
(N=12) (N=12) (N=12) (N=9) (N=12) (N=3) (N=12) (N=12) (N=12) (N=9)
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
HEHEG | 6 (50.0) 5 (41.7) |6 (5000 |2 (22.2) 6 (50.0) 1 (33.3) 6 (50.0) 7 (58.3) 3 (25.0) |4 (44.4)
Il S 3 (25.0) 4 (333) |6 (50.00 |1 (11.1) 6 (50.0) 1 (33.3) 3 (25.0) 4 (33.3) 2 (16.7) 1 (11.1)

N=fFAT e G 8, n=28 115k
a) BURMIMNT 1[0 Al 3 £ T

R, EERAEEREOERTILICE S EAEFZUIRD SR o Tz,

ERAR R AT S (2D T, Grade 3 LA LD RLEZH) & LT, 18~55 i ¢ BNT162b1 10 pg #f 1 51,
20 pg BE2 i, 30 pg BE 1, 100 pg BE 4 1], 65~85 kN T 10 pg #EM OV 30 pg B4 1 HIICEED B
Too WIS A TR HIL, FH CREERPAN £ CTHEIE Lz,

8. HRRRIC X HAAGBHIFEE T T NS EEHTIR 2 E A HERR AR R K UVEARE ¥l
8.1 WA MEEE MR RITX T 5 BAE DK
e, MAFERT THY . TOMBEKOEE ORI RE (2) THIET 2,

8.2 GCP SEHIFAERE Rk D& DY
BfE, ABEFEEF TH Y, ZORERL OHEOIFIIWmE (2) THET D,

9. BPIARICRIBE (1) BRI 2RAFEM

RSN ERN D R H O, SARS-CoV-2 |2 L 5 EYUED TR T 2 HMEII RS, 5895
NIRRT 4y NEEE XD ERAMITFFRTREL B2 5, AFNIAF TR CREEIRFEARHGE S
72 SARS-CoV-2 IZ L D EYHED THiE B E T 250 7 F o Th Y | RAZBERAEEL 35 2 SR
BEENPODLLEEZZD,

B COMB A E 2 CTRICHIER 20 L HIBTCE 256101, ARIZ AR L TELI X RN E
EZ D

55
a7 4 T 7 A PR FRBIRREIAR o W
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BpIABCRLIBE (2

SFN342 H 8 H

&g B

[k 72 4] a3 FT 4 vk

[— fix 4] auaF AV AERMT Y Y RNA U 7 F 2 (SARS-CoV-2)
(BEEES% : NoF AT )

(W 55 &l 7 7 A P —tEA St

[HEEHEA A ] 2412 A 18 A

[hFEsE—E]

WEDE Y,

1. E‘BERNE

B M O D% OB IZB T 2FAEOMIKIE, LT LB THbH, B, AEMEHHEOEFEME
i, A BIZOWTOEMEENSL O LHEIZESX,  [EERLEREISR AT 25N
EEEOEMIZET 5] (CER20412 A 25 BHfHT 20 E#E5E 8 5) OMEICX Y., 84 L,

!

MR TR, WS (D) SRR L AR OME, A, L eI BT D O HIln M ZE B
LIFFE, UTDRIZOWTITBEMOE RS H ST,
Bt LR ORICOWTEBINTHRE L, LR IG 21T o7,

1.1 BFIHEROFEE - ZIRICONT
HEE T, EMEE LY. W ) o [7R2 HHMEICSOWT) KW [7.R5  #hHE - ZhiFIz oW
T OMED PN 2 X FFT 2B RICMA T, U FOERSHE N,
® 4} C4591001 RERIC SV T, EFOBFEMET — X 3G 6N TE 53, VE OFERIX 2 [0 B # % E
BB OT —5 Th b Z L IZERBGICIERIZIET 20BN D 5, Fio, REOGMIMET — X135 &
BEEUUET D & L bic, AOMEORHEIIMAIA O L oo 725801, BIEEEOESIC OV THR
T OMERD D,
® SARS-CoV-2 BEIKIZHOWNT, B THELN TV in vitro OF7 —# 1%, 4+ C4591001 iR TR
D ONTZARBNOFIMEE R ET 2 O TIERY, —FH T, %L/ EOHBE b EEIND Z
LMD EEEEO BRI O TIRPLITREE I 7 4 0 —T » 7" L, ZREEEE H 72 invitro A
R A N L. B e A O TGS R BIG I E IR 2 & & B, RUUTIE U7 i
EERFT2MERD D,
® KD COVID-19 FEIEAAMBIZNRIL, KRB DR R D S IT+ 02 ERAGE LTV 2R, Ll
7R85, ARHFID COVID-19 FIE TEIZNRIC L 0 BIEEEAMET 5 Z & T, fERIICHEIELT I
CHE ORI D722 5 Al REtEIXHIfF T & 5,
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AFH D SARS-CoV-2 &G PRI RIE, BRARHER CIEEHE ST e, RAIZ#FE L7255 Th -
Th, BYGERP D72, B, BHEROEBOERRE, TR F 7 v D FARN) 72 B
TR IS L TIT O MERSH D | 2O RUITEREFHE K OEERET IC IR 5 & Th 5,
G R & FIE TR & OBREICHOWTIL, 5% BT I 0ERH D,

S, EMZROFTRZBHEE I zE L, HEE I TRESIE% ORYOA MR L RRIZHT D
15

TRET, YT PR R ORI BE 9 2 R FH O ~ D

WIRLEIZOW T, EWUICHINT 5

A& LT,

F 7= [E M C4591005 ik 0> = FRHT T &> 2 A AT HE S SR PR R DS RS S it 1 (TR STz,
FERIZE 2 0L B TH D, ML, BECiRE S O 2l E FMEEM O R L FRECTH D 2 &
(AETAM S UM SR F O BTy (1) 7.R.2.2 # 21 OF4) | F£7-. 1Sk C4591001 FRBRDOFE B (4t
(1) 7TR22 £20) LRBETHD Z L EHER LT, MRMEIIHEMERICHRSE L, BNOER”IT A

Mol
£ 29 TRERIK 2 [ HEEME% 1 4 A D SARS-CoV-2 fiE il (50%HFrfiif) (EP C4591005 #ER)
N GMT [ififfi] 95%CI] GMFR [l 95%C1]
QEIBH#HES% 17 A) (2 [5] H Befdith 1 0 H /1 8] B BERERT)
DA 116 | 524.5 [459.7,598.4] 51.5 [45.2,58.7]
FEAT AT AHE AFIE 20~64 1% 94| 570.7 [497.6,654.5] 55.8 [48.7,63.9]
S U R 65~85 7% 22| 365.6 [254.6,525.0] 36.6 [25.5,52.5]
77 RREE | SR 40 106 [ 98,11.4] @ 1.1 [ 1.0, 11]°®
AR 119|  489.9 [420.4,570.9] 48.1 [41.3,56.0]
AR AFIE 20~64 1% 97| 5235 [442.0,619.9] 51.2 [43.3,60.6]
S U R 65~85 7% 22| 365.6 [254.6,525.0] 36.6 [25.5,52.5]
77 R | &F W 41 106 [ 9.8,114] @ 11 [ 10,11]?

1.2

N=fFHT % 515, HURfifi2s LLOQ Ri DA, MEHTIZIX 0.5X LLOQ DEA AV &7z
a) FaSEJFMEIE H ORRIRERTRIC 2 [ B BEFEf% 1 o AR RBEDHE T L T o 7o LB & BRV T fifdras 5 (G AT 6E
SRR ¢ 39 B, AFEAm s R AERT ¢ 40 )

M OUNT

HmE T, EMEE LY., B (1) o [7.R3 T OWT) ORI 2 i+ 58 /A
MZ T, UTFTOBEEANHENT-, 2B, FEMEBY A7 1250 CiE, 14 EEL Y 27 EHEEE (L)
\ZHOWT IZRE#HT B,

ENA ORI T, AR ICEO DN AFEFRITIZE A CPBEUITEETHY | KA
DREXT 4w NEBTHLOTIERY, LLAaRS, —#oOERE CHEARICEET IREDS
FRINEDRRBO LN &, £, AHEFGORBIEG), 1 R HEMREL Y © 2 [0 HERERE, &
FiE L0 bIEEERE TR o T 2 LiE. ARIOERNEFHEOBBEREL 1L > CTHEREHRTH
D BROZEMHEHERICONTL, ZNODERGEO TRIET 2MLERDH L5, £z, BIRILDE
TREG 7NN, HEfifl DA, R, SERFEBURFOIE IR FRGERE O i (FFENBER 7 Ot
SRR ~DZ B N M EERE) 12OV ThH, HRRIET 2 0ERH 5,

TFT4TFH—EOT LR UG OV T, WO A% ST RGE R4 I B e R
LROLNTEY, FFICEENLETH D, I CETHEEREZITO & & bIT, EEEFEE. %
PR AP RO HEIR E . B TIHFRIRIE N HE TH D, £/, HERICER L IR
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FEOMERZITV, BRI L — ERH OBIE 21TV BRI BRI TE ) 7o i - fE 2172 5 K 9 .
BERERF ORI 2 5 D 1= 3R BN EETH B,

® HEUEDEEEIEEN & H ANITOWT, ERIAEERE Al 4 OBk 5 FIREE & 5, ERIAEERE D ]
L EHWTE D LD R BRI AR L E TH 5,

® HFEENEATHILEMT —Z X— 2 DIFERITIBN T, WS OME A% TSR B %O T F 7
4T X —RUGICRE ST D 81 Flh, M7 fFl, TLIX— WEUE. TS 74 TF—K
IS OREFEN & HAERFIH 27 i, COVID-19 DREEZH T 2 ERIN 4 flE N - Fiddi s v T
Too TFT74T7F—HIZONWTL, SHBEMINTHERICESEHEL) 27 L2 5 RHATHED
IHTEATV, EEZRIANE ONHAICE, MUICEERE T 5 0ERH 5,

® JLHRBAAT LT LA NVEFITONT, WA OMEAFF A # U RGERGERIC, RERBERITAI T
HLHM, REPREZ I CEZZOAEFENREIN TN D, BBE BT 2 2 ERILR
RCHSIZEBES N TRV, COVID-19 HEiE kU R 7 8@V Al RetEn & v | SARS-CoV-2 UV 7 F
VHEEROMLBEIIEWEREIN DT, AR L 5K T 4y R Y AT % BE S L ERD
I L. D DB RN SUIAGEE DR ORI OGS 2 BfE D |, #EEICOWTHE L7z
Lald, AR BT LT TH D, U F T T oL e IITn e INE L, B
SNTEHRITHCNICART H E LI, TORBEE., HHREEHTTIOILEND D,

LI EDEMEEROZRIZONWT, BHEITHFEE IE L, B TROERTE% O 2 VIO IUE &
OBEFIEFE | P FE ORI oW T, BTS2 52 mE Lz,

1.3 M- AR\ T

BT, EMEE LY., @i (D o [7TR6 Ak HEIZOWT) OMEDHIM %2 R 55

RZhz<, UToOERNHINT,

® RAID 1R EEERED D 3 MR T 2 B HEEH S 72 b2 7o ASDOIHRIZ DWW THEHRARIE T 2 L EHR
5D,

HEREIX, LT ORI W TR LT,

Wi (1) o [7TR6 Mk AEICOWT ICEEHO LB, #ES C4591001 FBR (23317 2 HEFE MR 1%
19~23 H L RE S 4L, —HOHBRE T 42 H £ COMIMRE TOHFRRILH 223, #EHRE 24 HLLEIZ
FER LT 58 OB MET I3 ISHENT L TR, 72 ARH L IO A COABME LT LTV 7R,
L7=3 > T, AANT 3 AR C 2 T2 2 L@y E 525, — 5T, HHEE NI TIL, 3
MR COBEEATERWEALHEES N, ZOH%AIEL, TEHRY BT 2 RIHEEEZ FEHT 5 X5
BT LERD D,

LU EDHEMZEE O R R OB ORBEHERICOWT, BBIIHEE IEZEL, FEHET. AR T

OAEFERIROEH L O 2 [8] B R O B2 [ERRIESE K OWEERE (ISRt 5 Z Li2on T,
BEENZRIET 2 B E2REIE LT,
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14 EERYR7EHEHE () 2250 T

BRI, RIERTER OFREIETR U A 7 FHIIC BT 2 LA T O OHIMNL, FMHEE N OIS
i,

PR Y R 7 ST EE oA Tldd 20, T OEREN 23 IR ITEBRNICL F R EE > TE D
TV EBI O BE ORI 72 RPLIZ T IR BER O M L Ao 2 & Sk C4591001 #ER T
IR O COVID-19 FIER L OFIER| O R AT D70 < . BEM%ZEHIN 72 COVID-19 OFIER L
RATHDHZ &0, HHELET CIEM SN 20RO A GERAS W T, KEHERY 27 &2 +4

WZFHET 2 2 EICIEBRARH D EFE 2D, £, BERTEHL, YmiXfEsh C4591001 R D 7 + 1
—7 w7, WEEE NI D GRS 208 U C, ARSI O COVID-19 FAER I & OVEE
BIOTEH A 24T L, A&\fﬁﬁﬁ)x&mﬂﬁﬁ%’%#éﬂﬁ%ym&mvzU&%y@ﬁ%%%
U AZIZBET D F BB T2 DN TGE 12, ARG ORMO T —# LI E 2 T, KO B
%Uxﬁm%ﬁéﬁﬁmomf\&bf@ﬁﬁé%%ﬁ%éo

Fo, EiBE TR, EMEZE LY #E (D © [7.R7 HEERFZ OB FEHIZ OV T OMED
HIr 2 SZFFT 2 BRI T, L FOERA A Sz,
o HUEitk., AFNIIFICEL S OERIHEH S, £ < ORGERTER OZEEFRANES D &
BESND, AROLEMEHFHROWE, ~FT 4 v b U AT AT o ZAOFHE L ARIZOWT, &
WIEBIAMED T TIREICATON D Z ENEETH S,

IEOEMEZEREORREHE 2, HEEREER OZEMERHRONE, ~FT7 v Y RATNT
A DFHl e VAR 2 OEITAT 5 & 5 HEEEICHIE 2RO, HEFEIXTA LT,

R IX, Dl EoiEmmz s E 2, B RICBIT 2 AFIOESEM Y A 7 FEEHE (2) 1220\ T, #3012
R AR EEARET H 2 L, WONTHE 31, 32 KON 33 ISR B N0 [E 3K 5 22 M B TS 8h & O
BN 27 o/ MUIEEN 2 a4 25 2 & st &l L7,

£30 EEHIAEHHE (R KRBT 2ZLHERFNFERCEDHICET 2 RHNER

LaMEREEE

EERBEINLY A BRI Y 20 HERR R
e AV TT T4 THT— | e U F UM ) EBEME (Vaccine- | o e X IIWFLIICHER L B0
associated enhanced disease (VAED) ) K (YU etk
7 F B E o PR R B 58 (Vaccine-
associated  enhanced respiratory  disease
(VAERD) )

AN BT 2 Mt I8
o ML

SV R EEsRIC R L CiE. Brighton BEHE(LIER|EFE [Vaccine-associated Enhanced Disease: Case Definition and Guidelines for Data Collection,
Analysis, and Presentation of Inmunization Safety Data)  (https://brightoncollaboration.us/vaed/ (F#&#ER8 H 2021452 A 3 H) ) Mdb 503,
HARHYIER O E R TR SN TH R,

59
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£31 ERM) A7 EFEHE (R) BT ENPERHZLMEREBRTEMD Y R 7 H/ALES OHE

BN O [ 28 e A PR R E T

BN Y R 7 fe/METES)

e COVID-19 OEJE(LY A7 NEmWEEZ LN D IEMEBREHFT D
FaXB L U R A

o WESMiE ARG (C4591001 #X0% : MESh 4 I/ TIARRER , K OF C4591015
R - AR S OWESES T/FE FAER)

o HARE A o HIREZMAEIC & 2 Rt

o RUEAR e RRARRER (C4591005 3Gk « [EPNEE 1 /I AHRER) o ERIEFENTEM GEEMLER T A F) Ok &2k
o HEEBRINCHER S N D HEERE (EFEEE) 2R L Lic— | o EME TSN (Wl inasg) ofFm L it
et FI R A (BBRRAL) o RISUGTEBUIRILO E IR 72 v g2

K32 EFRREEEARLE L BREAREREAEOFT (B

AF 2 [0l A 12 0 A £ CORMMRZ 2O (ERIEFE 2R & U T R (ki

o DBEIMN (2 7 AR 10 ) T O BE L LT
e R 5 A L LT S (AR R AR DR R0 5 b . AREOB N NG DT
I fﬁ&@%@%ﬁm%ﬁmﬁg%ﬁ<zna%@&%1wﬂ>%T@gumaﬁﬁzﬂa&@&uwﬂi
T R R MG L LT e TR AR DA SED > b, AREO BN B Ao 2]
BB, (W, BUHE. 7 LS. Lo « iR - RALOAIES) | AROERIL, (07
LA D F BRI, DFHSE. MRS, COVID-10 4 (SARS-Cov-2 WAHifl. FE Ih AL &

FIEAEE, ZWA. IS - MEDOFE) %

# 33 COVID-19 DEELY A7 BENEELX DN EEEXRE LEREFERARBEREHEOET (B

B ) COVID-19 OESEIL U A 7 D3 E &5 2 DD AR 1281 5 2O iR
A Rk =0
e COVID-19 O HEJEL U R 7 3 E &5 2 B D ARHIRHEFES
B LR AEEREA A5 2[RI HHFE 28 ik (9 7 HH)
TEFIEK 1,000 44
P (BEERE, AOHE, 7 VAKX —ME, 0 IR - RILOFES) | AFIOERRI., MY
F A A 7?/&%ﬁﬁ\ﬁﬁ%\ﬁ%$%\awmlﬂﬁ&@NBCWZ&EHﬁ\rﬁW@E%ﬁ%:%Eﬁ

WA MG - AEOHE) %

15 SEIT2SWT
151 FrEANYF— g /o0 T

WE (1) TEETEESNTWERAIO a2 F—2 g A2ONWT, i
R EOND TETHD LW L,

i, 2021 4 | AC

BT, LT X 212825,

HESMC I8 TR RE 2 o — LTl Sh, BAMMFFA F A SN TV BRANCSLT, 3 By b
LLbEom y MR BT X COBMISEEG L TV Z L2 MR LI b0, AR THIUL, Hiiis
BRI S BRET 5 31 v hOTrEASY Fmy s UiiE b o T, ARIBIEHIICRETE 5 <
LEMGET ORMERD D, LA LRN D, BUED COVID-19 A TREL KL OAHK DOt S | 1H
HWRNCELGETE 2 2 L OB FRAIIZ @5:5ﬁ¢ﬁ%%@“kﬁﬁbtotﬁb\ﬁﬂmfnﬁz
NYF = a CDORREE SRS, BRI B BER S D,
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152 1234 7Vip bEREU AT RE R SRR EI Bz OV T
FAEFNZ LS, TN E 6 B EREUCRTRED RS 5 BRI M S hu, R ST,
ENTHRBL WA IIMBETEOEHAY 2 (ImL) EOEHED I B, AFARETH -7,
W UET y RAN—=ZAODRVERHT U o2 (G 10 #dh) L OVESSE (G 6 8d5h) 2w, A2
A 217 mL 2 AT A T 5 0.3mL $50 6 MRS ATREN T Sz, TOREER, HEDT
VU R OVESHEOFEHT, 6 B4 OFRIMN FRETH - 72,

AR I TR SRR S R 2 MR8 L. HFEE IR L,
U U R ONEREH ORI OV TR, ERBISGICEY)

1A TG 6 BIGERIEITS 2 &ENAEER
WCIESRIEMT A K2R LT,

2. FeBIARICHR WA (1) OFTESH

wE (D) 2o T, UTOEEBVETIELL, vk, AGTIEZ L HE (1) OfimIcZZiI7en,
T 7 STIERT HXA
16 3 | mRNA-LNP¥ MRNA-LNP*-
27 f; 2t 27 oK 3t 25 Bl AR FHNRO SN R b )
AFIE 75 RRE AFIEE 7T v RRE
RSEIEN 21,699 4 21,686 14 RS eSS 21,669 14 21,686 14
3 | #17 COVID-19 | 2 [n] H #fE 2 H 121 151 COVID-19 | 2 [AlH $2f# 2 151 21 51
e E A e 2 e E A ME 2
GERERTH | B HEfE% 6 GEIERFY] | Baefits 6
i) HET ) HET

GMFR GMFR

34 | £20 || 2 EIHEREAFHML | ST BAREE | 24F 1.2 [1.0,1.3] 2 [ml 4 FdE AR e | BEE
G RS i gosppeter | 7 ETH | g | 10[10,0d]

GMT GMT

34 | F21 | SFHESIE | T RREE | 2F ERHlieE | 7T EAREE | 2F o
i ] A 10.6 [9.8,11.4] e 4 A 10.6 [9.8,11.4] 2
35 15 | 21,699 % 9 B TH v 69 il 9 # T&H v
7T R A Y
20~64 % 20~64 7%
MRS n (%) %)
g 2 [AH 5 (15.2) 9 2 [AH 130

(FHREERER - A5, BUHMBEHIER)

3. HEMHRIC X D AGBHIEE T T NS EEHTIR 2 E A IERR R R K OVEAE O HI T

3.1 HEMEmAEE RIS 280N K

= L R R S E O HLE 12 D & 7K
ZORER, RN SN KRB FEERHI RSV TS
776

DFJEl

3.2 GCP SEHIFRAERE RT3 2 iE D HIkr
[ 3R T AR SR O B I D AR

=%
uﬁ%:

L C GCP SEHFRE 5 L=, T ORERE, B S &GRHE
BATAR AN NP 7 ]| A By
61
257 4

7

1722 ¢&

I~ S 'R

7 A PP

Zx L CEAatEEm
ENTOWTHREIX AV o &R A L

A & 2 L7z,

WA _x&#l (CTD5.35.1.1, CTD5.3.5.1.2) =kt
EEEHIESWTHEEZITY Z 12>V T

FEBAGRICAR B G &




4.

e i

EH SN EEHIBE L T EOFEEL B E 2. BT, TRROAKRBEMELM Lz LT, KRBFEEN
NEE - NRMOME - HEZUTOL D IZHH L, AR L TELXZARWEHWTT 5, A H A
DK ERERM TH D 2 &b HEAMFIZ 84, AW i ke K R E A BRI OWFIC
T, AL ORFNITOT G BEICEE Y T 5 W 5,

[ZhE « Zh 3]
SARS-CoV-2 |T X 2 KYLSE D B

Uik - &)
HRAB AR 1.8 mLICTAR L, 1\ 03mL 265 2[R @%, 3EE ORI THANICHERET 2,

[

1.

RS

]

AANT, AGBICH T2 | B ERESRTFER 14 520 3H 2 HOBEICKE S &, ERMERKS
FHERAT T 28 /B 3 A S| IT LU TOREBEZR T L L Lz &,

(D

(2)

(4)

95 1 BBt

AFNT, EIEMEBERSFIES 14 50 38 1 HOHTEIZHE D T KR SRR H T
HY | EKBRHCB W TR ZERFE IR OERIIRON TV DL 7o, ERTEHR S5 EHiE
HHmAIEL, ®ET22 L,

52 Sk

AFNIOFERIZE D D EEDIDER, BEEBECDOREE M7 & X, HONITHE
THZL,

% 3 Sk

RENDEEBIAGEZZ T T2 b DO TH D Z L ROYSFAROBE Y, AF % T 2 ERBEGRE
\ZERME XA, EUNCHHEEREE MG E ISR CE 27D EREEZ#E LA 2 &,

95 4 SRR

AHNO IR FEE R IR 5B E2 LEIOS U THRET 5 2 L,

AFNL, ARG 72 0 R EFRBEER RS 79 1B LHORE LSS, UTFTORMFEELFF LD

&
(1)
(2)

(3)

B ) A 7 EEAHE A RED L, MO T TS T L,

BUEE A TOMAMRIE DTS T &b, BEIEE% . BRI 80 AR 0% 2 B
BF—HE . b LDEDEAEICES & REICET B & & bIc, M TEE A E S
SRR A AT HR I U A O I BB RSB 2T U5 2 L, 20k, ENEH
+ % HHERA ST L 0 5 LA BRI O T BT 5 2 L,

BUEIEIPI A T SR S 7R 0D BRI D B E: B hU 72 BIT 1 S0 70  B
SEAT B A S T RS SR I T B & & b0 RO IR 0% SR 5 e
HOWRE | ERGEHH R OPERE DA CATARL AR5 L5 LERBEEZHL S L.
F7-. EWT O AROEDER LM B ROV T, BB AT 52 L,
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(4)

(5)

KFNDOHERRIZBS U AT DOHZIER LB OWTIZA B bIERNERESND 2 L 2l E
2\ O U O UIRFHEE BT OBIMER OL VBT 2 M 3EE S - T
A SN, TRESCTLEICLIFAELZG COLEREIND X 5| ERCK Ll i
THI L,

5 38 i SRR SR A A T RIS 41 SRS S BRI O OR T HIFRIL, AGREUG b i H
LT6HALETD, Eidl— (D . 2— (2 XF2.— Q) IZESWTRRI SN EREEIZ
L0, AKEEFHEEZETT 2 LENED SNHEAICIE, B ERSIR SR 14 50 25
BHIZHEADEEKRFHDOEE AMT LI ENHDHZ L,

AHNE, RS ERATF LS 14 520 355 1 IS AGRTH L7200, [FIIES 75 &0 3 OH
LD FAEFE U FOIFELEESZOWNTNANIHEY LR Ko bR D & & IR
B EDEEFEORAER LATERZIET DO MERH L LRD L L XL, ZNbOKREZRY
HIZLenbonZ L,

DS
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Bl w2

&G oG AAGE
ALC-0159 2-{(polyethylene glycol)-2000]-N,N- 2- [ (RY=F L7 a—)L) -2000] -N,N-2
ditetradecyclacetamide TRITILTRERTIR
_— [@-ERaxsTF0) TP IA AT ER (~
4-hydroxybutyl) azanediyl]bis (hexane-6,1- . NS . RS,
ALC-0315 gwéﬂﬁm%ammﬁd ( FPLBLVAN) EA QAFLNTH e
AT V)
ALT Alanin aminotransferase TI7=TI ) NFGUART 2T —8
AST Aspartate aminotransferase TANRNGXET I ) VT AT = F7—8
ATP Adenosine triphosphate TT )= R
BMI Body mass index LS
BNT162b1 B SARS-CoV-2 D S # /37D RBD % =1 — R4
% MRNA
SARS-CoV-2 B S # L/ DERKEa— R
BNT162b2 — +7% MRNA
Cl Confidence interval (A X [H]
COVID-19 Coronavirus disease SARS-CoV-2 |Z L 2 JEYiE
CTD Common technical document IFEL T =TIV KRR A B
CTP Cytidine triphosphate SFULEY LR
CQA Critical quality attribute B E R
ddPCR Droplet digital polymerase chain reaction W7 > 2 VR ) AT —BEgENG
DNA Deoxyribonucleic acid T A% Y AR
DSPC 1,2-distearoyl-sn-glycero-3-phosphocholine |1,2- A7 7 0 A L-sn-7' Y L a-3-RAK 2 Y >
EMA European Medicines Agency I ST
ELISA Enzyme-linked immunosorbent assay PR e TS
ELISpot Enzyme-linked immunospot FERIEAR > b
ESIMS ElectroSpray ionization-mass spectrometry | =12 k11 27 L—A A AVE AT
EU European Union I LA
FDA Food and Drug Administration KIE B 3R
GMC Geometric mean concentration WP
GM-CSE ggatlg:uocyte macrophage colony-stimulating B~ 7 1 7 — 0 o 1 =R
GMFR Geometric mean fold rise Bn ) PR
GMT Geometric mean titer SR
GTP Guanosine triphosphate TT )= R
GGT y-glutamyltransferase VIAE IR T AT = 5—E
HEK293T iz | Human embryonic kidney 293 T cells t G VE A R sk
HIV Human immunodeficiency virus b MuERRT A LA
HPLC High performance liquid chromatography | Eidiigik 7 o~ v 77 7 —
International Council for Harmonisation of
ICH Technical Requirements for Pharmaceuticals | 235 LR RN E B 5
for Human Use
International Coalition of Medicines W gt ] g
ICMRA Requlatory Authorities SR 4 RIS
IFN-y Interferon-gamma A HB—=Taly
IgG Immunoglobulin G a7 G
IL-2/4/5/6/13/18 | Interleukin 2/4/5/6/13/18 A H—uA X 2/4/5/6/13/18
IP-RP-HPLC lon pair reversed phase-high performance S A AR v~ S5 T 4 —

liquid chromatography

2SR 7 7 A PR SRR S W
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W&aE SEh HAGE
IRR Incidence rate ratio PIRIIER DL
LNP Lipid nanoparticle NEE T/ Rt
LLOQ lower limit of quantitation e FRRE
mipTP N*-methylpseudouridine triphosphate N-AFNLL a— R Y= R
MCB Master cell bank VAR =R
MedDRA Medical Dictionary for Regulatory Activities | ICH [EI§5 2= HEE
mMRNA Messenger RNA A vt V¥—RNA
peOFio, |7 presre o el 09N FatOn | gy it
pls Photons per second JEIRDICEDHAL
PCR Polymerase chain reaction AU AT —REHRG
PK Pharmacokinetics FEEIRE
QbD Quality by design IHAVT 4 A« THPA
gPCR Quantitive polymerase chain reaction TERARY AT —VHHNE
RBD Receptor binding domain SRR RAA
RNA Ribonucleic acid U R EERE
RT-PCR Reverse transcription PCR WHRGAR Y A 7 —EdRS
SARS Severe acute respiratory syndrome HE PR A
SARS-CoV SARS-associated coronavirus SARS A LA

SHLINIE

Spike protein

AN Y B NTE

S1

RBD %51 S & L /X7 ED 1 ViR 3 Kb dileE
i

IEEEfEZ e S Z /7 HDT X Kl

> - Uk

SMQ Standardised MedDRA queries MedDRA FEHER R

SpO; Oxygen saturation of peripheral artery eI ESpE

Th1/2 T helper cell type 1/2 1/2 B~V =T #ifa

TNF-a Tumor necrosis factor - alpha JEIGHESEIN o

UTP Uridine triphosphate 7Y =Y R

uv Ultraviolet EAN

VE Vaccine efficacy T F

WCB Working cell bank T—F 2 TRy

WHO World Health Organization TSR bREE

e BEFENh, RIS OSE . AR O D
SEE R 9%\ % B0 - N N

oo EIRIRES | iz L) HEREI AT Bt (TR 35 42 8 /1 10 AR
5 145 =)
FEFEN, RIS ONE . AR D

7 S L A . ; L

PRI |~ @i L) HERREIT B AR TR (R 36 42 1 1

o HEAETH L)

BEFEN, RS OSE . AR O D

o SHE 1 [ e ) e

eyl BECTEND W T B AT (VA 36 422 A 1 1
BnE 11 &)

i — G477 L) MNATEBIEN EIESEREERR OIS

wE Q) /@2 |— GEEiy) FrAERRICER DS (1) 1 ()

AF — 4% U) 27 ¢ fEA. LNP S BNT162b2

AR — 4% U) BNT162b2, F¥F A7

STT A HE_T 7 A RS RRERGRIT AR D WS
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*20214E3 A CLET (B3N

| 3% — UK R EESE M |

BARERMIHES

876313

20214E2 H eeT
oy IANRT G F
R BIR B

aOF IV EEEY ) 2 RNAT 7 F> (SARS-CoV-2)

A=F > 185:

[ %% %5 | 30300AMX00231

| R B 1a |

20214F2H

COMIRNATY intramuscular injection

HTH B,

KE G, KB THBIRRINLZBOTHY ., ABHFICSVTRAREMZFCRIBEHREIRS N TV 520, HERTHRDFIZREERENE

FEDERICH->TIE, H5» U HHWEEBEXIREEC, FHCETI2EFOFHIRRVCREEICOVTXETHALLLT, F
TXEBILLPABERELTEETS L, /-, AEERPROSNEBRICE, DECE U TFHEREEICE S CBIRERVERERESIC
EOZHRETH L. &d. FHOBRERTRICNESNFERICOVTIE, BHOBEREMERFSETIZ &,

EAHER
RZ 7%

) R - ERSEOL TR LT A 2 L

2. EENELE (FHEEERIHZEPELETEVE)
21 Wb 5h e 2L TV AH
2.2 EERBMIREIIP P> TnD 2 LWL N LE

11.12:#]

Zh s

2.3 RHNOBIFR L EEOBBAEDBALEED & %% [8.4.9.1.6,

2.4 ERICIBITAFOE D, THEM 2T Z & 0V E Y % IR

#8.2 WAL 2oV T, BRI LT

3. REEOBIER UM - 1K
3.1 BREOBE

SARS-CoV-27 A WADAINA 7 57 VN0 EDOT I 7 WBEHY %
I— N9 25DNAZHME L TG LZZRNAZ R L, JRE R &
RBET 5o

3.2

W 5 %4 a3 T4

A gy FF AT

# i 0.45mL

= i 0.225mg

ANF VTN VEEZATIV) 3.23mg

1.2-Y 27704 )b-sn-7Y) £1-3- KAk » 0.7mg
2L A7H—)V 1.4mg

KRS 46mg

L b T A 2.7mg

AU A 0.07Tmg

D UEEAKFET M) AT KA 0.49mg

V YBRTAKFEA Y T 4 0.07Tmg

wom A

[A-e FaFTTFN) THIIA V] ERA (NFHF2-6,1-V 1)) EA (2-

2-[(K) =L 7)) a—))-2000]-NN-Y7 F 77V V7 P73 F 0.4mg

3.3 WA DMK

W7 4 I35 TARHIE

pH 6.9~7.9
W E E 425~625mOsm/kg
% BN RENEEE L2 TH S,

4. RHEEIRHFE
SARS-CoV-2IC & 3 ERIED-FBA

5. $hEEIIRICBIET 2R
5.1 BRI OFPish R OFEGINEIIHETL L T e,

6. RERUVAE

H R A B AL 8mLIZ TAVBR L. 1|0, 3mL % £ 512,

JER O EIFE CHIANICHERET %
7. BERUVBARICEHET 33E
7.1 BEXNRE

AHNOFAEIX16ELL DT o
7.2 ZERER

S

1l H o3 5 3B M 2 8 2 72561213, TE MR )#E= 2200

HofzFERT 52 &,

8. ERLEKRNER

P22 IO PR A SR EH | (CHER L TR 5 2 &

BEIREZ T~ L 2 &0 [9.151]

*8.1 AHN [PRIEMSEREHI ] RO i a7 A )L A EGELC

il e OB ER 12 & o T

8.3 WeAEMF L OPRFER T, FAEY H IR B A
AR D, Tz, HEMROREEHRICEEL, BUroiE
PUBREFDZAL, & S8, EEORE R 2 L2HE

IR DICERI OB R A2 21T 5 &) BRSO EAT &,

84 2av s TH7473F=DHbobNbI VDb, HiE
BV BOE O WIS 2 B 5 5 3 2 001247 IR e — s e
WEAEREOREE BT 5 2 EPEE Ly, [2.3.9.1.6,11. 1%H]

8.5 U7 F EARE U R ESN & 2 DRMERE & & O s
WEMFERGTE L TR D S5 bIb Db b JMil X % HsHE
ZWET BT, BeEG—EREHNEE SR 5 %% & L7 L CHEEE O

REEZHRET L ENLE L,

8.6 AH| L MDSARS-CoV-212K 327 7 F > OHEBIEIZHT 2

T—% liiﬁ\/xo

9. RENEREF I EICHTIERE

9.1 BERIEE (BEEOHWZITS KL, ZB2ETSH)
WA Z RO VT NPITFELET 5 LD O N L5, [ EHEIRTE

NOWEZBZEL, BEROEMES ORI 2 HE 2TV,

T

TEOVENE, FISUS. HREICOWTTa2dH 2T, WE g

FNF LT R L THEET 52 o [8.22]

9.1.1 FUREEEZZ T TV 3E., MMRBIER ZREREEZEY

&
AABRER MU S 5N b T WD b

9.1.2 BEICREFL2OZEH NI L SN TV EERVFERE ICARMER

BERREDENBE
RHN KT 2 RIS AL T 5 2 e D 5 o

9.1.3 DEMERKR. BEAR. MHAR. IRKRE REEES

DERERBEHJ F

9.1.4 FHEETEE#2AUNICERDALS W ERVL2EMRS

EQTLINX—&RIEREELECEDPHBE
9.1.5 BEICEEBORENSH 5F

9.1.6 FADEAHL T, PLIX—%2E2ET5H5ThDH3E

[2.3. 8.4, 11.1Z&H]
9.2 BERpeRREEZH I HE
PRIEEE TH 5o
9.3 fripeRREZH I 5%
PREIEEE TH 5o

9.5 1Ei®

TR U IEAR LT 2 W REIED & 2 VRIS 3 T B A L o0 AR 1A

fabEtk % L2 L HE S NASEICOREHT L L,
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9.6 Il
TUHER EOARE R O BIREOR R ZZE L HILOMGL
P2 R 5 2 & v MR AORBITIIATH %,

9.7 /pRF
16 AT DWW TOEMIE, LAV STV,

9.8 EiE
BRI 720 CTlE, MBS EEICT V., MRS oRINEL +
BT L 2 b — IS, EBERSET LT 2,

1. BIRIS
WORIED S S b D I EDdbHDOT, BELT5cfrv., 2
PR & NP A L) R LB 24T D Z &

1.1 EXLRRIRE

avy. TFrI745%— (HHERH)
RFNDMEEFEREZ S 3y 7. TF 74 5% 2 =500 5N
Hoxt LT ARFI20 H oA f b2 & [2.3.8.4.9.1.6211]

1.2 ZOfbDEIRE

5%2 I 19%~5% Al 196 A

JRFTHER (TS | %95 (84.3%) @ Mk Z 9 FEk Bk,
i) (10.6%) *\ F&if - KLHEY i, FEHE

AR B (55.1%) ¥ TS o, THIR,
ANHRE  BETHT R

HLE THI (15.5%) Mgk L | AREGE

I IIRENABE A S0

i - R AR (37.9%) @ B

Jii (23.7%)

L a7 N SR ]

B ZiThE. 395, HIT
JiiiRi3 ) ¥ SHEHE
Z 0t W (62.9%) @, HEIE KT BRI EIE. A~

(32.4%) . F&# (14.8%) @
a) FRREIZ BV TET HEEC X ) IPUE L 2RI RIS O S BLH &

TV I FRREIR

14. BHEDEE
141 EXAMUBFOETE
*14.1.1 RELE
RHANZ-90~-60TC 7 5-25~-15C 12 L. -25~-15C THE14H M
BT HIENTE D HBLENIIRY . FHE-90~-60T 1257 L1#
HTHIENTED, WTFNOEAL AWM HEHT S 2 &,

14.1.2 MBFEF %

(1) ®EE (2~8C) THHT LHAE, M OFHHAES 0 LAINIC
792 &

(2) ZCREST 285 A d, MRS ORI A 285 1K U2 AT 5

(3) MR OEIE, ENEANIC L BBEHE AR/ Z S 2 &,
SR OEEIED B 725 v k) 12T 52 &,

(4) fREAFBIITREH L 2T &,

14.1.3 FRFE

(1) FHENCHIRICELTBL 2 &,

(2) BHANIAFR 2 & F iz, BIECH 72> TR AERA L %
WEIHHETLI L,

(3) AFID/NA TIVIZHREMRAR L SmLE A, HEDY—7%iE
B FETYWo N EIENRMT 22 Lo RVBERNT &,

(@) HRAOWIIABOMA T2 EL 2 0D B, HWT 5 & EM
5o MBI TARO SN AHEI2IE, HHLRNS &

(5) RO IT6MEAS (1M0.3mL) #F T 5, 7v FRY 22—
ADB I WEFE UL E A L2 E, 65 25T 5 2
ENWTE Do HEIEM 4T N OESHSE 2 L 72354, 6lmH
OERESEFRMTER NI LD DD, 1E0.3mLE T & 72
G REIIEET L L,

(6) FREDHIZ2~30T CTHAF L ATBEBERGHEFRI LI+ 2 2 &
TR LI L 72 0o 72 IR SE S 5 2 &

(7) FFEEAEOBIIZ VERNEIIC X ARE 2 5/NRICHZ 5 2 &
[ERNRED A0 L4 F T VA S el A S

14.2 EZFIEEHOXE

14.2.1 ERICE L 72GREON A 7V HEMRE0. 3SmLE D . %
FTREEHA RN L& B THRT A2 L, REDSROLNDLY
HFRER LW E,

Zk,
15 H

14.2.2 8%, =AHICHANEES 22 L, BIRN. BN, BT
OEMEIIFTD RV L,

14.2.3 M - MEEA~OEEL BT D720 TROHIERET L 2 L,
(1) HEGEITHA A B 5 2 &,

(2) FEESEHRMA L7z E &, BB OFRZRMIBEOMFTA A SN B 5
ZE B ISR E ., B2 TEFT A2 &,

17. BaRRRE

171 B3ERVORLMICEIT 28R

17.1.1 B8 1 /1 M4EEER (C45910015%8%) &1 M4E/5— b
125 DL - O e 72 01 % A 502, ARFI30ug % 19~23 H [ f C2lal 3% L 72
EEOBPMR RSN ERETHIEEHME LT, 77 R REES
L4 Bt a3 Il sk B % S0t L 720 3652300 (AHIBERERE © 1819861, 77 L R
FlRE18325061) % xFSIC. 12 H O EEARMEFHEEE T 5 [SARS-CoV-2
EGEIEA 7 WS HNE T o2 HEM%T H DFEDOSARS-CoV-212 & A EILE LS
W AARKOEME (72 F AL (VED ] 25l L 7z. 4013761 (K
FIFEARRE © 1996561, 7T L REAREE - 2017260) 23 RI2, 20 HOEELH
WVEREMIE R Td 5 [SARS-CoV-2I& Y iE 0 47 Ik % [ b 22 W B I T D200
HBRE47 H BLEDSARS-CoV-212 & 2 JEHiE (263 B AHI o1 (VE2) |
AL 720 TR RIERIOEBY) TH - 72V,

1 SARS-CoV-212 & 2 J&AHE 2R3 5 Ak

SARS-CoV-2
~ , o 77 F AR
AR RBIE | 12 & B IR S .
- [959%15 FIIX ] (%)
ARFIFEARE 18198 8
VE1¥ S5 bR 95.0 [90.3, 97.6]
™ 18325 162
AF AR 19965 9
VEZY E—— 94.6 [89.9, 97.3]
s 20172 169

a) VELRUVE2O2[ HEHE OGN (hdfl) $2NTh5TH E565H Th o7z E72,

VELRK O'VE2O I IZ SRR B 19~ 42 H B O ZIE D & £, £ OWHRIXVELE VE2T
ZNZNI9~23H M DB 1396.5% (3524861) L£96.3% (3866501), 24~42H M D%
W 123.5% (127561) £3.7% (14726) Tdh-72?
167 DL 104344811 CAFIFALRE © 2172000, 77 & REERERE « 2172861) % %)
RICAHAE R OREMZ T L 720 —IBOSINE (FHTR REI%E : 18 H %
FE12818361, 2l HIZALZ75076]) CHBREEHEAMMBRTHME, EFHRIZ L VA
BB OFEBURIL & 57l L 720 ERBIROSOFEBURI (FR 4K UGrade 3
Plb) 3Feo b B Th o7V EGHRIARR LML H (o fi) 12583 L,
FescIE2H (i) Th o720 ZOMOLEHEOFRITEREE H (vhoJefi)
WZEEBL. FERIFIEIE (PR Tdh - 727

F2 LREIRISOZEBURI

SEHOE GEBEE (%))
B TT b AR

HeAG | R s | Grade 3| &Ffii o | Grade 3

ma | g | TREE T | e | FREE

- 1| 4093 |3186(77.8) | 28(0.7) | 4090 | 488(11.9) | 2 (0.0)
TSR

2 | 3758 | 2730 (72.6) | 33(0.9) | 3749 | 372(9.9) | 0 (-)

. 1 | 4093 | 1700 (41.5) | 35(0.9) | 4000 |1172(28.7) | 14 (0.3)

-

? 2 | 3758 |2086(55.5) | 143(3.8) | 3749 | 756 (20.2) | 16 (0.4)
s 1| 4093 |1413(34.5) | 25(0.6) | 4090 |1100(26.9) |22 (0.5)
SHE

2 | 3758 |1732(46.1) | 76(2.0) | 3749 | 735(19.6) | 19 (0.5)
i 1| 4093 | 738(18.0) | 14(0.3) | 4090 | 398 (9.7) | 5 (0.1)
» 2 | 3788 |1260(33.5) | 63(1.7) | 3749 | 260 (6.9) | 4 (0.1)
e 1| 4093 | 434(10.6) | 9(0.2) | 4090 | 203(5.0) | 3 (0.1)
- 2 | 3758 [1114(20.6) | 62(1.6) | 3749 | 125(3.3) | 0 (-)

1| 4093 | 406(9.9) | 7(0.2)| 4000 | 247 (6.0) | 1 (0.0)
[EaeiiEni]

2 | 3758 | 772(20.5) | 27(0.7) | 3749 | 170 (4.5) | 5 (0.1)
) 1| 4093 | 111(2.7) | 8(0.2)| 4090 | 27(0.7) | 7 (0.2)
S8

2 | 3758 | 512(13.6) | 32(0.9) | 3749 | 14(0.4) | 3 (0.1

a) B HEEIC & ) APl L 2B

b) FAEED (B (HHEHET )] Pbe LOiE sncdig

c) 38.0CHL L. 38.9C &R, FIFEATIE (Grade 3) Dlhe L7z

17.1.2 ERE T~ THHBER (C4591005:K5%)
20/ DL L85/ LLF 0 AR NEHE A & 3 R1Z, AAI30ug 2 19~ 23 H I FF T2
AR L 72 & & OREE, BEMRORERIEE R T2 2 L2 HINE LT,
77 AR B T S L 720
1561 CAFIHARERE 11661, 77 L AREHEEE A051) & G2 Sose 5k % 34 L
2 H AR 2 A OSARS-CoV-21fiiF PAIFLAAM L 230D & 5 1) TH > 720
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33 2 iM% » H OSARS-CoV-21Li HATHUAME  (50% P AIHTA1)

GMFR [ {#195%CI]
(2 H %8 %12 H /18 H
Beb)

W5E | GMT [Mif195%CI] *
% | CmEEEEL )

s i 116 | 524.5 [459.7, 598.4] 51.5 [45.2, 58.7]

AFVFEAERE | 20~647% 94 | 570.7 [497.6, 654.5] 55.8 [48.7, 63.9]

65~85/% 22|365.6 [254.6, 525.0] 36.6 [25.5, 52.5]

77 R R | A 40| 10.6 [9.8, 11.4] 1.1 [1.0, 1.1]

CL: fSHlXH, GMFR : #fU3g EAMEE, GMT : TPk

a) HifflizvEs TR (LLOQ) HKilio¥a. MHTZi20.5 X LLOQO A Hit7z
1606 (AFEEAERE © 11961, 77 L RERERE © 4161) %% SUAHKIEREZ O
LR A L 72. BREEEE AT H MIZE T HREC X ) BIROS2SUE S 4,
EREIPOSOFEBURDL (F5 4K O'Grade 3LIL) 13FE4DLEBY TH o720
TEGTER AR AR H 2 53 H (hakfl) ORICHEBLL AFFUIE2H (H
RAl) ThHotzo ZOMOEGUEOFRIGFEEN (PRAD) 12HBL. £
BRI (hgefl) Th o7V

F4 FE RIS OFEBURN

SEBIBIE (FEBIEA [%])
ESAEainia 7T KRR
. % N Grade 3 e Grade 3
A | Rk bR HR LMk b E
1 103 (86.6) 2 (1.7) 1(2.4) 0 (=)
VTR e
2 92 (79.3) 2 (1.7) 0 (=) 0 (=)
- 1 48 (40.3) 1 (0.8) 4(9.8) 0 (=)
T
2 70 (60.3) 4 (3.4) 1 (2.4 0 (=)
. 1 39 (32.8) 1(0.8) 6 (14.6) 0 (=)
- 2 51 (44.00 | 2 (1.7 5 (12.2) 0(-)
1 17 (14.3) 0 (=) 1 (2.4 0 (=)
115 P
2 19 (16.4) 0 (=) 0 (=) 0 (=)
. 1 30 (25.2) 1(0.8) 2 (4.9) 0 (=)
- 2 53 (45.7) | 2 (1.7) 1 (2.4 0 (-)
) 1 17 (14.3) 1(0.8) 2 (4.9 0 (=)
B B35
2 29 (25.0) 1 (0.9 0 (=) 0 (=)
1 17 (14.3) 0 (=) 0 (=) 0 (=)
FEE
2 38 (32.8) 1 (0.9 0 (=) 0 (=)

a) FIEFEAS [WE (HHEIGEI A2 M%) ) Pl & L Ol Shcgig
b) 37.5CLhEe 38.9C & MRS, EIEED = (Grade 3) Lh& L7z

18. FEHEIE

18.1 fEA#EF
RENEGH SNBBHYY) Py A vty P v —RNA (mRNA) (EIRE ) 2 ki
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