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YCGYGAACAY
CYGAACGAGA

AGYGYGCGAG
ACAAGAACAA
GCCAACAACY
GGAAGGCAAG
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
CCYCYGCYGA
CGGCACAAYC
YCCCCYYYGC
CAGAAYGYGC
CGCCAYCGGC
GAAAGCYGCA
GYCAAGCAGC
YAYCCYGAGC
YGAYCACAGG
AYCAGAGCCG
GYCYGAGYGY
GCYACCACCY
CYGCACGYGA
AGCCAYCYGC
YGYCCAACGG
CAGAYCAYCA
GAYCGGCAYY
ACAGCYYCAA
GACGYGGACC
CCAGAAAGAG
GCCYGAYCGA

450

500

550

600

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
2650
2700
2750
2800
2850
2900
2950
3000
3050
3100
3150
3200
3250
3300
3350
3400
3450
3500
3550
3600
3650
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CCYGCAAGAA CYGGGGAAGY ACGAGCAGYA CAYCAAGYGG CCCYGGYACA 3700
YCYGGCYGGG CYYYAYCGCC GGACYGAYYG CCAYCGYGAY GGYCACAAYC 3750
AYGCYGYGYY GCAYGACCAG CYGCYGYAGC YGCCYGAAGG GCYGYYGYAG 3800
CYGYGGCAGC YGCYGCAAGY YCGACGAGGA CGAYYCYGAG CCCGYGCYGA 3850
AGGGCGYGAA ACYGCACYAC ACAYGAYGAC YCGAGCYGGY ACYGCAYGCA 3900
CGCAAYGCYA GCYGCCCCYY YCCCGYCCYG GGYACCCCGA GYCYCCCCCG 3950
ACCYCGGGYC CCAGGYAYGC YCCCACCYCC ACCYGCCCCA CYCACCACCY 4000
CYGCYAGYYC CAGACACCYC CCAAGCACGC AGCAAYGCAG CYCAAAACGC 4050
YYAGCCYAGC CACACCCCCA CGGGAAACAG CAGYGAYYAA CCYYYAGCAA 4100
YAAACGAAAG YYYAACYAAG CYAYACYAAC CCCAGGGYYG GYCAAYYYCG 4150
YGCCAGCCAC ACCCYGGAGC YAGCAAAAAA AAAAAAAAAA AAAAAAAAAA 4200
AAAAGCAYAY GACYAAAAAA AAAAAAAAAA AAAAAAAAAA AAAAAAAAAA 4250
AAAAAAAAAA AAAAAAAAAA AAAAAAAAAA AAAA 4284

A=TT vy, C=vFVv,; 6=0T7/vv; Y=N-AFLva—FKyJIow
1-3: 57 % v v RS

55-3879 : FHFRfEIEK

4175-4204, 4215-4284 : R Y AEHER Y » 7

5'F v v 7WEN

NH,
N N
N
0. 0___0__0 N
0 00 00 O H OH
H H N N
(¢)
0 CH
HyC o o 3 N N NH,
*N NH P (o]
00 H H
N N7 NH, H H
0 O OH
\H Hy
H H
2 A RNA

1 %9 1, 389, 000

5. {t%4 (@Mifi%) XIFAXRE
HARA :
AT E, SARS-CoV—-2 D AI/RA 7 B L X7 BHERRIK (Lys986Pro, Val987Pro) &K% a— K
THMRNA THDH, NOTFT AT UL 5 F vy THEERORY ABSIZ G, RTOT Y VRN
M-AF N a— R ) DURBKICER SN, 4284 DX 7 LAF REENG/25 1 AL RNA T
b5,
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g

Tozinameran is a mRNA encoding full length of spike protein analog (Lys986Pro, Val987Pro)
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 M-methylpseudouridine residues.

6. \ERA%&. B4, BS. 58S
BNT162b2 (BioNTech = — R#&B- : BNT162. Pfizer = — N5 : PF-07302048)
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[II. A5 (CEI9 5IRE

1. YELEFHEE
(1) 448 - 1K

BEH~DF N AT 2T DA~ A DK

(2) BfEE
A L

(3) WiEtE
ML

4) @R (DR, HR.

BN O

(5) BRIEAARHEER
A L

(6) 7 ECiR¥
M L

(7) DD E LRI
AR L

2. AN OEEERTICEITIREN

BE R

BREEBTIZBITALER
AR AP A4l RAFHIH] R
& Ok A7 5 BR = g e -20£5C 6 4 H BN
m R R B i 53°C 6 % A B

HEHEH

RNA & &, RNA 5844

3. AR DHERABE. TEI

fERBw

FERTE SR EE I E v

KERTE : RT-PCR (Reverse transcription PCR, WHzHERY X T — VS N)S)

II1. BRI 5 HE




IV. ®HAICE9 HHEA

1. Flfiz

(1) FRDXH
ESF (AT 0)

(2) HEDHEKR O

W 564, a7 4 hTE

pH 6.9~7.9

3vi]as 425~625 mOsm/kg

PR AEIIAWE L7 TH D,
(%)
BEDOWME

SARS-CoV-2 U A )V ADAIRA 7 Z L INI'BEOT I JBES|E a— K325 DNA 28 & L CHEE L7=
RNA ZAE8 LU IRE Ry EIRA T 5,

() HAa—F
M LA

(4) HFEOWE
Mv-1. (2) RWAOHBLLOMER) OESH

(5) Z it
M L

V. ®HZBI+ ATEE 10



2. BH DM

(1) BMEARUOHMEIDESE

WR5E4 a7 4 fE

R %) NP AT

N 0. 45mL

o 0. 225mg

WA [ 4-E FaXRTTFN) THDA L] BERX (NFH -6, 1-TA

L) BER Q-~F T R AT L)
- [ (RV=F Lo 7Ya—n) —2000] NN-UF hTIF LT &
F7 X K 0.4mg

,2-YV AT T7uaA ) )b-sn-7 UEu-3-;k A2V 0. Tng
VA7 r—/b 1. 4ng

FESEL AN 46mg

Wb MU DL 2. Tmg
YAk U 7 A 0. 07mg

U UEgKET N U UL KT 0. 49mg
U EETIKFEH Y 7 A 0.07mg

3. 23mg

(2) EEEZEDRE
AFENIEALF U A6 mg/mL. ¥EALH VU A 0.15 mg/mL.
mg/mL KON U ZKFEHY U A0.15 mg/nl EEHT D,

Q) #&
M L

3. RTBBBADHAKRUVEE

L

4. A

U UBEKEF R U A KT 1. 08

FRB O 0.3 mL 729 RNA30 pg, 1[EEE 30 ug, 1 234 T /LH720 6 5 45y

5 BAY HHREMED & 5 MY
H O AR [ B BB O3 F2EE (EMTENE, A2 OV 2Pt o 50T B B9 E L2 DLk
TORELRZ0) ] Adh D B EHSEAHIIE, KB RNA TH D, “AREHRNA I, JHHED

R K OGRBR T A L D WENICE B E N TW A,

B AR SRR - ARG O RS TR SR MIIZER DNA, X7 LAY RZ U Ve, B TS
WMETH D, FHHDNA L, FEEOBE K OGER 7 IEIC L 0 EYICE BRI T 5,

V. ®HZBI+ ATEE



6. REDRPARERHTICHEITIREN
RARGEHTICETAREN
AR RIFIEHE RAFZRAE PRAT ] (e

o L -70+10C 6 # H HIEEN
: N 5 2 Hl7s 2
EMGEGERR| 77 ARER T90~—60°C 35 A ey
BEEHE : MR, R, RNA & &, RNA sg@ihs

1. REERVBREOREN

() REAE

AFNT-90~-60CH>H-25~-15CIZE L, 256~-15CTHRE 14 HERGETH LN TE S, 0B

1 [ENCER D . FFE-90~-60CIZR LIRFT D2 LM TE S, WINOSHE LA

HZ L,

(2) fREHE

1) WEE (2~8C) THHT H%61%. MEEKOHINE 5 HLINICITHY 2 &,

2) FIRTHRT 2854513, MERAOFIRE 2 BEREILINICIT S 2 &,

3) R OBRIL, ENRINC X 23T 2 5/ NRICIZ 5 Z & BH HEROYEINER Y72 D70 &
T HZ &,

4) FRHRBIIESER LN &,

(3) wRAE

1) FRENCEIRICE L THL Z &,

2) AANIRIFE Z & £ 20, BECHT-» TUIHREP KA LWL S EE TS Z L,

3) ARFNDSA T VA H RAEBLRIENR 1. 8nL 2%, HEAOE—RIZR D E T - ) LEAENR
sz L, IRVRBERNT &,

4) FREIOWITACOMBL T2 &2 ERH DM, RS D LIRS 5, BRI ICHRL T 538
HNDHLAITIE, A LN &

5) FREOWRIL 6 FIFERESy (1[0 0.3mL) 26T 5, 7 v AU 22— A0 720 EF# TR
B2 L728E. 6 BISZERET S LN TE S, HEERRENE KOS E% 2 Lz
L. 6 [ H OB Z RN TE RN ER3H 5, 11 0. 3mL Z I T E WA, FREITFEE
TAHZ &,

6) AREOIKIL 2~30CTHRAF L., A 6 IReRICAWNIZHE I35 2 & ABRI% 6 REMLANICEE A
LR TiRITBEET D 2 &,

7) FRBARAF ORI, ENRIIC X 23T 2 5/ NRICIZ 5 Z & BH B R ORISR Y 72
HRNWE DT B L,

(IVI-11. @A EoEE] OEBR)

8. fthFlE DEEAEIL (MEILFMEIL)
L DHF & DELEZACIZEE T 2 BBRITFEM L TV 7y,

9. AHM
BPARSANA

Iv. ARSI 5IEE 12



10. R - A%

(1) FENDELGRSR - A&, SNESRRCESR - AR(CHT HFE®

YLD

(2) a%
195 /XA 7 v

(3) FHE=
BEARSANA

(4) BHEER

HIFTANAT IV, T, TILI=oTAF Y v TITMHHEED,

1. BIRIRE S0 B EHE
AR L

12. 0t
RZE L7

V. ®HZBI+ ATEE
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V. JBRICEIY SIEH

1. BRERIFTHE

4. BREX IR
SARS-CoV-2 = &k BREIEDFh

<fHER >

R A Z R L L Caa A L ARYLE 2019 (COVID-19) 1Z%13 % SARS—CoV-2 RNA U 2 FAefiDZe4
M, HVE, SR O 2 i 55 T /11 /IFERRER  (C4591001 28R) ORI T -
HIME R O REOFEFICTE S & ABIDOPREU TN A TLE L=,

2. MREXIFNRIEEHES HiTE

5. FMREXIINRIEHET 5T
5. 1 AFNDTH R ORI IMESL L Tu ey,

<figa >

M5 C4591001 FERICDOWNT, BRI —2 3G TR LT, V7 F A (VE) OfiFI 2 BIEE:
TR DT — 2 Th ¥ | AHKID SARS-CoV-2 |2 L DIEYED TR ORHGEIRI I L TN & A1
T 5 70Ol E L=,

A% 21 AFEFRRC2 BIEERE L, 2 [BIH OB 7 B BRI 5 VE GIE TR 1349 95. 0% Tdho
Too 7k, TOABWEARHE LR OB (PUqE) 13 2 RIR %K 2 » AR CTh o7z, AHFIDT
B ORI X003 TRV WIS, AEIOBHSERI TG ThH 0 | 4% S BIZIFERIMEOND TETH
Do

3. FERUHE
() FERUVREOMER

6. AERUAE
HRAEREEEHENS 1. 8ol [ TR L, 11810, 3l 2552 8], 3@, 3 EHEOHE CHRPNICHERET 5,

<figsn >

st C4591001 FREROE T ¥ TR LB 7 F o & Z DO ERETOREER L R €4591001 FREROE T /1T
FEESS TR U 7= AN T S O ORE R A2 T, R 255 & LT SARS-CoV-2 RNA U 7 F o
LM R O 2 e 2 &2 VMl 25 1/ ITAERSR BNT162-01 3ER) (2351T DMK Oz
JFEMEOFRER BB, AFID 1 18] 1 BEffd 7= OFEA 30 1 g, BAREREZAEE 2 [\, SEMEFEE 4 21 H RS &
L7

Fio. AHN LA T N BRI 1. Sul TR L7855, &K 30 u g IAHS T 288130, 3l THDH Z

V. 1BRRICEEd 5 IEA 14



Enh, AEROHET,  THRATEAIRTE L SmL I TR L, 18] 0. 3nl 24512 B, @, 3 B0
CHIRPICEERET 5 | & RE LT,
FHERRERBR S L CHEE L7=#oh C4591001 FABRODE T AR S— R Tk, A%I10, 20 XX 30ug & 21 HERET
2 [AHERE 7= & & el BN O IFE DWW TR L, FERIILL T LB Y TH- 7z,
« A% D SARS-CoV-2 MfEFFHUAMHZOWT, WINOHETS 1 [IEERER 21 HBO LT3
ThoTom, 2 BIEEFE% 7 B B UBRIZBRE /e EADSSEO b,
-COVID-19 DESE(L Y A7 3@ & B 2 B D iR C 3 T FRHTAMMIL 20 n g #E L D b 30 1w g B
TEfETHH-T=,
« BEMEIOWTIE, WO HE THRRSIIERO HiZeh o7,
PLEORER G /AR S— N O DAFIOHE « ST 1 F130 g 2 21 HiERE GRAMIRIX 19~
23 H) T2, FRANERETSZ L EREL, RBREEM LT, TORR. ARSI, 224
PR OERMECOWTHEFRARETH D Z EAVREI, [EN 4591005 77T, #iEFk €4591001 7RERODH
/IR S— k ERICHE « FEZ30E L GRBRIE L, oFEORER S HARNTE COVID-19 DOFJET
Pih R R C & ZMER OB OWT, HARNRFE OBFESITERD Hiven Tz,
728, 1 [BHEFEDO A COAMEL OBRERIRZ 24 HEL BIIER L7358 OA MR OV TIEA-31 L LT
WRNZ LD BRARGIROBREICHD X 3 JER]HNEC 2 [BHEfE L LT,

(2) FERVAEDRERE - 1R
V-3, (1) MHERUHEDfF OESR

4 FERUAEICEET 5IE

1. BERUVHEICEET 58
1.1 EE%E
AFNOHFE T 16 7%LL FOFEIAT S,
1.2 e
1 B H OBFED 3 B A I5rA12iE, TX BER Y @M 2 B H OBFEZ I T 5 Z &,

<figa >
7.1 [EIPN C4591005 FBRI T, 20~85 koD A NMERS COLaME, BAMEN OG22 Hil L7z, —75. vt
(4591001 FABROZE /MR S— M, 16 L LOBERE TOAMER O aMEA 7 I L, ARl O
[ZBW T BRI S & 725 £ 9 e UTER0 Deh 7= Z &b AR T 16 b Ea42E
K EFE LT,
7.2 1 [EHFROLTORMM OBFERIRZ 24 HLLHTIER L2558 OO TIIA-SHIHEL LT Vg
VWb, 1 [EIH OB 3 A AT, TX BIR 0 ECHT 2 [BIH oA i 5 2 &,

V. 1BRRICEEd 5 IEA 15



5. BRPRAIE

(1) BRT—2/\vr—o

idl . ,
NIN = {ﬁgﬁ =p f R 7 P )EH{£ : )EH%
/[ﬁ Sy AR HAY kG AR SRR
%1,/ 14 g
ooroos | ZIBCENHIRE | e mae | e | AIS00E T ez 21 A
[HA] ﬁﬁﬁ*itﬁz ? SR > 2 [EEFE (HPIPN)
AR T
fen e A HIAH:

%1,/ ?&iﬁfg[?%l{g?% I 18~55 Jfe (N 65 | 55 THH : A 10, 20, 30ug, 7T&
4591001 gé*ﬁ (%Hrﬁ)\ OO | ek, RN | ~85 5% 195 f51? R 21 ARIET2 AR (TAN)
[[ERsER] étg Gl . | I/ | ST BT/ AFI30 ug, 7T ER%E
GHITEED | o koo | PNk R8ME | 12800143098 1 | 21 ARIREC 2 MHERE (FPAIPY)

A Gk - T
#1114 e .
2 eSEINE e (e
BNT162-01 ol o s e N o | AFILL 3, 10, 20, 30, 50, 60ug %
@&EgE) | "

a) 2138 (BNT162 : 12 f5ll, 7T iR : 3 HloOAHE 15 41)) : BNT162b1 o 3 Fi&: (10, 20, 30ug) MKUVBNT162b2 O 3 Fi&:
(10, 20, 30 ug) IZFNFN_HOOAEHENE (18~55 K N65~85 %) 738V 12 B, ZAUTBNT162b1 0 1 F&: (100 1 g)

D 18~55 %D 1 FE&2 AT, 2138,

b) 438 FE (FRE 12 ) : 18~55 EOAENEIZ- OV NT, BNT162al 6 & 0.1, 0.3, 0.6, 1, 2. 3ug). BNT162bl » 7
& (1. 3. 10, 20, 30, 50, 60 g). BNT162b2 > 7 A (1, 3, 10, 20, 30, 50, 60 ug). BNT162c2 6 fH&: (0.1, 0.3,
0.1-3, 0.6, 1. 3ug). BNT162c2 HiEWEFRED 6 & (0.1, 0.3, 0.1-3, 0.6, 1, 3ug) T32HE 56~85 mOAEEIC
DUNT, BNT162b1 D 3 & (10, 20, 30ug). BNT162b2 3 & (10, 20, 30ug) T6EEAINZ T, 238,

(2) ERPREIEASR
BRI L

V. ImRICBET 5IHA
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Q) FRERIRZREARR

1) EFRLRIE I /T MAERER (C4591001 58ER) SE 148/ %— kP

BT A | ZhsAER, EEAL, BEEER. HERGE, 77 bR eER
PUES s (195 4i))
A I3 FETHRE 156 BNT162:12 6, 7" 7R:3 4i)
FAORPULAE |+ 18~B5 ik, 6585 DI Ot
- TR SRR 2 K D IBBRA~OSNNASERE T D & T SV pdsed
5
TR | - ZOMOBEFHSIRERAORAE (BHT 1 AELAN S IERE R CIRBRE S AT B &

JESUT ARG TE & LTk A 5T e) ORI FILE 230 0 | TRBRSINC LY
fERgeED S RIRENMED & D SUTIRBRFL S RS AT RER~ DS A A ) & T
Li=#

s b MEEAREYA VA {IV), CHUFR YA VASUIB BWTR VA N ADRGE S
HLTWDHHE

« U F AT D ERIEEFGUTERY 7 F o ORI U CERERZRT
LIV —ISOB NS 5

- COVID-19 D FFhZ BN & F 2FHZALH L T o3

< SEFNEERA, BEMFZ COVID-19 O & 32 7

- I, FERP, IEMERR. R, EX NI S B EEE L TDE
L AELINOBMHYEIRE, ISR, 27— 3 DL EOISMER R CRERIIGESA
60 nml/min/1. 73 o’ AfmDF) . RUWEE RO ATE ., AFEFREDY 30 ke/m* AR
D, 5146 5 AL A B L 5D Y A7 [R-%47 L COVID-
19 OFFELY 27 OEE

* SARS-CoV—2 ~DEEGL Y 2 7 3y HSE (9]« EREE, Boain ) (ZBUENEF
LTCWDH

- R, BRI AOREIC L Y . AR E AT A IR

- ORI RE A L 3 AIREE B Ol [ g =) 7~
F—7A, B OSBRI SUIBIET Y v~ T, FT 2 NU—ERRE. 2L
E, =2 VAR, RV MR MEERBEE, SRR R, B OO ERR
e, ERIER (RERENIRIS) . HaRER OV R U AREEREIRS (1 7Y %
BN N DITRE SHve ] ORFHENSD H5#

VAR RSN 2 AR L HIWr g2 & O Ze HHMARHIER | 2 BhdE -2 il
PRI IREE T 28

- IR S U

s AR FUANAY ST OEFERE AR T 5%

- MR B SRR RECRIB R E A T 0 A RO % S oo IO 2%

V. ImRICBET 5IHA
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W5, XIARRRIEIC NS OIREE T D TEDHHE

s A TEZORIEREAT v A REFEHLTNLE

JRERD & F AR 60 H LAPZIIIE SRS L < I3sE s a7 RIS
BT, UIANEREHPIC N DR GE2ZT 5 TEDSH 5%

» AJRRAORA AT AT 28 HLUWNSUIAIBRSINTIZ, 1RSSR G4 ST fth R
B

- WEINEE T B2 B TIRBE A B 57 Do S L =%

« A7) == J I MIE AR C SARS-CoV-2 (26 25/ a7 U M (Tgh)
XIgE ra7 ) G (1g6) DETH 7%

« A7 V== PO IR AW U TR A CHARAE 7 L— R 1 LLEOREE)FE
OO

« A7 ) == VAT BRI URAL, B AU 7 s, ¢ AUiTFabuiA
BASUTHIV B T Ch 7

VBBRD 7 T AR 24 RHELAINIZ, SIEEIA T 7 K% L V= SARSCoV-2 NAAT C
Bt Cdh o7

- AIRSRO I BRI > TODIRRENGERIED A &7 » 7 7 7 A P—t K
BioNTech #-O#-E KO OB, WONTIRBRILY EATOTELE FIch DI
BRIZEERREREID A & 7 RO OFPERRAE

|l

=11t

A5 BNT162b2) BEX 1 E BNT162b1 BEXIL T T B ARBR BN A1 ZE D 1 AF (10 1 g
0ug O30 ug) XIEBNT162bl (10pg, 20ug. 30ug KHR100ug) T 7 TR
% 21 HERET 2 [IFAPNICHEFE LTz,

AHIEE

et
AR, JRFTRUS KO BHUS, AHEFREOERMA SRS
A

SARS—CoV-2 Iy R TS, SARS—CoV-2 | ZAHREM /RS S H U (RIS
FE (RBD) fi& IeC HUANERE, S XL /0 BOY T RAAL 1 S1) i 1eG HiiAE
JE)

#4213 BF : BNT162b1 0 3 FE: (10, 20, 30ug) MOBNT162b2 3 Fif: (10, 20, 30ug) I[CFIVENDSOFENE (18~55 w0
65~85 %) BV 12FE ZAUIBNT162bl D 1 & (100ug) @D 18~55 D 1 FEAINZ T, 2135

R

AGABRIZIZBNT162b1 BED B EALHDN, AH (BNT162b2) FEZBET DAEROALLL FIZFEHT 5,

V. ImRICBET 5IHA
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Rz

TR DIV JRFTRORIE, AKIRE CIERFNAR, HREONER CH Y | AL LT, FHEIINCHE S K
JEDOFEEBEE D _EFHDGRD BTz, 5860 LI RONE, AFIFECHY, 5, B, FEN OWAE C
BHY | BEE LT, HEEINIE O REFIGCOFEED LAV Hivlc, I OAFEFGIL, BEX
X Ch o7, AFIEBEEDOH ZHEFEFLORE ML, BT B TS S SusEME (RS &
OEHRIE) SHPIL Qe BEERAESRS B ROARKIOBHR T (HICE ST AEFGGERO b
Motz AFNIDOTRTOME 10ug, 20ug K30 ug) TEEN TR ARERERIETH -1,
R

PP GMT) | (P EAASE GMFR) K ONIIE HFRIUAMMAS 4 fFLL b A U7l oFLE
R OSSSARE AR IR SN2 & AN (18~55 %) MOVElE (65~85 %) DU NTHUZIW
T 2 [FIEHEREE 7 HRRZIIIRY  SARS—CoV-2 MyEH ARSI 2758 Uiz, HFFUARIS X 2 [B] B BfEr%
1 h ARFE THERFS AL, xsd 240 E L O ERE TR L T e,

SPEIFTUATEE (GMC). GMFR M ONFURARRAUFE S 1eG HUAIREEAN 4 500 b E5 U7 OEIE D HH
W2 &, AANE 2 BIBHERRERL 7 HRACHURAS G o6 HUARE OB FHAFRE LT, Zo LT 2[E
HEfit% 1 » AL CHERF ST,
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2) BHOVE T T4ERER (BNT162-01 5%ER) 14/ 8— K9
WBRT A v | SRR, R EA(L. JEER. PR

P fEERRR A (456 51))
4> 38 FEFCARE 12 11
T HHE |« 18~B5 DA GF 1~7 &R KON66~85 ik (5 8~10 FEHD

ERBRONEE | -, ERRAESUIE RIS LY | SEARE AT D IR O F

< SEFNERRA, BEMA COVID-19 O & 32 T

« U F AT L ERIEEFGUTERY 7 F L ORI U CERERZRT
LIV —ISOB N H 5

- MR B SRR RECRIB R E A T 0 A RG2S oo IO 2%
FTCND, USRI N D OIRRE =T D TEDHHH

- I, BERIREO Y A7 RF-%24 L CVID-19 OFAELY 27 OFEv g &

A N (18~657%) (T LTAH (I ug, 3 g 10 pg. 20 ug KU30 neg).
el (56~85 %) 16 LTAM (10 pg, 20 pg KOV30 pg) w4921 HIHWR
C 2[RI CRERR L=,

I ek

BRI, RPTUGKR OESRIR, AEFRLOEERAEFS

Sl N OSHAeE Sa E

BéRerbAR (PATUA) A, REEHURR OHIM S (BURARRRRAY T i)
w2 38 B ¢ 18~55 IKOFHIEIC OV VT, BNT162al 6 A& (0.1, 0.3, 0.6, 1, 2, 3 ug. BNT162bl 7 A& (1. 3. 10,
20, 30, 50, 60 ug), BNTI62b2 D7 & (1, 3. 10, 20, 30, 50, 60 pg), BNT162c2 6 f& (O, 1, 0.3, 0.1-3, 0.6,
1, 3 pg). BNT162c2 HilmHdo 6 AR (0.1, 0.3, 0.1-3, 0.6, 1, 3 pg) T32HE 56~85 FEOFHMIEIC OV T, BNT162b1
3 & (10, 20, 30 pg). BNTI62b2 D3 & (10, 20, 30 pg) TEHZEZIMZT, 4238HE

HER
AGRBRIZIZ BNT162a1, BNT162b1, BNT162c2 BE b & £505, A BNT162b2) (ZEBE G HFEREDOALLTIC
BT %,

ZeM

b MlES- FIH) 38R CThH 25 BNT162-01 RO 1 FHH ) DAFHIAER L D . BNT162b2 |E 18~55
DB ZIWTLRT, 2> AR EIEFA FIRE TH D | THI L2V RUITEED BTz,
BNT162b2 D RN SR OV FG DB e OVFIERE S 53 HHAAFE0 biiz, X
ISFHEDOTIEEDIF L A SITRENOHPEETH Y | BFEZIEHIR AL, AEFSR a7 7 AV
USRI DFERD D b 2R BT AR S TR SR - 12,
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RERE

T FEEUL —EER G AR v MEROIRANYA N DA L Getaihz T HmRS R 6, BNT162b1 KR
BNT162b2 (%, S OBERA I\ CERERENE CAIERMENED CDA+ T D8+ T ARSI A 75T 5 2 &
DVRSHU, PBIC 2 =— ML L7FUR (RBD XUTRR S & 0 30) G T'F R/ — )V CRIT % &
A A —Txa (IN) —y RO v & —naA % (L) -2 AL b0V 14 EAZRISE 35
ST FUSEDFRD DIz, YA b Ta 77 A0 LT, BaF 1 Byl =T il (Th1)
G L 1T The Sy ST,

SEFHIRIG

* BNT162b1 JZOVBNT162b2 OV h,, 1 [BIE R 21 HEFE TIZRE0 L& iTho T 0 ch o7
23, 2 [l HHEREIC X 0 RGO Ve EADSRE S, 2 BIERERES 7 AR Day29) FTICHRK
OISO BT, ZDZEND, JRRY 7 F 2% 2 [mFET 5 Z & OEEMI VR I,

<10 pgBERUN30 g BEIIUNT, SARS-CoV-2 50%HFHTAMCD GMT JZONGMFR I, BNT162b1 & BNT162b2
ClRFEE Ch-oTo,
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@) FRAIATEAER
1) AMHRAEER

EfELREIE IO MHEHER (4591001 5488 HE I MAE/S— k2P

ATV A v | ShExdiE, BMEAL, —EER, 77 EARxiER
U7 F AL (VEL) - 36523 3] (AHIERRIE : 18198 (5], 7" ANEAREEF : 18325 1)
U 7T ANE2 (VE2) 1 40137 (5] CARFAIRERERT : 19965 (31, "7 Rt : 20172 f51)
FARIEE | - 12U EO B R O
« TRBRFESERTAS COVID-19 DEYR Y A7 HE o &k L= %
TpbrRpf e | - IR, ERRRAE U R LY . SR ARRE AT A R o
< WFITERPRI, AT COVID-19 DWW 22T -4
« U F AT D ERAEFSUTERY 7 F o ORIk L CERRT
VIV GO DB HHE
- FRE R AECRIS R E AT A RO G2 G eI 68 4%
J QD IR 2N D DOIEEE 2T D TEDHHHE %
B AHWEULT 7 B REHTIEAIZEN 1T, K30 ug XiT7 78R % 21 HREBET
2 [EIFHAPNICHERE LT,
FHmE H Ak
EEC AT E
1) SARS—CoV-2 JEYYEENN 2\ MIERFE T D 2 [ HEEFRM% 7 H LIRRD SARS-CoV-2 12X 5
JBYSREI 3 D AKOA7ME (VE1)
2) SARS-CoV-2 UMD WA o7\ MERE T 2 [a|HEERE% 7 HLEOD SARS-
CoV-2 |2 X DIYLEI TR DA AN OHFME (VE2)
R B
SARS-CoV—2 JEYYRED 2\ VIR C D 2 [RIHBEff% 14 HIFFLIFROD SARS-CoV-2 128 5
JEHEL X D AHFN DA
e
ROV RS, AEFLAOEERAEFS
SRR 715 .2
FERHmE H
AFIEFER T SAA 2 (0] AR 7 HERFE CICIiEFAIIT Y A IV ASAIT SARS-
CoV-2 JEHD TR HAV TR VBRE SRR 301 5, 2 (R HEEES 7 HIRELRI D
HATZ COVID-19 MEEBNZEESNTIE L 7=, VEIL 100X (1—IRR) OFEHIZLY
HEE LT, IRR I3AKIEED COVID-19 FEIESR & ZAUKINT D 7T B AREEOFRIEFRD
HCH D, A R 95%[EHAXM R OF SR EDOT 7 F U AN 30%% _ERlS,
F7pb, P [VE>30%T —#]) 13—% “IEMRET VA AV, FRNTHE Lz
IIMEREED S — 2 53 B A & U CR LTz, 95%(5 XM R O£ iRl Ja Bk
WM CIE L=,
WD D RIEHTIRF O FSHEER P [VE>30% 7 — % 73 99. 5% %82 T8t X3
KIRHTRRED AR P [VE>30% 7T — 2] 73 98. 6% &8 2 - A AN DA LIMED R
OonbHZ L L,

V. ImRICBET 5IHA
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HaR

Aotk

< FERHMmEE >

AR M ORI 2 SARS-CoV-2 YY) 7\ IR 245\ VT, 2 [BI B HEfdif% 7 HIRELARED COVID-
19 B (ARFIHES 51, "7 B AEE 162 f3]) 1ZF-5< VEL 1395, 0% (95%(5 FHIXIH] : 90. 3%~97.6%) T
BTz,

AR M ORI 0D SARS-CoV-2 BYYREDA A flIo7a\ IR |\ T, 2 [l B EEff% 7 HIRELA
B> COVID-19 HEERF] AAIEE 9 51, 77 & AEE 169 Bil) 1ZH5< VE2 13 94. 6% (95%(3HIXIH : 89. 9%~
97. 3%) T 7=, ED VE /1 30%% 0] 5 H%MeRIE 99. 9% TH 0 . FHANIIE L= aEhiYE (98. 6%
) A Lz,

SARS—CoV-2 (2 & HRREMEICHY 2AME

. " SARS-CoV-21Z - Ty F L ANE
ik S [95%cnﬁ;<j;£>

VE1? AFIEFERE 18198 8
7T bR 18325 162 95.0 [90.3, 97.6]

VE2® | AFIHERERE 19965 9
S 0172 6o 94.6 [89.9, 97.3]

a) VE1 e ONVE2 0 2 [Bl B EEEOBRAR  (FPfif) 138257 B & 55 H T o7, 7. VEL KONVE2 O
VTBFERRG 19~42 HOEERED S 1. FOWERILVEL & VE2 TEIVEN 19~23 HREIOHERE 1L 96. 5% (35248
) & 96.3% (38665 f5ll) . 24~42 HREOPERETL 3. 5% (1275 61) & 3.7% (1472 4) TH-7=

<RIREHmEE E >

AR M OMEFERIIAT R SARS—CoV—-2 JEHYRRD 70\ MR | 36\ VT 2 [B] H HEfdif% 14 HIRFLARRD COVID-
19 FeEB] CARAIRE 8 (5], "7 ' ARRE 139 ) 12H5< VE 1L 94. 2% (95%(EHIXM] : 88. 7%~97.2%) T
o7z, EODVE D 30%% FEHFHMERIT 99. 9% TH Y, FHANIHBUE L7-iEHE (98. 6%it8) A
7= L7,

ZeMH

16 75 LL 0D 43448 151 (AFHHSERERE : 21720 15, 7" B ANEERRRE : 21728 ) AR\ AF MR D22 %
FHI U7, —ERogERE (TSR < 1 Bl H B 8183 i, 2 [m] HHERR% 7507 i) ClABeREARR%L 7
A, FET-HFEC L BIROSOFEBURILA MM U7, RO ERIEARY A (FPfl) (SHBLL, Rl
X2 B (Ffl) CThoto, ZOMOELMEOSEGIATEA (Pl [ TRBLL, FgciEix1 B ¢
JHYE) Th-olz, TEERRISUOH 4 Bldd gz (Vo E8HE 1 B, 77 F B BhET 55O 1
B, DEEPEAEER 1B, R S OMAR OSSR A1 5 [ MO 1 ), AFBECIITAFFRICLLF
1R 572 0.2%), F72, FECIIAFEET 2 6] @HIREELE 1 51, D5 16, 77 2REEC 4 4
RO LI, WTILHAFA & ORIFRERIT A &l <7,

FRBISUCOFERRI RN Grade 3 LLE) (ZoWTIE, VIFS. Bl DIESHE,
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ENE |- T4EER (C4591005 5xER) © 7

20 LA b 85 LA T 0D HAS AR 256G S A 30 1 g % 19~23 H R C 2 [Bgefd L 7= & & 2e4k,
BN R O E 2 a5 2 L2 HRNE LT, 77 B aiaiaiazg 320 L7,

156 {51 (AKMERERE - 116 51, "7 N EERERE « 40 ) ZX5UCfEmE 27 M1 L, 2 RIEEEE% 1 Ho
SARS-CoV-2 ME-FFIUMIIIZLL T D L350 ThoTe,

2 BIEHEAEER 1 5 A D SARS-CoV-2 I;FFMiAMH (5094

b GMT [[HI95%C1] @ GMFR [ffl95%C1] ‘
QlEIAE#R%L Y A) QIR BHEE%1 H 1[0 B BERERD)
AFFERE 116 (24FH) 524.5 [459.7, 598.4] 51.5 [45.2, 58.7]
94 (20~647%) 570.7 [497.6, 654.5] 55.8 [48.7, 63.9]
22 (65~857%) 365.6 [254.6, 525.0] 36.6 [25.5, 52.5]
TR | 40 () 10.6 [9.8, 11.4] 1.1 [1.0, 1.1]

CIL : {EHEIXTHL, OMT : S AM, GVFR @ S%(i ) ER{ER
a)  PUMIAEZ TR (L0Q) AMOHA, FEHTIZIZ 0. 5XLLOQ DfEAHV B

160 5] (AFHEAERE : 119 B, 7' Z RARBAERE : 41 ) ZRBUAFIERRL O AT L7, TRBRHEE
lif% 7 HRE T HESC L 0 BRSNSz,

JRFTEIS M OB BOSOIRER DR SUTPEE TH Y | AIRPRAESFROME T2 2 MIFEHTE 1 »
HEFE CICHEELAEFRITERD bR,

DRI IHAEY B 2538 A () ORICHEILL, FigefiiiZ2 A (Fsfl) Tho7z, ZOffo
EEMEOFGIIPAIA (hRfE) (ZFEHL, Fpddidl B (hRfE) Thotz,
FRRIFUSDFEERDL (FRBARK D Grade 3 LLE) (ZOWTE, VI8, RIlBUS] OHEBHE,

2) RIS
AR L

6) 8% - FAEBISR
PR L
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(6) AERYER
1) (ERARGERE (—AMERARGEAE. S EEAREAE. (FRARELEEIE) . BElstEk T —2 N—X A,
BUERRSTRERREER DA
a) RLEARTAEIAGER (C4591005) (FEkEH)
20~85 I OMEEERR A Z 6B, A 2 BIHBAE 12 » A% £ BB L, IBURRIHISGRO b= EEA
FERLLONCOVID-19 DIFREZIUE L, EIOZR MR OSERMEZ TG 5,

b) G PN AR SN DS (EFREEE) gl Uil F AR GEWRRED) (C4591006)
(FEhita)
AFNOBEERFEAG RN R S D REEE (BB BRIt SEliid 2 S THAFEE fe
IRIEREDOSNNE) ZRIBUT, ARIENERE 28 B T TS Rk OBIEIRIE 7 H) %3 A
INOAFIBABFL 12 » A ETO 11 » ARLEHR L, BB ICE80 B B e A E FH 5 L O COVID-
19 TERAIEE U, AFIOEMIR/2 M A i35 G TR OGRS TH O 11 » Aok
P L LTI D),

c) COVID-19 DEJE(LY A7 NEWEB X LN D EMIREEZF T 2F 255 & U frefl ki
(€4591019)  (FEiir)
FFIZRE T2 T, AFIZHERE L 7= COVID-19 OESE(L Y A7 M3 E B2 SND SRR E AT D4
RBUT, ABPEFEEIGRD DIVDHEFEL ONCOVID-19 (ERENEE L, EOEEMEEHERT D,

2) FREME L TRIBFEONERILSN L1-HE - HBOBE
L LA

M) 2ot
MR L
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VI. EHEREICREI HEB

1. ZEZMICEEHHLEYRITLEYE

L

2. EIEER

(1) {EAERLL - 1ERAMF

AANCEH SN HEMT Y ¥ mRNATIRE T /R AICEASRTERY . 2k v IEERETH

% mRNA 2345 FHIEIZEL D SAE 40, mRNA (22— R &35 SARS-CoV-2 D S Z L /87 M — Pz 3

-

BT 5, REERICEY S ¥ 7B D TR EEE K OVt s IS N dFE s n s =
& T, SARS—CoV-2 1T L A BYED FHIZHET 5 LEZ BN TWS,

(2) ENERMATHHABRBAR

1) BNT162b2 RNA EHZEHR®D /n vitroFER

RO FF A7 =7 g R EKIEA BNT162b2 X% LNP Ef A BNT162b2 ThRTI L A7 =7 g
VALER U7z HEK293T MfEic W T 7 a—H A A MU= &afTo72L 2 A, WTIICRBWT
HAEAD S Z L BIRRBRITIELS . BHEDNT VAT o7 v a VBRI, RIERS

BNT162b2 L ¥ % LNP [ A BNT162b2 DS BTN N T v A7 =7 v a URER & -T2,

FSURT OV aAVEE o
o A0 e 1)
X - ]
80----eeeeeeeeeee.... N . ... |.... 80----]  |-----JN—....|] @ |....
# 60—----ceeeeeeeee.... DNEEEEE . ... .. ... s 60-4---] |- (...  |....
5 - g
€ 40 N o= 40-----] |-  |....
B o
Rl G 000 B0 20=1---]  Feccc T - B -
12 h T
- 0 T T 0 T 1
ErSR HERES BNT162b2 ErSIR HEES BNT162b2
93> BNT162b2 -LNP 7z 32 BNT162b2 -LNP
1 g 1Hg 1 g 1ug

BNT162b2 5 2R TV a VEED 7 O—HA b4 M) —54

2) DUFURMRELTOP2 S OBEMHER NEYYIBFHFETTE (/n vitro) ¥

FEFWAEMR W C 7 e —Y A N X MY = &EEm L, ¥ 7 D72\ P2S 22507 m Y
ViEHAE AT D S X NI EORENBARINER) OMIEREREBEL, KOt k ACE2 ~D P2
S AEATEA MR LRGSR, COVID-19 [MIEMAEE G HEEL 7= MPURBD FRIFUATH % B3S
K OVHA23 I ONCHL RBD VEE LA T 5 CR302224 73, AFEBRD 7= DITHERL U 7~ fifa K m s
P2 S IZREEOHRFMMETHEST 2 Z LR INT,

P2 S ZEKEE R ACE2 DT F KR A A (ACE2-PD) it MHisAAHEAEEK (RBD) H
PR B38 & DFERBIFIMEZ AL AL A ¥ —THWIETHOW LIz Z A, Wb EmWBfrEz
ALy AT o K EIZIEIZH 1 nmol/L TH - 7=,
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BLI ¥ (nm)

ACE2-PDIC#S LEP2S (E-2 &) B B38ICHE& L P2S (E-2 2)

0.8+ Ko =1.17 nM 0.4+ Ko = 1.21nM

3)

500+ 600+

Kon = 2.72X10° M'"*s" Ky, = 2.68X10° M"1*s"
Ko =3.17X10% Ky = 3.24X10% 7

BLI & (nm)
o
N
1

BfEl (#2) BfEl (¥4

P2 SOACE2 RTF K RAALURUBIBE/ ¥ O—FILTIAADKHEEIZKT S
NAF LA —FBEL Y —T S A

T RIZH T3 BNT162b2 (VI) D ez [R5 ER ¥

BNT162b2 (V9 : /S U 7> k 9% D LNP £ AfA% BALB/c =7 A2 0.2, 1 Xi% 5 ugRNA D& T
HEE G L, G EMEZ T L7-, ELISA IZ L5 TeG HIEDRER., ST K ORBD % 785k 7 5 58 )
72 16 IRBE N ABRTFHIICRD bilz, By A L2 Z AWz TH, FAEICHE
2 RN IR RRFUAIC B N A BTz, F 72, Thl fRAYE CD4 Btk T MBI IE ONS TRN-y KON 1L~
2 ZPEET 2 CD8 BGE T MIRUG A DSFHE STz, 514 28 HIZEE L2 il s S % R 7E
PRREOEFETTF FIEAWEZ TR L= 2 A, CD4 BB T fifiE K OF CDS 5tk T fiig o
[FN-y BEAFHED R ST, £2, 58 RIER TORBMY A M A CEORPEIZIBWT, The H
A M A (IL-4, IL-5 KOV IL-13) 1T T Thl %A Fh A > (IL-2 KON IFN-v ) 23
THRHE I, Thl filRERO T 0 7 7 A4 LR ENT,

*FEERAR BRI 1T I, AFRIOARE TH 5 BNT162b2 (VO) BV B A=, —EBOFEREAR IR T2 DRk
DY T R ThH D BNT162b2 (V8) A3 FHVN & 417, BNT162b2 (V9) 1%, BNT162b2 (V8) L Eb_TY i v %
ZLEteld, Zhuda FURkibzZ BERET2HOTHY, NI TV MR a—RTHX 07807 2
J BEELH LA —CTH b,

B

S1#58 1gG RE RBD #&& 19G iRE

Sug 5ug

4004 1ug I -~ 1ug

19G [ug/mL]

1004

3001-e- %fmEE

200 I

40047 0.2ug I

-o- 0.2u9 I b o

200 I

—
19G [ug/mL]

» 7 14 21 28 7 14 21 28
5 BER

BE®BH BE5%BH

T RIZBNT162b2 (V) 2 5& 7. 14, 21 RU 28 BIZH T DM S 2 /U H 16 &

VI.
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)

PVNTso (MERIREED S

HEx14 8 #E21 R HEx28 A
2048 T W8 T 2048 T uLoQ
1024 1024 1024+
512 512+ . 512 .
e —
256 - R 256 v == 256 J—
- - 3
16 @ rrrerrrinninnnes 1 @OO@ s s [ @@ e LLOQ
8 8 8
B’ 02ug 1ug 5ug fRiE®”  02m0 1ng 5ug f®RE®/  0.2ug 119 5ug
BNT162b2 BNT162b2 BNT162b2

T TIRITBNT162b2 (V9) #25# 14, 21 RV 28 HDELL Y A )L X A IHu K (i

B 28 AN Y Y R RERMEFFEDER

BNT162b2 (V9) BNT162b2 (V9) BNT162b2 (V9)

0.2 ng 1pg Snug
Bl S11gG MIEE (ng/mL) 73.0+£10.4 205.9+21.0 392.7+28.9
$1 RBD IgG ##EE (ng/mL) 83.1+12.3 241.7+£17.2 448.6 £ 28.6

pVNso LAl (LB 7R R D %) 33.0+9.8 192.0+31.4 312.0 £35.1

T ke

4) THTHFIVIZE TS BNT162b2 (V9) D fe iz R 14 K UF SARS-CoV-2 REFAREXNR ¥

R

T HYIL (2~4 4EkR) 12, BNT162b2 (VO) @ LNP £f Af&% 30 1% 100 1 g RNA O & TikBi 0 H
K21 BICHANES Lz, AR 5S4% 14 B &0 9 B ST RS TeG R & Y SARS-CoV-2
FpURo EF B3R L, 2[EIBHRSRZIZFNODENIOIZER Lz, #Br28 H QEBES
%7 H) 30 KO 100 ug RNAFKEGHED VNT, (7 A /L AREGLS 50%AR T L7z & & O FngiiAdf
DOKMIELIME) 1%, SARS-CoV-2 & REEHAIMmIE (HCS) @ VNTy, DZILEA 9 5K TN 18 5l E L
72 S1AGG 16 PR OFnHUAMmiX VT 4L s . 3Bk 28 HLARE, Fof&IERE T 23k 56 H

QEIBE#ELG#%35 H) FTIRTEBICHST=2, FITHRPB HCS Dfi% FEl-7-,

RRREHR

T I (Q~4 ) 12 BNT162b2 (V9) @ LNP £ AJKZ 100 1 g RNA OFHAETHRER 0 H ROV 21 HIZH

ARG U7, 2 Bl B #5484 55 HIZ, 1. 05X 10° 7T — 7 FERREEAL.0D SARS-CoV-2 (GR#Hi : USA-WA1/2020)

ARG N ORENICHISR 3 T CHgE Lz ™, SRR ONOIPZEREED A T 7R, P ONS U ilfeie
H (BAL) WRZEIFCEREL L, ERAWHERG R Y A 7 —B#HEIT L D SARS-CoV-2 RNA (&7 2 RNA
FOMEEFEY) ZfH LTz, EORER, SRR DL 72 BAL IRHIZ SARS-CoV-2  RNA 23&H S 7=
73, BNT162b2 (V) #£0D BAL #RHICIFMR T S4UT . RNA FEBLL~UTHGE A B2 RSz (2 o
T ANy ZRE, p=0.0014) . XHHEEECIE BAL IRE DA T SARS-CoV-2  RNA 23 S 72T b2
DO, WTNOEMIZIBN T HIHRAIC L 5 —IEROZUIZED IR -T2 Lk 2~4 Flnd
T I MMIRBET L LN ) LV EGET L E LTL VA TH D AR E 2 S, o %
TRIATRASHHRERED X B O CT Hifg TR HALT=73, BNT162b2 (VO) i K OMEEALERETIIERD HiZens

7,

SARS-CoV-2 ZMEiEi% 7 A XI% 8 HICHaZ £ L1 & 2 A, WOl BT RIRAYFT RIT A

VI

FANFE B HIHH
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DAVIRDN > T, FROFRERER AR CIIIIEMNZELN T2 b e U TR HAL7o 03, BNT162b2 FEZHs
W CIILZIRIED TR BT IIENMEIR D 5 HIEEERIL Z < D5 Ch v | IRAERE L OS%HREE RS-
Ly BRSSO T o T, BREFREEFHIZ X 5 BT COERNIZRIORIERFED A 27T
VT ORER, ST A 2 7 I IREE L BNT162b2  (VO) BECHAfE L NE7e< . T LA BNT162b2 (V9)
HETOT AR ME A2 B A1, BNT162b2 (V) 5512 K 2 MR SR AEHETRIIURIE S e o 72,

BNT162b2
106 l 30 g || 100 ug |
- 30,339 34,668
105 s, s 18503, 0o
) 423 6,317 631
%M 104 = 2143 4 o0 E % 3434 200 ‘I' % b -
= 8p o . obe ';‘ M
o Ly e N
28 s o ¥
Qo 107 5 .
o 102 =
10‘—
07
10° I‘ L] - L) - 1 - '><' - I — L) - L - L} - L) - 1 - L) — ] -
Cc 14 21 28 35 42 56 14 21 28 35 42 56 HCS

7 A 7Y IVIZ BNT162b2 (V9) #5440 S1 #55& 166 BE

BNT162b2
30 ug | | 100 ug
104 —
o 1,689
= 1,277
s 500 962 . . 1’207
S 637 °

£ 10— ° '*%‘ 310 | B
% } 285 ole 1
iﬁ H

) 8 .
H" ) C .
= 81 .
. 65 A 5
& 102 = 47 = o4 :
'EB ojo e 3
>

S . - 4 - I . - o T )
10 10 10
101 i T T T T T 1 ™ T T T T T 1 T
C 0 14 29 28 35 42 56 0 14 21 28 35 42 56 HCS

7 A FILIC BNT162b2 (V9) 55D ™5 4 JL R RO
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X 104
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N

5) RIEHEHMHEBE TS v MIZBNT162b2(V8) 238 1 |, &t 3 ER 54D GER MM

Z v T BNT162b2 (V8) @ LNP £f AfA% 100 ug RNA O & T 18], 2 3 B ANEL L7,
B 17T H QRBE&SG%2H) ROV38 H QRIEHGH% 23 H) ICmMiEEEREIL, SZ 237
ERE R 1eG 75 K OVERIEL ™7 A v A FngE A & 5l L 72, BNT162b2 (V8) D&% H-{Z X ¥ | SARS-
CoV-2 S Z /X7 D S1 KOYRBD IZxtd % 16 NFHE X4, Bl ™ A /L ARG 5 st
ERFE SN, S XY BERER) 1g6 L O RPTAMIEEER 17 5 LR 38 H T/
<. B ERMPEO b,

WERE Wistar Han < » R IZ BNT162b2 (V9) @ LNP $f A& % 30 pg RNA O F&ETHE L[|, 2 3 Ef)
WG LTz, ERREIXLENCSOX 60 L & Lz, fIEFELET S H LB 17 H (3[EHE
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e s Pfizer Inc. Pfizer Ltd

W74 COMIRNATY intramuscular injection | Comirnaty concentrate for solution
multi—dose for injection

AGBEH H 2020 4512 A 11 H 2020 4% 12 A 21 H

HE KOG | EHA A
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JiE 2019 (COVID-19) O TRz HRE L
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16 LA EDFH TV T, SARS-CoV-2 7
ANRIZE->THlIERZESar )
A L AJEYGYE 2019 (COVID-19) % T
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ML - &
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FESHE 1.8 mL Z W T TIALNDK
AL, 1 H0.3ml #4532 [, 3
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FR% ., w@E. 118 0.3mL 245 F 2 [,
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(1) $EIRICEET S BIMER
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(0. BEDEREZATSEBICHT IR

9.5 1Eim

PESR SUFAEAR LT D ATREME D & 2 RIS T Ii#fE Lo AR a2 BE 5 &l <
NOGEZDHERTH &,

9.6 RELIF

TR ORISR O RFLAREOARIEZ BB L, AL O UTH 2R+ o 2 &, b
FREFLHA~OBATIIAHTH 5,

H i LRI A
Pregnancy
Risk Summary
All pregnancies have a risk of birth defect, loss, or other adverse outcomes.
In the US general population, the estimated background risk of major birth
defects and miscarriage in clinically recognized pregnancies is 2% to 4% and
W . 15% to 20%, respectively. Available data on Pfizer—-BioNTech COVID-19 Vaccine
KE DA SCE . ) . . . )
administered to pregnant women are insufficient to inform vaccine—associated
(2020412 A) ) ]
risks in pregnancy
Lactation
Risk Summary
Data are not available to assess the effects of Pfizer-BioNTech COVID-19 Vaccine
on the breastfed infant or on milk production/excretion.
0¥ 1 Bl
F—=AKNZUTD S
p <BE  YEOME>
8 (An _ N
7% F—A N UTONE (202143 )
Australian . .
Bl : Drugs which have been taken by only a limited number of pregnant women and
categorisation . . . . . .
women of childbearing age, without an increase in the frequency of malformation
of risk of drug . o .
) or other direct or indirect harmful effects on the human fetus having been
use in
observed
pregnancy) . ) . .
Studies in animals have not shown evidence of an increased occurrence of fetal
damage.
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Emergency Use Authorization of Pfizer-BioNTech COVID-19 Vaccine in adolescents

16 and 17 years of age is based on extrapolation of safety and effectiveness

KEDIRASCE
(2020 4 12 H)

from adults 18 years of age and older. Emergency Use Authorization of Pfizer
BioNTech COVID-19 Vaccine does not include use in individuals younger than

16 years of age.

EU D¥sf 30 The safety and efficacy of Comirnaty in children under 16 years of age have
(202012 H) not yet been established. Limited data are available.
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