ii;?%ﬁer

003
*20244F8H BT (B52hK) BAREERNHES
202446 A VERL 876313
B 3k 2~8C DAIWRITYF U
AR - 84 ] R B R
38794 J)LA (SARS-CoV-2) RNAD U F >
JEE S IyrE AV [(&@®E | 30600MX00138 |

A=F 54 mizourvE s

[ mmsmms | 20204790 |

COMIRNATY intramuscular injection syringe for over 12 years old

) EE-ERSEOLGEICLVHERTL L

3
*3

2. HERETELE (PHEREZZTHILM/EETLRVE)

2.1 OB EZ L CVWDHE

2.2 BERAMERICH N> TWD Z LRGN

2.3 RANIDR S % U ORBUE OB EE D & 5 # (8. 4.9. 1. 6,
11. 1. 1B 1]

2.4 LI AEDIFD., THHEREEZIT S
ZHDHHE

NP NSRS N

- BUROBER UMM - IR

1 BGEROBE

SARS-CoV-2D A/SA 7 B 2 7 DT X/ fEFS % = — K- HDNA
ZPPRE LTRSS LIRNAZ R L, IRER LIRAT 2,

PR E LTHOV 28 GURKR) 3TFRO LB,

‘ HURK ‘ SARS-CoV-274" X 7 & U HRIN. 1R ‘
*3.2 #HRK
[Tz d aIFTF 4 HEVY V2 A
Rk sy SARS-CoV-2D A/3A 77 B 278y B % 71— R ¥ HmRNA
A 0. 3mL
s 0.030mg (RNAKAHEE L C)
[U-e kaFoTFuL) 7THFPAN] ER (AFHr-6,1-TV (/L) R
2=~F LV NT A VT AT L) 0. 43mg
2= [(RU=F L) a—n) -2000] -NN-UYF b TFFVNTEM7IR
0. 05mg
I L2-PAF T aA -sn-2" Y £r-3-k AR Y > 0.09mg
2L AT r—/L 0. 19mg
R AR 31ng
kX ZE—/1 0.06mg
ke A2 E— VIR 0. dmg
3.3 HFIDOMHIK
WR5E4 IS T 4RV Y P12 EA
pH 6.9~7.9
RGBT 1.2 CEFRHTIRIC R % b)
[ERN ARETAB L TH D,
4. HEEXITHR

(=2}

SARS-CoV-21Z & % BERIED T I
. PEENEHRICEET HER
1 AFNOT YR OFHHIRIIESL LT 7w,

. AERUA=ZE
1[510. 3mL % i ANICBERE T~ 5,

1. BERUVHAEICHEET IR

~

1.

1.

1.

1 EESRE

12 P LD

2 EBERH

@ BEI OSARS-CoV-27 27 F o DEFEN S D72 < L b3 HFR@ L
TRICERT LN TE D,

3 HEREEH

i LIZSARS-CoV-21 7 F v DEFEIE D 72 E 11T, 38 K E Al O
HaEBON TR HPMEEIT) Z N TE D, [8.888]

4 FEEFERE

ERNME EROIZEATIE, oU 7 F o LRBICHERT 5 Z &
NTE D, [14.1. 58]

8.
8.

[oc]

(o=}

[ec]

(=]

foc)

o

©

©

©

©

©

9.

9.
9.

L2 WEERRE SOV T, BERERTICL T RIR2 .

6 DR,

EELGEAMETE

1 ARANT TR O EERE I 2eE) (L
THEMTDZ &,

il K ORBERIC &> T
FeRiBAT~ 2 2 &, [9.13H]

-3 WEERLE U T ORGER T, Y QI EE R,

AL AFRICOR D, £7o, EEROREERICHEL, RFTORE
FOSRMFROZEN, S HITER, RSO RE TR E R LGS
(TR R OB E LT 5 X I FANCH DTS 2 &,

A vay s TFT74TFRU=RHELDLNL I END LD,

AT IR BOE OBEAE RS B4 5 52 &+ 002 T O /S B R,
W ORIEABIERT 5 2 ENBE LV, £/, ARG
av . TT 74 7% =0 LR ok Uik, BB
ORAOEREEITHRNZ &, [2.3, 9.1.6, 11. 1. 1ZR]

.5 U F UHERRE A AT IS EHHT K A DRSS & S e i

REMRRA L L CRENRH LA ERd 5, K L 26MH
ZWET BTz, PG — T S8 5 e LT BT R O
REZBETHZEBREELL,

DIERNR S bbb Z N DT, HhEREE ULZED
PREEH IR LTIk, DR, DIERNEEDILDIER (e, B,
T A, DR IRIEE, BPPIRAE) MSER® LN SEAICIE, ERNIE
B % %5 X HFancm st s 2 £ [11.1.2,165.1.1,15. 1. 2
S

.1 e A A (SARS-CoV-2) RNAT 7 F L Rz, £F 0«

LIRS A ST D B RS I ORFER IR LTI,
XT v« RU—JEGERES BN DR (WESEN 2 HAEE 2 iRt
TR, JERCHT OWHE 72\ LIHRSE) 3388 LI &ICIRE BT E
B ICHIET 2L 9, O LOFIAT L &,

. 8 A &AL ODOSARS-CoV-21Z%fF 50V 7 F - O HEMMEIZEET 57 — &

17, 735/

. BEDEREATHEHEICHTSIE
J EBEIEE EEOHWETSICRL. ZREEYLSE)

WEREEDROWTNNCHEE T D EROONDGEAI, HEERE
RORE LR L, 250Kk O E OHW 2 EEIC 7V, T
FEOLEN, BIRG, AR OWTHYRBBA ATV, REE2H
B BT, EELUCHEMT L Z L, [8.22R]

A RBEAREERITTVAE. IMRBDERISREREEEY

5%
AFHEFE R L SIS b I D Z LR b D,

1.2 BRICRETZOBEA LI TNIERTIEREICEXMESR

BEREEDENNDE
AN B Sl ME T 5 FTREAE 22 B

L3 DEMERKE. BRAE. FRAE. IRKRE. REEES
DEREEEEHT HE

1.4 FPHERECERZ2BUNICKBOAON-ERVEEERS
EOT7ULF—%285EREELLC LN HDE

1.5 BEITEEOBEENHDE

1.6 REIDOHESIZH LT, PULX—22T28FhDHE
[2.3, 8.4, 11.1. 1]



9.2 BHRBELHTHE
PMETEERETH D,
9.3 FHrEE+HT 5E
BERITFERECH D,
9.5 1%
TEAR SUTHERR L C N 5 ATRE &@&5#& 13T EEAR LA IR
falttEz B2 LW SN0 5 Z L,
9.6 BILIF
TP oA RIER OBAFEOARIEZ EE L, FHLOMKTEX
IFIEERFT 528, B MELF~OBITIIAHTH B,
7 INRE
125% AT & XF B2 & U T2 BRI M L TV ey,
9.8 ShE
BRIC Tz > Tix, MRS AEEICITO, WHEEE O/EERES |
ST D T L, —ikic, EEREMETLTWA

B R it

ﬁ@ ISR oD ZENHHDOT, BEEEHmIdTv., B

MEBO SN GE I 2 E 21TH 2 &
1.1 EXAGEIRE
M1 vavys, 7H745x— BHEERH)

[2.3, 8.4, 9.1.6%R]
11.1.2 D@2, DER GEEA)

[8.6, 15.1.1, 15.1.2&®]
11.2 ZOtoEIRE

5% 1 1%~ 5% AT 1% HEEE AN
JPTER (G | %R (85, b“/) Y hE Z 5k, Bk, N
SRR T (10.3%) 7, Rl i, AR
s
RS | B (59.4%) ¢ TEEPED F N wE | B, LS
MR, ARIRAE, IR | R
S, S, fEIR
Wik TR (14.8%) 7 Mg L, ARkIGE SFAEARA I
PP [BEECEE TN
Bk
- R PR (39.1%) . Y52 N i
B (25.3%)
B ZITHE 395 T, | RLBEMEROS
JIR(E3 U 3
HoEER IEIEUE (B2, %
SR, FLBE, #E
KB, I TR
i, P NERS)
Z 0t 295 (66.0%) '\ | ¥ PERIRR, ME, A
4 (36.0%) 7, T T YRR
(16.8%) W, WRER

a) BRFRBRICHWVTET BFEIC L W IE L-BIRIGOBRE G

) ERSOBRRRER (7 257 ¢ Fitk PR 0459100170  UFC45910055U8k, = X )
7 4 RIUARTE GREIEK/ A X 7 1 U BRBA. 1) OC459103 1580k, W TN =2 2 F 7 « RTUFHTE (k2
VKK 74X 7 12 VBRBA. 4-5) DC469104458085%) CINAE L 7= A MR IS 1T 2 T4 n F BLE
BEZWENFIH L, B THil L TREORD L ERICOWTIIL Y @O ES
OfiZ ik Lz,

14. BRALEDIEE

14.1 EFIEEHBOTE

14.1.1 AFNZ0. SmLOTHEZT V7 4V R U o Th D,

14.1.2 EARNCERICRET Z &, EARTTHIVUL, 8~30°C TI2HEH
FTRIFTE D, BHEHAEROEIRP Y- DR N LI TDH L,

14.1.3 et v v 72 L%, BHICHEHT L 2 &, Eenicfl
m?%@w%é‘2~m%fﬁfl/4ﬁﬁuW:ﬁmfézko

I414ﬁﬂ%%ﬁémﬁw:k B CHRL, REPBEOLND

BIIEA LN &,

1415$ﬁ%m@77%/&& LCERLARN &, [7.481]

14.1.6 8%, ZAMHICHNNERET D 2 &, 8BIRN, BN, F~D
BRI TN b,

14.1.7 5% - WRSE~ORBEZBT L0 FRROSICEETDH L,
(1) SHRITBANBERIZE SR ST, iR, %, BEOBA L
ICERE L2V L) (A 1ot L ClEbI Rt R A2 IET 5 2 &)

(2) MPREITENLZBET D 2 &)

(3) Bt ERIA LI & &, ?%YF@JFZ_‘?J]M&Z@ SN DAL
FEHIZE AR E | BLE DX THEHT 5 2

15. ZOMDEE

15.1 BRERMEMICED < 153k

15. 1.1 ¥iEFMcEBWT, 27 A LA (SARS-CoV-2) RNAD 77 54
FEIZIDAR ., DIRR B ST D, B2 ITSARS-CoV-27 7 F
VOB O e WE T T A2 H £ TOHERIZBS W THE Sz
JEBI DL \TEEBIETH Y K20 B ERES I A LANICRER LT
W5, Flo, REBOIEHIT, ABEIC X 2 LHERIC K0 IR S
FELTWBY, [8.6, 11.1.28H]

15.1.2 BERERIAATE OENEILOSEE VRS BT 20K, DIERD
ﬁ%%k\EW@E%F%7—&«—X%mwf%mLt—%%ﬂ
NOHEHI SN D DR, DIREDORBRE 2 LI 25, #BE
IZSARS-CoV-2T 77 F > DEEFEIE D 72\ WEIZxd 2 a 27 1 it
GEEJRKR) 2[RHERS OFFE B VETHENEWZ AR S L2,
[8.6, 11.1.2&MR]

15. 1.3 ANV T, G TR & ORBEMIIAH CTH 528, Ki§F
HHIENEE D 3 2 B 1B\ T, 1 F 17 A JL A (SARS-CoV-2)
RNAD 7 T LB Rl% . B2 RS BRI NS B L ONERR (RFIC B
Ig) LS Tn5

17. BRFRRLIE
17.1 BMERURLEIZET 558
17.1.1 BHE T /THEERER (C4591044588%) (2 2+ T «RTURRE (&2
JE¥k A = - 0 #BA. 4-5))

o 2T 4 fE GREIRER) 30ugZ 3RS A ¢, 3[a] B BEfiN 55~
125 A8 U7 123% 0L EoF X, =2 X7 ¢ RTUF T (GEJERE
S A7 v U BA. 4-5) (BAF, =2 27 4 RTUFRE (BA. 4-5)) 30ug
ZloERE (A0 B M) L7z & & OB R Va2 ety 5
ZEEHME LT, 12~TROEMEIIIEERIEX BRER, 18~55
7% M OS5 R O AT I 1 3 IRV E A LTI SO AT AR MR & L
TEENE Lz,

AFRERIZ I 1T D SARS-CoV—-2 YL )N 22\ V18~ 55 5% D SN 32451 Je Y
SIS DB INFAF] & BRI, = T 4 RTUMGTE (BA. 4-5) Befdt:
1% A OSARS-CoV-21LiE HAIFTIAAM 2 340 L 7R, R1o LBy =
2 F T A RTUMGIE (BA. 4-5) BEICIS 1T 5 18~555 M OBHRIMA D BN
DR L5 ARFOBA. 4-5 K% O ZHAKIT w2 Mg P AU I%, £
FERTIC T RR LY,

#1 18~557% M UNB57%EE D 22 i 0D SARS-CoV—21L3% T AIH AT (50%HT

HLifit)
237 RTUAGIE (BA. 4-5) 30pg
18~557% 557G
e e e GMT ! e GMT
PSE 373 IRp 2] ks [WiRI9sR{EFE K] | Bil%L [T RI9BNZHA K] °
_ o 54.5 76.0
BA.4-5 | BEfER( 32 (4.3, 719] 40 [54.7, 105.7]
HERR 99 1029. 6 0 1668. 1
1% A [702.6, 1508.9] [1089. 6, 2553.7]
N e 455.3 881.9
Btk | et 52 [286.2, 724.2] 40 [601. 6, 1292.7]
Rl % 6431. 7 8386. 3
32 40
15 A [4542.9, 9106.0] [6235.4, 11279.2]

GMT + S&fuf 3T A
a) PUAMMAER TR (LLOQ) RiOFHA, MEHTIZIR0. 5 X LLOQDEZ WV B

31661 (12~175% : 1075, 18~555% : 10361, 55 : 106f%1) % %f
LUz a I T T A RIUGE (BA. 4-5) BEfif DLtk 2 3 M L=, BB
B TARM, BT BRI X VRSOOSR A M L, E72281
SRR DIEERIE (FHR LK OGrade 38 1) 1 FF20 L B0 Tho
Too EEHPADARISHERY H~BH (Pufl) (238 B L. Friim
IZ1~20 (H&fE) THoTz, TOMDOEHEOELIIFMEB A (F
YD) ICREL L, B~ 20 (hvE) Th o7,



K2 ERBIRISDOFEHIRDL

305641 & x5z = 3 ‘)‘T%RTU%"'E (BA 1) BERE%OTEMEZ R L

SR RS ) Too TRBRSEEEAEL T H A, T+ HEEIZ X 0 FIBOG D8 BUIR I & 3l L
LT 18555 S5k 72 Ifocﬁllﬁm@%fﬁw}t ($5ﬁéf¢&mrade 3LLLE) 1350 &
337 ARV 337 ARILGE 337 AR BYThote, FHBIAERITEREEA (PR ICHEB L, Bk
(BA. 4-5) (BA. 4-5) (BA. 4-5)
e 5; T T T %; — WRIE2 B (P kfE) Td o7, ZOMORE MO TS ITHFRH (f
it rade EiE rade B rade - 9
mi | e |k | we [mee | em | | | ek | oo PAE) ACHBLL . FAEIIIEI~2R (HRAE) Th o7,
TERHL 75 1 81 0 59 0 . TRy
g | T | ew | ey | oo ] m | o 5 ERRIRIE OFEBARBL
e Lol 2] 0 ml® ] 2] o] & | BB EREIA V]
ey | ) S len | e @.0 | (10 ST RIUSTE (BA. 1) BERERE | =57 ¢ vl GRIIE) Bt
. R 54 0 I 0 31 0 HeRE Bl X Grade 3 | w¥ffi § Grade 3
Wil sl o | e o | ™ @ | O Eae | g | FEREE D g | | FEEE 00
- 23 0 32 0 21 0 TEEHRAL
fmE | o4 | 07 w | O L I o 103 0.0 0 i 1 301 [175 (8.1) | 1 (0.3) 298 [179 (60.1) | 1 (0.3)
E ' 0 .25 0 0 15 /0 10 13‘ 0 P 1 301 148 49.2) | 5 (L.7) 298 | 135 (45.3) | 1 (0.3)
@4y | e ) wd | 6 s 1 301|100 (33.6) | 1 (0.3) | 298 | 79 @6.5) | 1 (0.3)
13 0 17 0 12 0 ;
0 Ay 1 301 | 67 (2.3 0 (— 298 | 59 (19.8 0 (—
FaEH 4 107 121 =) 102 6.1 o 105 " o) i P (22.3) (=) (19.8) (=)
i 1 301 39 (13.0) 0 (=) 298 | 49 (16.4) 0 (=)
j 1| 0 10 ! 102 5 0 105 § 0 i . . ;
0.3 | 09 ey | ) w6 | ) Bt ! 301 |3 ALy | o () 208 | 2 0D | 0()
a) FET HEEIC X0 AL 7= % I 1 301 15 (5.0 4 (1.3) 298 | 11 B.7) 0 (=)

b) FEREEED TR (AHFEHZT5) ) Uk LTREShiz i
c) 38.0CLLLE, 38.9CEBAI-HAIC, BIEENEE (Grade 3) MAEE LT

17.1. 2 B5 £ MARER (C45910315%8%) H JRERE (2 S+ F «RTUFR
¥ GEEH% A TIRUK%BA 1))
ARBRBINDE~125 ARNZ =2 2 FT 4 ik GEFEAK) 30ugod3mEEE
FEZ T 155 A B 2 DA 26512, 2 27  RIUGE (IR
R/ A7 BA L) (BUF. =2 X7 ¢ RTUFBTE (BA. 1)) 30pg%
1[Al4FE (SARS-CoV-2U 7 F > & L C4ARIB#fE) L7- & & DR
PR OZEMEZRHT 2 L2 HIE LT, TEAalBh 2 £ L
7o
X7 A RTUFGIE (BA. 1) HEEREDSARS-CoV-2YuliE 13 22\ V178451
KO 77 ¢ ik GRIFRE) BEREEOSARS-CoV-2/& JuE A3 721 1 163
Bil 2 et Gl HERED 1 0 ] OSARS-CoV-24 3 77 1 L BRBA. 13 Hh At
AR OIS B R AT L2 R, IR OFEAD LB 23 FF
< RTUAGTE (BA. 1) #EfEBED = I F 7 o« fhid GREJR) BEREHCRTT
DERE R OFEL N ENZ IR STz,

#3 I T A RTUFGE (BA. 1) BEFRREO = X7 ¢ ik GEEIRER) 42
FEREC X D SARS-CoV-24 3 &7 1 > RRBA. LIy th Fndpiidedii (50%H
P REN L RS )

a7 oRIUFE (BA. 1) 4ERERE AIFT o Wik GEIRRE) HERRRE o
AR GMT [WﬁﬂQf?ﬂ%iﬁE A GMT [rﬁﬂaﬂfai%ﬁﬁﬁ [ f195% {5 46
; X ] " X ] R Y

£ " # P "
(HeRith1 0 ) (Beflitk 1 A)
711.0 455. 8 1.56
178 [588.3, 859.2] 163 [365.9, 567.6] [1.17, 2.08]

GMR = ST bh, GMT  {il VLA

a) PURMAVER THR (LLOQ) A#OSE ., MEHTIZIR0. 5 X LLOQOEA vy a7

b) HEMAEILYE C GMR (= 7 4 RTURGTE (BA. 1) /=397 ik GRRIEEK)) OiiMos%(s
HEIK R FBR> 1

F4 a7 (RTUMGTE (BA. 1) BEREED = X7 « ke GEJRER) #2
FEEEI 6 5 SARS-CoV-24 = 7 1 L BRBA. 1T AN A R D
7

S IFTARIGHE BA. 1) AERE | = 7 (e GEIRER) B % @
o | 0 GEEE o) | ] 0 GURSEE 0D | (mesyi=
RO mesvismocy | M| stz e
(i1 1) (i1 )
121 (71.6) 85 (57.0) 14.6
169 [64.2, 78.3] 149 [48.7, 65.1] [4.0, 24.9]

a) PURBAR—=2T A ME (N—=RAT A AEPER TR (LLOQ) RiFOHHITLLOQE) 75
AL 5 U T IR BN

b) S~ — T PURIREROE (3 IF77 ARIUFE BA 1) — 2377 4 iiE GEIR
) OWHIOSHE AP T PR>-5%

a) SARS-CoV-2D7 7 F > & L CAla| H &

b) T AEEIC & 0P L7 Bi%k

o) WAEEA [@E (AEEBIEIT2)) Ubhe LTHEShi-$s

d) 38.0CLLL, 38.9CEBAIHEIC, BIELNZEE (Grade 3) LLbEE L7z

17.1.3 BNE T O/ M#EHER (C45910015(8%) £ 0.~ M4H/\— k
(A TFT148HF EBEK)
SARS—CoV-21 27 F o KA D 1255 L) O BN %o, =
2T 4 TE GEIFKR) 30ugkh 19~23 H MM T2l g L= & 04
IMER OB ERFTTHZ L2 AME LT, 77 RAREES
(b hasR LR 2 = L=, S 610, KRBT 77 ¢ ik (2
TEHRR) 30ng 2 2[R A D 18~55k DB 2 2 FF 4 ik (2
TRER) 30pg# LnBEfE L7z & & D5 R Kk Ve et b T L7z,

(1) 16mULDSME
3652301 (=2 X7 ¢ ik GEJRER) BERERE : 18198%, 77 &R #E
FEAE : 1832561) A X%IGHZ, 12 H O EEAMEFHIEA Toh 2 [SARS-
CoV-2FEYL RN 7\ N2 N3 T 2a] B #EfE% 7 A LA D SARS-CoV-212
K DBYE KT D a I T 4 GREERR) ofotE [vr 5
Bl (VED 1) %3 L7z, 401376 (= 257 4 itk GEIFER)
BERERE - 1996561, 77w AREERERE 201721§J ) AR, 22 HDE
BEATNMEFMEE H Tdh D TSARS—CoV-2iik YL O A 2 R o 72 Bl
HCO2E BEEREATA uﬁé@SARs—cov—z W& BREYYEIC TS = 2
T 4 TE GEIERE) oA (VE2) | Z3Elh L7-, bl Rid ke
6D LIY ThH-T=Y,

#:6 SARS-CoV-21C & D REYYEIC KT D A%

SARS-CoV-2
_ N ) U UM
bt GiE |12 kB RYYE %
R [95%15 FIRK] (%)
2T 4 G 18198 p

VEL® | DRER) BEFERE
7T e REERRE 18325 162
= 1T 4 W (R
vEo? | WREK) HEFEIF

77 R 20172 169

a) VEL R OVE202[0] F #AR & OB BFIR] (TP (i) 132N -EN5TH L55H Th o7z, £/, VEL
K OVE2 DT T HERERIIRL9~42 A M OBINE B & 4. £ DONFULVEL L VE2TENE
F19~23 H OB 1396, 5% (35248051) & 96. 3% (3866561), 24~42 H DS HNHE1L3. 5%
(1275(5) &3.7% (147261) Tl -7="

95.0 [90.3, 97.6]

19965 9
94.6 [89.9, 97.3]

1655 LA 04344841 (= X7 ¢ ik GEVRER) HEfERE © 2172041,
7T AR 2172801) A G I T 4 i GEJERR) B
BOREMETMM U, —TBOSIE (R S41%5k  17] B Bk
8183f, 2[0] H s T507H]) CIRBRIEEEFELTH M, B HEEIC X
Y BIFUS OIEFARILE AT L7z, BARRIRISORBLRG (FRER
K UGrade 3L E) 3RTID LIV Th o729, TEEHEAARN ITHME
MH (Rl ICEHEL, P2 (o) Thot, T
D REPEOBEG IR A (RRfl) (SR L, Bz e (F
RfE) Th-o729,



KT ERBIRISDOFHIRDL

SEBGI GEBEIE (%)

12~15me 0226061 (= 7 ¢ e GEJME) BEfERE : 113141, 7
T wREERERE  112961) ZXIBRICa 7T ¢ e ORI #Ek

3T o vk GRPRER) HefmEt 77 AR DOREVEE TG Lo, 1RBRERFEATH M, B IS XL W RIBUSD
B | | | s [T g | oo FHRD T L7z, EABISOSO R (FG 2K Uorade 3
PAL) IR0 &Y Th o T, WEHBALIR TR B (o fi)
Bgig{ﬁ 1 | 4093 | 3186 (77.8) | 28 (0.7) | 4090 | 488 (11.9) | 2 (0.0) CRBLL. B2 (HE) T Te, Z OO MO
% 2 | 3758 | 2730 (72.6) | 33 (0.9) 3749 | 372 (9.9) 0 (=) Ggo~3H (Toefi) \ZRE L. FHEMIIEI~2H (PRl <5
o 1 | 4093 | 1700 (41.5) | 35 (0.9) | 4090 | 1172 (28.7) | 14 (0.3) ey
2 | 3758 | 2086 (55.5) | 143 (3.8) | 3749 | 756 (20.2) | 16 (0.4)
- 1 | 4093 | 1413 (34.5) | 25 (0.6) | 4090 | 1100 (26.9) | 22 (0.5) 10 E72BIEORBLI
2 | 3758 | 1732 (46.1) | 76 (2.0) | 3749 | 735 (19.6) | 19 (0.5) B CEBE S %))
- 1| 4093 | 738 (18.0) | 14 (0.3) | 4090 | 398 (9.7) 5 (0.1) ST 1 (EUE) BeERE 75 R
2 | 3758 | 1260 (33.5) | 63 (1.7) | 3749 | 260 (6.9) 4(0.1) = ) i
. 1 | 4093 | 434 (10.6) | 9 (0.2) | 4090 | 203 (5.0) 3 (0.1) EE szgg FREH G;ie‘”z @Eﬁﬁ TR G;‘ie“’s
2 | 3758 | 1114 (29.6) | 62 (1.6) | 3749 | 125 (3.3) 0 () Eibpr | 1| 1127 | 971 (86.2) | 11 (1.0) | 1127 | 263 (23.3) | 0 (0.0)
” 1| 4093 | 406 (9.9) 7 (0.2) | 4090 | 247 (6.0) 1 (0.0) R 2 | 1097 | 866 (78.9) | 7 (0.6) | 1078 | 193 (17.9) | 0 (0.0)
P 2 | 3788 | 772 (20.5) | 27 (0.7) | 3749 | 170 (4.5) 5 (0.1) - 1| 1127 | 677 (60.1) | 15 (1.3) | 1127 | 457 (40.6) | 8 (0.7)
. 1| 4093 | 111 2.7 8 (0.2) | 4090 | 27 (0.7) 7 (0.2) 2 | 1097 | 726 (66.2) | 26 (2.4) | 1078 | 264 (24.5) | 4 (0.4)
2 | 3758 | 512 (13.6) | 32 (0.9) | 3749 | 14 (0.4) 3(0.1) - 1 | 1127 | 623 (56.3) | 11 (1.0) | 1127 | 396 (35.1) | 9 (0.8)
a) %%E%(:ﬁ@%ﬂﬂﬁttfﬂ%k ) .. . i 2 1097 | 708 (64.5) 22 (2.0) 1078 | 263 (24.4) 1(0.1)
:2 iﬁoffjtéi;gzgi}figg?Jijlfﬁgkﬂ%\;&;izf;)gikkLf: . 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) 12~15mDSME e 1| 1127 | 311 @1.6) | 5 (0.4) | 1127 | 109 (9.7) 2 (0.2)
12~15 X DB IME I DN Z BINICTREM L 7=, 1983%1 (=3 o 2 | 1007 | 455 (41.5) |20 (1.8) | 1078 | 73 (6.8) 0 (0.0)
T 4 1Y GEIFER) BEFERE : 10051, T R /RIEFERE : 97841) % s || 1177 | 109 ©.7) 10.1) | 127 | 77 (6.9 0 (0.0)
X 5217 [SARS—CoV-2Ji YL BE 2N 720\ W BN T 20 H #:ME %7 H LU 2| 1097 | 173 (16.8) | 4 (0.4) | 1078 | 51 (4.7) 0 (0.0)
SARS-CoV-2IT & HEYMEIT R $ 2 = I -7 1 ik (RIREK) OFR) e |11 A0D 100 || 12y |20
M [T 7 F o A%MEL (VEDT) &2, 222961 (=2 X7 ¢ it GEJR 2 | 1097 | 215 (19.6) | 25 (2.3) | 1078 | 7 (0.6) 1(0.1)

BR) BERRREE : 111961, 77 B RBERE : 11104]) & %F5:Z [SARS-CoV-
2GR DA M % [ 72 V2N Co2[m] B 584 7 B LI (O SARS-
CoV=212 1 BIEYYEITRI T 5 = T ¢ ik GRIFKK) OB 2k (VE2) |
A U, SRR RIIESD LB Y Tho T,

28 SARS-CoV-21Z & 2 Y AEIZ %3 D A 501

SARS-CoV-2
] N T F AN
AT R BIEL | 12 & B EYE i
P [95%ZHE K] (%)
2T R
.. . 1005 0
VE1Y | JEER) BERERE 100.0 [75.3, 100.0]
7T R 978 16
2T 4 TG 1119 0
vE2® | VRKR) HEAEE 100.0 [78.1, 100.0]
7T B R 1110 18

a) VELROVE20>200] A& OIBBRIN (hofE) XuFnbe2H Thoro, iz, VELRD
VE2DFEHT I T HEFERIRE 19~38 A [l OB IE 3 E £ 4, £ OWNFRIIVEL L VE2TENZF19
~23 A B OB 1X95. 9% (190241) L 95. 8% (2136() , 24~38 H K DB INE 134, 1% (8141)
L4.2% (935]) ThHoTz

2O DAEMREED & AR L 1l H U 72 SARS-CoV-2/R YL i A3 72\ V360451
(12~ 155% 8% : 19061, 16~255%8E : 1706]) AR, Bk EHME
FHIEE R & LCa T o v GRIERE) 2080 B B854 1 % H OSARS-
CoV=-2fILTH FAIFLIARAMN 2 3] L 72/ R, RID LBV 12~155%HE D16
~ 25X B IES AR I Tz,

K9 12~ 155 FED 16~ 255 BEIZ k9~ % SARS-CoV-2 LI I FnHLIAAT (50%
FANBUARAE) ORI

12~ 157k 16~25mE1
. oNT [FEOsIE | | GMT [ ifIosutE GMR [FFf95%
Ma;i;w W) ""”f;f“ W) 0 fEmIH) "
(210 E B L5 ) (20 H R 2L B)
190 1239.5 170 705.1 1.76
[1095.5, 1402.5] [621.4, 800.2] [1.47, 2.10]

GMR : ST F-# L, GMT : Se{nr V-2 Al
a) HUAMIAVE & TR (LLOQ) ATMOHA . MHFIZIX0. 5 X LLOQOMEA AV Hii
b) FEHME~Y—T Y GMR (12~158%,16~255%) D WMI9S%(EHEX R FER>0. 67

a) B HFEIC L VG L7k
b) T T (HEEBZGT5)) UEe LTREShEHFE
¢) 38.0CLAL, 38.9CEMBAT-HAIC, TIEENEE (Grade 3) LLEE L7z

3) 740—7 v THER (2BULOSMNE. 2021£38138T—4H
v b4 7)
4209401 (= X7 ¢ ik GEEJRAR) HEFERE : 20008, "7 & ANHFE
TE - 2109641) M TN44486%1 (= I F5 ¢ ik (RRIFKE) HEfERE : 22166
B, 77 & REAERE : 2232061) ZXIGUCENENVELR OVE2D 7 4 12
—7 v IR EAT o1, FTRERIIRIIO L BY TH o729,

7211 SARS-CoV-21Z & 2 EYWIEIxI T~ 2 A%hE (20214R3H13A T — 4
By hAT)

SARS-CoV-2 .
Mot | ks | 777 BRI
HERE % PR
2T
. 20998 77
VELY (REIRER) BERERE 91.3 [89.0, 93.2]
77w R 21096 850
2T 4 HE
o 22166 81
VE2” GREIRER) BERaRt 91.1 [88.8, 93.0]
77 e N 22320 873

a) VELL OVE2D2[H] B 2tk OBBAR (FRE) 1X0Fhbl8sA Th o7, £z, VELRTD
VE2 DM I HEFR MR 19~42 A MO B IME B & £, £OWHIIVELEVE2TE 219
~23 H OB 1$96. 2% (4051561]) & 96. 1% (4273941) , 24~42 A [H O 2N 153. 8% (1579
Bil) L3.9% (174761) T 7"

(4) BmeE (AIFT4/HF (EiR) EBEE

AR T2 25T o 5 (PR 30pg % 2B HERE 7 40> 18~557%
BINFE 3064112, 200 BEFENH5~T3 HZICa I 77 4 B (RIK
) 30ug# IEIHERE L7z & & OR SR O ZHVEZ et Lz,
SARS-CoV-2/EYLIEN 72 21061 &5t G212, = X7 « ik (GEIRER)
3IE] H §efdif% L A OSARS-CoV-2.M 3% FF FIHUIAM 2 374l U 7= s S, &
120 L350 =I5 7 ¢ fk GEJE) 2[5 B #2/% 1 » A DSARS-CoV-
21 3F PRIBUAMNIC KT D LR R E vz,

12 3EIH Rt » A O2F 0B » A% % SARS-CoV-21L1E
FPRGUAAG (50% I FIHTIAAM) D AT -2k
GMT [ Wil95% (k<] GMR [ WifH197. 5%{5 1
3l FEERR 1 A 2 F %15 H ENE I
210 2476.4 [2210.1, 2774.9] 753.7 [658.2, 863.1] 3.29 [2.76, 3.91]
GMR @ ST PH5 bk, GNT @ ST PHIHTIRAT

T 5L




a)
b)

GUAMGAER TR (LLOQ) AWM O, MHTIZIX0. 5 X LLOQO A AV H 417z
IEHPED R HENE © GMR (38| B BefEMS L H /2l BEFER 1 » H) Omi97. 5% X H T
[>0. 67 J% UXGMR 4 i fE>0. 8

18~55E D BANHE 30661 2 KB 2 I F7 ¢ fHvE GEJREEE) 3lal H %
Flith ORZVEZ M Lo, InBEERRATH I, B - HEEIC LV AR
b DFEEBUR G I U7z, BB OREBURTL (FLAE LD
Grade 3LLL) I3FRISOERY Thovo, HEFERAERITHAY A
(FPefl) (CFRBLL. HEHEIZ2A (PRE) Thotm, FOfo
U U EIEZBRS 2O FRGIIEMEEE (PRIE) [CEHL, fF
IR ~20 (hfl) Thotz, U EREIEEY O ~40 8
ICRBLL, KEBAYA5 A BAPICEE L7,

13 ERBIFIGEOFEELRG (= 7 ¢ ik GEPER) 381 H 2 %)

RIS GEREIS (%))
17T AT GREIRER) BERLRE
3 AmE A L NS Grade 384 1"
TR AL S 3 289 240 (83.0) 1 (0.3)
L% 3 289 184 (63.7) 13 (4.5)
9HF 3 289 140 (48.4) 3 (1.0)
P 3 289 113 (39.1) 4 (1.4)
e 3 289 84 (29.1) 3 (1.0)
Bl 3 289 73 (25.3) 1 (0.3)
L 3 289 25 (8.7) 1 (0.3)
Y S EE" 3 306 16 (5.2) 1 (0.3)

a)
b)
)
d)

A BERIC & 0 R LB (U 2 SEER RS

B [ (RHEB&EYT %)) BLEE LTl Shrodig

38.0°CLL L. 38.9CHEMATHAIC, HIEENEE (Grade 3) LLEL LT

TEJE GRERBINE Oi# OBEIEZ FE 15T %) ) BLEDBEIS, FEESEE (Grade 3)
kel

17.1.4 BN/ TEER (C45910055488) (B&: 03+ T4 fiE (&

EH))

SARS—=CoV-2T 7 F o REEFED 207K LA [-85m LA T D H A NERERL A &
RG22 IFT 4 ik RRIREE) 30ng%19~23 [ flR C2MEIHEEfE L
T & & ORENME BRE L OGE M A RTIT 5 LA B E LT,
7' F & AR REER A S L7,

15661 (= 7 ¢ ik (IR BERERE : 11661, 77 &R BERERE :
401) %t BUT R RUE A -G L, 201 B $6FEf% L A (OSARS-CoV-2
MiE P FPLRMIEEI4DO B Y ThoTo,

14 2/n] HBRE% 1 4 J] DSARS-CoV-2MLI% AL (50% FnFi i)

- GMFR [ {RI95%(R 5
w| AT gﬁg‘;’gi"“‘”*ﬁ K] ¥
% ) oo CERAEEZL»
(A A #R 1 1) I8 B )
a3l | B | 116 | 5245 [450.7, 598.4] 51.5 [45.2, 58.7]
(EJFKE) $7E | 20~645% | 94 | 570.7 [497.6, 654.5] 565.8 [48.7, 63.9]
" 65~85% | 22 | 365.6 [254.6, 525.0] 36.6 [25.5, 52.5]
77 R | 2R | 40 10.6 [9.8, 11.4] .1 [1o, 1.1]

GMPR : S (ar =55 L FA55, GNT :

a)

AR R EstN il
GUAMIAE e TR (LLOQ) AT OEA . AEHTIZI30. 5 X LLOQOEA AV b7

160631 (=2 X F7 ¢ Ml GREWRE) $EFERE : 11961, 77 & RRERERE
A1) ZRGUCa T 4 fHiE (RIRER) B Ot 251 L
7o TEBRIEREFRIZ T HNIXE 7 H 361 X 0 RIRUS2UE S 4L, E72F
RSO TR, (FER AN OGrade 3LLE) 1ZRI5O LB ThHo
7o TEHTESACAIR Y H BB H  (PRME) OMICEBLL, Ff
HEIZ2 A (RRfl) CThoTo, TOMO O FEZITEREA
(ofiE) 1T L, FrcIEliX1IA (hRfl) CTho7ky,

K156 TR DIEELRML

FEPH GEREIA [%])

2 IFT 4 R GRIER) e y

[t 7T b R
BERE Grade 3 Grade 3
A% FRelk DL i SN LY
TESHAL 1 103 (86.6) 2 (1.7) 1 (2.4 0 (=)
Hei 2 | 92 (19.3) 2 (1.7 0 (-) 0 (-)
1 48 (40.3) 1 (0.8) 4 (9.8) 0 (-)

(%]

2 70 (60.3) 1 (3.4) 1 (2.4 0 (=)

HEHE FEEEE %)
27T GERR) e
. 7T b AR
B wwan | S0 Faalk frae®
_— 1 39 (32.8) 1(0.8) 6 (14.6) 0 (=)
BFRE
2 51 (44.0) 2 (1.7) 5 (12.2) 0 (—)
U 1 17 (14.3) 0 (=) 1(2.4) 0 (=)
A
? 2 | 19 (16.9) 0 (=) 0 (=) 0 (=)
e 1 30 (25.2) 1 (0.8) 2 (4.9) 0 (—)
o 2 | 53 (45.7) 2 (1L7) 124 0 (-)
- 1 17 (14.3) 1 (0.8) 2 (4.9 0 (=)
i
o 2 | 20 (5.0 0.9 0 () 0 ()
e 1 17 (14.3) 0 (—) 0 (=) 0 (—)
2 | 38 (32.8) 10.9) 0 (—) 0 (=)

a)
b)

18
18

*18

21
21
21

21

21

22

23.

1)

2)

FREED (EE (HEEHZHT5)] U b LTRESNEFER
37.5CLA L, 38.9CEMATHAIC, TIEENEE (Grade 3) LLEE L7z

. BYERE

1 ERlE

AFNCER SNBEMT Y P A vt v —RNA (mRNA) 135 -
JRIFICEASNTEY . 2 X EERMECH HmRNADE 4
JEIZEY IAFE AU, mRNAIZ 22— R X4V B SARS-CoV=-20 A XA 77 K L/ oX
7N RIS RIT 5, AREREIC LY A8 7 & Ry BTt
F 5 PRIHUARE A J ORIt o RIS B N F i S D 2 & T, SARS-
CoV-21C XA BYYED TRHCTHFHTH LHEZX LN TS,

.2 PAIBUAELERE

Hli (X7 e gRIN 1) BEIZ21 R TR L Lo v A2k
W, R EDLy HBICA I 7 e kR (N 1) 1S4 2 btk
DFEEDBHD ST, -, ~ 7 AICUE G 8590421 H
C2EHE %, 2t GEJRER A4 X 7 o U BRBA. 4-5) BAIE 1A, 1t
(A7 2 UBRXBB. 1.5) K& L, Ml (47 a2 kN 1) 5
ZUE, ZNEhly AR CHRY Lz~ T 2B\ T, Kikks
Iy ABICA I 7 m U8R (N 1) 1Sk 2 HRGUED FEA D TRD b
f:wc

. REBEH

A EIREY RS EHENARED F, WUNCEET S Z L,

L2 B TORANRLN TS Z &G, WERE%, BITEHE
WEOAKOLRZEWICHET 27— 2%, HoUOED-aFmiic
SERINCUNET B & &b, MIATEGE A EIR L E RS

HEICIRHE U, AAIOBEM IR E B LZM U528, TOR,
ERFEMT 2 HREMAESIC L VA5 ERICOWVT H I Ok
THZ L,

.3 BUFEE AL CSEHE TP ST ER I o O EE AR O BUE 03 S O 72 B
WZhE, RN Y LR & INSTA TR R 3R A [ e STk 1
T D E L bIT, RAOFMER OREMITIR D R OERE
EFETE R OGN AES AT L 05 & 5 WERHE %
LD L, Eo. EBMT O AANOFMER L BIEIR D HRD
RIFIZOWT, WU Tz L,

A KBIOBERICEE L, ABIOFNERL OLZREICONTIEASHE D
HHNERIND Z L 2BFE 2, & L0 UM UL NGEE T
BRI OFAINER ORI T 2 HNEE &> THA I, F
DU EIC L DRBEEAETCHhLERSND LS, Efilc LT
HWEUNCHAT B2 &,

. |
20 220, 3l 10

FEXHK

Clinical Considerations : Myocarditis and Pericarditis
after Receipt of mRNA COVID-19 Vaccines Among Adolescents
and Young Adults
FELEERRERS TR - U7 F BRI BOSRTRS
2. DINSEE 23T - R AR EFE TSRS
LENRH L e RKts (BRDE) ek



3)
4)
5)

6)
7)

8)
9)

24.

FENE R
FEPT R
FENE B
14 R /&GS
FENE R
FENE R

CHESMVEE T TMIFHFRER  (C45910443R5R) HHiBhE R
 HEANES AR (C4591031388%) #HBLE kB

CUESNEE T I IARFABR  (C4591001788k) (20214524
CTD2.5.1.2, 2.5.4.3, 2.5.5.5, 2.5.5.7, 2.7.6.3)
RSN LI MARRER  (C45910013R) #liBh&E B
UM T T/ MAHRRER (C4591001388R) (2021411

A11HAFE CTD2.5.1.2, 2.5.4.2, 2.5.5.2, 2.7.6.1)

B
P B

CEWNE T IFHRER (C45910055K8R) HiBhE kR
Dy AR AR

XHFRERVHEVEDE L

7 7 A PRt
Pfizer Connect/ AT 4 AN+ f T A— g

T 151-8589

HUTAR A AR 2 R3-22-7

TEL 0120-664-467

25. RIFHEIT LDEE
AFNIPRBRAGIT DGR & 72 & 7y CHAHEHEANLEL) o

26. WERFTEES

26.1 SEHRSETT

7 7 A Y —rR etk
PR AR 4 AR3-22-7
26. 2 HiiTiRi%
SIONT=CH




