és?ﬂﬁnw

006
*%20264E8 H 43T (FE4hR) BAREERNEES
*20254F8 H k7T 876313
g & 2~8C DAINRTYF U
BAHHM 125 A e g g s 2 s

O+ 94 JLR (SARS-CoV-2) RNA 7o F >

JEIEE AL S T

A=F 5« mizouvyE i

[&®m&= | 306000MX00138 |
| mmchas | 20244E9 |

COMIRNATY intramuscular injection syringe for over 12 years old

) EE-EMEOLLEICL VAT

2. BETELE (PHIEEERTAILNBELTHINE)

2.1 HENRRAZELTWDHE

2.2 BERAMERBIZO N> TWD Z ENH SR E

2.3 REIORSIIC K U EE OMMBUE DBEAE D & 5 # (8. 4,9. 1. 6,
11. 1. 1ZH]

2.4 ERICBITBREOIEN., THERAZITH 2 & BREY AekiE
Wb brHE

3. BEDOBMERUHMAMA - 41K
31 BEOME
SARS-CoV-200 A/3A 77 2 LRy BE DT X J Welis & = — K9 2 DNA
ZETH L U THES LI-RNAZRERL L, SRSy L IRAT 5.
PR L LTRAVWSH FERR) 3 TFTRO LB,

‘ﬁﬁ% ‘mmww&tiﬁﬁyuwc ‘
3.2 #ARK

ez aIFT 4 fHEY ) V12 A

RS SARS—CoV-2D A /A 27 4 2 /3 'E % =1 — R4~ HmRNA

E2S 4 0. 3nL

3 S 0.030mg (RNARA & L)

[UE FrFrTFN) THEVA L] ER (~NFH-6,1-V A )L) B
Q- ~F T AT AT L) 0. 43mg

2- [(RY=FL 7Y a—i) -2000] -NN-PF hITFUATERT IR
0. 05mg

WIE 1,2-VATT7aA/)-sn-7 Y tEua-3-"KAHE=2Y > 0.09mg

a L A7 12—/ 0.19mg

FEREBE 31mg

A X E—)L 0.06mg

kA4 — VIHFRIE 0. dmg

3.3 HH DMK
rone aIFT 4 HEY Y V12 LA
pH 6.9~7.9
=B 12 CERREHIRICRT 5 k)
(RN GhIZ AW LI TH D,

4. HEEXRITHR
SARS-CoV-21Z & % B IE D F I

5 MBEXIIHRICEET HIE
5.1 RENO TR R ORI L TV W,

6. FERUAZE
1[810. 3mLZ i NI HERE T 5,

1. RZERUVAZICEET FE
1.1 BEEXNRE
12% LA Loz
1.2 ETEEFHA
W IRl OSARS-CoV-27 7 F > DR S/ 72 < L 635 HRE L
TR D22 LN TE D,
1.3 #ERY
M FEITSARS-CoV-2T 7 F o OBFERE D 7o\ WH T, 38 L Z4EE O
fRERBWTCRIBBERAZITY Z LN TX 5, [8.85MH]
1.4 REFERE
[ERRAS LT L SR AT, U 7 F o L RIICERT 5 2 &
NTE 5, [14.1. 55 H]

8. EELEANIE
8.1 AANT TPBEMEMBA) MO DAL A (S L

THEMTD L,

L2 BREEREEIC oW T, BRI AT, BRR O RIC L - T

BERELRFIND Z L, [9. 1]

.3 R U Z OMRFEF . BEREY B I30@ IR B 3ok T, B

AL ATERICIR D, Eo, BERERORBEHEICEE L, RFToRE
FOSRHTHOZAL, & DICEmE, REEORE MERZ 2 LITEE
TECICERM OB R 2T 5 & 5 FAlcmbE 2 2 &,

A vay s TFI74T7R—RHODNL LR DT, HfE

AT IBUE D BEE S (B9~ 2 TIR2 & 401 TA T B — B R
PR EOREEZBET L ENEE LV, T, ARSI
a7, 7T 74 7% =080 LN BEEERER I3 LT, DA
DOARFNOEFEEITRNZ &, [2.3, 9.1.6, 11. 1. 1]

5 U T R A SUTHERE R VRS T K 2 DRI RS & e A

WEMRESS & L TRMA D bbb Z e b D, KA K DHEME
wET DIz, R —ERRITEE O 57 & Lis b CHEERE O
WHBZ BT 22 LR E LY,

6 DR, DIERRHSDND T LD DI, WEREE UIED

PR TR L CiE, DR, DR B DIER (Moge, @i,
To< Ao, MRWRIRIEE, BEME ) 2580 DNHAITE, HONICE
BB %% 5 Lo Fancmbes 2 & [11.1.2,15.1.1,15. 1.2
£

.1 zuF A )L A (SARS-CoV-2) RNAD 7 F U fff4IC, £ 0 - N

U—EERED A ST D BRBERRST XL OPRFEF IR LTI,
XT 2 NUEEREREEDI DR (TUBGEAL) B IAE D ithkErE
RSB, S OJRBR 2 LIHRSE) M50 LN EICITE BICE
BSEICAIRR T2 L 9, SO UOMBATS 2 &,

.8 ARH| LM ODSARS-CoV-212%F 32V 7 F o O HHMEIZBET 57 — &

2w, [7.35H]

9. KEDNERZEHI HBICHT HEE
J EREEEE BREOHETSICKRL. ZREEYT )

PHEBE D RONTNNITEY T D LBO LN DG, [EEIRE
R OMBEE 2 B3 U, 258 M OV 5 0 W7 2 (B E ATV TRO#E
FEOLENE, BIEE, ARECONTHIRBAE TV, REEH#
T LT, EELTEMT S 2L, [8.221]

A RBREREERTTVSE, MRUBADER ZREREEEHT

)
AR (Ml TGN B b oD Z LR D,

1.2 BRICRBZEFLEODHNEENT L DERTEREICERER

BEARLEDENNDE
AFNHS T DHPEISE MK T 5 aTHEMEN B 5,

A3 DEMERKE, BRAS. FRESR. IRKRE. RERES

DERKRBERT HE

4 PHEBEETERER2ALUNICRROADN-BRVEEERD

ERTULX—&RSEREELLCENHDE

1.5 BRIZEROBEOHLE
L6 ABIDOHATH LT, PULK—2ET58Th0HE

[2.3, 8.4, 11.1. 1]



9.2 BEHEEEETEEHITHE
BHZEEEE Th D,
9.3 FF#EEEZ2HT 55
BHZEEEE Th D,
9.5 IR
I8 SUTAEIR LT D ATREME D 3 5 LeEICI P RERERE oA 25t
falttEz LE D SN D HEICORBERT 52 &,
9.6 BT
TR LB RIER ORISR EO A RIEEZ LB L, LMK
HIEERFT S Z L, b ML ~OBITIIAHTH S,
9.7 INRE
125 AT 2 5l 5 & U7 BRAREREBR T FEME L Ty,
9.8 SkE
PEFEIC BT o Tk, MBREAEEICITV, B Ok EZ 1+
ST b, R, ABBERESKT LTV D,

1. BIRIG
WORIRIGER LoD Z ENHBOT, BEE ATV, B
DR LI GEITITEY) 7B 21T H 2 &
1.1 EXGEIRE
M1 2avy, 7H7453F— GEHERH)
[2.3, 8.4, 9.1.6%H#]
11.1.2 D&, DEER (HEEARY)
[8.6, 15.1.1, 15.1.2%H]
11.2 ZOtho0EIRIG

5%LL 1%~ 5%l 1%t B RE]
JRFER (| &9 (85.6%) 7. Z DR, Bk, N
SR JEIE (10.3%) . f, VEIE

FER - TBEY

FERRSR | S (59.4%) FREMED 0, VIR, | SEIRGE, KRS0
RS, SR, 5 |
HHE, BIR
HL2 P (.8%) ¢ | ot T, fERkL SR
VRS FIRSRSE, BAEA. %

Lo
L2)27 N SR ]

i BHER | FRE (39. 1%)

©L B

(25.3%)
B ZIFIE, 95, BT, | fBEVER S
1% Y 2 SHE
SE R IWEUE G892, &
D FENE, ALBE, #E
TR, MAFHET
JiEE, B EARS)
Z DAt 5 (66.0%) . | PRIV, WEIE, A v
FIE (36.00) ', TV R, M

R (16.8%) Al

a) ERRRBRICE W TET HEEIC & 0 I L7z fIBUG OB S

1) ERNAORKRRER (72 X7 1 ik (RIREE) DC459100138k & UC459100538 8k, = X
T 4 RTUMGTE GEEJERK /A 2 7 1 U BKBA. 1) OC4591031588k, 36 NS = 2 -7  RTUAGTE (2
Wbk, A X 7 7 UHRBA. 4-5) DC459104430%) TINME L 7= 45 [EIEEREIZ 31T 5 FR O FEBLE]
BEIAETNREL L, A THE L TREORD SNEHERICHONTT L D mOREBRES
D% FRlk L7z,

14. EALDZEE

141 EXEERFOIE

14.1.1 RANX0. 3nLOIHET L7 4 L R T ThH D,

14.1.2 FEARNZERICRE T Z &, HRARTTHIUEL, 8~30°C TL2HH
ECRFTE B, BHHHRROENMRIR L2520 EIICTHI &,

14.1.3 el v v 7 &2 LTI, BEHIERT 5 2 &, HehITfE
ATE WA, 2~30CTRIEL., ARFMILINICERT5 2 &,

14.1.4 BRI RO ONRNWZ L2 B CHAR L, REPEOLND
LAEERA LR &,

14.1.5 KA ZMOD 7 F o LIRELTER LN &, [7.45 1]

14.1.6 %, —AMICHANERET 5 Z &, BIRN. KN, K TF~D
PRI T2 &y

14.1.7 $5% - RS ~ORBEBT DD TRORICERTH 2 &,
(1) SHRIIMHWNNEREICE 2R ST, Mk, ME, B50MA TRk
WCHIEE L7\ &5 (S loxt L Clibl et R ARET 5 2 &,

(2) PRGETTEML AR T D Z L
Q) MEHEEHZRIA LT E &, BWIROHF A LMK DA ST E
TEBICEERE, 2N THERT L2 &,

15. ZDhDEE

15.1 BRERERICE D < 1E#k

15.1.1 #EAMCIBWT, amF A /LR (SARS-CoV-2) RNAD 7 F 4%
TR O, DIERPHE SN TS, @FEICSARS-CoV-2T 7 F
VOBEREREO I WFIZH T A2l H £ TOEMICBWTHE S
JEFI DL ATEAERMETH 0 B 20m B A B UNICEH LT
Wb, Eio, REBOREFT, ABEIC K 2 LHERIC KV RERD S
FBLTWBY, [8.6, 11.1. 28]

15.1.2 PEFEBHLARE OENEIRUS S VS IS D082, DIEK D
R Y ENOERERT — 2 =2 &2 AW TR Lz —fEH
MHHERI SN D LB, DEROFBBIRE 2R LI 2 A, @R
IZSARS-CoV-2T 7 F o DERBED I WHICHT D a7 4 ik
GEIFER) 2% OFAEBETHEN SV D L AVRB S,
[8.6, 11.1.2&H]

15.1. 3 MEAMT BT, BW FettAl & BRI AR THh 503, BF T
HAEAED B 5 WHEFEH 1B\ T, 2 1) 7 A /LA (SARS-CoV-2)
RNAD &7 F R4\ B FRBE AN RS0 ORERR (72 i ek
fR) A EShTnd,

17. ERERAL#E
17.1 AHERUVRELHEICET 535
17.1.1 @5 E I~ M+RER (C459104458E%) (a0 =+ T «RTUARE (&2
B¥k A =H 0O#BA 4-5))
a T ¢ e GRIEEE) 30ug% 3EIERFE A4 ¢, 3] B 50> H5~
125 Al U72 125 A EOFE 2 R5RIZ, =2 77 4 RIUAR I GREJSEE
S A7 a U fEBA 4-5) (LLF, 22357 «RTUARTE (BA. 4-5)) 30ug
Z AR (4 HEERE) L7z & ORE RN R 22 BT 5
ZEHREME LT, 12~ 1T OFRE T I T BRI SR, 18~55
% M OB 7% B DA g 1 L MR (LA B A TRE [ Ll & L
THEhE L7,
AFBRIZF51F 5 SARS-CoV-2/EYLEE DY 72\ V18 ~555% D BN 3261 Jr Y
55RREB D BINEA0B & R G2, =2 X F 7 ¢ RTUME (BA. 4-5) #Effit%
17 H DSARS-CoV-2fLIE R FHUAAMN 2 574t L 72 F5 R, Kl Ly =
2T 4 RTUFBTE (BA. 4-5) BEICIIT D 18~555% M NG5 A DB N
DPAEL L HRFOBA. 4-5 OB FRERIZ %7 2 i oA, #2
FERTIC LT RS- LY,

F1 18~555% M USERRIAR D BN DSARS-CoV-2 LI TR LI  (50%
PAEARENTID)

=37 4 RIUMTE (BA. 4-5) 30ug

18~55% 55mkith
W pillcs pillcs GMT Iz GMT
PIE VS 2] e [ifUOsXIERIX] @ | ik [WiRI95%{E R X ]~
s 54.5 76.0
BA.45 | BRHER 3 [41.3, 71.9] 10 [54.7, 105.7]
HEf L 1029. 6 1668. 1
32 40
InA [702.6, 1508.9] [1089.6, 2553.7]
. 455. 3 881.9
Z Rl AT
SR | BeAR 2 [286.2, 724.2] 10 [601.6, 1292.7]
Hefff 6431. 7 8386. 3
32 40
1% A [4542.9, 9106.0] [6235.4, 11279.2]

GMT = ST - HTIRAIL
a) PUAMIGASE S FRR (LLOQ) AOHA . MEHTIZIR0. 5 X LLOQOD R Hivy b

316%1 (12~17%% : 1074, 18~555% : 1034, 55REAE : 106f]) % %f
B2 T A RIUFGTE (BA. 4-5) $2fEM% O E T L7, 165k
SEPEFEMT A, B A ERIC X 0 BRSO FEHLR D2 5140 LU, =72 F]
FOSDFEBLRN (FREAE K OGrade 3LL L) 1FFR20 LB Tho
Too TESFERACRNR (TR Y B ~B A (hofi) (2B, Frkcim
IZ1~2H (hRfl) THot, FOMOEFWEORERLZIIHEFEHE (P
Sl ICHEEH L, FeEWIITi~28 (PRl Tho7m?,



K2 ERRIBUSOFEBURDL

3051 & X GHZ a2 I 7T ¢ RTUARYE (BA. 1) HEFETE DM 25T L

FRB GBI ) oo IRBRIEHERERLT AR, T HREIC & RIROG ORI Z 74T L
12~173 18~55% 5ol 7o ERRAIBSOFEBURG (TG K Urade 384 1) 13RO &
:ﬁﬂwm :iﬂwm :ﬁﬂwm BY Thote, WEHENARIEEER (PRE) ICRB L, Rk
BA. 4-5 BA. 4-5 BA. 4-5 .
T %; — %“ T g; — HIRIE2A (hRfE) Th o1, ZOMOEYEORGIIHER A (o
i rade il rade i rade ~ - - . )
[ | e 2k B [ Ak PLEY [ 2k PLEY %1@) ﬁ\—%éfﬂ‘ L/\ %ff‘}b/ﬂ;ﬁlﬁmil 2H (W%{E) -’Cg?)’)ﬁ_ o
e s . 75 1 81 0 59 0 g . s
H ! 1o (10.1) (0.9) 10 (79.4) (=) 105 (56.2) (=) 5 LI FISOE O FEBARDL
7 0 o 5 il 1 FHH GEREIG %)
#% ! o (67.3) (=) 1 (62.7) (2.0) 105 (39.0) (1.0) I F 7 oRTUGTE (BA. 1) BERERE | 277 5Tk GEJRRK) HEfEnt
o ~ 54 0 4 0 31 0 HefE FEAT ik Grade 3 ST s Grade 3
B an | o [ ey [ o | "] s | o mae | g | TEEE e | FERERD
= . 23 0 32 0 2 0 TR AL . .
A 4 107 2.9 0 102 L0 0 105 .0 o s 1 301 175 (8. 1) | 1 (0.3) 298 [ 179 €60.1) | 1 (0.3)
- . - % 0 - 15 0 - 13 0 (% 1 301|148 49.2) | 5 (1.7) 298 [ 135 (45.3) | 1 (0.3)
) @y | & R ) ey | = S 1 301|101 33.6) | 1 (0.3) | 298 |79 26.5) | 1 (0.3)
13 0 17 0 12 0 \ ‘
il 7 7 PR 1 301 67 (22.3 0 (— 298 | 59 (19.8 0 (—
I R T A R I B L O h : ©2.3) (=) (19.8) )
; | - ; ; ; TEgE 1 301 39 (13.0) 0 (—) 298 | 49 (16.4) 0 (—)
o _ 1 5
R L ey e | P lwn ol % oae | O B i 1 300 |31 aL3) | 0 (-) 208 | 27 0.1 | 0 ()
a) AT L PR Lk w8 1 301 1560 | 4 (13 298 | 11 B.7) 0 (=)

b) EAEEN [EE (AEESZHT5)) UEE LTl Shizfs

c) 38.0CLLE, 38.9°CEHMAI-SHAIC, TIELENEIE (Grade 3) LhlE L7

17.1.2 BHVEMMEER (C45910315888) U JERBRE (O = +TF «RTUES
EOGERM A SO DOU#BA 1))
AARBRBINDOE5~125 AN 2 2 F7 ¢ ik GEIFER) 30pgod3mlBE
Tl A 52 755k & L 2 5 BINE x4, =2 X F7 4 RIUFGTE (IR
B/ A7 a8BA D) (LR, =257 ¢ RTUAREE (BA. 1)) 30ug%
LEEFE (SARS-CoV-27 7 F- > & L C4R B #4AE) L7z & & D5
MR ORENERFT D L2 AL LT, BIEARE A Fi L
77
2 X7 A RTUFRTE (BA. 1) HEFRREDSARS-CoV-2/ LA 722\ V1781
K= T ¢ i GEEJRER) BEFERE 0O SARS-CoV-2J YL 23 7211163
1) % RF BT RS 1 A ODSARS-CoV-24 3 27 1 L #KBA. 1% P AnHT
A S OSBRSS S 2 50l L7 R, RIKOFEAD LB 21+ T
S RTUGE (BA. 1) BEFRERED 2 7 ¢ e GREIRRR) BFEREICKT
DR OISR EN TR S LT,

#3 3 IF T ARIUME BA. 1) RO 2 7 ¢ ik (RFEK) #
FEEEIZ %S A SARS-CoV-24" X 7 & L #EBA. LIl H Ano A (50%H
FPTARA) &Ltk

ST T ARIUME BA. 1) BEFRRE | =207 ¢ MhiE GERIREK) BAlnd i
— GNT [Wﬁugi%f;ﬁ;i S GNT [m4g|19f1%1;‘§ﬁ [ {IO5% (15
; X [H]] ; B [H]] KR Y

# e # i "
(Rt 0 1) (BefEtE1 )

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

GMR : S FH b, GMT : fal BT AT

a) HUAMIGASE f FRR (LLOQ) RADHA . MEHTIZIZ0. 5 X LLOQOE 2 IV H vz

b) MEEHEIEE : MR (= 37 A RTUMEE (BA.1) /= 57 ¢ itk (EIFEK)) miflosw(s
HEPK ] IR

Fd a I F T 4RIUME BA. 1) RO 2 77 ¢ Mk (RFEK #
FEEEIC %S A SARS-CoV-24 X 7 & W BEBA. LT R ANHLAIS &R D

Vasy

57 UG A1 BN | 570 G s |
. W GHREE 8) | W GURSER ) | [mmessiEs
I T R I T
(Bt ) (g1 )
169 121 (71.6) 149 85 (57.0) 14.6
[64.2, 78.3] [48.7, 65.1] [4.0, 24.9]

a) PURMIR—A T A M (R—=RA T A AEAER TR (LLOQ) ARl D354 IXLLOQSK) H 5
MHEUE B L7 BRI £

b) LM~ —V v FURIREROE (2377 (RIUFGE BA. 1) — =3I -7 ¢ ik (IR
BE)) i RI9B%(F HE X [H] T FR>-5%

a) SARS-CoV-27 7 F > & L C4lal H
b) BT HEEIC X 0 3 L 7= 6%k

o) FAERES [HFE (AFIEEZ8T %)) Dike LTHs Shi-fg
d) 38.0°CLLE, 38.9CHBX7=HEI0, EIEENEE (Grade 3) UEL L7z

17.1.3 BNE 1 /01 IM#HEHER (C45910015K88) 0 M4/ S—
(AT 48F GERKE))

SARS—CoV-27 2 F > REEFED 125 A L DWERER ZNE x5z, =
2T 4 T GEIFAR) 30ug% 19~23 H [HIR C2lIFEM Lz & & 0fF
PR LB RETT D Z 2 HNE LT, 77 BRI REEES
(b & his I RIRRER £ 920 L7z, & O, AR Ca 27 1 i (2
TRER) 30ug % 2la My 2 D 18~55i D BMFIT 2 2 F 7 4 ik (i
JFRR) 30pg% 1EIHEFE L 7- & & DRk et b s Li-,
1) 16FLLDSME

3652301 (= X7 ¢ fivE CEEJRAR) HEFERE @ 181981, 7T ARH:
FEAF : 1832501)) & x4z, 10 H O HHAANEREMIE H Td 5 [SARS-
CoV—-2JEYLIE M 72 BN T 2[a] H BRI 7 B LA D SARS-CoV-2(Z
L DBYECKIT D a I F T ¢ e (BEE) ofFtk [T
HREL (VEL) 1) %2R L 7=, 4013761 (= X7 ¢ ik GREIEK)
PEFERE © 19965M1, T & ANPEHERE : 2017265) A xIGUC, 20 HOE
BEANEEAMIE H CTdh D [SARS-CoV-20 YL fiE D A % [ 72 B
FCo20nl BEEFEAT A LU DSARS-CoV-21C & A IWEIT 5 2
FT 4 W GEIERR) ofa%ME (VE2) ) &5 Uiz, ARUTHE FI3
6D EFEY ThH-TY,

76 SARS-CoV-21Z & 2 JRYE x5~ 5 A 2hik

SARS-CoV-2 o
BRI | 1 B R P;;@%@?%)
eI TORIRIEIE A
2 IF T 4 fHTEGE
e 18198 8
VE1® | TRRK) HEFERE 95.0 [90.3, 97.6]
7T e AR 18325 162
2 357 4 fiHTEGE
N e 19965 9
VE2® | TRHK) HEmRRE 94.6 [89.9, 97.3]
77 R 20172 169

a) VELK OVE202[R] B #2fE1% O BBRIR (1 R{E) (T2 EN6TH L55H Th o7z, £7=, VE1
K OVE2DFRHTIZ I IHERRHIFR19~42 A RO SINE DR E E 4L, ZOWNFRIZVELLVE2TENE
19~23 H DB N 1396. 5% (35248(51) & 96. 3% (38665%1) , 24~42 H DN 1E3. 5%
(1275f1) &3.7% (14726)) Tir-7="

167 LA 04344861 (= I 7 ¢ itk (ERbk) #EFERE © 2172041,
7T w REERREE 1 2172801) ZRBIC 2 I 7T 4 vE (RIRD B
BOZEWEFM Uiz, —HOBINE FEVT 615 - 10 B 3%
81831, 26 BHEMAT507H) CTIRBRRBEMZTAM, BT HEICL
0 BSOS OFBLRIE T Uiz, EREISUSORIRL CEREE
K OGrade 3LL L) 13RTDOEEBY Tho72?, EFEAIRE ITHAE
MH (PgfE) ICFBLL, FrgdiilizeA (hRE) Thot, 2D
D REVEDOFLITHFEE H (hyefif) [CRBLL, Freiix1 A (o
Hl) THo7Y,



KT ERRIBUSOFEBURDL

12~157% 0226041 (= I F7 4 ik GEJREE) BefERE - 113161, 7

G GEREIE %) T AR 11200) AxtGuca I 7T 0 ik GREJRER) etk
SIS T R GRIAHR) BERRRE 75 b R DRREMEZ TG LT, TESREEEEREZT AR, B A LV BIRIED
B | g | Ot | gy | o RELRILA A L7z, EARBIRIEORIRG, (FRAKK Urade 3
_— . PAE) 13R100 & 360 T o 7o, VESFTERALER ITHAR Y B (H i)
Eiif;m 1| 4093 13186 (77. E?) 28 (0.7) 44090 4%88 (11.9) 2 (0.0) I L B A (PRI Cdhoie, ZOMORY DT
= 2 | 3758 | 2730 (72.6) | 33 (0.9) | 3749 | 372 (9.9) 0 (—) SHo~3H (ToRfE) 1CRILL . FHEEE I ~2H () <
1 | 4093 | 1700 (41.5) | 35 (0.9) | 4090 | 1172 (28.7) | 14 (0.3)
R 2 | 3758 | 2086 (55.5) | 143 (3.8) | 3749 | 756 (20.2) | 16 (0.4) 27
- 1 | 4093 | 1413 (34.5) | 25 (0.6) | 4090 | 1100 (26.9) | 22 (0.5) #£10 FARIREORBUR
2 | 3758 | 1732 (46.1) | 76 (2.0) | 3749 | 735 (19.6) | 19 (0.5) REI CREREA (%)
o 1| 4093 | 738 (18.0) | 14 (0.3) | 4090 | 398 (9.7) 5 (0.1) ST T R AR 75 KRR
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) 55 f;;g e G;j;c”s f;Eitﬂr{ il G;j;)s
2 | 3758 | 1114 (29.6) | 62 (1.6) | 3749 | 125 (3.3) 0 (—) Ve |1 | 1127 | 971 (86.2) | 11 (1.0) | 1127 | 263 (23.3) 0 (0.0)
o 1| 4093 | 406 (9.9) 7 (0.2) 4090 | 247 (6.0) 1 (0.0) P 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) | 156 (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) o 1| 1127 | 623 (55.3) | 11 (1.0) | 1127 | 396 (35.1) 9 (0.8)
Z; i%rtl“:rfgmmimﬁm o e i 2 1097 | 708 (64.5) 22 (2.0) 1078 | 263 (24.4) 1 (0.1)
9 38%)2& E 38, ;ifzgiﬂiggi)J;g‘,;??;&;ﬂig%i Le L g L1122 G 2 @) | ner | us as) | 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 27.6) | 5 (0.4) 1127 | 109 (9.7) 2 (0.2)
12~15 DB INF BT A AZMER B TR L7-, 198341 (=23 o 2 | 1097 | 455 (41.5) | 20 (1.8) 1078 | 73 (6.8) 0 (0.0)
T 4 fHTE GEJERR) EFERE - 1006540, 77 B aREEFERE  9784) % - 1| 1127 | 109 (9.7) 1 (0.1 1127 | 77 (6.8) 0 (0.0)
%52 1Z [SARS—CoV-2J8 YL M 72 W N T 2[a] B %7 H LD 2| 1097 | 173 (15.8) 4 (0.4) 1078 | 51 (4.7) 0 (0.0)
SARS-CoV-21Z & AIEKYLE Ik 5 2 2 T 4 f5vE GRIBKR) A% s 1| 1127 | 114 (10.1) | 11 (1.o) | 1127 | 12 (L. 1) 2 (0.2)
M (U7 F a5 (VED ] %, 2229 (22 25 ¢ fi5E GEJR 2 1097 | 215 (19.6) 25 (2.3) 1078 7 (0.6) 1 (0.1)

BR) BERERE : 111961, 7" & R BERERE : 111061) % %F421Z [SARS-CoV-
2URYLFE DA % MW BN T o 20a] B B 7 H DA (O SARS-
CoV—21T & D EYMEIZ T2 2 2 F 7 ¢ fhi GRJEER) of 20k (VE2) |
R L7, AT RIIRSD LB Y ThHoTo,

#8 SARS-CoV-21Z & B JEHYEIZ x4 5 A2k

| SARSSCoVZ vy T AT
FRbT XS S l“;jﬁiﬁﬁ’ﬁ [9BMEAEICAT] (%)
2 IF T 1 G 1005 o
VELY | TRER) $ERERE 100.0 [75.3, 100.0]
77 AR 978 16
a3rramEe| .
V2" | TREK) HERERE 100.0 [78.1, 100.0]
7T AR R 1110 18

a) VELROVE202[n] H HRf% OEBBRYIRT (FPRAE) XV hbe2H Th o7z, Eiz, VEIRT
VE2 DT I T HERRIFR19~38 A IO BN 3 & £ 4L, £ OWFRIZVEL L VE2TENZE 19
~23 HEOBNINE1395. 9% (190241) & 95. 8% (21364) , 24~38 H [F] OB 134. 1% (81631)
L4.2% (93f51) Tholz

20 DAEEREE D> & HEAE 2 1T HhH L 72 SARS-CoV-2J8 4 JEE 23 72\ 360 1
(12~ 155%HE : 19061, 16~25/%RE : 1706) Zxt%RIT, RIS EME
FEMIEE & LCa )7 o i GREJER) 200 B 8% 1 » H (DOSARS-
CoV—21fL{E FFFNHLAAM 2 34l L 755 51, FID LBV 12~155%HED 16
~ 25 REIC XTI A IEBEN R E T,

#9 12~ 15mEHED 16~255%AE 125%™ % SARS-CoV-2 L3 FRFnH L&A (50%
PRI O

12~ 1575k 16~257%k
o GMT [T {RI95% 5 45 N ONT [ II95% (2 48 GMR [ {195%
(llugéll ] Y &Hg{% I (=K P
(EAHfitLLy A) (201 A Beflitz1 0 A)
19 1239. 5 o 705. 1 1.76
[1095.5, 1402.5] [621.4, 800.2] [1.47, 2.10]

GMR = S P LL, GMT « S FEI LR
a) HUAAIGASE & FRR (LLOQ) RiiDHA . MRHTIZIZ0. 5 X LLOQOE AV H vz
b) FEHME=—T 1 MR (12~157%,/16~257%) O FMII5HEFHIX [E] FFR>0. 67

a) B HEEIC X 0 R L7 Bk
b) FEREA TEE (AEEBIZHTH)) U Ee LTSz
¢) 38.0°CLA k. 38.9CHBA7=HAIC, EIEENHE (Grade 3) LLEE L7z

) 740—7 v T8 (12EBUEDSNE., 2021E3813BT—42 A
v kA7)
4209441 (= X F7 ¢ i GEEJRER) BEFERE - 2099861, "7 & ANHefd
HE - 21096f1) K UM448661 (= X7 ¢ ik (E2ikR) BefElt : 22166
B, 77 & AR : 2232041) & XIRIZENENVELRL OVE2D 7 o+ 1
=7 T EAT o T2, ATREFIIRNO LB TH o729,

%11 SARS-CoV-2IZ & B JEYEIZ )3 2 %M (20214F3 A 13H 7 — X
By "AT)

SARS-CoV-2
“ , U7 FHE
T e R psk | o & D YE .
e [9B%fEHE X ] (%)
21T T 4 Wik
oL 20998 77
VEL” (ECJRR) BEmRiE 91.3 [89.0, 93.2]
7T R R 21096 850
o T 4 i
. 22166 81
VE2" (k) Hmine 91.1 [88.8, 93.0]
7T R 22320 873

a) VE1KX OVE20D2[n] B B BRI (R fil) 12T H118H Th o7z, Eiz, VELAKD
VE2DFENT I I FERIFR 19~ 42 H OB INE M & 4L, T DOWNFRIZVEL L VE2 TEEIL19
~23 H DB 1E96. 2% (405156) & 96. 1% (4273941) |, 24~42 H KD BN 133 8% (1579
Bl) £3.9% (174761) TH-7-"

(4) BMRE (I S+T45HF ERK) 3EBEE

AFBR T2 7 o e GREJEK) 30ng % 2[E BRI 72 0 18~5515% D
BN 306M12, 200 BHEFENHE~TH A%Ica I -7 4 Bk GEJR
BR) 30ugZ L[EHEML L 72 & & O i O yE Rk 2 fat LTz,
SARS-CoV—-2JEYL S 72\ 21061 & )G, 2 27 ¢ e G
3ol B R 1 5 B DSARS-CoV-21fiL i R FnHFL A 2 FEAMh L 7= f5 R, &
1200 L3660 2 X7 ¢ fipiE (REIFRER) 200 B #eff#%1 5 A 0SARS-CoV-
21 iE HFIHUARMC R D LM R STz,

12 3[al HEEFER L » H oo20n] B/ 1 » B2 % SARS-CoV-21L 1%
FRRNHUARMG (50% TR FHUIAAT) DT
GMT [F{RIO5% B E] ¥ GMR ({197, 5%(E4E
3[E] BB L A o0 B B4 1 A EXR
210 2476.4 [2210.1, 2774.9] 753.7 [658.2, 863.1] 3.29 [2.76, 3.91]
GMR @ S LE, GMT « S FEIHLIRAT

HE G




a) HUAAGASE & TR (LLOQ) R4 METIZIZ0. 5 X LLOQOAE AV H vz
b) FELPEO RN IENE « GMR (3[8] B HEREML 1 » A /208 B #EfitR 1 » A) OmHI97. 5%{EHIXH T
[>0. 67 B OGMRATHE E >0. 8

18~B5pk DB NNE 30661 2 XA = I F7 ¢ ik (RLIFEE) 305 H 82
s DRV A RN Uz, TRBCRBEREZTA M, B AEIC LV Al
JEDREBURPLE 4T L7z, ERBIRIEOFRBLRIL (FHREEET
Grade 3LLE) IFRIBDEEBY THoT, FEHHPAIRITHAEY A
(fhoufi) ICHEH L, Hitiiaee (hRfE) ThHot-, Fofo
U L oSEE R BRS RO BESGIIHMEE A (PRE) [CREL, &
FERIZ1I~20 (Pol) Thoto, U o EEERY 0 ~4H B
WZHE L, RERS 256 B DAPICEE L7,

#13 EREIBSORBURDL (7 2 F7 « i1k GRPER) 3101 B HfE %)

B BHEE (%)
D IFT ik (R R
BEREIRIEK AL TRk Grade 381 "
TSN 3 289 240 (83.0) 1 (0.3)
W97 3 289 184 (63.7) 13 (4.5)
SR 3 289 140 (48.4) 3 (1.0)
e 3 289 113 (39.1) 4 (1.4)
mE 3 289 84 (29.1) 3 (1.0)
AR 3 289 73 (25.3) 1 (0.3)
B 3 289 25 (8.7) 1 (0.3)
Y o igE” 3 306 16 (5.2) 1(0.3)

a) T HFEIC X0 FHl L= (U > EEZ R <)

b) FEIERER T (BEEBIZYI2)) MLEE LT shiofig

¢) 38.0CLLE, 38.9CEMATBAIT, EIEEAEE (Grade 3) LAk L

d) T (RERZINE O E OMREZ BEE YT %) | ORI, BN EE (Grade 3)
UbE Lz

17.1.4 ERE]/ T+#5E% (C459100558E8) (B& a3+ T 14X (2
BE))
SARS-CoV-2T 7 F L RefEfl D 2055 LA _E86% LL T D H A ARl A %
KIIT, 2 57 4 i GEIRER) 30ng% 19~23 H [#IRRE T2lalHefd L
7o & & RN, BEMEROEREZ BT 22 L2 & LT,
77 & AR KRB A S L 72,
15661 (=2 277 ¢ i GEEIRER) HEFERE - 11661, 77 & ANBAERE
40M) Z RIS R A TN L. 28] H #2141 % A DSARS-CoV-2
M iE P FHUAMmIE R 14D L BY THh o1z,

F14 2[E B #FE% 1 5 H DOSARS-CoV-21fL3E P FHUAAN (50%H Fndi i)
GMFR [ 195%15 48

GMT [ {1195%1F 45

23T 4

e X7
" ESE .
gk vt (2l A #EfltE 10 A/
(2ln] A itk h H) Ll BERR D)
AEfR | 116 | 524.5 [459.7, 598.4] 51.5 [45.2, 58.7]

(GELJRER) BERE | 20~647% | 94

570.7 [497.6, 654.5]

55.8 [48.7, 63.9]

L 65~85i% | 22

365.6 [254.6, 525.0]

36.6 [25.5, 52.5]

77 e R | 2% | 40

10.6 [9.8, 11.4]

1.1 [1.0, 1.1]

GMFR @ S -85 LSR5, GMT : S FII BT
a) PO ER TR (LL0Q) ARiOZE, ARHTICIX0. 5 XLLOQODAEAS IV Bz

16061 (= X F 7 4 FHiE GEEUAK) HEfERE : 11961, 77 & AREREAE -
4161) ZRGIC T I 7T 4 e (RIER) BERE%oOZ M &2 FHE L
7oo IRBRSREFEAT A NZE T B #IC £ 0 RIBUEDSIE S, E7228
FOSDFEBLEDIL (FLAE K Qerade 3LAL) 13F£I5D LB Tho
Too EEHEBAARITHEREY A DB (PE) ORICHEE L, £
BEMEIE2 A (Pfl) Thoto, ZOMOEEMOELRIIHERY A
(Pafl) (CHBLL, Freeiix1e (Pl TH-o72Y,

#1565 TRRIBUS DFEELRIL

FEB (BEES (%)

2 IFT 4 T GRIEER) NN

- 7T R R
1R . Grade 3 R Grade 3
% LIS SN oY FLARR Y
AL 1 103 (86.6) 2 (1.7) 1 (2.4) 0 (=)
P 2 | 92 (79.3) 2 (1.7) 0 (—) 0 (—)
1 48 (40.3) 1 (0.8) 4 (9.8) 0 (=)

HTF

2 70 (60.3) 4 (3.4) 1(2.4) 0 (—)

FEMIE (BBEE (%))
27 4 i GRIER) by
- 7' b RN
B e i Gk i
_— 1 39 (32.8) 1 (0.8) 6 (14.6) 0 (—)
I
2 51 (44.0) 2 (1.7) 5 (12.2) 0 (=)
o 1 17 (14.3) 0 (=) 1 (2.4 0 (=)
A
2 19 (16.4) 0 (=) 0 (=) 0 (=)
e 1 30 (25.2) 1 (0.8) 2 (4.9) 0 (=)
o 2 | 53 (45.7) 2 (1.7) 1 (2.4) 0 (=)
I 1 17 (14.3) 1 (0.8) 2 (4.9) 0 (—)
JEN
" 2 29 (25.0) 1 (0.9) 0 (—) 0 (—)
a0 1 17 (14.3) 0 (—) 0 (=) 0 (=)
2 | 38 (32.8) 1.9 0 (=) 0 (=)

a) FEAEED [RE (AEESHEIT5)) e LG shi$sg
b) 37.5CLLE, 38.9°CEMAI-HEIc, TEIEENEE (Grade 3) LALE L7z
18. FEupEE
18.1 {EFA%RF
AHNZER SNDEMT Y U A v Y+ —RNA (mRNA) 1 3IRE T
JRIFIZEASNTEY . FAUT LV IEEEWECTH 2 mRNAAME A4
FIZHER Y A FHL, mRNAIZ =2 — R &4V 5 SARS-CoV-20D A /SA &7 & 22X
ZEN—WMEICRIT D, AR LD RS0 7 B oY BTk
T HFIHUAREE A S ORI S B S & 415 2 & T, SARS-
CoV=-21Z L DIEIED T HHT D EEZHNTWVD,

*£18.2 hANIIAEERE

Ui (42 7 v UHRXFG) #5421 A IR 2R Lo~ v 220
T, RSOy AtkicA I 7 v ok (XFG) x5 shfndiiko
PEADRSO LT, Fio, Ul GEIEE) H4551% 20 B M 2R 5
L. =02 A%Zoff GRIERE 4 I 7 o U BkBA. 4-5) 8%, &
BICEDLH AUl (2 27 o U BRXFG) BlH 2 ZnZh a5
Lz U AZBNTH, BkEGO1y ABICA I 7 v U8k (XFG)
2RI 5 HRHUROBEANTD S, AT, Ul GREJERR) A5
ERH U720 B2l GRJRER A4 X 7 1 U BRBA. 4-5) HUAI 2o
2% AUl (F 3 7 o URRLP. 8. 1) B, S HiIcZdly A%ICL
fili (527 7 UBRXFG) BAIZ 2N ENIERS Lz~ ¥ A28 T
b, KB Oy ARSI 7 ek (XFG) ISk 2 bk o
BN Y,

21, EEBEH

201 IS ) 2 7 R 2 FE O b, WYNCERS D 2 &,

21.2 BUFR CTORABIROENTND Z &b | BUEIRTER ., BITEAE
WEOARRN ORI T 27— %, HoH2 LOEDFEICIE
ST RWNTNET D L &b I, MALATBOE N R R S 1
IR L, AR OB EERICHERIFBELZH D 2 L, ZORK,
ESpRESy g peeli: 5 ks AN G oY gl - == NI ANER S5T1 = Il A S
THZ L,

21,3 BUEE IS CE M T SUIFH I o BRI R O B 235 S 117 B
W, RO RO 2 ST ATBOE N 3 i R A AR AR 12
TEHT 5 & L bis, AROHEDIER NEEMITR L RO #E .
PEFRACE J O DA S AT e L 70 2 X O B =
LD &, Eo, [HMT O AR OB VEEVEILR D FHHD
RAFITONT, WENHHT 22 &

214 ARROHEREITEE L, ARIOADER PLEEIZOVTIESHR D
HRPERSND 2 &z A2, H o2 COPHREE JUIGEE I
B DAL L EVECHT D HRACEL o TS, F
DEETLFRICLIRABEZGTHrLERIND &5, EAICHLT
WYNCHHAT L 2 &,

*22. A%
Y2030l IR, R



23.

1)

2)

3)
4)
5)

6)
7)

8)
9)

24
7 7 A4 YP—ERA &4t

FEXE

Clinical Considerations : Myocarditis and Pericarditis

after Rece

ipt of mRNA COVID-19 Vaccines Among Adolescents

and Young Adults
B3EIEAR RS THERE - U7 F U ORR RIS BREH
2. TMEELE23EIEEE - AR KRR SERLE

TR
FENEE
FENEE
FENEE
14 A AR

FENEE
FENEE

A 11 H &

PR
PR

SRERFRES (GFRBE) Gk

ESMVE T/ TIAERRER (C4591044388R) wHENE B

HESMEIIFRABR (C4591031548k) HHELE Rl

WL 1/ 1/ MAHFRER (C4591001588%) (2021424

CTD2.5.1.2, 2.5.4.3, 2.5.5.5, 2.5.5.7, 2.7.6.3)
WEANE 1,/ 0 /AR (C45910013888) HhBh&EH
WAL 1,/ 1/ TAHFRER (C4591001548%) (2021411
CTD2.5.1.2, 2.5.4.2, 2.5.5.2, 2.7.6.1)

EWNE T /TR (C4591005:85%) ish&Et

~ 7 A EMERER &R

XHERERVBLEDE L

Pfizer Connect/ AT A )L« A2 T FA— 3

T151-8589 HUFUHBIA KA AR3-22-7

TEL 0120-664-467

25. Rig#E1T EDEE

AFNEPRBRAGIT DX G & 72 B 70y G ZEERINHD o

26. BLERFTEREE
26.1 BLERSET

26

7 7 A P&
HOTAR A KA 2 R3-22-7
.2 HifiriRiE
SIONT=CH




