@ Pfizer

004
P (e |
B ik -90~-60C JAINRTYFUEE
*EZHEAR - 184 A YR B L
aARFOAIINREHDY RN T Y F 2 (SARS-CoV-2)
e = ¥S54 RTUE aues i
—

(2ffi - E&2iF#k/F = 0¥ BA.4-5)

COMIRNATY RTU intramuscular injection(Bivalent:Original/Omicron BA.4-5)

FEIOFERIZH=>TIE, HoA LHBEEERISREEIC. FHHTIEHOAEIMRVZEEICOVTXETHALLLT, $REET
NEICLPRABZH-LTERT S L. £, AEFRI/ROONEEICE, BDEICE L THFHEREERICE I CBIRGBREVREHESCED
EMET DL, 4. RROHEERFTRICIESNEFRICOVTIE, ZHDOFEREMFSEI S &,

) EE-EMEOLGEICLVFERTLL

2. BEFELE (PHEEZRTLILN/BEZTHELE)

2.1 o EE L TNDE

2.2 WERAMWIRBIZODN - TWD Z LB SN HE

2.3 KRANIDRSZ 5 U E OMRBEIE OBEEE D & 2 # (8. 4.9. 1. 6,
11. 1. 1]

2.4 LRUCHT 2E DT, THHFEEITS 2 & A RS 7RIBICH
SET

3. BEOBMERUMM - K

3.1 EEOME
SARS—CoV-2 GELJEUE M VA 3 7 1 W BEBA. 4-5) DAL I B oy
BOT X B E a— R ADNAZ R L U CEEE L 7-RNAZ 5
L. BB EIRET D,

3.2 #ARK
WR7E4 = X7 ¢ RIUFIE
HRSY FOFATUROT 7 ARV F AT RNAEHRELE LTL: 1)
R 2. 25ml.
G 0.225mg (RNAJRE:E LTO)
[U-E RaXFsTFL) 7HFPAN] BER (AFHF-6,1-VA L) BER
Q- ~F LN TH VT AT V) 3. 22ng
2= [(RV=F L7 Y a—n) -2000] -NN-TF RTTFINTERTIR
0. 4mg
Il L2V AT T A )b-sn-7 ) Er-3-FRAK=2Y > 0. Tmg
L AT a—)b 1. 4mg
KSR A BE 232mg
kA ZE—)L 0.45mg
h o A& E— VHEERHE 2. 9Tmg
3.3 HH DMK
WR5E4 = X7 ¢ RIUFIE
pH 6.9~7.9
2B 1.2 (EEIEMERICKIT D)
[E27S AGIEAW LK TH D,

4. HEEXRITHR
SARS-CoV-21Z & % A RIED F I

5 BEEXITHMRICEET HEE
5.1 ARFNDOFBROFFGARITHENL L T 7w,

6. AARURAZE
BN & LT, 1E0. 3ul & ISR 5,

1. BERURBEICEET 5EE
1.1 REIDER
AFNTBMNSIZ AT 5, PIEGRFITIIER LRnZ &y
1.2 BEERRE
B ARG X ITEMSeE & L CSARS-CoV-27 7 F > OREFEIRE D
HBH12m L D, SARS-CoV-2DFATIRILSAE 2 DAY 5 R T4 % Ik
FZX AKX T 4y e URITEBEL, BMGEOESRZHET 5
ek,

1.3 fEfERH

W BRI DSARS-CoV-2T 7 F o DfEfN B0 72 < L b3 HfE L
FHRICHERMT LN TE D,

1.4 a3FF 4 #7E GRIFEEK) LISRDSARS-CoV-2T 7 F o ZHifdE LT-
FIBINGIE & U CARKI 2 85 L 7= BR O A 2hPE S O 2R 13T L
TUN7R,

8. EELEKMEE

8.1 ARFNT TTBABMEEMAAI KO TH o a )04 L R EYEIC
£% 5 ERRED TR 2EGE ) (YL L CTRERT 2 2 &,

8.2 WRBEREE IC OV T, BERERTIC LTI, MRIBK U8RI L - Tl
HEREE R T~ D 2k, [9. 1B H]

8.3 WRBEREE MIT T OUGER T, BEY B E S T, B
LA RIS, £, BEREORBERICEE L., RToRF
FORRARTADOZE, & HICEE, BEEORF IERE 2 LichE
IR NICEMOBREZT D L) HANCHOED 2 L,

84 vavy, TTH747F%v—D0bbbhdI N5, Hifl
AT OE O BEERE S 2 B9 5 MR8 & 3 AT\ ) RS — e R
PR DIRIEZ BT D Z LN E LV, 72, AFIERM%ICY
av ., TFHT7 4 7% —PRO LN RS IO LCiE, DA
DORBNOBEREEZTORNT &, [2.3, 9.1.6, 11. 1. 1]

8.5 U F B S UL BRI IEFNC X B DIRMEROG & & de
ARSI & U TR D Hbd Z &b D, KA L 2 HaE
BT DI, BERS —ERIITEE S S 2 8 U B oS o
REEZBIETHZENEE LY,

8.6 Lk, ERNH LD Z ENRD LT, HEfE XX+ 0
TRAEZ 16 LCIE, DR, DR gD DAER (Mo, BhE,
T Fry PRURREE, BERELAE) 23FR0 HTCHAICIE, BOMICE
RO EREZ T 5 L) FACmLESZ £ [11.1.2,15.1.1,15. 1. 2
Z ]

8.7 =t AL AERT UYL RNAY 7 F o (SARS-CoV-2) R4 1Z
X T2« NU—EGREP A STV 5, WS T oS
WX LT, ¥ v - NU—JEEREDN D LIER (WEGEM S
PHE BUARMERE, IS OWEI R LIRS 23380 bivicis
WITEOICEMEICHRT L), 51 LOMHTEZ &,

8.8 ARHAI L DSARS-CoV-21Zxf5 5T 7 F L O HHMIZET 27— 4
X7,

9. RENERZHI SEICHT HERE

9.1 EREIEE (HEQHIETSICRL. TREETHH)
PHFAE D ROWTINITHEL T L RO BN DEAIE, WHERIE
ROWEZBMR L., DRI OHEEES OHM 2 BEIITV, T
HoOVENE, GRS, ARECONTHa R EITV, [ A
FICHI LT, EELTEMNT S Z L, [8.22H]

9.1.1 REEREERITTVSE., M/MUHMER THREEEEETT
%

AR H il TG b 5D 2 &b D,



9.1.2 BEICRETLDOZHALINTLEIERTERFICERMER
BEARLEDENNDHE

AFN KT D PRI EDPME T T D AR & 5,
9.1.3 DBMERKE. BiER. FEEAE. LKEERE. XEEES
DEBREREEIT2E
9.1.4 FPHERECTERR2BURNICERODHAONT-BRUVEELHES
EDTULX—2R5EREEL2ENHDE
9.1.5 BEICEZOBREDHDE
9.1.6 RFIDAERITKH LT, FLILX—.ETE28ThOH2E
[2.3, 8.4, 11.1. 1&M]
9.2 BHEEELEHITLHE

PR EE Th D,
9.3 HHEEEELEHITLE

PR EE Th D,
9.5 1F4%

Ida XOTAER LTV S WREME O & 5 M IT PRABERE E o 3SR
faltE % LD LB SN DG EICORERT L L,
9.6 1R3LIw

TR LOBSMIER ORARBOE ML ZE L, BIL Ok X
THIEERFTT A2 L, B NMEALHF~OBITIEIRIATH 5,
9.7 INR

123 AR 2 )15 & U7 BRARERBR 1T IEHE L Ty,
9.8 kA

BT - Tk, MRELHEEISITV, ERE ORARIREL 1
ST A L, —RIT, ABRERENK T LTV A,

1. BIRIE
WORIIGENRH oD Z ENRHDHDT, BigEeE+mcitv, B
DD BN HAIITHEE) R E AT D 2k,
1.1 EXGEIRE
M1 23y, PHI245%>— (BHEARY)
[2.3, 8.4, 9.1.63#]
11.1.2 D, DR (BEERT)
[8.6, 15.1.1, 15.1.258M]

11,2 ZOMDOEIRIE

5%L4 1%~ 5%ATili 1%Aid] BHEEARB]
JHATER (| 98 (85.6%) 7, AiE Z OPEIE, BUE. N
SFHERAT) I (10. 3%) ¥, &7 ML, 0
HLHE
TR R G (59. 4%) FEIPED F U, B | SRR, ST
MR RWRE, AR | R
L, SR R
Mk Fol (14.8%) * AR D, RAKEGE AR
WP g RZUE U NN
e
i EER | WA (39.1%) 7. DU, A5 R
BRI (25.3%) ¢
H ST, J695 BT, | AL
RS
k(e U s
SIER WEUE (BB, &
5 PRI KLBE, 3
BRI, MR
JiE, i im AR )
Zoft S5 (66.0%) ), M | R PEEE, T E, A
7& (36.0%) ', FeB 7T YHRE
(16.8%) e MR

a) HEARRBRIZIH VW CHET AREIC L 0 IUE L RIS O BEI S

) EWNAOERRRER (= 7 1 ik (BJEK) DC459100175k K UC459100558 8k, = X
4 RTURGTE GEIFEK /A X 7 1 2 BRBA. 1) 004591031588k, I DN AHI D C45910447345k)
TN L7 A R B 1 2 FROBBEGE TN TAEM L, &1 CHE L CREO
RBOONEFEGIION T LY BOEREAOMETRHE L,

14 BREDZE
141 ZHREZFDIE
14.1.1 EAE
(1) W (2~8C) IR TRRMT 5 Z &,
(2) fREROBNL, BRI X 28T 2 R/ANRICINA S 2 &, B A
TR OISR G T2 B2 K D12 T2 L,

14.1.2 EZOREER

() fEZIEHAEET. AOWMNICERTZ L,

(2) " (2~8C) TRHT 5561, 2~8CTIOMEMMRAFT 5 Z
LINTED,

(3) =L TR T AL, fREEBHEAD D24 LAN  (—E#H &I L
oMM EET) IERTHZ L,

(4) —JERH 2R L7=121%, 2~30°C TIRIE L, 128 LIPS 5 2
L,

(5) —EESIEMILi=th, 120MILANICHE ] L7edr o 7oiRITFEIET 5 2
L,

14.1.3 AR A

(1) RENIRAFE A G E Tz, BB STz > TIHEE R ERA L
WEIEETHZ &,

(2) AEOH—RIEITRDEETP-L Y LEFEEMT5ZL, VIR
iz b,

(3) IRAT HHIOITAAOMRI T2 ET 2 L BB D, IR
FOFROONDHEAITIE, FHLRN &,

(4) RHEIDOLSA T AZIT6[E Ry (1E0.3mL) 2 HF 5, 7 v KA
U 2 — DO IR R SOZER R & U7z 68153 & B
DT ENTE D, BEHERN 7R R $ R ORI SE 2 Ui é . 6l
HOBMES AR TE RN LD 5, 1[0, 3nLZ R TE /i
a BRRITEETS L,

14.2 EXHEERFOIE

14.2.1 AAIIRTU (Ready To Use) BAFITH D Z &ind, FHRETIC
T2 2 L, RIBICHE L7o/3 A 7oL SRR, 3mLA B | ks
FTROECN N EEAETHRT A2 L, BEPEDOONIGAE

IIEA LRV &y
14.2.2 0%, ZAMHICHANERET 5 Z &, BIRN, KN, B T~D
B TRV &,

14.2.3 4Rk - #RFEA~ORBERET 72O TREDOMITEET 22 &,
(1) SHRITHANEREICE 2R ST, MR MEH 5 VT EIcBEL
RNE D BWERE IO L CHED R ERET D2 L,

(2) PhEETERLZRET 2 2 &

@) EHErERIA L7 & & WIROHF ARMIE DT b hE
FELICE R E, a2 THERT S Z L,

15. ZOth0EE

15.1 ERERERAICE D < 1E#R

15.1.1 MMV T, ar U LAERHT Y P URNAT 7 F
(SARS-CoV-2) I D%, DR AHE ST\ 5, HEseE
B W T SIUIER O  ITEAEBMTH » Hlzom B #%
BHLUNICEE L TWD, £, KEHOEHT, ABLZ L 2%
BAPRIC X 0 ks iz LT 5D, [8.6, 11.1. 28R

15.1.2 BEREBAAATE OENEISUS S VS IZ B B 0%, DIEgED
W b ENOERERT — & N—2 AW TEE Lz —REM
DOHHER SN DO, DIRFROREBR L 2l Lz & 24, #E
E L LCa T ¢ ik GRIEEE) 2[EHREms o4 1k CHEE N
BN EAVERENTZY, [8.6, 11.1. 25 R]

15.1.3 MR\ T, G FRIEA & OBLEMEIIRACTH B0, KEF
BAIEANED & B PHERE I TBNT, an oA LR EMT Y Vv
RNAD 27 F o (SARS—CoV-2) HEflf& (T, Bz &St AEL a0 oo e
IR (RRICHEmAER) @& S Tnd,

17. BRERHLHE
171 BHURVREEICEY R

#1711 BHVE T/ MHEEER (C4591044585%)

2T T GEIEKE) 30pg% SEBEfEys 4 T, 3l B #2055~
125 Akl L72 125 L LD &2 XFRIT, AFI30ugZ 1aIHAE (48] H
BERR) U7 & & ORERIE R O e E e+ 5 Z L2 BE LT,
12~ 1T DR 1L IE B RRIEXT IRGERER,  18~555% M UB57% 8 OO 47 iy
JE VLA 2 R S AR TR ] bR & L CoRM L7z,



AFRERIZ$51F 2 SARS-CoV-2 /YL IR 78 72\ V18 ~555% D BN 32451 Jo Y
S5 DB INH 406 Z %G AR KB 1 5 A OSARS-CoV-21fLiFE H
FOPUIAAT 2 3P0 L 7245 55, 3100 & B 0 AFIBEIC BT D 18~55m% L Y

#3 A IF T A RIUME (BA. 1) #ERED = I 77 o ik GREIEKE) #2
FEIELZ 6T 5 SARS-CoV-24 3 7 11 W RKBA. LifiL 3% tPo R4t (50%tH
FOPUIAAT) A b

S5 DB INE OBEREE 1 H A BFFOBA. 4-5 L OB IRKRIZ 9 5 1L i =S ARTUMGEE (BA. 1) BERRRE | = 37 o e GRRURKK) Hekipt o
PR %, BERERTIC LN T A LY, ‘ ‘ ot [miosHH | ‘ T -
W E B [ HE B X7 Xp] Y
#1 18~55i% & UB5#HE D B D SARS-CoV-2 i HAIHL AT (50%H (AL 1) (EeAg1 2 A)
Ry, 711.0 455.8 1.56
FIFLRAI) DRI 178 [588.3, 859.2] 163 [365.9, 567.6] (117, 2.08]
AFI30ug GVR © BT THI e, GMT : #5fo] PR B Al
18~557% 557 a) PUARMEASER TR (LLOQ) AliD LA MEHTIZIR0. 5 X LLOQODEA IV BTz
we | me | we o e o b) MEBUEILHE  GUR (= X7 (RIUTGYE (BA. 1) /= 357 W57 GRUHR) Dmifioss(s
REEE | M | pI | CEMOSMIREM Y | s | (FosKEmEE] 0 BRI TR L
BA.4-5 | HEREAT | 32 o ?“;1 . 40 - 776'1005 - 4 2 IFT ARIUME (BA. 1) BEFERED =2 I 77 ¢ ik (RERAR) #2
pr— Lozo.6 o5 1 FEAFIZ K3 D SARS-CoV-24" 2 7 1 L BRBA. Ll i hFHLAIS S RO
32 : 10 : e
1 )1 [702.6, 1508.9] [1089.6, 2553.7] 7=
455.3 881.9 2 27 RIUMGHE (BA. 1) $ERIRE | = 27 « vk GEERE) Befliit
I —
PIPEBIE 2 rgp e | | oo, 1202.7) o (B o (B 0
e 6431.7 8386. 3 - [%]) . [%]) LFTRI95% 34
1 A 32 [4542.9, 9106.0] 40 [6235.4, 11279. 2] WEGVE | oswt gt i) TEBE | o osiz st ) B
OMT : 26 R B i (Hefdteln A) (Bfdte1n A)
a) PUARMEASER TR (LLOQ) AWiD LA MEHTIZIR0. 5 X LLOQODEA IV b7z 169 121 (71.6) 49 85 (57.0) 14.6
[64.2, 78.3] [48.7, 65.1] [4.0, 24.9]

316651 (12~175% : 10761, 18~555% : 10351, 55m%HR : 10661) % x%f
GUIAR AR DM 2 TN Ui, RS ERE%T A, A8
2KV RIS OFBURIZ M L. F2FIISORBURML (F44
K OGrade 3LLE) 132D L0 TH o7, FEFHEBAARE T8
HH~FH (Pfl) (RBLL. FeMiTI~28 (hRfE) Th
olz, ZOMOEGWEOELIIHERE R (Pifil) B, Fife
HRZI~2H (FR{E) THo7=?,

K2 ERRIFISOFEBURB

FBIE GEBEIS %)
12~177% 18~557% 55n%H
AH EN AH
AR | i | R |Grade 3| FHfi | FFH  |Grade 3| FPMfi | FH [Grade 3
| B | Atk | BLEY (B | e [ BEY |BiY| edk | e
TESHERAL 75 1 81 0 59 0
e | P oy | 0w | P @] o) [P e | (o)
W5 4 | 107 7 0 102 o 2 105 4 !
67.3) | (=) (62.7) | (2.0) (39.0) | (1.0)
o 54 0 45 0 31 0
o * 17 (50.5) | (=) 102 (44.1) | (=) 105 (29.5) | (=)
v | 4 107 28 0 102 32 0 105 21 0
(26.2) | (=) 31.4) | (=) (20.0) | (=)
. 25 0 15 0 13 0
g
BE A sy | (o) | aan | o | ] aze | &
Bfm | 4 107 13 0 102 17 0 105 12 0
(12.1) | (=) (16.7) | (=) (11.4) | (=)
10 1 5 0 8 0
)
BicEad 4 | 107 ©3 | 0.9 102 we | () 105 @6 | (o

a) TETAFEIC &0 AR L7 ik
b) EAEEEAS [ (AEEBZYIT2)) ke LTRE S FER
c) 38.0CLLL, 38.9CAMALLAIC, EIEENEE (Grade 3) LLEE L7z

17.1.2 BHVEMEEAER (C4591031588%) Y JRERE (3% : 03+ 7F
< RTUSE (EIE¥E A =V B ¥EBA 1))

ARBEBINDOE5~12% HRNC 2 25T ¢ FiE30ugD3mIBFEE 3% 1) 7=
55k A 2 D BIME & RRIC, 2 T T 4 RIUFHTE (Rikk /42 7
o U RRBA. 1) (BAF. = 2 95 ¢ RTUASE (BA. 1)) 30ug % 1[E]#547# (SARS—
CoV-2U 7 Fr L LCAm BEEE) L& & 0RO L ez
B2 L2 HME LT, BIEALERE E LT,

2257 (RTUFTE (BA. 1) BEFEREDSARS-CoV-2/RK YL A 72\ V1781
KONz T o FHTE (GRIRER) BEfE D SARS-CoV-2 R YL e A3 721 1163
% RF1T BERER% L o A DSARS-CoV-24 I 7 1 W AKBA. 1% P AT
IR S OPURIG B S 2 510 L7 R, RIKOFRAD EB Y 2 IS T
< RTUMGTE (BA. 1) HERERED = I T ¢ ik GEIERE) SRR %
LR OIELERENE RS,

a) PR AR—A T A i (R—=A T A EAER TR (LLOQ) Al AIFLLOQME) 525
MELL B ER LIRS NE B

b) LM~ —V v BURIREROE (2377 (RIUFE BA. 1) — 2377 ¢k (IR
BR)) i I95% 15 4 X T FR>-5%

30501 & %52 = I 7 A RTUFGTE (BA. 1) $ERERR O % A 31 L
7oo TRERIREEFEILT A, BT H EEIC X 0 RISUG OFTIRIL & §F4f L
Too ERBISOSORBURGL (FLEAKK OGrade 3LLE) 135D &
BY ThHotz, AT S A (hfi) 2B, Fifi
HWIEZ2 A (FRfl) ThoTo, TOMOEEEOELRIIHEMEA (F
JoE) ICRBL L. HEREIRITI~2H (hRE) Thor?,

#b ERRIFISOFEBURD

B GEBRES (%)
= IFT A RTUMGE (BA. 1) HEFLRE

ﬁ ;gfﬂ Pk G;"iﬁ?

TS 1 301 175 (58.1) 1 (0.3)
& 1 301 148 (49.2) 5 (1.7)
st 1 301 101 (33.6) 1 (0.3)

5 P9 1 301 67 (22.3) 0 (—)
iz 1 301 39 (13.0) 0 (—)
ESIEiE 1 301 34 (11.3) 0 (—)
FEEA 1 301 15 (5.0) 4 (1.3)

a) SARS-CoV-2U 7 F 1 & L CAln] B #fE

b) T HEEIZ X0 L 7Bk

o) FEERENS TEE (AHEBZHT5)) U e LTl S Hig

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

17.1.3 @5 ¥E 1 /0 - MHEHER (C456910015K88) S I~ MAR/S— k
(B%F: A+ T4E (BRK)
SARS—CoV-2T 7 F L REFED 125 UL L ORI BINFE 25 R, =
2T 4 GEIFERR) 30ugA19~23 H MR C2EHEME L 72 & 2 0
PPER VLB E R 5 2 LA BE LT, 77 B RS REES
(b faak LRI 2 S0 L7z, S DI, AR T= I -7 ¢ ik (&
JEAR) 30pg % 2 BEAR B 2 D 18~B5FE DB IZ = 2 T 7 1 ik (2
JRER) 30pgZ LMIBERE L7 & & ORERME K O b RET Lz,



(1) 16l LDSmME

3652301 (= X7 4 ik GEEJSER) BERERE : 18198%5], 77 &R$E
FERE: 1832561)) X, 12 H O EEABMEFEMEE Td 5 [SARS-
CoV-2/ YL I3 72\ BN T o 2la] B #2FE 14 7 H LABE D SARS-CoV-212
K DGR3t T D 3 T« e GRIEER) ofi (V7T
FEEL (VE1) 1) 23 L7, 4013761 (=2 I FF ¢ i GEEIFkR)
BEFRAE © 1996561, 77 wARBERRRE : 2017201) A XfRIC, 22HDE
BAAMEFEEE T 5 [SARS-CoV-20k Yu i D A7 48 & [ 20 VB
FCo20n B R T H LA DSARS-CoV-21C & 2 EYME IS4 % = 2
FT 4 R GEIEEE) oFME (VE2) | Z3FM Uiz, bt FidsE
6D LFH TH-TY,

726 SARS-CoV-21Z K 2 JEYEIZ %3~ 5 A 2hiE
mist | SV | oot
3P - [95%{5 AIXR] (%)
| X7 A GRURER) BeRlibE | 18198 8
VEL* 95.0 [90.3, 97.6]
7T AR 18325 162
| = IT A GRIRER) BeRlRE | 19965 9
VE2* 94.6 [89.9, 97.3]
7T AR R 20172 169

a) VEL R ONVE20 2[5 B BERR % OB BRYIR (Fhufif) (X2 2Nn567H L55H Th o7z, £z, VEI

J OVE2DFEMT I X BEREEIFR 19~42 B M OB 3 & F 4L, £ OWFRIIVEL L VE2 TZERZE i
19~23 H OB IN# 1396, 5% (35248(4) & 96. 3% (386654]) | 24~42 A [ D Z N 113, 5% (1275
B) £3.7% (14726) T o7

162 Lh F0D43448%1 (= X7 4 ik GREISER) HERERE : 2172001,
77w ARBERRRE : 217280) ZXIGUT 2 T o i (EJRER) BERE
BOREMEFMM L, OB RN 861% : 1mH 3‘%@?&
8183fil, 2[5 HEEFEZT507H) TIRBRIEBAEZTHM, B HESl

Y BSOS OFEBURILZ 350 L7, E22BIUS O TR ($%ﬂ‘:ﬁ§
FeUGrade 3LAL) 1ZRTD LY Tho7=", HHFUBALILR LM
WA (PefiE) (RBLL, FREHIEIE2E (hRfE) Thotz, £D
DB VEDOFGUIHEFEE A (P IfiE) [ZHEL L FrpeifliZ1 A (h
RfE) THo72Y,

748 SARS-CoV-21Z & 5 JEYLE (2 %4~ 5 A 2hiE

mme | SOUNE L oo s s

Bk R [95%EHAX ] (%)
?if?4%?i GEZJRRER) 1005 0

VEL | TEERE 100.0 [75.3, 100.0]
7T AR 978 16
a7 i (RPRE) 1119 0

VEg® | BEFEIE 100.0 [78.1, 100.0]
75 & R 1110 18

a) VELROVE20>2[m] FH Heffifk OBBRMIR (PR XV be2A Tho7e, Eio, VEIRT

VE2 ORI 13 RRRTRA19~38 H B D BN B E £, £ DOWNFUIVEL L VE2 TZERZH19
~23 A DB INFE1395. 9% (190241) & 95. 8% (213641) , 24~38 H D BN 134. 1% (8161)
L4.2% (93f) Tholo

20 DAEMHEE D D HEAE L 1Tl U 72 SARS—-CoV-2 & e B 3 72\ » 360 4l
(12~ 155 HE : 19061, 16~25m%HF : 17061) Z5fGc, BlRSaEF M
FHBEE & LCa 7 ¢ fivE GEIRER) 2[5 B #efE% 15 A OSARS-
CoV—-21fL.if R FIHLIARAN 2 FF-AM L 725 R, RKID LIV 12~165% 8 D16
~ 25K D ISR IR S N,

9 12~ 15mEHED 16~255% B 12 %19~ 5 SARS-CoV-21fiL i RN LA (50%

HRIGLAAR) O RMT-H L

12~ 1575 ¥ 16~ 2575 fif
GMR [ {95%(5
e | GMT (FIOSHARINCIN) © | WE | QT REOOSHTRER] ¥ | repsy v
it | CEBEmEI ) | | QR AEmEL )
190 1239.5 170 705. 1 1.76
[1095.5, 1402.5] [621.4, 800.2] [1.47, 2.10]

T EREIEOFEBLRIL

GMR @ ST P LE, GMT « S FEIHLIAR A
a) Bl E
b) LM~ — 2t GMR (12~157%,/16~254%) i (l195% (5 X [ TIR>0. 67

BFR (LLOQ) ARiDHa . MATIZIZ0. 5 X LLOQOAEN WV b7z

12~15m% 0226061 (= X7 ¢ fhdk (RCikR) Befift « 1131451, 7
?tf&@ﬁ% : 112961) & %tgeic i“ﬁ?/{ﬁj’?‘b‘{ (GELIRRR) HEfdfs
EPEE G U7z, IR T A M, BT BEIC LV RIS D
%éfﬁbrﬁ%aﬂﬁ L7z, ERFEIBIEDFEBURG, (T2 K OGrade 3
PLE) IZR100D L 50 Th otz TSR TR B (P JefE)
WCHBLL, Friiize (hivE) chole, TomoLHEOHE

FHGL (FREE (%) L032~38 (PRfl) (CRBLL. FrseiEixl~28 (hRE) Th
A IFT 4 fiRE GRIK) BEfRRE 7 7 AR 79,
mae | o | P2 | TR BR | waen | G £10 ERBEIEORIIR
g |1 4093 | 3186 (77.8) | 28 (0.7) 4090 | 488 (11.9) 2 (0.0) FEHGER EHEE [6])

PFER | 2 3758 | 2730 (72.6) | 33 (0.9) 3749 | 372 (9.9) 0 (—) ST T 4 i (RIEE) SRR 77 R
! 1 4093 | 1700 (41.5) | 35 (0.9) 4090 | 1172 (28.7) | 14 (0.3) AR | R Grade 3 | #Ffli N Grade 3
s 2 3758 | 2086 (55.5) | 143 (3.8) | 3749 | 756 (20.2) |16 (0.4) RESRES . anl b i el
. 1 4093 | 1413 (34.5) | 25 (0.6) 4090 | 1100 (26.9) |22 (0.5) %‘ﬁgﬁ ! 127 | 971 (86.2) | 11 (1.0) 127 | 263 233 |0 0.0
i 2 3758 | 1732 (46.1) | 76 (2.0) 3749 | 735 (19.6) |19 (0.5) i 2 1097 _| 866 (78.9) 7.9 1078 | 193 (17.9) | 0 (0.0)
‘ . 1003 | 738 (18.0) | 14 (0.9) 1090 | 398 9.7) 5 0.1 s 1 1127 | 677 (60.1) 5 (1.3) 1127 | 457 (40.6) | 8 (0.7)
v 2 3758 | 1260 (33.5) | 63 (1.7) 3749 | 260 (6.9) 4 (0.1) 2 1097_| 726 (66.2) AL 1078 | 264 245 |4 ©0.4)
o ! 1095 | 431 (10.6) 9 ©0.2) 1090 | 203 (5.0) 3 0D s 1 1127 | 623 (55.3) 1 (1.0) 1127 | 396 (35.1) | 9 (0.8)
B ) 3758|1114 29.6) | 62 (L6) 319 | 125 (.3) ) 2 1097 | 708 (64.5) 2 (2.0) 1078 | 263 (24.4) | 1 (0.1)
" 1 4093 | 406 (9.9) 7(0.2) 4090 | 247 (6.0) 1 (0.0) mpYE ! 127 | 212 @D | 2 0.9 127 |18 (8.1 |00
PR 2 3758 | 772 (20.5) | 27 (0.7) 3749 | 170 (4.5) 5 (0.1) 2 1097_| 355 (32.4) 8 (0.5) 1078 | 9 83 2 0.2
. 2095 | 111 @) s ©0.2) 1000 — 7 0.2 e 1 1127 | 311 (27.6) 5 (0.4) 1127 | 109 (9.7) 2 (0.2)
B ) 15 |52 15.6) | 32 ©0.9) P 1 0.0 3 0.0 - 2 1097 | 455 (41.5) | 20 (1.8) | 1078 | 73 (6.8) 0 (0.0)
@ ET DR LY T LBl i 1 1127 | 109 (9.7) 1 (0.1 1127 77 (6.8) 0 (0.0)
b) HIERE [ (BEEBIEZYIT ) ke LTl shizfig 2 1097 | 173 (15.8) 4 (0.4) 1078 51 (4.7) 0 (0.0)
©) 38.0CLLE, 38.9CEMATBAIT, HEENHE (Grade 3) Dl L B} 1 1127 | 114 (10.1) 1oy | 127 | 12 Ly 2 (0.2)
(2) 12~15EDEME e 2 1097 | 215 (19.6) 5 (2.3) 1078 7 (0.6) 1 (0.1)

12~15 D SMFITE
T 4 e GEIRR) BERERE
KFE21T TSARS-CoV-2J@YLlE 23 72 W B AN T op2la] A #4147 H DA% D
IxT BT 4 i GRIEKR) OF%)
T GEIR

SARS—-CoV-21Z & % JEYLiE |
M (U7 F a8 (VED] %, 222961 (=
BE) BERERE : 111961, 77 & AHRERE - 1110651]) & %I4T [SARS-CoV-
2IEYLIE DA % R 7e W 2INaE T o208 BB T B LA O SARS-

CoV-21T & DIBRYLEITK T2 = 7 « Filk GRIEER) oA 20k

1005431,

ZFHE L7z, MRITRERIIRSD LB ThoTz,

D A2 BN TR L7z, 19831 (=23
77 e AR 97861) &

(VE2) |

a) TETAFEIC &0 AR L7 ik
b) EEREA [ (BEEBIEZYIT ) ke LTl shizfig
c) 38.0CLLL, 38.9CAMATLAIC, EIEENEE (Grade 3) LLEE L7z

(3) 74 0—7 v JHEF (12RUEDSMNE. 2021E38138F—4AH
v k4 7)
4209441 (= X7 4 ik GEEJSEER) BERERE : 20998%], 77 &R
FEAE : 21096M1) M OM448661 (= X F7 ¢ fhiE (REIRAR) BEFERE
22166f1, 77 B AREEEEE « 2232005) A RRICENENVELL VE2
DT v —T v T EAT o7z, ENTRERIIER LD B THhoTe

6)
o



F211 SARS-CoV-21Z &L A EYEIZK T~ D0 (20214E3H 13T — 4
By NET)

mig | U oo
B I [95%F X E] (%)
aIFT 4 W (R
R 20998 77
VELY | BERERE 91.3 [89.0, 93.2]
7T R BE R 21096 850
aIFT 4 WE GRIE)
R 22166 81
VEg® | HERERE 91.1 [88.8, 93.0]
7T R 22320 873

a) VELR ONVE20>2[A] H HEffif% BRI (1 9ufif) 13V b 118A Th -7z, £z, VELRT
VE2 ORI 1 3B RERTRA19~42 H Bl O 2N B E £, £ ONFUIVEL L VE2 TZERZ 19
~23 H OB NFE1396. 2% (40515(5]) & 96. 1% (42739%1)) | 24~42 H MO BINFE 133, 8% (1579
i) £3.9% (174741) Th-7-"

(4) BMAEE (ASFT14/E GEEK 3EEHER)

AR T2 I F7 o ik GREIR) 30ng % 2[R RG22 D 18~557% D
ZIMFE306BIIC, 206 HEEHED H5~TH AtIZ a2 -7 o ik (IR
) 30pg# L[AIBERE L7z & & OREME &K O iM% Rat L7z,
SARS-CoV-2EYLIEM 2221061 & %522, = X7 o ik GREJRER)
3Mm] B #ERE 4 1 5 H O SARS-CoV-21f3% FPRIPT Al 2 3FAM L 7=/, &
120 L 30 = 57 ¢ v GEWER) 208 B #6415 H (DSARS-CoV-
213 HFIHUAMMIC R 3 B IEB TN R STz,

12 3[R BEERE 1 » H 2[R B 9ERE#% 1 A 1259 % SARS-CoV-21fiL{E
R (50%FRFIPLIAAE) D%k

I ONT [Wi{RI9s%{Z AR RT] GMR [ {197, 5%(=
TUTE B % — ” b
S EHERR G 1 ] 2l H Bl 1 A bfl]
210 2476.4 [2210. 1, 2774.9] 753.7 [658.2, 863.1] 3.29 [2.76, 3.91]

GMR : S§fa R b, GMT : 8{ar B (A At

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

b) FEHPEDORINIEYE : GMR (3[m AR L H /2 A EeREf L n H) OmiI97. S%EHEXMH T
[£>0. 67 B UGMRAHE & f>0. 8

18~55ik DB 30641 % BRI 2 7 ¢ i GRIFE) 3EH B
itk OZ M AN U, TRBRBEREZTA M, B AFIC L Al
I DOFEBUR I PR L 72, ERBIIG OB (FREELD
Grade 3LLL) IZFRIBO LBV Thote, THHERAAIRIIHERY A
(Foefl) (CHBLL, Hiia2e (FRE) Thovz, ZoMo
U L REHE R BR 2O ELIIEEBH (PR E) ICREL, F
B ~20 (hfl) THovz, Vo SEERERS A ~4H B
B L. KERSY 35 H AR L7=7,

K13 ERRISOSOFRBURNL (2 X7 « 5k GRERE) 308l B #F61%)

FEBIE GEBEIE (%)
2 IFT 4 fiRE GRIEK) BERRRE
HERRIRI % AR5 RIS SN Grade 301 1"
TS 3 289 240 (83.0) 1 (0.3)
& 3 289 184 (63.7) 13 (4.5)
FHE 3 289 140 (48.4) 3 (1.0)
7 PR 3 289 113 (39.1) 4 (1.4)
Bis 3 289 84 (29.1) 3 (1.0)
B fivE 3 289 73 (25.3) 1 (0.3)
b 3 289 2 (8.7) 1 (0.3)
U oo SiiE” 3 306 16 (5.2) 1(0.3)

a) T HEEIC & A L7z (U v EiEE RS

b) BIEEEA THE (AWIEEIZT %)) L kE LTRE S 58

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

d) TEEE GRBRS N O OMREZ B 215 %) | LA EOSBAIS, BIEE G (Grade 3)
kel

17.1.4 ERE] T35k (C45910055888) (B&: a3+ T« FX (g
TERR))
SARS-CoV-2T 7 F L AReHfl D205 LA E85i% LA T D H AR ANEEERL A %
WG, T I FT ¢ E GREJEK) 30ug% 19~23 B IR T2l L
Jo & & O BEEROREREEZRFT2 2 L2 HIE LT,
77 e A BEERER & FEhE L7z,

15661 (=2 <77 ¢ ik GEEIRER) HEFERE - 11661, 7 & ANBAERE
400) AR BRAT S R A B L. 28] B % 1 % H (DSARS-CoV-2
MR AMIER 14D L5 TH -T2,
14 2/ B ERR 1 5 H OSARS-CoV-21ML3% FRIHT A (50% 1 Fndo )
GMFR [T {RI95%1 5 X

GMT [ {195%1F 45 X

e m o I
e S oz (2l B BEflite 10 A /1
(2[a] A /%1% A) 5] B2 R )
23T | R 116 | 524.5 [459.7, 598.4] 51.5 [45.2, 58.7]
(e R 20~647% 94 | 570.7 [497.6, 654.5] 55.8 [48.7, 63.9]
el 65~857% 22 | 365.6 [254.6, 525.0] 36.6 [25.5, 52.5]

7R R | 40 10.6 [9.8, 11.4]
GMFR = (P24 ERATR GMT - S I HL IR
a) PUAAEASE & TR (LLOQ) AR HE . MEHTIZIF0. 5 X LLOQO AV STz

1.1 1.0, 1.1]

16061 (= X7 « Wik GEIREK) BERERE - 11961, 77 & R -
AP ZXRBUTITT o GEIERK) B O M2 Rl L
oo ISR T A I T AREIC & 0 BISOGASIER Shu, T2
BORDFBURDL (FRA2K K OGrade 3LL L) (ZRIEOLEBD Tho
Too ESHBAEIRITHEMY B HEE (hRff) ORICHEBLL, FF
FAMIZ2 A (FRAE) T o7z, TOMOEHPEOFRIIHEME A
(RgLfE) ICRBML, FWifTIE (FRfr) Tho7Y,

15 FRRIBUE DFEBLIRDL

BB GEEES (%))
AT o i G HERiRE 75 R R
EE Hghk Grade 34 1 HLE42K | Grade 304 1Y
1 103 (86.6) 2 (1.7) 1(2.4) 0 (=)
TN

2 92 (79.3) 2 (1.7) 0 () 0 (=)
1 48 (40.3) 1 (0.8) 4 (9.8) 0 (=)

55
2 70 (60. 3) 4 (3.4) 1(2.4) 0 (=)
) 1 39 (32.8) 1 (0.8) 6 (14.6) 0 (—)

i
2 51 (44.0) 2 (1.7) 5 (12.2) 0 (=)
1 17 (14.3) 0 (=) 1(2.4) 0 (=)

5 PO
2 19 (16.4) 0 (—) 0 (—) 0 (—)
1 30 (25.2) 1 (0.8) 2 (4.9) 0 (=)

e
2 53 (45.7) 2 (1.7) 1(2.4) 0 (=)
1 17 (14.3) 1 (0.8) 2 (4.9) 0 (=)

[Eliitrd
2 29 (25.0) 1 (0.9) 0 () 0 (=)
1 17 (14.3) 0 (=) 0 () 0 (=)

R
2 38 (32.8) 1 (0.9) 0 (—) 0 (=)

a) WD [HE (BEWDZLTS)] U EE LCHES - fig

b) 37.5CLA Lk, 38.9°CEZMA A, EEENEE (Grade 3) LLEL L7

18, EphEEmE

18.1 {EFA%RF
AFNEG SNDHERMT Y P A vy Y% —RNA (mRNA) (ZEE S
JRITICEASNTEY . UL 0 HERNE T H 2 mRNAD 5 A
JAIZHR Y A F L, mRNAIZ 22— R ZFUAHSARS-CoV-200 A 81 77 & 2 /%
7 BN WMECHBLT D, ARABFRIZ LD RS 7 Z o ISR
T2 RFIHUARPE AL S O M S IS B R FHE &4 D 2 LT, SARS-
CoV-2lZ LD IMED T H 5T 5 B2 b T D,

18.2 EEKITX T 5 P EERE
~ U AUl GEEWREE) 8451421 A R C2lE# 5L, £D1n A4S
Ul GEEJR) 85, 2ffi GREJR, A< 7 = UBKBA. 1) BRI %2
GELRRE, A X 7 = U BKBA. 4-5) BRI A LRI L7z, 3EIH &5 5
L Hts O T N ORETHRNRR, 7 V2 KO X 7 v B (BA. 1,
BA. 2, BA. 2. 12. 1} U'BA. 4/5) 12519 2 AIGUAREADSTED B i, F
7 | UBRBA. 4/51CxE 2 hFIBURAGIL, Ul GEEJERK) BEFAIRE K O
2l GEEWEE, A X 7 = UBRBA. 1) BFIFEL © b2fli GEBRE A 2
7 v L BRBA. 4-5) BIAIECEEE R LY,

21, EEBEH
211 BV 27 FHEE A RED L, #@EICERT L&,



21.2 B ACTOREMNRENTND Z Linh, BiERGE% ., BITERITE
WEOAKN DRV T 27— %, SO LOEDEHEICTE
D RIWNTNET D & &I, MAATBIE N E R BRI S
R L. ARIOBEMICKERELZ#E D Z &, £ OB,
75 Fefti ™ DAEREGREEIC LV /SR RIZ OV T H @I Kk
THZ L,

21.3 BIAEE AN CIEME P S ET I P oD R PR BUER D A 235 AT R
W, RN AR 2 ST ATBE N [ E h R R PR I
FEHT 2 & L BT, AHOHDIER VL EMITR L B OfE#e
EFRIEFE R OPHEREE DA G AT REL 225 & 5 LB HiE 2
LD T &, Eio, EHDMT O AR OEEKL VL EMEILR D RO
RIFIZONT, WENH T2 &

21.4 KFOHERIZEE L, AHOADER VL EEIZ OV TSR D
HRNEMIND Z L 2B E 2. & 52 UOBBRRE ULMFHEIC
B OAIER OVZ M 2 ERAHEE b - TR S, F
PEECTKHICLDFAELZBCALEREND LS, EMICHLT
EYNZHHAT S L,

22. A%
10ORL TN (Fr—F%v )
1954 T )L (FLb—F v v )

k23, FEXREK

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. DMMEEREEEE - AR EFRSEESBRERLE
AR Z A RMES (AR &k

3) AR : MRS I MAHEER (C459104438%) tHBIE K}

4)  FEPNEE RSN S IIFAEER (C45910313K5R) HBh &

5) ARl MSME T I IIAHERER (C4591001588%) (20214E2H
14H7&F8 CTD2.5.1.2, 2.5.4.3, 2.5.5.5, 2.5.5.7, 2.7.6.3)

6) FEPNEERL SN 11 MFEEER (C45910015K06%) #HBhE A

7)) AENEEL WA T T MAHERER (C4591001588%) (20214F11
AILAARE CID2.5.1.2, 2.5.4.2, 2.5.5.2, 2.7.6.1)

8) thPNEEL : EWNEE I/ IMAHER (C45910053K8k) HHBhE& £

9) HWNEE < U AGERIERER HIE R

24, XEERERUVEWEDE L

7 7 A4 VA St

T151-8589  HUAUHRBEA KA 4 AR3-22-7

Filanr o s FUoEALA YL 0120-146-744
FAX 03-3379-3053

25. RIRHGHT LDTE
ARANERBAE T O GR & 72 B 70y CGRAMEHERIGED o

26. REHRGTEESE
26.1 EER5ET
7 7 A4 VA St
WO XA 2 AR3-22-7
26.2 HffiiRiE
SIONT=CH




