=
= Pﬁzer .
*20244E8 H UGGT (35270 AAEERRNEES
20244E6 H 1ERk 876313
& :2~8C DAIWRTYF LB
AnEAME - 8v A A K B
a0+ 4 J)LR (SARS-CoV-2) RNAT U F >
B S AyrE v S EBES | 30600MX00138

BRI | —

_— [} s~ o~ .
A=TF 5+ mrvuvvEau s
COMIRNATY intramuscular injection syringe for over 12 years old

) EE-EAEOLGEIC LV FEATL L

2. BRETELE (PHEEERTLHILEAESTLELE)
2.1 IR BE 2R LT AH

8. EELGAAMIE
8.1 AFNT TP f O DERMEREMmEAR) (CHE L

2.2 WERAWIRBIZON - TWD Z LB S NRHE

2.3 KRANIDRSZ % U E OMRBEIE OBEEE O & 2 (8. 4.9. 1. 6,
11. 1. 1]

2.4 RIS 2FH OIFD PRIBEAAT 5 T L AN Y kR
B

3. BEOBER UMM - K

*3.1 BUEDME

SARS-CoV-2D A/SA 72 B L0 BDOT X J Felicd| % =1 — R4 %DNA
e L U CHSE L7-RNAR L U, IR Ay S IRA T D,
PR E LTHWAEE BFUFER) 1T TFTROEBY,

[ sk [ SARS-CoV-274 3 7 |2 RN, 1 \
*3.2 #ARK
| onzd aIFT 4 fHEY ) V12 EH
ANy SARS—CoV-20D A/XA 7 & 1/ /37 ' % 71— R§~ HmRNA
F2S 4 0. 3mL
Gk 0.030mg (RNA¥AfE & LT)

[t FaxvTFu) THIA L] EA (ANFHr-6,1-VA L) B A
Q- ~F VT T T AT V) 0. 43ng

2= [(RY=F L 7Y a—u) -2000] -NN-VF hFF V7 FTIR
0. 05mg

BNl 1,2-Y AT T7uA)b-sn-7 Y Eu-3-k A7k 2 Y > 0.09mg

a2 L AT 12—/ 0.19mg

HEREE 31mg

A HXE—)L 0.06mg

kA & — LR 0. Amg

.3 HEIDMHIR
{roned aIFT 4 HEY Y V2R,
il 6.9~7.9
=BT H1 2 CEBREIIRICKT 5 k)
[EN I EE LT D,

. DRERIIIR
SARS-CoV-2IZ & % REAE D FBh

. RERIERICEET SR
A KHN DT YR DR HITRESL L TOZR,

. BERUAE
1510 3mLZ i NI HERE S 2,

1. AERURAZEICEET 5EE
1.1 BEXNERE
12k LA Loz
.2 HETERH
W BIE DSARS-CoV-27 7 F > OEEFN S 7 < L 63n ARE L
RIS S LN TE S,
.3 EERK
B FUZSARS-CoV-2T 7 F > OEFEED 70\ WEIZ 1T, B L ZAEB O
MRz BV CRIB AT Z &N TE D, [8.85]
1.4 ERIETE
ERINLE LRDIZGEIIE, o T 7 F o LEGICEMT 2 &
NTED, [14. 1. 55 ]

THEMTD L,

2 BHEREEICOWT, BRI, BIEN R RIC I > T

HERREA I~ = &, [9. 12H]

-3 BERE U3 ORGER T, Y B3R E B30, B

AL A TR D, £, ERGORBEESICHEE L, RFToRE
FOSRCHFHDOZA L, S HICEE, RSO R IERE 2 LI5S
WM EMOBEEZIT D LY FHINTM S5 2 &,

84 avl TFT74I7Fv—NRNbbbbIENbbIcd, Hifl

AR BEOE OB TR BT 5 72 & 001247\ Bt — e R,
WL OREEBIET L ENZEE L, £72, AFIEHEZICY
av ., TFHT7 4 7% =R LN RS IO LCiE, DA
DA OPFERE 21TV &, [2.3, 9.1.6, 11.1. 1]

.5 U F R AL TR IS IS K D DRVERE 2 A T s

HEMRIE & LTRMAH bbb D 2 ENd D, K L St
T BT, R —ERHIIE D D78 & LT b CHEERE O
REEBIET L LBEE LY,

L6 DR, DERN DL DOND T ERD DT, HERE UTED

PR T LCiE, Db, DI SR DER (Mose, BhiE,
T A, FRURIRIEE, BHMEGSE) 2380 DNHAICIE, HeICE
FiOBEREZ T 5 X ) FancmbEs 2 L, [11.1.2,15.1.1,15. 1. 2
£

.1 a7 A LA (SARS-CoV-2) RNAD 7 F L 45flif%I12, T« N

LU —EEREAN R E SV TN D, BREEFEE L2 DIRFHEE 126 LTI,
X7« NU—EGRED DN BN (MEGEAL D iAE 5 ik
R, RS OWFE 72 LIHRE) 23380 NG AICITE BICE
FISICHIRT 2 L5, O UOMHATEZ L,

. 8 A LM DSARS-CoV-212%FF 25 T 7 F o O HHMEICET 57— 4

17w, [7.32H]

9. HENERZHI IEICHT HEE
O HEEEEEE BEOHWETOICKRL. TREETSH)

PHERBE D RONTRNITEE T D LB N DHEIT, EERRE
ROWEZBMR L, DRI OHEEES OHI 2 BEIITV, T
HoOVEN, GRS, ARECONTHa R 32TV, [ A
FICH LT, EELTEMNT S Z L, [8.22]]

A RBEREERTTVASE, MRBER TREREEEZET

&
AR H il TG B b D 2 &R D D,

1.2 BEICREFLOBHNESNTVEERTEREICERER

ERREDENNDE
AHNZHES 2 P REIME T T D AlRetEn & 2,

13 DEMERKE. BRAS, AR, WREE. REEES

DERKREBEHTHE

4 FPHEETEER2BLUAICRBROA SNEERVESERS

ENTULLX—&RSEREELCENHDE

1.5 BEICEZOBREDHIEH
1.6 KEDHAITH LT, PULF—2ET58Zh0HDE

[2.3, 8.4, 11.1. 1]



9.2 BHEEELEHITLHE

PR EE Th D,
9.3 HHEEEELEHITLE

PR EE Th D,
9.5 1EiR

s XTI LT 2 WTREME D & 5 2o PRI IT T B OB IS PER
faltE % LEl D & SN DG EIC DR T D L,
9.6 =3Lim

TR LOBSMIER ORARBOE ML ZE L, BIL Ok X
EH I EHEFT 228, v MR ~OBITIEIRHATH D,
9.7 MR

123 AT 2 kP4 & U7 BRRBRBRI T I L Ty,
9.8 S#nE

PEFRIC BT o Tk, MIRELEEREICITV, B ook iEz 1+
FBETDHZ L, RIS, ERBENMETLTWS,

1. BIRIE
WORIIGENRH oD Z ENRHHDT, BigeE oty B
DD BN HA T R E AT D 2k
1.1 EXLEIRE
M1 23vd, PHI245%>— (BHEARY)
[2.3, 8.4, 9.1.63#]
11.1.2 Dz, DER (BEARH)
[8.6, 15.1.1, 15.1.258M]
11.2 ZOtoEIRIG

5%LA L 1%~ 5%ATili 1%Ai BEEE R
JHATER (| 98 (85.6%) 7, AE Z O PRI, BUE. N
SFHERAT) I (10. 3%) ¥, &7 ML, 0
FLEEY
TR R G (59. 4%) FEIPED F U, B | SRR, ST
MR RWRE, AR | R
L, SR R
s P (480 | ok B, REGGE | RS
RS ISR, 5P
AL
i EER | WA (39.1%) 7. DU, A5 R
BRI (25.3%) ¢
id ZITIE, J695 BT | ALBEME R
RS
JiiNiid Y 2 S EiE
SIER WEUE (BB, &
5 PRI KLBE, 3
BRI, MR
i, i A )
Zoft H255 (66. 0%) | | K PAEE, T E, A
7& (36.0%) ', R 7T YHRE
(16.8%) R, MR

a) BEARRBRICI\VCHET AREIC L 0 IUE L RIS O BEI S

) EWNAOERRRER (2 77 1 ik (EJEK) DC4591001735k K UC459100558 8k, = I F
4 RTUGTE (EEJRER A 3 7 1 U BRBA. 1) OC45910315 8k, A DN =2 2 55 ¢ RTUMGE (2
WikE/ A X 7 @ UHRBA. 4-5) DC4591044788k) CINSE L 7= &R 351} 2 R o R BIH|
BEZNENEN L, 40 CHE L TREORD bR HRICOWTIE LY @V B EIS
D% F#R LTz,

14, MRALOIE

141 ERIEERHOTE

14.1.1 AANZ0. LD 1IHBET L7 4V R Y P Th D,

14.1.2 fEARNZSIRICRET Z &, EAmTHIUE, 8~30°C T2/
FCRTFCTE D, BEH ALK OENMN YT E 21T DHZ &,

14.1.3 Jelii¥ v v 7 &5 Ltk BHICERAT 5 2 &, M0l
HATER0ngE, 2~30CTRFEL., ARMLNICER T Z &,

14.1.4 BRI ENR2 N2 L2 AR CTHER L, RENBOLND
LEIEER LN &,

14.1.5 FAlZMOD 7 F o LIRELTHERE LW &, [7.45 1]

14.1.6 0%, ZAFICHANERET L Z &, BIRN. BN, K T~D
BRI TRV &,

14.1.7 F0#% - FRE~OEBEEZRET 5720 FRROSIIEETDLZ L,
(1) SHRIIMHANNBEREICE 2R ST, ik, 8, B5OMmA Tk
ICBIEE L7220 L ) SR 1okt L Gl et B2 RET D 2 &,
(2) HRREATENLZBET D Z &,

Q) EHErERIA L7 & &, WIROHF ARMIE DT b hE
FEGICE R E, a2 THERT D Z &,

15, ZOHOEE

15.1 BRERMEAIZE D < I1E#R

15. 1.1 #AMTEB VT, arF AL A (SARS-CoV-2) RNAD 7 F 4
IO, DIERPHEIN TS, WEITSARS-CoV-2T 7 F
VOB O e WFIZH T 2B B TOEMICBWTHE SN
FEBI DL AZEFEZHETH 0 | Frl2lE] HEFEZ LR LINICEBLL T
Wb, Fio, REBOREFT, ABEIC K 2LHERIC L 0 FERA S
FLTWBY, [8.6, 11.1.28R]

15.1.2 BEREBAAATE OENEBISUS S VS IZ B B 0%, DI D
WERE ENOERERT —F N—A% AW CRH Lz — i EM
DOHHER SN DO, DIREROREBR L 2L 2 A, BE
\ZSARS—-CoV-2U 7 F o DHERERE D /o WFHITH T 5 2 2 F 5 4 ik
GEIFER) 2B BERE% OAAEBIETHEN BN 2 & RB SN2,
[8.6, 11.1.2&04]

15. 1.3 #EAMT BN\ T, B FRIEA & OREMEII A TH 508, KET
HHIEAED & 5 W HEEH 2B T, 2 1 F 7 A L & (SARS-CoV-2)
RNAD 7 F B R4 . R FE A AN 80 O fERE (Re L i
) A IhTnd,

17. BRERAHE

17.1 BEHERUVREMEICET 558

17.1.1 B4 VE 11/ AEER (C4591044588) (O =+ 7 4 RTUEE (2
JE¥k A = H O#BA 4-5))
2T T GEIEKE) 30pg% SEBEfEys 4 T, 3l B #2055~
125 kil L7212 EOF 2 XFRIC, =2 57 ¢ RIUM I (GREEkE
/A 7w U BRBA 4-5) (LAF, =2 X7 ¢ RIUME (BA. 4-5)) 30ug
AP UE B ) L& & O REL L EEE R+ 5
TLEAMLE LT, 12~1TOF B ILIEE RIET IR, 18~55
7% M OS5k B8 DA i 1 A (L AT 2 B R A TR LB & L
TN L7z,
AFRERZ 1T D SARS-CoV-2F YL /FE 23 72\ M 18~557% DN 3241 Jo Y
55EABDOBINEA0F & 5T, = T 4 RIUAHTE (BA. 4-5) $EfE#%
1% H DSARS-CoV-21fiLiE H FFLIRA 2 574 L 72 f5 R, Rl Ly =
27 A RTUMGTE (BA. 4-5) BRI 5 18~557% M UNS5m% AR D Z N
DOBEFET% L5 HREOBA. 4-5 % OB HRBRIC K3~ 2 il -PAPUAAm L, 82
FERTIC LT RS- LY,

F1  18~555% M UGERRAR D BN DSARS-CoV-2 L3 PR LA (50%
Fn A

23X F7 A RTUFHE (BA. 4-5) 30ng

18~557% 5%
E HE HE GMT WE GMT
PSEIVS IRF % [FIOsHEREXE] @ | Bk [U9s%{E X ] *
e 54.5 76.0
BA-45 | AT |52 [41.3, 71.9] 10 [54.7, 105.7]
HERR 3 1029. 6 0 1668. 1
1% A [702.6, 1508.9] [1089.6, 2553.7]
455.3 881.9
B Al
B B 32 [286.2, 724.2] 10 [601.6, 1292.7]
HERR 6431.7 8386. 3
32 40
15 A [4542.9, 9106.0] [6235.4, 11279. 2]

GMT = ST P BT IRl
a) PUAAEASE & TR (LLOQ) ARiiDHE . MHTIZIF0. 5 X LLOQO AV STz

316651 (12~175% : 10761, 18~555% : 10351, 55m%#R : 10661) % %f
G2 a2 FF 4 RIUBIE (BA. 4-5) Hafih D22 340 L=, 155k
SEPELRTHM, B HEEIC LV RIRS OB A TG L, 728
FOSDFBLRM (FREM N OGrade 3P4 E) 13F£20 LB Tho
Too TESTERACAREIIHEMY B~ B (PUfl) (TRIL, Freii
1Z1~20 (h4fl) Thotz, TOMOEF O ER IRV E (FF
Jfl) (CRILL, FEIIEI~2H (PRl ThHoTY,



K2 ERREIRSOFEHIRDL

306% A5t 4 C = I 7 A RTUMR T (BA. 1) HEffitk D22 M2 34 L

R (REHE 1) T, VRBCEBERRGRT A, BT H 36 K 0 BSOS O FEHLIR B % AT L
12~17% 18~55% Bl Too ERBIFISDORBURDL (FLREM K O6rade 3LLE) 13KED &
”‘”WRT)”W 3‘1*?““)”%?? 3‘1*?““)”% BY Tholz, HEHHAERITHRERA (b)) 2B L. Fific
BA. 4-5 BA. 4-5 BA. 4-5 .
ol Tt R SIRIE2 A (H92) Tl o, 2 DR A LMD EGITHERIE A (f
it rade Eis rade Eis rade . - N .
| me | ek | | me | ek | ol | e | ek | ol R ITHBL, FREIIIELI~2A PR Tho7Y,
TEATHRL i 75 1 81 0 , 59 0 - . .
R T I R Y I B T e A 5 L2 RIS ORI DL
7 0 o ) ] 1 ) FHRGI GEHREE (%)
WA gy o [ len | eo | %] s | o 237 (RTUMGEE (BA. 1) SERLRE | =37 ¢ 50k GREINRR) BERRRE
. . 54 0 1 0 . 31 0 HERR Ba N Grade 3 | & N Grade 3
B ey o | w0 | %] s | o mae | g | PEEE L e g | FEEE ]
s _ 28 0 32 0 B 21 0 TR
LCC N B P R I T e 103 (0.0) o e 1 301|175 68.1) | 1 (0.3) 298 | 179 €60.1) | 1 (0.3)
- . - % 0 ” 15 0 05 13 0 55 1 301|148 (49.2) | 5 (1.7) 298 | 135 (45.3) | 1 (0.3)
@y | O wn | 0 azy | & S 1 301|100 @3.6) | 1 (0.3) | 208 |79 @.5 | 1 (0.3)
Bt 4 107 (12131) (: 102 (16”7) (E) 105 (1124) (E) 5 PO 1 301 67 (22.3) 0 (—) 298 | 59 (19.8) 0 (—)
1‘0 ! . s . i 1 301 39 (13.0) 0 (=) 298 | 49 (16.4) 0 (=)
o) v 2 .
O e e | ™ we | o ™ e | o B 1 301 |3 aL3) | 0 (=) |28 | 270D | 0(—)
a) BT AT LV AHIE L 7%k R 1 301 15 (5.0) 4 (1.3) 208 | 11 (3.7) 0 (—)

b) BIEEEA THE (AWIEEIZIT5)) UL ke LTRE S 58
c) 38.0CLAE, 38.9CHMATHEIC, EIEENEE (Grade 3) LLEE L7z

17.1.2 @5V EMAAEER (C45910315888) Y JERBRE (0 = T «RTURS
F GEREH 4TI 0U%BA 1))
ARBRBINDOE~12 5 AR 2 I F7 ¢ ik (GRIFEE) 30pgd3[al#z
FR % 32T 755 B 2 D B INE x4, 2 27 4 RIUM T GEJR
B/ A7 BkBA 1) (LATF, = 37 4 RTUMGE (BA. 1)) 30ug%
1[EERE (SARS-CoV-27 7 F o & L CAR BEEE) L7 & & DR
ML OREMERFTHZ L EHNE LT, BIEARR A i L
7
= X7 o RTUFGTE (BA. 1) BEFEREO SARS-CoV-2/& YL A3 22\ N 1784
K= X7 o i GEJRER) BEFRRE D SARS-CoV-2/ YLl A3 7211163
1 % et 5212 BERET% 1 9 A OOSARS—CoV-24 X &7 1 L BEBA. LIfL{F i Fndt
IRA R OWUARIS B 2 3 Il L7 5, RIK ORI LB aIF T
S RTUGTE (BA. 1) #ERED = 2 5 ¢ 5k GEIEKR) HEERE I
DR QRS PEN TN EIR S LTz,

#3 31T (RIUMGE (BA. 1) BERERED = I T ¢ ik GEERRE) 42

FEBEIZ 6T 5 SARS-CoV-24 3 7 11 W RKBA. LifiL 3% s R4t (50%tH
FHUAM) DRk

S IFTARIUME BA 1) BERERE | =97 e (RsbR) Bl R
- GMT [Wﬁll%)%f%;#ﬁ i GMT [ﬁWRH%)%@%’E [TAI95%(Z 45
; X[ ; R v

# . # X ]
(Efite1n A) (Bl )

178 711.0 163 455.8 1.56
[588.3, 859.2] [365.9, 567.6] [1.17, 2.08]

GMR @ STFHLE, GMT « S FEIHLIARAM

a) HUAGASE R FRR (LLOQ) RIDHA . MATIZIZ0. 5 X LLOQOAE 2V H vz

b) MEHUEIEYE : MR (= 37 A RTUME (BA.1) /= 357 ¢ Witk (GEIFEK)) Omifloswis
HE KR TR 1

#4 3 IF T ARIUFTE (BA. 1) BEFEREO =2 I 57 1 fifilk (RURK) %
FEBEIC AT 2 SARS-CoV-24 X 7 1 LAKBA. LI T% IR 30D
7

2T T ARIUMGEE BA 1) BERRRE | = 07 ¢ ik GEIRER) HERmRE = W
\ W GHRSEE W) | W GURSEE OD | [ messlas
WER | rmosuiaminn | SV | Caiesulaw] i
# ) # ) g
(BeRiteL» ) (Hefitz1 0 A)
121 (71.6) 85 (57.0) 14.6
169 [64.2, 78.3] 19 [48.7, 65.1] [4.0, 24.9]

a) PURMIR—AT A Ml (R—=RA T A AEAER TR (LLOQ) A4 IXLLOQNH) 75
MELL B RS UT IR BN

b) HhthE~— v BUAISE RO (2 I FF RIUMGE (BA. 1) — =357 ¢k (IR
BE)) ORI HI95% 15 4 X T FR>-5%

a) SARS-CoV-2U 7 F > & L C4lnl B #4E

b) BT HEEIC & 0 R L7 %

o) RN TEE (AHEBZHT5)) Uk LTl S

d) 38.0CLAE, 38.9CHMASEIC, EREENEE (Grade 3) LLEE L7z

17.1.3 BHNE 1 /01 M#EER (C45910015(8%) I ~M4/S—
(AT 48E GEREK)
SARS-CoV-27 7 T L KRR D 125% LA E ORI BN % xR, =
2T 4T GEIEER) 30pg&19~23 AR C2lEfE L= L & 0F
MER LM ERFT 222 ANE LT, 77 B ARKRIEES
(b % sk I RIRAER & 920 L7z, & B, AR T = 277 1 i (2
TRER) 30pg % 2[EHEREHE 2 D 18~B5k DBNFZIZ =2 I T T 4 ik (i
TERE) 30pg% 1EIHERE L7- & & D5 FM R Ve 2 b AgE L7-,

1) 16FLLLDSME
3652301 (= )7 ¢ ik GEEJREE) HEfERE : 18198%1, 7' J & ARE:
FoAE : 18325(1) %142, 10 A O EEANEFMER TH 5 [SARS-
CoV-2[BYL SRR 72 BN T oo2la] H$#£FEH% 7 H LI 0 SARS-CoV-21Z
FBBYIECKIT B 2 7T 4 HE (RIFEKE) ofoitk [V T
el (VE1) 1) Z3M L7-, 4013741 (= X5 ¢ i GREIFRK)
PEFERE : 199650, 7T & ANHHERE : 2017261) ZxfGc, 22 HDE
B IEREEH CTdh 5 [SARS-CoV-2iYuliE DA #E %4 b 20\ &3
FCo2n] HEERESRTH LI DSARS-CoV-212 & 2 JRYLE T 9% = 3
FT Wk GERIEEE) ofsE (VE2) ) ZFEM Lz, FRVTE I3 R
6DLBY ThHho7-7,

756 SARS-CoV—21Z & 2% JRYIE 235~ 5 A 2k

SARS-CoV-2
} N U0 F AT
SR | I & B R
o [o5%I ] (%)
sl I .

VEL® | TRRE) BEFLRE
7T AR BERERE 18325 162
a2 57 4 fRTEGE
VE2® | WRRE) HEFLRE

7T AR BERERE 20172 169

a) VE1 OVE20D2[a] B 8@tk BB IR (FFUfiE) 1Z2EN57TH 550 Th oz, £z, VEL
S OVE2 DTV I THERR I B 19~42 A O BIME N & £, £ OWNFRIZVELEVE2TZENE
N19~23 A RO BN 1396. 5% (352481) & 96. 3% (3866561) . 24~42 H DB 133, 5%
(1275)) £3.7% (147265]) T -7="

95.0 [90.3, 97.6]

19965 9
94.6 [89.9, 97.3]

160 LA B 004344861 (= X7 4 ik GEETREK) HERERE - 21720451,
7T R RHERERE  2172861)) A xIGHC 2 I T o fEvE GEPER) B
# DR EFHE Uiz, —EOBNE (BN 8615k - 18] B §EfEs%
8183f51), 2la] HEEFELT5076H]) TIRBIKEARELT AR, B Akc X
0 BSOS OFBURILZ M Uiz, ERBISUSORIRG (EFREE
FUGrade 3LAL) 1ZRTDOLIBY Tho71=Y, IR TR
A (hifE) (CHBIL, FreiElizeA (hifE) CThotz, 20
D REVEDOFLITHFEE B (hyefil) [CRBL L, Friciflix1 A (f
$fl) ThHo7=Y,



KT BRSO FEFIRDL

12~151% 226061 (= X F7 ¢ fipyE GEJRRE) BAERE : 1131, 7

2BUIED A W& B 72\ VBN T O20A] B HAER T H LR O SARS-
CoV=-21C & 2 BYSREICKT 5 = X F7 o Hitk GELIRER) DA 20k
AT L7z, METRESIIRBD LY Th o7,

728 SARS—CoV-21Z K D JEYEIZ %t~ D 2hiE
SARS-CoV-2
» . U F o
TRHTT B | 12 & D IRYE .

- (9B HE X ] (%)
:ir‘r?M?‘&(#_ﬂ 1005 0

VEL® | JERK) ERERE 100.0 [75.3, 100.0]
75 R 978 16
a7 1 HEGE 1119 0

VEo® | TRER) BERIRE 100.0 [78.1, 100.0]
7T AR 1110 18

a) VELRLOVE202[H] F /% OB (FPfi) XV b62R ThoTz, Eio, VEIRT
VE2 ORI I ZHERRRIRR19~38 A O BN A & £4, £ ONFULVELLVE2TERZ 19
~23 H OB INFE1395. 9% (1902(5]) L 95. 8% (21364) , 24~38 H [l O BN 134 1% (814
L4.2% (936]) Tho7z

20 DAEEREE D & BEAE 4TI L 72 SARS-CoV-2J8 Y4 JE 73 72\ 360 4]
(12~ 155%8E : 1901, 16~255%EE : 17061) ZXI5UC, RIS R
FEMIEE & LCa 7 o« i GREJRER) 28] B 8% 1 » H (OSARS-
CoV-21fiLiE FFFNPLIAAM 2 FF-AM L 725 5%, RKID LIV 12~ 155816
~ 25 EIC R A IEB N R E T,

#9 12~ 155 HE D 16~255% A 125%™ % SARS-CoV-2fLi# HRIHLIAAM (50%
PRI DR b

(VE2) |

c) 38.0CLAE, 38. 9°C’2A‘tﬁi7f_tEA

R (FHRES %) T AREERERE © 11296)) At UCa I 7T o ik GREIRK) HEfith
ST A HRE GRIRKK) BERRE 75 R DLV Z AN U7z, TRBEEERETRT H M., B A8 X 0 AIBUS D
E ;g;ﬁ) WAk G;‘jj'):i ;J\;gjz"’ Ee 2N G;‘jj'):i %ﬁ%(ﬂ%qu{ﬁbf:o I&E'Jﬁﬁﬁ‘\@%éfﬁ%(ﬂ ($%£{$&0Grade 3
—— PAE)IERI00D &6 0 Th o 7o, FESTEBALN R TS A (HJefif)
s |1 [1on fonw (10 [ 00 [om [ 00 [300 1 gy prgmiiaen (k) Tt £0BORDH
‘ 1| 4093 | 1700 (41:5) 35 (o:9> 4090 | 1172 (2;5, 7 |14 (0.3) %ai?~3ﬁ (FRAE) (B, FEEARITI~2A (PRI TH
W% -7-9,
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) £10 ERFIRIEOFBRS
2 | 3758 | 1732 (46.1) | 76 (2.0) | 3749 | 735 (19.6) | 19 (0.5) B GERED [4)
- 1| 4093 | 738 (18.0) | 14 (0.3) | 4090 | 398 (9.7) 5 (0.1) T e CRIRHR) R S ——
2 | 3758 | 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) EE W?ﬁtﬂﬁ) ek G;die”g mﬁ;«;ﬁé ek G;d;b)?)
2 | 3758 | 1114 (29.6) | 62 (1.6) | 3749 | 125 (3.3) 0 (=) Westmpz | 1| 1127 | 971 (86.2) 1(1.0) | 1127 | 263 (23.3) | 0 (0.0)
i 1| 4093 | 406 (9.9) 7 (0.2) | 4090 | 247 (6.0) 1 (0.0) i 2 | 1097 | 866 (78.9) | 7 (0.6) | 1078 | 193 (17.9) | 0 (0.0)
2 | 3758 | 772 (20.5) | 27 (0.7) | 3749 | 170 (4.5) 5 (0.1) o 1| 1127 | 677 (60.1) 5 (1.3) | 1127 | 457 (10.6) | 8 (0.7)
) 1| 4093 | 111 2.7) 8 (0.2) | 4090 | 27 (0.7) 7 (0.2) s 2 | 1097 | 726 (66.2) 6 (2.4) | 1078 | 264 (24.5) | 4 (0.4)
2 | 3758 | 512 (13.6) | 32 (0.9) | 3749 | 14 (0.4) 3(0.1) N 1| 1127 | 623 (55.8) | 11 (1.0) | 1127 | 396 (35.1) | 9 (0.8)
a) *mﬂ) !lrf’?ﬂfﬁi?‘cmg . [, i 2 | 1097 | 708 (64.5) | 22 (2.0) | 1078 | 263 (24.4) | 1 (0.1)
:; i 0°cuL:§,?; éi;gijtgé\?Jiﬁ#;ﬁ):ﬁjﬁzraz p SLEE Ui i 1| 127 | 272 24.1) | 2 (0.2) | 1127 | 148 (13.1) | 0 (0.0)
2 | 1097 | 355 (32.4) | 6 (0.5) | 1078 | 90 (8.3) 2 (0.2)
(2) 12~15EDSmE e 1| n2r | 311 @2re) | 5 (0.4 | 1127 | 109 0.7 | 2 (0.2)
12~15E D SMFNI T B A MEZ B TR L7z, 198361 (=3 = 2 | 1097 | 455 (41.5) | 20 (1.8) | 1078 | 73 (6.8) 0 (0.0)
T 4 TR GEJERR) PEFERE - 1006401, 77 B ARBEFERE  9784%]) % — L] 1127 | 109 (9.7) 1(0.1) 1127 | 77 (6.8) 0 (0.0)
%221 [SARS—CoV-2f YL AN A2\ BN Coo2lm] B % 7TH LIED 2 | 1097 | 173 (15.8) 4 (0.4) 1078 | 51 (4.7) 0 (0.0)
SARS—CoV-21Z & DIRYEIT /D =2 T F7 « ik (EIFEK) Of%) o |1 | 1127 | 14 G0.D (Lo |1z | 12wy |22
P [V 7 FUoaoMEL (VED) &, 22206 (237 ¢ ffiE GEIR 2 | 1097 | 215 (19.6) | 25 (2.3) | 1078 | 7 (0.6) 1.1

N (Grade 3) k&L

(3) 724 B—7 v TEF (12RULDOSME. 2021FE3/138T—4H
v kA7)

4209441 (=

ST A AHE R BERRBE : 2009801, 77 REA

B2 21096f1) 0448661 (=2 27 ¢ fiE GEJFRE) BERERE : 22166
B, 77w REERERE - 223206) & RIBRIZENZENVELL OVE2D 7 4 11
=7 I EAT 5 12, FHTRESRIEIR IO L B0 Th o727,

211 SARS-CoV-2iZ & B JEYMEIC KR 2 F %0t (20214E3 A 130 7 — &

1y NAT)
SARS-CoV-2 o
mt | ki |77 R
TeiE % VTR AR
a T 4 ik
et 20998 77
VEL" (RS HEmie 91.3 [89.0, 93.2]
75t R 21096 850
a T 4 i
et 22166 81
VE2® CEEIHE) HEERE 91.1 [88.8, 93.0]
75 KRR 22320 873

a) VELR ONVE2O2[m] B #A8#% OBBHIR (Rl 13V blI8H Th o7z, £z,
IXBREREL9~42 A B O BINE 3G £, £ OWNRIZVELEVE2TERE19

VE20Dff

EATIC

VE1L R OY

~23 A DB 1L96. 2% (4051561) L 96. 1% (4273941) | 24~42 A DB INFE 13, 8% (1579
) 3.9% (174741) T -7

(4) BmMRE (A 3+T748F GERKE) 3EEEE)
AR T2 IS 7 ¢ e GEJRIR) 30ug % 2[R HEFE Y D 18~557% D

SN 306451

12, 2B HEEN H5~TH Akl

2T 4 T (R

FR) 30ngZ 1[EHERE L 72 & & DR M Ui & et L7,

SARS—CoV-2/ YL B AN 22\ V21041 & kF G212

A ITT 4 ik GEETRER)

12~157%HF 16~257%H
_ GMT [T {MIO5% (5 48 o OMT [ 95% (548 GMR [ {95%
mugm K] (ﬁﬂgﬁl ] fRHXm] Y
(205] B4Rtk 10 H) (2] B BERERR 10 A)
190 1239.5 170 705. 1 1.76
[1095.5, 1402.5] [621.4, 800.2] [1.47, 2.10]

GMR @ STFHLE, GMT « S FEIHLIARAM

a) FUAAI 3 E

BRI (LLOQ) Al

N

FRHTIZIZ0. 5 X LLOQOAE AV H 4172

b) LM~ — 2 P GMR (12~157%,/16~257%) O IHUI95%FIEHX [#] FIR>0. 67

12 3MIARE%L Ly A o200 HEEMER L H A

3[E] B BEFEL 1 4 H 0OSARS-CoV-21M3%5 FFFLIAAE 2 5 F Al L 7=/ 4, &
120E B0 2177 ¢ ik GEIREK) 28] B #fEf% 15 A (OSARS-CoV-
213F FARIFURAMG 263 D FEL D IR STz,

{254 % SARS—CoV—21fLi/%
PRI (50%H FPLIAA) DT b

) _ GMT [ 95%(Z e X K] GMR [Wif97. 5%{ET
IR — — b
30l [ R 1 1 216 [ %1 1 R
210 2476.4 [2210.1, 2774.9] 753.7 [658.2, 863.1] 3.29 [2.76, 3.91]

GMR @ SFHLE, GMT « S FEIHLIARAM



a) PUARMEASER TR (LLOQ) AWiD LA MEHTIZIR0. 5 X LLOQODEA IV b7z
b) FEHPEDRINIEYE : GMR (3[m AR L A /2l A EeREf L H) OmiI97. S%EHEXH T
[2>0. 67 B OGMRATHEE 1>0. 8

18~55m& D BN 3061 & 1 2 X F 7 « iE GEIRKE) 3[E B #
Flith DR Z M Lo, IRPEREM%RTAM, B HEIC XV EIK
S DOFEBUR DL Z M L 72, FERRIRISOFBRDL (FRAEEE W)
Grade 3LALE) 1FFRI3D LB THoTz, HEFERNERIZERY A
(FPofiE) (ZFELL, FReiifiZ2A (PRfl) CThotz, OO
UV REEZBR £ O FGUIHFEE A (PfE) ISRBLL, £F
BRI I~20 (PRfi) Thovz, Vo SEEITERY A ~40 A
B L. KB435 B BANICEIE L7=7,

K13 ERRISOSORBURIL (2 7 « {5k GRERE) 308l B #:61%)

FEHGIER EHEE 6]
5T GEIRRK) BERERE
AR AT TR Grade 301 1"
PRSI 3 289 240 (83.0) 1(0.3)
55 3 289 184 (63.7) 13 (4.5)
R 3 289 140 (48.4) 3 (1.0)
5 PO 3 289 113 (39.1) 4 (1.4)
TEIE 3 289 84 (29.1) 3 (1.0)
P 3 289 73 (25.3) 1 (0.3)
R 3 289 25 (8.7) 1 (0.3)
P 3 306 16 (5.2) 1 (0.3)

a) T AFEC K VEEM L pld (U o3 E@EE RS

b) FESERER [EE (AEEBHZYT D)) ke LTHREShz g

c) 38.0CLLE, 38.9CHMAHAIC, EIEENEE (Grade 3) LLEE L7z

d) THEE GRRZBINH O H OMHE 2 BT %) | UL EDOSAIC, BREEAFE (Grade 3)
P& Lz

17.1.4 EBRNE]~ T+E5KE% (C4591005518%) (B& . a3+ T4 (&£
BE))
SARS-CoV-2T 7 F o ReHEfE D 2055 LA E8Bs% LA T D H AR AERRL A %
KU, = 57 4 i GEPER) 30ng% 19~23 H [#IFE C2lalHefE L
7o & & DR, AEMEROSEREEZRFT 22 L2 & LT,
77 & Ak iR A& FEE L 7z,
15661 (= X F 7 o fipik GEEAR) BERERE : 11661, 77 & NEErant
400) A XGRS R A BN L. 28] B % 1 % H (DSARS-CoV-2
MR AT R 14D LB TH -T2,

F14 2[6] B BfH% 1 5 H DOSARS-CoV-21fL3% P AIHUAA (50%H Fibt i)

. GMT [ {195%1F 451 GIFR [WE"%B%H?E
i ] © X 1]
ik ety (2l A HEftE L A/
(25 A 2R 10 H) Ry p
ST | BFEE | 106 | 524.5 [459.7, 598.4] 51.5 [45.2, 58.7]
(GEJREK) BERE | 20~6473% | 94 | 570.7 [497.6, 654.5] 55.8 [48.7, 63.9]
L 65~857% | 22 | 365.6 [254.6, 525.0] 36.6 [25.5, 52.5]
TR | 2FE | 40 10.6 [9.8, 11.4] 1.1 [0, 1.1]

GMFR @ (i F-24 ERATR GMT - S I HL IR
a) PUAAEASE & TR (LLOQ) AR HE, MEHTIZIF0. 5 X LLOQOEA IV BTz

16061 (= X F 7 ¢ FHvk GEEUEAK) HEERE : 11961, 77 & ANHRERE -
416) ZRGIC T I 7T 4 e (RIER) BER% oL ML 3HE L
7oo IRBRSREEREAT A NZE T B RIS £ 0 RIBUESIEE K hu, E7228
FOSDIEBLRIL (FHAA K QGrade 3LLLE) 1ZFIBDOLFY ThHo
Too TEESEBATAREITHERY A DB (FPOE) ORNICRB L, £
ez A (PE) Thoto, FOMOREHOELIIHERE A
(Poefl) ICHBLL, Freeiixie (ki) THo72Y,

15 FRRIBUE DFEBLIRDL

FE BEES (%)

2 5T 1 i GEFER) [,

[ 7T R
2 ) Grade 3 . Grade 3
o RIS SN S RIS SN Y
TESHERAT 1 103 (86.6) 2 (1.7) 1(2.4) 0 (—)
Feii 2 | 92 (79.3) 2 (1.7) 0 () 0 ()
1 48 (40.3) 1 (0.8) 4 (9.8) 0 (—)
2 70 (60.3) 4 (3.4) 1(2.4) 0 (—)

FBIE GEBEIS %)
aIFT 1 HE G N,
. 7T b R ERTRE
EE Fghlk e ? Fghlk e ?
- 1 39 (32.8) 1(0.8) 6 (14.6) 0 (=)
UHm
2 51 (44.0) 2 (1.7) 5 (12.2) 0 ()
1 17 (14.3) 0 (—) 1(2.4) 0 ()
ik
2 19 (16.4) 0 (=) 0 (—) 0 (=)
) 1 30 (25.2) 1 (0.8) 2 (4.9) 0 ()
B
2 53 (45.7) 2 (1.7) 1(2.4) 0 (=)
- 1 17 (14.3) 1(0.8) 2 (4.9 0 (=)
Hidm
= 2 29 (25.0) 1 (0.9) 0 (—) 0 (—)
s 1 17 (14.3) 0 (=) 0 (=) 0 (=)
2 38 (32.8) 1(0.9) 0 (—) 0 (=)

a) BN TEE (AHEBZHT5)) U ke LTl S ig
b) 37.5CLL L, 38.9CHMAHEIC, EREENEE (Grade 3) LLEE L7z

18. FEHHZEE

18.1 {EAF
AFNCER SNDEMT Y DU A v Y% —RNA (mRNA) 1 3ARE T
JRIFIZEASNTE Y, 2T LY IEERINETH 2mRNADME Tl
Bl HL Y SA F AL, mRNAIZ 21— R & B SARS-CoV-20D A /S 77 4 L%
7 BRI RBLT D, ARFMEREIC L0 231 7 2 o8y BTkt
5B HFIHUARRE A I OISR IS N FE S5 2 & T, SARS-
CoV-21Z LA BYEDFRHICTHHETHEZ 2 b TWD,

*18.2 ShANIAELERE

Mt (A7 e U 8RIN D) S50 421 AR T2l 5 Li-~ v ik
W, B ED1n HBICA I 7 a Bk N 1) 1263 2 gk
DFEENRD BTz, Fio, <7 A UG GEFRE) 850421 H Bk
TG, 2ffi GEIERE A X 7 v U #EBA. 4-5) KA 1[E], U
(47 m U BEXBB. 1.5) #AIA 1E], Ui (427 28RN 1) A
Z1E, ZTNZNly ABETHRS Lz~ 7 A28 T, Rikfks
I ABICA I 7 a8k (N 1) IS5 FRPUERDFEAENRD i

- 9)
- o

21, RPBEH

211 EHEL Y R EREERED b, @EICERT L L,

21.2 BIRESCTOMANRR LN TN D Z End, BERE% ., BIVERTE
WEOARKNOREMEIET 57— 4%, o UDEDFIEICEL
SERHNTNET 2 & & HIT, JSTITEE NI R R A
MR L, AR OMEEERICLERFELZH#E LS L, TOE,
FE 23 FEM 2 MERETIESIC K VB SN2 ERIC OV T BT b
THZ &,

21.3 BUEEWNAN T FNE P SUTF R P ORI FER D AR 035 5 AT B
I3, ERCHNT M BRI SLATBOE N 35 5L B A A B 12
T2 & L biT, RHOFIMER VL EMEIR D B O %
EWNEFE R OPHEREE DEG AT AR L 725 K O B e fiiE &
MLUDT L, Fio, BT O ARKNOENER VL EMETIR D HEHO
FFITOWT, W T2 &,

21.4 AKFNOBFRICE L, AFOFIER OZEMEICHOWTITSHE D
THERNEBIND Z L E2BE X, 02 UoBdEfE UIRHEIC
AR OF MR VZ RN T DR CEE S > Tl S, 7
PHEHETKECLIFABEEZE THrOEREINDL LS, EAIICK LT
HWUNZHAT 5 2 &,

22. A%
> 0. 3mL ;104

23. EFEXGRK

1) Clinical Considerations : Myocarditis and Pericarditis
after Receipt of mRNA COVID-19 Vaccines Among Adolescents
and Young Adults

2) BURIEERPERSTHER - U7 F U aB RIS
2. DMIMEEREEEE - AR EFRSEESBRERLE
AR Z A RMES (AR &R



3)  HNEE
4)  tENEE
5) &R

14 H KGR
6) FthNEE
7)) HNEE

8) tLPNEEL
9) tENEE

24, XBEFFERE

SN T TAAERER  (C45910447385R) wHBHE B
D ESMETIFRRER  (C4591031385%) #iBhig B
CHEANE T T/ TAERRER (C4591001588%) (2021482 H

CTD2.5.1.2, 2.5.4.3, 2.5.5.5, 2.5.5.7, 2.7.6.3)

CHESNE T TAEERER (C45910013K05R) #liBhiEkt
CHEANE 1T TAERRER (C4591001788%) (2021411
H11H 7GR

CTD2.5.1.2, 2.5.4.2, 2.5.5.2, 2.7.6.1)
EIPNEE 1/ IAHERER (C45910053K5%) fiBh &k
~ U RS MR B R

RUBULAEDEL

7 7 A P— k&4t
Pfizer Connect/ AT A )+ AT A—a

T 151-8589

B X AR & AR3-22-7

TEL 0120-664-467

25. {RE&HR{T L

DEE

ARFNTORBRAGAS DR & 7p B vy CREABIEERIGE) .

26. BLERFER

E5E

26.1 BERSETT
7 7 A P&t
R XA & AR3-22-7

26.2 TR

SIONT=CH




