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DA IV ARBRREDREB S KUNA RS A VICBIFBEEITREBRERE—HIDAETERICOVT
T L ET A RBRIBBERESNBERIEHIEEBATUR, UIeh > T ERERFIRICEESZ
SOHBEIOF VAV ABRPENRSESN VLTI RER T ARICKD DI F VEEKRERERZ
RET 2 TDEBRIIHIEE Ao

DIOF VEEREEEDERKEFEELT . Th29 4/ TOREREBICEER T S FEIRKIBEZHFHET S
SUBREDFER. BROPILESZFEAEREBVTAENFCEBHRZNULTOAIVRAZYIOT7—Y
RNERWIAG Z DIEREV TRBERPREDEELENMBESNTNETY,
RORXZRAWVSARS-COVBLUMERS-CoVIIF Y DIERIKRAR YD  BS5TICAvhY S yh%E
FAWERSDAIWRDIF Y DIERARARO [CHNT. DI F VERBICHIKERDIBRNRESINTNS
CENSERNICHEIOF OAIVADIF ViEEE  FERME IO U1 LA ICRES N Bz
BICHBVTIRBRDEE, T RSERBRDIERZFREL. BEL I 2URENHDIEEISNTNET,

= BRRICBENWT. FEREICLD DI F VEERRIBEOFER YR TICOVTIFBHETIERWL ).
NI ETDERIEEFITOCTVF AN RERTTER D DT F VEEREIEROFEIRINRICH U T,
EAREONEEZREILE T,

1 EEENEOND T REBINTVRVIRY
%2 FREBIERE . RPEFHD I F UVERICKUBSNIETEEC K, LI ORRAX IR LLICELDIRENBERINDIRREER
SNTVFRIN RERTRAEREFOBRBFICEE>TLFE A,

1) #AR&ER: Monthly Safety Report 03, date of this report: 15 Apr 2021
2) Munoz FM et al. Vaccine. 2021; 39(22): 3053-66.

3) Graham BS. Science. 2020; 368(6494): 945-6.

4) Bolles M et al. J Virol. 2011; 85(23): 12201-15.

5) Agrawal AS et al. Hum Vaccin Immunother. 2016; 12 (9): 2351-6.
6) Openshaw PJM et al. Vaccine. 2001 (Suppl 1); 20: S27-S31.
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SARS-CoV-2IC& B BRED T
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#GBESIRERREBRICH ULV T .SARS-CoV-2 GrEIO0F U4 )L RA) I[CKDEFEICH I 2B G PREIBFIFS LU EBMHBIFIFT. 7N
FNI45%BKV94.1%T U, 128, FRIBIIEH KO T EMAFIE D20 BEE% 0OBHEAR (hRE) (7. ZNZFN498H L0648
TUfco FREIDFRNRDOFFEREFHON>TVE AL BN EIEERRRFIBEDHRGED THY. SIEHIEIUR LR HED
BEDI TN TVETD,

[REHLURAE]

ME%E: | E0.5mLz20. &5, 4BE0OMRZS LT HRNICEET 2.
BN 1E0.25mLEHARICERET 5.

= ENlRZED | BRSE. POREOEE0.25mLTT DT, SERKREE L,
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|  LOBNIREOBEEHIT 5L,
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g | NCLBTENS. FAIELT. 10 | L ECENREELTHRA0.25mLzEBLE
g | SARS-COV-2ITHTBDIF & | MRABREERLTLEL,

RAT BB 2OEBT DL

EETBIL,
r 2

HRINDAESLUHE

ERE

4 iarg 6sR1L
B33 B33 5
——) ) E— ’
0.5mL 0.5mL NEREOF =
0.25mL
18 2@H 3@H
AL INy D RBhiE AL Ny D ABhiE AL Iy D RBhiE
(IBRRZE&:COVID-1999F Y EF IV T %) (IBBR5E&:COVID-1999F Y EF IV T %) (IBBR5E%:COVID-1999F Y EF IV T HiE)

E) NA7ILDRAND20EZBRBEFRNIFATHRVTEE L,

NS UTBIEGH SHia e TS O
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2, L EHOEERICIT JRIEFEIS DB ZRAN T,
CNFTRIELIIF DEEBCPIERZCHERIEE L

® HIERZIC OV T AHIF2EEE (1@AE:0.5mL) [CEWHBRN RS NTNBTENS. FA
EUT MDFHEIOF VAV RADIF Y ERAT BT LB 2EEREIT> TS,
FRUSEOI0F 9/ IVADIF Y OBEER I L RICEEREIRNEZLEIEN BB BEY
DENSHBIHE (. 1 EECHERBUHEIOS IV ADIF YV ERBHHEIOF VAL
D0F V0B ICEEY BT (REHR) N TEET,

¢ ENREICONTER. AFI2OEDEBN S LH6NARBLIERICCOENEE (1@
FIEB:0.25mL) Z{T3T &N TEF T, PIBREELTROIHEIOF OV RDIF V= EE
LTz ISR E U THFI0. 25Uz EB USRI RBL TV E B A,

o AFNEMDFELIOF DA ATIFVDOEIREICEETEHT — I FHUFE Ao

% [MENHDHEE]
- BENKRENMOBICEEZZ FHFRIOST DIV ATIF U OEADTEDRAPEREICKY  HZED20BCHX
FERIOFIACIVRADIFUDEEZZITBIENHBETHIHE
- BRI EFZNRMHS, EENREN OB [CEEZZ IR0 DIV RDIF Y ER—OFHELIOFIAIVADTIF Y
Z20BICEET 2T EN R TH D EHRLIZIBS
X% [RZEEEO-ERE]
- 1EEOHERENS27BMU EOBREZS WV TC200BDiEEEEIEL T EEL,
- AR I D FRIEREZTOHGIE. RAIE LTI 3HU LDERZH I L LU D FRHEEZRRICE—DEERIREC
FTUTITORRVTLIZE L,
FFEOO0F DA IV ARBRREICFRD FRHEEDERICE I 2 EEERmITF5 = (7.0kR)
https://www.mhlw.go.jp/content/000869342.pdf)

EERLSIERERRATFIRELD &S BEEENDEEZSMILET
FEEBAZSOIHEIOT O L ABRFHIRBERAR CEFMINTLVFE Ao FTz
AAEEIC K> TTNTOWEES(CHAIOF IV RICKBBRED TN BB TES DT
TlFBUF A 5IEFE BRNGRATHMR (Y20 OB, Bk Bk BEOEE. FEL e
HIFoyhee) DREOETEEDE TBRLLLET,




4. REEIFERICONT
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1% E 1%k SEEAEA
BPREEIR GERIBBGL) | =R (92.6%) 2 EER-TE#E (16.5%)2. | Z3FERK.CAME
FEIR-HIHE(12.2%) 2 GEFRMRIG (R,
PR, 4TBES) @)
=4
RRER TR (66.4%) SRREE |
AR it
uftes =0 1B (23.6%) S5
%
fh-BRER ERPYTE (60.4%) @) EAEiTE (44.6%) 2
KRB FZ
misk U INEREE (21.9%) 29D
ZOfth EH (70.6%)2 BE(45.9%) 2 . H# | FE@EER
(15.4%)2
a) BRAREERICHOVTEFHEEICKIINELEIRIGORITIEE (RIFEE 1 0% EDBIR D H58E =50 E)
b) EER7HBURIIRHESNDEN GBS
o) SEEIEBMIE R CAIDIRE DIEIRE = [E E7
E1) E f‘(f%ﬁl:g ntc. ?J;IJEI?’EEEI%J:U HRFEHEINBMEAN HONFE U (5.4 585N E2a0R R ER (201 558) /N\— B (ENIFRZ) |
ﬁu’\n:l ~ ’\o—‘j‘
E2) [7. ZOMDERICDOWVWTIBIE (39R—Y)
ERNDERREERICHS VW TEROOSNIEIRSDDPIC(E., 1 D BEER LD 20BZELORREEN TN
HD.EEHMEBEBOANEHEINREEENEVDOD. X ZEDAIBELVERBEEN SVLHDH
FE5NFELRLY,
(XA ZAVWICERARRRICE TR MEROFFMIS. EASE1 /24858 14~ 19— /855348
BEREBR(F20~25R—I BN E2/3BHERF 26 ~29R—I B XUBNE2alR KRR /N— B
30~35R—=I&EITBRLIEEV),
[BFER/FRIRRICDWT]
BFRIRIGDIERIZ. Z< DIZE. AFIERE 1 ~2BRICHSONEF ITH. FNICERE BRLRICHS5HhNS
EBEMEOBFRG (BR. BRI RE) MRESINTUVE T, AEIBRERICCOISITEREDBAR
RISDHSONIZE THH>CH. LIBOEEIEARNICEOE T 2NEIFRL, [1.2 BEIEERADSFEL
[CEEEDESY  AFIEREDO OB ZHIML T EE L2,
UTeh' > T #iiEEE IC BB ICC O X IERZZSCRIR IS B SONIIEEF . RO DEiERI I CEAT
ZIHURADEIOIBLALIEE ), IFEEEMITIEM [RINA TN AFHFDBEZEZTDENICZDEZ
SEHEHULTVLET DT FBEEENDHBADRICT/ERLIEE L,
1) HRER: EREFTHEER
2) https://www.swissmedic.ch/swissmedic/en/home/news/coronavirus-covid-19/sicherheit-covid-19-impfstoffe-verzoegert-lokalreaktionen.html
(202178187 7= RE)
3) Blumenthal KG et al. N Engl J Med. 2021; 384(13): 1273-7.
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5. FEERKRIERICDNT

5.1 ENSE1/24HERRSHER (NCT044677660) (HIEI%E)

AEBESETEE AL (CTD 2.7.6.4) :EAE 1/ 2R B LU RERMEHIR(TAK-919-150155)

<gtEREl=>
B ® AH DR, RBEELE FSEREEEUTHET S
O # % 20 Ll D BAARRERAS % (20061)
E 5 st EAFIEE (1506)) F1z3 7S ERE (506]) [CEEBICEWAHT. ZNZN2E. 288D
E'Et “ R T TRRMICERELR,
&l
B SEEE:
S « DayS57MR/SA 79V NS RIGESTUAMEIC KW FHE U T- AR DS B S 6 T HE
‘_'C‘ T EEED (GMT) . E T ENER (GMFR) & LUK S5 (SCR)
B2
. 2EBER/OROBtSLULEHOBEEEESR
. Z21EER2SHABDZDMOEEES
<tEREE>

AENDOREFREEUTFHBLDayS7DRINA 79 VNI RHEZNBENAMN (FEFHHIER) HKU
chAl A (B REHEIRE)

1) HEEHAE
KBRTRIBEESTAMEUT.SARS-CoV-2ZNA T I VNIRHEMBE 7 v/ ICKURAIELE
MBI oGl Z R E Uz, AEIBFTIE.Day 57DCGMTIF813.05. GMFRIF1009.25 8T 4.
NR—=RASA VD SHEEIC LR U, SCRIFT00%THoTc. KU EICKY  ARI2OEFREICKVITFBIQC
MAMHFEESNBENTREI N, BETNRETH MBI gCHIAMEDDay 57DCGMT. GMFR
BKLUSCRIZ. St (65 L) BRUIEFES (20~64R) DLFTNICBVTH . FFBFTRN—X
SA VN SEEICERL. SRBELISHECRERE TH I,
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TS

Day 57 DfEE MmO
TS5tnEt s
Ry 20~64i% 65mLlE Ry 20~64i# 65mLlE
N=49 N=3¢9 N=10 N=147 N=98 N=49
AN=2 | GMT 0.67 0.67 0.66 0.81 0.78 0.86
347 | (@A95% CI) | (0.58, 0.77) | (0.57,0.79) | (0.48, 0.91) | (0.70, 0.93) | (0.66, 0.93) | (0.66, 1.12)
GMT 0.60 0.59 0.66 813.05 810.61 817.95
(M95% CI) | (0.53, 0.68) | (0.52, 0.67) | (0.48, 0.91) |(759.31,870.60) | (750.45, 875.60) | (711.35, 940.52)
Day | GMFR 0.90 0.88 1.00 1009.25 1037.79 954.51
57 | (@f95% Cl) | (0.83,0.98) | (0.79,0.98) | (0.93,1.07) | (865.11,1177.40) | (867.37, 1241.69) | (706.61,1289.37)
SCR n(%) 1(2.0) 1(2.6) 0 147(100) 98(100) 49 (100)
(m@95% Cl» | (0.1,10.9) | (0.1,13.5) | (0.0,30.8) [(97.5,100.0)(96.3,100.0) |(92.7, 100.0)

N=5T{Hi 515 . n=4 A FFEHIEL
a) PR REBRSR (LOD) RIclFEE TR (LLOQ) Kt SLOD & IFLLOQU ENEE U RBREBDEIG . K fcld . RN—2R
SAUNSABU L ERUCBBREDES
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TStNEt s
oot | 20~64im 65milE R 20~64im 65mllE
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~N=2 | GMT 79.9 79.9 79.9 79.9 79.9 79.9
547 | (@95% Cl) | (79.9,79.9) | (79.9.79.9) | (79.9.79.9) | (79.9.79.9) | (79.9.79.9) | (79.9.79.9)
GMT 79.9 79.9 79.9 1731.1 1727 .4 1738.3
(@R95% CI) | (79.9,79.9) | (79.9,79.9) | (79.9,79.9) [(1579.0,1897.8) | (1549.0, 1926.5) | (1459.9, 2069.8)
Day | GMFR 1.0 1.0 1.0 21.7 21.6 21.8
57 |(@R9S%CH| (1.0, 1.0) (1.0, 1.0) (1.0,1.0) | (19.8,23.8) | (19.4,24.1) | (18.3,25.9)
SCR n(%) 0 0 0 146(100) 97(100) 49(100)
(mM95% C2 | (0.0, 7.3) (0.0, 2.0) (0.0, 30.8) [(97.5,100.0) | (96.3, 100.0) | (92.7, 100.0)
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FEZZREUCHRBRECOSVWT. BIMEDHRERESROKE D F . FER 1 ~2BURNICHEIRL.
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1OB#E%. 208 EER78LIAICRR UL RFRIEDRERSER

1EEEEE 2EBEiEE
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N=50 N=150 N=50 N=147
= ER2 3(6.0) 124(82.7) 1(2.0) 125(85.0)
- Grade3Id k 0 2 (1.3) 0 6(4.1)
e BR2H 2(4.0) 17(11.3) 3(6.0) 15(10.2)
UVINERE | o o deaiy b 0 0 0 0
EEPY 0 3(2.0) 0 26(17.7)
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[EhR 8(8.0) 8(16.0) 10(10.2) 14(28.6)
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1EEFF20EEERDESFHDRERETERIE. REBFDOHERE DAERS (12841(85.3%) ]
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e Grade3ll L 0 1(0.7) 0 10(6.8)
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5.2 ;B9 SE3HERAREER (COVERER; NCT04470427) (IEISRE)

SREFEHMER (CTD 2.7.6.3) SBHEIMREUS LURBRIECR I )LFHER(MRNA-1273-P3015158)
Efficacy and Safety of the mRNA-1273 SARS-CoV-2 Vaccine, Baden LR et al. N Engl J Med. 2021; 384(5): 403-16.
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MEFE o o 6) HIVERIE, 58, BREEUR I D55 REREE25~50%BHANBHDELT.,
DOF OB (VE) 4. 2B EEEE | 48 LI RET 5COVID-19RED/\ P —RH
DETFETERSN. BLCoxtBINF—REF L EHNT. PSR E B U ARIDOVE
ZEmUTE,
IEEWEE’CE%UQB’-/@%M'I& (VE) 3. R— 7\74’/8%0)SARS Cov- ORANTESN. 28
EiEiE% | ABLECRELECOVID- 1 SR EF T RICTHEL . hRETIZCOVID-19REH N
956 EEAEATIE 1966, ERBUTBS S TEMEL. SARS-COV-2(C & BREICI T 5 VEESTHE L.
RATRE TRDERY,
SARS-CoV-2Ic & BRBRUEICHT BEE
A IS ek VE(%)
(SRR
FRARSIS () | COVID-19REGI(F) | BRATSIS(B) | COVID-19RER(F)
=a i)t 13,934 5 13,883 90 94.5[81.8, 98.3]
FEIR 14,134 11 14,073 185 94.1[89.3, 96.8]
COVID-19t&ERI: RT-PCRFEIZIEN D2 DLULDEEIERF I 1 DU L DFEIRESIEIRZE T DAERECOVID-19T. 288
BENS 148 LBRICHEEUT-ES
VEDEITICIFIBERR2 1 ~42BREDOWEBREH SEN. TDSE5HEEREN 25~ 35BREDEEREH PREEET Tl1E93.0% (25,861
Bl) . EEBEATIE97.7% (27,5676 TH o1z,
a) BSEEHEZELL. FEiECOVIDIEREEURT (18~64FN DEIE(LY A TIRFIRU, 18~b4mh DEREEU R TAFH Y.
65 E) ZERIRF EUERICoxttFlN Y —REFIVICKWEL., DREFETIE99.1 %EHEXE. FEHFEFTIZ5%EEXM.
20



=IRE d i

COVID-19d
FERFTOEFRT.EEDCOVID-19D30FIHEESN. IRT TS ERBETORIECTH I (TS
tREEI0HI. AFIBXOH) . AFID2EBHBEERDEEDCOVID-19RIEFHDOVEDRHEEIE
100% oz,

3F4¥Eﬁ£$%li 1@Llizﬁ%ﬁ%o)hzﬁfézb‘hﬁ"\'C@?ﬁ%ﬁ%%ﬂ%h.ﬁﬂﬁLJLO HiEE%28H
BICHRESNISBEREREBRICOVT. TSEREICSIFZTU—RI(BEE) DIFFEFEER
DFIAE (1.3%) [FAFNBOFRIIEE (1.5%) LARETH  ZREEVIFREREERB LU

BN ERSESEROAREEDEKTH o,
BiEEL28HMICERH SNIIFRERSESR (X REHERE)

2FRE 18~64i& 65mLLE
JStR#E | FHE | JSuRE| FHE | TSR | FEE
N=15,166 | N=15,185 | N=11,416 | N=11,415 | N=3,750 | N=3,770
ETOIFBERSER 3,277(21.6)| 3,632(23.9) | 2,463(21.6) | 2,674(23.4)| 814(21.7) | 958(25.4)
ERSIERERESER 89(0.6) 93(0.6) 46(0.4) 54(0.5) 43(1.1) 39(1.0)
SECICEOTIFRERESR | 3(<0.1) 2(<0.1) 1(<0.1) 1(<0.1) 2(<0.1) 1(<0.1)
PREBULIERERSSER | 1465(9.7) | 1,372(9.0) | 1,051(9.2) | 991(8.7) | 414(11.0) | 381(10.1)
2EIEEEDDIEICEST:
ETEEES 80(0.5) 50(0.3) 62(0.5) 37(0.3) 18(0.5) 13(0.3)
HERNDOENPIEICEDT:
S TEEER 2(<0.1) 2(<0.1) 0 1(<0.1) 2(<0.1) 1(<0.1)
EESIERERESER 202(1.3) | 234(1.5) | 132(1.2) 156(1.4) 70(1.9) 78(2.1)

N=FF{EBI%. n=FIRHIEL

n (%)

ANSURRERER O
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BEER28HEATRREEEDIVTFNHIDETI LU ETHOILIIERERSER(ER. FERED)

JS5tihEt AHIEE
N=15,166 N=15,185
IS ERSEROMSHL 6,0854 6,79814
IS ERESERODREHIE 3,277 (21.6) 3,632(23.9)
T E A 622(4.1) 684(4.5)
iEE 458(3.0) 466(3.1)
O FFIRES. B3R 3 & U HtRREE 583(3.8) 536(3.5)
= 1% 156(1.0) 164(1.1)
%E OB 203(1.3) 147(1.0)
5t SEEE 440(2.9) 478(3.1)
..Isg 5 162(1.1) 189(1.2)
S HERRBLURSHERE 617 (4.1) 671(4.4)
L RAE 167(1.1) 207 (1.4)
< T 181(1.2) 200(1.3)
—iR - EREEH LUIRSIBLIDIKEE 622(4.1) 1,006 (6.6)
my 336(2.2) 372(2.4)
EEIAB(IE 54(0.4) 151(1.0)
N=sHTiGI. n=FIRfE1% n (%)
1) BEEEEREMR
BEEEERE. IO LLEREDEEZZ(T . BEEEERDT —INEBONTEHEBRBETRIC
BifUlc. 2 TEEEER0D | OBEBERORIBEE (. A8 87.8%. FStzhEf 48.1% Ch ol
20BEBEE TIIARIE 92.2%. S5 tREE 42.8%THolc.
ERMEOETEEEERD | OBEERORIREEL. AFEE 84.2%. FStREE 19.8%TH o,
20BEE% TIIARIE 88.6%. S tihEE 18.8%CTHholc.
2EMOBETEEERD | OBEERORIREEL. AFEE 54.9%. FStREE 42.2%THol.
20BEBE TIIARIE 79.4%. SR E 36.5%CTHolc.
BIER7EMICED SN EEEE R (AES)
e 1CIBEER FIRGIE(%) - 200BEER RRGIE(%)
&t | Grade 1|Grade 2 | Grade 3 | Grade 4 SEt | Grade 1|Grade 2 | Grade 3 | Grade 4
VA |13319| 9,342 | 3,124 | 848 5 VA | 13534 | 4855 | 5781 | 2,884 | 14
7o IN=15168| (87.8) | (61.6) | (20.6) | (5.6) | (<0.1) [N=14677| (92.2) | (33.) | (39.4) | (19.6) | (<0.1)
WRAES| o) | 7084 | 5147 | 1770 | 361 | 6 PL | 6232 | 4354 | 1534 | 341 | 3
N=15,155| (48.1) | (34.0) | (11.7) | (24) | (<0.1) |N=14586| (42.8) | (29.9) | (10.5 | (2.3) | (<0.1)
VA |12765|10731 | 1,505 | 529 0 VA_| 13006 | 8778 | 3208 | 1020 |
Emte NF15184) (842) | (708) | 9.9) | (3.5 N=14,673| (88.6) | (59.8) | (219) | (7.0
RRAES| o [ 0097 | 2837 | &2 78 0 PL | 2735 | 2581 | &2 72 0
N=15151| (19.8) | (187) | (0.5 | (0.5 N=14562| (188) | (17.7) | (0.6) | (0.5
VA | 8320 | 5372 | 2946 | 447 5 VA | 11652 | 3723 | 5590 | 2325 | 14
gai [N=15167| (549) | (354) | (165) | (29) | (<0.1) [N=14677| (79.4) | (25.4) | (38.) | (158) | (<0.1)
REAES| b | 4399 | 4346 | 1739 | 308 6 PL | 5323 | 3526 | 1,512 | 282 3
N=15155| (42.2) | (287) | (11.5) | (20) | (<0.1) |N=14,565| (36.5) | (24.2) | (10.4) | (1.9) | (<0.1)
N=EFAHif5I (BT 58I & ST L 7 fl)
KEAEs: (U TRATE) 5. 4T (5577) . BE (BE6) S E1ERhI & MU ORI %7 13 (U i) . (U T2 8) 38°CLLED
HE TER.EY . BNE. BEE. B0 Bt EREE5UCEFHECEEICKV ZOEEETHIULAESER,
VA AEE PL:FStRE
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2) BAEBEREEER
AR T FMREEEEROEEEREICTV—RIFLE2THY . |DES XU 20B#E

BEZNZTNDHRET2.0BHEKXU3.0BFHHEUIc. ERBRIFEFBECTH oI
EER7HMUAORMERERSSR

— 1CEEER RIRGIER(T) - 2EBEERE FIRGIE(%)
&5t | Grade 1|Grade 2 | Grade 3 | Grade 4 &5t | Grade 1|Grade 2 | Grade 3 | Grade 4
VA | 12690 | 10,990 | 1,284 416 0 VA | 12943 | 9,498 | 2,841 604 0
- N=15,164| (83.7) | (72.5) | (8.5) (2.7) N=14,673| (88.2) | (64.7) | (19.4) 4.1
]
PL 2,658 | 2,549 54 55 0 PL 2477 | 2,378 59 40 0
N=15151| (17.5) | (16.8) | (0.4) (0.4) N=14,562| (17.0) | (16.3) | (0.4) 0.3)
VA 1,553 | 1,395 109 49 0 VA 2,090 | 1,737 286 67 0
Yyt [N=15163| (10.2) | 92 | (07) | 03 N=14,473| (142) | (11.8) | (19 | (0.5
B PL 722 668 27 27 0 PL 567 521 27 19 0
N=15151| (4.8) | (44) | (02 | (02 N=14562| (3.9) | (3.6) | (02 | (0.1
VA 430 267 121 42 0 VA 1,257 442 528 287 0
I N=15,163| (2.8) (1.8) (0.8) 0.3) N=14,673| (8.6) 3.0) (3.6) (2.0
GER| p | o7 | &7 | 7 3| PL | 5 | 38 | 3 5|,
N=15151| (0.4) | (0.3) | (<0.1) | (<0.1) N=14562| (0.4) | (0.3) | (<0.1) | (0.1)
VA 932 605 245 82 0 VA 1,789 890 645 254 0
B N=15,163| (6.1) (4.0) (1.6) (0.5) N=14,673| (12.2) (6.1 (4.4) (1.7)
@D 5 [ 52 [ 39 | 7 6 o LRl oo |9 | 9 | .
N=15,151| (0.3) (0.3) | (<0.1) | (<0.1) N=14,562| (0.3) 02 | (<0.1) | (<0.1)

N=5T{I5I%1 (EFBEICKUFHE L H1%0)
BEAES BEESUCEFHEPERICKI ZDEEZHIELIASER,
VAIAREIBE PL:SthEt

|OB&ER. 208 &ER/HURICERUVICARBEICH T 5FmAOBAMEDRERESERIE

TEEDEBY,
1DB#EER 2O B#EER

18~64iR 6511 E 18~64i 6511 E

N=11,406 N=3,762 N=10,985 N=3,692
&H 9,908(86.9)2 2,782(74.0)® 9,873(89.9)% 3,070(83.2)°
U EE 1,322(11.6)2 231(6.1)9 1.775(16.2)9 315(8.5)°
HIBE(53F) 344(3.0) 86(2.3)° 982(8.9) 275(7.5)°
SRR (B4 767(6.7)2 165(4.4)° 1,389(12.6)9 400(10.8)®

N=FFiif5) %% (BFHEIC KUFHIE LI FIED) . n=FIRHIEL
a) N=11,402. b) N=3,762. c) N=3,761. d) N=10,984.e) N=3,689

n (%)

ASURRESRER O
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|OB&ER. 20B8&%ER7/BLUAICERUC. FRIBECH I IBLADOBAEDRHRETEERIG

TEEDEH,
1oIBEiEE 2o BiEER
B4 k-4 B4 k-4
N=7,913 N=7,255 N=7,644 N=7,033
=iE 6,413(81.1)2 6,277 (86.6)° 6,564(85.9)9 6,379 (20.7)®
C§> U \BHEE 726(9.2)P 827(11.4)9 890(11.6)d 1,200(17.1)®
E HIBE (k) 162(2.0)» 268(3.7)9 430(5.6)9 827(11.8)®
Eg' BEAR (BE5E) 422(5.3)D 510(7.0)9 726(9.5)9 1,063 (15.1)®
[ N=FFBI2 (B F B2 R FRELI-BIE) . =SBl nGo)
a a) N=7,912. b) N=7,911. ¢) N=7,252. d) N=7,643. e) N=7,030
T i
3) EEMREAESEER
KRBT 2B EAEEROEEERFEICTU—RIFF2TH o1, | OEBEERICHEN KL
HFONEEEBMHRBEEEERIEFDLVUERTHY, 20EEERICEENLLKHFONTEEHE
BEEEERIF.ES. . EBR.GNE.EHRBEDIVEETH e, FEEICH(IFT22EHDEBTE
EEEROEHFRIRIE.  DBEEESLVU20BEE#EDICHIET2.0BTH oI,
EER7BRLADES I ERSSR
- 1EBEEEN RREIE(%) - 2OBEERE RRGIB(%)
@5t | Grade 1 | Grade 2 | Grade 3 | Grade 4 @it | Grade1 | Grade 2 | Grade 3 | Grade 4
VA 115 74 26 11 4 VA | 2,278 | 1,364 | 699 202 13
o N=15164| (0.8) | (0.5 | (0.2) | (<0.1) | (<0.1) [N=14,669| (15.5) | (9.3) | (4.8) | (1.4) | (<0.1)
PL 44 29 7 2 6 PL 43 33 5 2 3
N=15153| (0.3) | (0.2) | (<0.1) | (<0.1) | (<0.1) |N=14559| (0.3) | (0.2) | (<0.1) | (<0.1) | (<0.1)
VA | 5,635 | 3,599 | 1,885 | 150 ] VA | 9,582 | 3,432 | 4,722 | 1,428 0
o N=15163| (37.2) | (23.7) | (12.4) | (1.0) | (<0.1) |N=14,673| (65.3) | (23.4) | (32.2) | (9.7)
PL 4,133 | 2,709 | 1,319 | 105 0 PL 3,403 | 2,182 | 1,115 | 106 0
N=15150| (27.3) | (17.9) | 8.7) | (0.7) N=14,560| (23.4) | (15.0) | (7.7) | (0.7)
VA | 3,441 | 2,445 | 906 90 0 VA | 8,508 | 3,239 | 3,951 | 1,318 0
HE N=15163| (22.7) | (16.1) | (6.0) | (0.6) N=14,673| (58.0) | (22.1) | (26.9) | (9.0)
PL 2,071 | 1,567 | 457 47 0 PL 1,809 | 1,300 | 457 52 0
N=15,150| (13.7) | (10.3) | (3.0) | (0.3) N=14,560( (12.4) | (8.9) | (3.1) | (0.4)
VA | 2,511 | 1,846 | 604 60 1 VA | 6,284 | 2,802 | 2,712 | 770 0
RIEHTE N=15163| (16.6) | (12.2) | (4.0) | (0.4) | (<0.1) [N=14,673| (42.8) | (19.1) | (18.5) | (5.2)
PL 1,783 | 1,341 405 37 0 PL 1,569 | 1,142 | 383 44 0
N=15150| (11.8) | (8.9) | (2.7) | (0.2 N=14,560| (10.8) | (7.8) | (2.6) | (0.3)
VA | 1,262 | 1,048 | 204 10 0 VA | 2,785 | 2,090 | 674 20 ]
=i/ [N=15183| (8.3) | (6.9) | (1.3) | (<0.1) N=14473| (19.0) | (14.2) | (4.6) | (0.1) | (<0.1)
B0t PL 1,074 | 890 172 12 0 PL 934 756 167 11 0
N=15150| (7.1) | (5.9) | (1.1) | (<0.1) N=14560| (6.4) | (5.2) | (1.1) | (<0.1)
VA | 1,253 | 940 289 24 0 VA | 6,482 | 2,899 | 3,392 | 191 0
=% N=15163| (8.3) | (6.2) | (1.9) | (0.2 N=14,673| (44.2) | (19.8) | (23.1) | (1.3)
PL 878 706 158 14 0 PL 809 626 166 17 0
N=15150| (5.8) | (4.7) | (1.0) | (<0.1) N=14,560| (5.6) | (4.3) | (1.1) | (O.1)
VA | 4951 | 3,953 | 727 271 0 VA | 8,602 | 4084 | 3,139 | 659 0
B N=15,163| (32.7) | (26.1) | (4.8) | (1.8) N=14,673| (58.6) | (32.7) | (21.4) | (4.5)
PL 4,027 | 3,306 | 525 196 0 PL 3,410 | 2,739 | 509 162 0
N=15,150| (26.6) | (21.8) | (3.5) | (1.3) N=14,562| (23.4) | (18.8) | (3.5) | (1.1)
N=5Ffif51£5 (BFBEEICKWEHELZHIE)
YEAES . B5UEFHEPESEICLVZDEREZTHEULCEEER.
VA AEIB PL: StmEs
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|DE&EER. 208 %ER7/BLUAICKRE U FEBECH T IFHFIDOEEEDH/ERTEERIF

ASURRERER O

FEEDESBY,
1OBEER 2o BiEER
18~64i& 65mELE 18~64i% 65mLlE
N=11,4062 N=3,762 N=10,985° N=3,6929
FE 105(0.9) 10(0.3) 1,908(17.4) 370(10.0)
&% 4,384(38.4) 1,251(33.3) 7,430(67.6) 2,152(58.3)
RAERTE 2,699(23.7) 742(19.7) 6,769(61.6) 1,739 (47.1)
RIEhT 1,893(16.6) 618(16.4) 4,993(45.5) 1,291(35.0)
i /IE0E 1,068(9.4) 194(5.2) 2,348(21.4) 437(11.8)
BE 1,051(9.2) 202(5.4) 5,341 (48.6) 1,141(30.9)
BEE 4,030(35.3) 921(24.5) 6,898(62.8) 1,704(46.2)
N=5Ffi51% (BFBEICKWFHEUI=BI%) . n=FEIRGIE n (%)

a) FEEEIN=11,404, ZNLUSHIN=11,402. b) F&(FN=3,760. ZNLIFHIN=3,761
C) FEEIEN=10,979. ZNLUFHEN=10,984. d) F&IEN=3,690. ZNLIFEN=3,689

Flo. | DEEER. 2O0EEER/HUAICER U . FEBFICH 2B LFN0EE5HDEEES
ERIFTEDESY,

DB #EiER 2o BiEER
S i S i

N=7,9132 N=7,255 N=7,644° N=7,033%
S 50(0.6) 65(0.9) 1,002(13.1) 1,276(18.1)
"H 2,667(33.7) 2,968(40.9) 4,692(61.4) 4,890(69.6)
BhPTE 1,761(22.3) 1,680(23.2) 4,221(55.2) 4,287(61.0)
RERT® 1,306(16.5) 1,205(16.6) 3,119(40.8) 3,165(45.0)
Ziv/IENL 505(6.4) 757(10.4) 1,029 (13.5) 1,756(25.0)
BE 627(7.9) 626(8.6) 3,170(41.5) 3.312(47.1)
BAfE 2,217(28.0) 2,734(37.7) 4,028(52.7) 4,574(65.1)

N=5{Ei{51%% (EFBEEICKUEHE L= BIED) . n=IRH14K
a) FEEIN=7,210. ZNLISHEN=7,911. b) FEEIIN=7,254, ZUUSIN=7,252
C) FEEUEN=7,638. TNLSHIEN=7,643. d) FEZIIN=7,031. Z1UASMIN=7,030
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ANSURSYRER O

5.3 ;B9 552/ 3tBEERERER (TeenCOVERER;NCT04649151) MIERE)

AEFKEICHWNTHIZ, 700812 R(C, 552/ FMEEER/LERES R T S NHIREER (TeenCOVE
HER) HRESN. 1 2B L1 7RUTICH T RERE. BMS LUREET —IhFHES NI

<HlERgi=>
B ® FEIDERRIE. WD LVRLME TS REHLRUTHET 2
i & REERIS 1 2~ 1 7R3, 7328 DRERE (12~158% 2,773%. 16~ 174 959%)

5 & WRE2: | DR TCABIB (TS ERBICEERCEYGF. ZNZN2E. 28 HE D
“ IR % &1 TR MICIERE LT,
e i :

o SEHVE3MERER (COVERER) D 18~25m(CH(F3.Day 57 CEEDERE%288) DAA
EIEEC BT B MBEPFFA MDA T H S SO TFIFARERICH T 2D

B8 ELREEEER) -
« 2O BEE% 1 4BLEICRRELI=COVID- 198 EHA

Z2H(EEFMEER) -

. BSEBR7ABOBFMtSLULEHDIEEEER

- BEBR2OMHOIRFETEER

 EEREOSZEETIAESER

cEEREEER . EEEEOSSEET IEEERBLORIEETRNEAESRELT
INR S B AEMEEIREE (MIS-C) *

(i) MBRFAIFUAEA COVID-19 DRAHIBEI EE B HBREBDEIS. FelE. ZDLIR
BATHIRHENZRO STURK GG, (i) AFIEAERED (o) MEFAIHTMEDRETTS (GMIBE) HKU°
(b) PFFUAINEEDIm D BN FEIBERARER (COVERR) [CERSNICEERA (18~
251%) DARIEEED S/SNCBDEHRUCHSZMTHIIEZRI EICKN. . DITFY
DEMEEHRI Uz, D7F 2V OBEMME (VE) 3. AFEN TS EMEE0 [1-BEE (AF) | Dk
ELTEESIN.

FFEIRE

FISRELFiE

* IS RIEMAEIREE) (MIS-C) (/DL B, Bl B, 528, B BIS10 & R REMUINIEZEC I HE T BB UIC/IVE(E, 2k 188,
[Blt. TH. EDREH . BORMPENP T EREDRLMERZET D, RRETHETH D' MIS-COEEIFSARS-CoV-2
RBREHULLFCOVID-19ZENFRICOL I FHIe BB,

1) https://www.cdc.gov/mis-c/index.html

12~1 7F2®$mﬁ¥k?3b‘é¢ﬁﬂ®ﬁxﬂ I*EEEEEH%‘Q“%T_&J Kuit%ﬁ[La'—)\ljéﬂII/ﬁEp;)’l;ﬁsﬁﬁo)&{—.[;iﬂ
(GMIB) BRUPHITAINEET A D. BN EIBEAREER (COVERER) [CHIF2EEMAFRE
(18~25i%) [T T DI ELMEZETRT TEICKD.COVID-19DFRHNR=ZEHERILT .
KBRTRPIAEELTY2—ROA IV AP 7 v A ICKURIE S Nz B (1Dso*)

ZRIE Uz, SERDMINEETHDEM T ICE DI L MF IELHET—I VN .5T. hh D&
FEHORFEEMEN 0.8 L. PFIFERISERDECE DIELHRFIELET—IVMI0%T. hD
PAIMERERDEDRHEEBH 5.0 LEUT,

SBERDEFERDOMREESIPer-Protfocol@BREMEY Ty b 200 A EEZT T L. RN—X
54 VEREDSARS-CoV-2DRT-PCRIEBES LU MBERENIEMETH  R—AS/4 2V (1HE) BXY
57HEOHRMARAEZTV. 7O I—ILASDEXRBGRFENBZH S IEHBREBTHERINTVD,



—7.COVERBRD S DREREEABZEESNICEERA (18~25i%) D305 7Z#EHTIR
ELTe, RAEERICH I FAEERFE . COVERERE O MBPFNAE DA FHLE1.077
(95% Cl:0.939.1.236) T. 1.58DIHMRAEZH-L TV (TROEE[FHEDI5% ClD
TBR>0.67) . 57THEDARFERICH T 2AAZEEFLCOVERRFEDOPHNRFLEEDZEIF0.2
(95% Cl:—1.8.2.4) THY. 10%DIEHMEEZ B Uic FURILERDZEDIS5% CID TIREIE
>—=10%) . 22DFEFHHIEBF VT NOHBFIICHRE LIS MDOBECEH UL ). REFEMED
TURRAVMEZER SN

# |Dso: S0%PEERRIEE

Ya—=F941 IV APF7 v (IDso0) [C3 T B MiEPFl i 4 & PFIHF L ER O 57 B E OfF R

COVESREREE(18~251%) FEERE(12~17)
. GLSM=9 . GLSM=9 GMR
[Rif95% CI1 [Ri95% CI1 [Fi95% Cl]>e
B P FIHE
(1Ds0) . 1301.312 " 1401.670 1,077
[1176.979, 1438.780] [1276.300, 1539.355] | [0.939, 1.236]

N % N % AEEDE
IS : [Ff95% CI1 n [Ff95% CI] [Ff95% CI
(IDs) DS H Tz
AT 2 98.6 98.8 0.2

2921296 [96.6, 99.6] 336/340 [97.0, 99.7] 1.8, 2.4]

Cl{EHXE GCLSMIR/N"RFY GMREMEFHL

a) IAEHNEE TR (LLOQ) REDIHE . BT (CIZ0.5XLLOQDEBARLS NI

b) FELMDRINEAE:CGMR (12~175%18~25i%) DERAI?5%CITRE>0.67.h 2. GMRO=HEEEN>0.8

o) FAHEE TR (LLOQ) KN SLLOQM EANELUEREBDEIS K ERN—R 51 D53 . 3BU L LR U KRS
DEIG

d) FLUOMINEE PUFLERDZE (12~17%—18%~25m) DEAI?5%CITR>—10%. i 2 ERERDEDFHEERE
h>-5%

e) BRIRELER CB51E52/ 35 ER. /BHEE3MEHER (18~25m) ) ZEEMRELIZANCOVA

mU/AuZFfﬂﬁIEQ'CZ‘JS%UQ?/O)ﬁxJJ 14 (VE) & RX— Xj%/ﬂ%GDSARS COV 2BRENBESIN.
20B#EER 1 4BLUREICEELICOVID-19tEENZRRICFHELZ. T—F Dy A THRRD
SARS—COV-2[CKBBRPEICH T BVEFTRDESY, BH.T—IHYh A TRRT, 208 #E
#OIEHHIR (PRIE) (£53B7Zofc.

TS5tEt AHIEE
2 poEd COVID-19 3PS COVID-19 VE(%)
(&1) feEE (1) (&1) A2 [CT)) [[@f95% Clil
100
1,042 4 2,139 0 [28.9. NE]

NE: SHE8E
COVID- 1987 EHl: RT-PCRIZEMBIEM D251 EOREHERE (3 1 DL EOIHRESER £ E T HERIMECOVID-19T. 208
ET8N'S | ABEIUEICREUIER]

ANSURRERER O
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<ZElH>

zkﬁ#*ﬁlulf:t Zgnit%ﬁ'h
2B EER. 27 B DR

MU I RTDFBREDREMRT —INSENTV D, AREMT —IICIE.

58 T UTCHRBRE 1,56 161 (41.9%. AKBE: 11,0876, TS REE: 47 461) b

SEN2OBEBER I ADBRBRN T T UIRERE (I 3,62561 (97.3%. AHKIBE 1 2,45261. FSmEs:
1,1736l) T&HoTeo

4%Eﬁ£$%la* ’“B(tEHEIL,U: %ﬁ%@&fﬁ’&xb‘ 4%&755%%0)7 S iRHUIcTRTD

WERE ZERRICEETUI,

1) BIMMtREREER
BREBEAEERO | OBEEERORIRAE I AREF?4.2%. TS ERE36.8% TH o1
20BEER T . AEIBF93.4%. TS EREE32.6% THol.
FRIFEEODEN > EBAMHEEEERIEEHEMRET. | OB EEROREIRBE(FAAEE
93.1%. FSNE34.8% THofc. 2OEEERDRIRERE (. AHEF?2.4%. TS EREH
30.3% C&Hofc.
AHFE TR BAMRERSEROEEE R ECTV—RIFE2TH o,

BHE I OESKLU2O0BEEER | ~2BTHIRL. ZNENDHRIETIBHF# U,

EER7BAICROSNI RIS ERESER

1oBEiEE 2OBEiEE
ISR PN}z TS5tihE AHIBE
N=1,238 N=2,482 N=1,220 N=2,478
=iE 431(34.8) 2,310(93.1) 370(30.3) 2,290(92.4)
Grade3 1(<0.1) 133(5.4) 3(0.2) 126(5.1)
Grade4 0 0 0 0
N=1,238 N=2,482 N=1,220 N=2,478
FIHE(FeR) 8(0.6) 334(13.5) 11(0.9) 484(19.5)
Grade3 0 21(0.8) 0 72(2.9)
Grade4 0 0 0 0
N=1,238 N=2,482 N=1,220 N=2,478
HERR (BE5E) 12(1.0) 403(16.2) 12(1.0) 509 (20.5)
Grade3 0 27(1.1) 0 56(2.3)
Grade4 0 0 0 0
N=1,238 N=2,481 N=1,220 N=2,477
U I\BHEE 101(8.2) 578(23.3) 61(5.0) 519(21.0)
Grade3 0 10(0.4) 0 7(0.3)
Grade4 0 0 0 0

N:FHEiFI1%% (BFBEHICKUEHE LI BIE)

n (%)




2) EBMHEREER
EEMHEAEERD | OERERFRIRARE(F £F8¥68.5%. TS NE#55.5% TH oz, 208
BB TIIAHIBE86.1%. TS EMEE46.0% TH ol
FEB T 2EMREEEBROEER I EICTLU—RIFE2TH o1
FHBOEHMHIEREERE . FEED | ~2BR(ICHIRL. FHinlE IR RET2.0HTH ol

EER7ERICROSNI 2B HREREER

1oBiEiEE 20 BiEiEE
TS5tEhE AHIBE TS5tihE AHIBE
N=1,238 N=2,480 N=1,219 N=2,477
FeEh
2 38.0C 12(1.0) 63(2.5) 12(1.0) 302(12.2)
38.0to 38.4C 9(0.7) 36(1.5) 6(0.5) 162(6.5)
38.510 38.9C 2(0.2) 18(0.7) 4(0.3) 93(3.8)
39 to 40.0C 1(<0.1) 9(0.4) 1(<0.1) 46(1.9)
>40.0C 0 0 1(<0.1) 1(<0.1)
N=1,238 N=2,480 N=1,220 N=2,478
FEE A 477 (38.5) 1,106 (44.6) 370(30.3) 1,739(70.2)
Grade3 17(1.4) 56(2.3) 14(1.1) 112(4.5)
Grade4 0 0 0 1(<0.1)
N=1,238 N=2,481 N=1,220 N=2,478
5 453(36.6) 1,188(47.9) 353(28.9) 1,679(67.8)
Grade3 18(1.5) 33(1.3) 10(0.8) 188(7.6)
Grade4 0 0 0 0
N=1,238 N=2,480 N=1,220 N=2,477
- b 205(16.6) 668(26.9) 153(12.5) 1,154(46.6)
Grade3 10(0.8) 24(1.0) 3(0.2) 129(5.2)
Grade4 0 0 0 0
N=1,238 N=2,480 N=1,220 N=2,477
£5)2E 143(11.6) 371(15.0) 113(9.3) 716(28.9)
Grade3 5(0.4) 15(0.6) 2(0.2) 57(2.3)
Grade4 0 0 0 0
N=1,238 N=2,480 N=1,220 N=2,477
Eib/IEnt 110(8.9) 281(11.3) 106(8.7) 591(23.9)
Grade3 0 2(<0.1) 0 2(<0.1)
Grade4 0 0 0 1(<0.1)
N=1,238 N=2,480 N=1,220 N=2,477
BE 138(11.1) 456(18.4) 97(8.0) 1,066(43.0)
Grade3 1(<0.1) 4(0.2) 0 11(0.4)
Grade4 0 0 0 0

JEﬁEEEE%IE{ 1 IEILU:/E.‘%%%UD&E%,QULE"\Z DIREREZEXIRICEET LT,

N:FHiEiFI%8 (BFBHICKIFHIE L= BIED)

n (%)

BEER28BBICRESNILIRFERSEREAAFF20.5%. TS ENE15.9% TCRAEETH .
ZEZBEUCGHREESEER (AFIB$:6.3%. TS REE6.5%) EELBEEER (AFIB. TS nE

EBI20.1%KiE) DREIMRE BRER THolc, IBRBZEL T FETH FUNESRETRAEIEAEIR
ElIBHonizhorc,

ASURRERER O
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5.4 ;BN E2aHEEAREHER (2015K52)/\—MBGENISIE)

<P EREIE>
- AEEEEEE L T2EHEE U (/S —A) HBREICHUT. AR EE%REE LT | OiEE
LIt = DRLUB LU RBEMEE U
@) # = 18U EDRERASL
E 5 % EsEE UTARI0.25mL %1130, 5mLzE 2 EEE U wERE(C. 20BEED6~81 B
1__5!% - [CAFI0.25MmLEENREE LT | OfNAEEL. FEER T ealiiLc.
&l
L S (EEHEED):
'_3 - EEE7AROBFtS LUSEHOBEEEER
0 . EE%28AMDIERTEEEER
z . DERBROZBEEELIEEEER (MAAE)
. « SLRPEOEELREEESR
ESHMERE | o) s nr0EHmE
SENEE2aBEERERER (20 1 SRER) TIENISEEE (Day29) HLUSEHEI1EEFRRER (COVERER)
DYEREZDE—T8 (Day57) [CBIF DSARS-CoV-245 R thFlHA D M T
(GMT) D (GMR) B K UHIHAIGE S (SRR)
EGEEDSARS-CoV-245 R hFIFAD LA T EFAME (CMT) B LTS E
(SRR) DV T ¥IESE %D 2R B ZHE UTc 7 — 9 &R T AESRKICKT I B il
DOMTB&LV'SRRE X EHHIEE & U, BN B 31REERRER (COVERER) [T BIEL %
BT BEE T Uy IV IR EERU,
BYVE2atEHER (201 588/V—NB) DAFIEEDay 29 DRB A L. BN EIEERER
sugstgs  (COVERER) ODay 57ORBILEDEEFEY D7 HAMMT (ANCOVA) E5)L%
e ERALE. EFIVICIE. 201588/S—MBDDay 298K V301 58/ S—~ADDay 57(C
B BIAAEDO R M IREE BT BB E SR E U 8 (655K, 6550 L)
THREU ., SEBRODINAMOLES/N—RF9E (GLSM) BXOZO™EHEI5%
ClaEH U, EFIVICEBCLSMBLUNT 395% CIDOHEEME G —IL) &%
AR, FTED R T —ILICHBIF RTINS OHEEEES:, EEREEEHET 31=5IC. GLSM
KO SHEULEGMREBEVZDmRIF5% ClERUZ.

* PIOREDERHAEIF0.5mMLTH D

<zZ2H>

#FO%ZE0.25MmL+HEIRZEO.25mL. #FEIRZEO.5SMmL+ENNREO.25MLB KLUV CTNSDHETF —9

ZRd,

1) BRIt EEEER
ZeMT—IDETVWREFADS 5. BBREBHEICIVEBEEESERDT —IHWBSNIHEREIC
PBVTOENGREELT I OEREE7BUARICHSNZBRMEDREEEERZRT . HHET20]
HER/N— ARV COVERB CYIEREE U TCARI2OBERE ORI IETT .

BilfEg. RbRIFEENEH IO EEEERIIKRE (86.3%) THolc. BFFIEDISE
BEEROEEEIIABON I U—RI1FIFITU—R2THY. T U—RITCROREFEENEH oIz
ERIIEE (4.0%) THol. I U—RAOEBRIFHS I NBH -1,
Bt EEEERDOAE D E. EER 1 ~2BLAICRIBL. HHn R REIX 1 ~38THh 1.
U VEVEE. YOl RER iU T RIFEEN B VMER N HS5 NI, EiE®R 1 BELRICHEIRL.
B DD RIEE2HTH o,
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EnsEER78LUAICRD SN RIS ERESER

201558 COVEH#
IN\—=RA I\—FB
AEREEE | AESHE0.25mL | HMERE0.5mL 'g‘fgfﬁ%"fﬁf NERE
i + BAIRE0.25mL | + @0 25mt | JZMLOSML | omEigs
N=198 N=163 N=167 N=336 N=14,691
N1=198 N1=162 N1=167 N1=329 N1=14,688
B 169 (85.4) 144(88.9) 140(83.8) 284(86.3) 12,964(88.3)
HU—RIE 1(0.5) 7(4.3) 6(3.6) 13(4.0) 606(4.1)
N1=198 N1=162 N1=167 N1=329 N1=14,687
TR (5e) 15(7.6) 10(6.2) 8(4.8) 18(5.5) 1.274(8.7)
HU—KIBLE 5(2.5) 2(1.2) 100.6) 3(0.9) 287/(2.0)
N=198 N1=162 N1=167 N1=329 N1=14,687
BEER) | 21(10.6) 12(7.4) 9(5.4) 21(6.4) 1.807(12.3)
HU—KIBE 1(0.5) 100.6) 100.6) 2(0.6) 255(1.7)
N1=198 N1=162 N1=167 N1=329 N1=14,687
UvItEEE | 20(10.1) 35(21.6) 34(20.4) 69(21.0) 2,092(14.2)
HL—K3BUE 0 0 100.6) 100.3) 48 (0.5)

N=5FHfifI21. N1 ="88RZENEESN. EFHEICKIZE T 2EEERDT — I HMESNIARERE . n=FIRHIE

n (%)

ENRZEZR7BUAICERUCRBEICS T 2F M OBAMEDRERSTERIE TELDEY.

18 L5 5%k 55 E
AERBE0.25mL | MERE0.5mL 'g‘fﬂ%?ﬁf AERBE.25mL | MERE0.5mL 'g??ﬂ%’?ff
+ EhI%&E0.25mL | + EBIIGE0.25mL | -, : + EN0%%E0.25mL | + ENl%iE0.25mL | . :
+ EI%4E0.25mL + Efl%4E0.25mL
N=73 N=79 NeT5? N=90 N=88 K178
N1=72 N1=79 N1=15] N1=90 N1=88 N1=178
55 66(91.7) 68(86.1) | 134(887) | 78(86.7) 7281.8) | 150(84.3)
Su-KE|  4(5.6) 3(3.8) 7(4.6) 3(3.3) 3(3.4) 6(3.4)
N1=72 N1=79 N1=151 N1=90 N1=88 N1=178
MEEF) | 4(5.6) 5(6.3) 9(6.0) 6(6.7) 3(3.4) 9(5.1)
HU-K3E 0 1(1.3) 100.7) 2(2.2) 0 2.
N1=72 N1=79 N1=151 N1=90 N1=88 N1=178
BE@EE) | 5069 5(6.3) 10(6.6) 7(7.8) 4(4.5) 11(6.2)
HU-K3E 0 0 0 o 1. 200
N1=72 N1=79 NT=151 N1=90 N1=88 N1=178
UVINERE | 17(23.6) 22(27.8) 39(25.8) 18(20.0) 12(13.6) 30(16.9)
HU—-K3E 0 101.3) 100.7) 0 0 0

N=5EHifI%1. N1 ="85RENEES N EFHEICIIZE T 2EEERDT —IHMESNIARERE . n=FIRHI

n (%)

ANSURRYRER O
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2) EBEMHREREER
ZEMT I DFEMNREICHE VT EER/BUAICHOSN2BEDKBEREERZETRI .
HHET201HB/ N —PAS KLV COVERBR THIOREE U TAR 2O B EERDRTINRZRT .
BERERICHONICEREBMDIREEEERIIEH (61.1%) 587 (57.4%) HARE (51.1%) H XV
K& (41.0 %) THofco EHUDHEBTBRIGKREDON T LU—RIXBTL—R2TH o1,
EHMDOREEEEROKE D EER | ~2BLUAICHIRL. SRR REE 1 ~38TH o,
ENlRER7BLUAICEHSN2BHREREER

201588 COVE:fEs
JS—RA JS—NB
VEREEE | VERE0.25mL | #IERE.5mL 'g‘;‘gfﬂ%"sﬂrff NERE
BiE® +iBIIRE0.25mL | +BNIR@O.25mL | ‘e SR | e
N=198 N=163 N=147 o N=14,691
N=330
N1=198 N1=162 N1=166 N1=328 N1=14,682
3] 26(13.1) 13(8.0) 11(6.6) 24(7.3) 2,276(15.5)
HSU—K3LLE 4(2.0) 0 2(1.2) 2(0.6) 216(1.5)
N1=198 N1=162 N1=167 N1=329 N1=14,687
BEE 104 (52.5) 97(59.9) 92(55.1) 189 (57.4) 8,637 (58.8)
JU—K3LLE 9(4.5) 6(3.7) 2(1.2) 8(2.4) 666 (4.5)
N1=198 N1=162 N1=167 N1=329 N1=14,687
o) 128 (64.6) 103(63.6) 98(58.7) 201(61.1) 9,607 (65.4)
HU—K3LLE 18(9.1) 13(8.0) 7(4.2) 20(6.1) 1,433(9.8)
N1=198 N1=162 N1=167 N1=329 N1=14,687
AR 104 (52.5) 86(53.1) 82(49.1) 168(51.1) 8,529 (58.1)
HU—K3BLE 15(7.6) 9(5.6) 5(3.0) 14(4.3) 1,321(9.0)
N1=198 N1=162 N1=167 N1=329 N1=14,687
RAEhSE 77(38.9) 66(40.7) 69 (41.3) 135(41.0) 6,303 (42.9)
HU—K3BLE 8(4.0) 8(4.9) 5(3.0) 13(4.0) 775(5.3)
N1=198 N1=162 N1=167 N1=329 N1=14,687
i /1B 41(20.7) 29(17.9) 19(11.4) 48(14.6) 2,794(19.0)
HU—-K3BLE 0 0 0 0 22(0.1)
N1=198 N1=162 N1=167 N1=329 N1=14,687
=R 78(39.4) 62(38.3) 59(35.3) 121(36.8) 6,500 (44.3)
HU—K3BLE 1(0.5) 2(1.2) 0 2(0.6) 191(1.3)
N1=198 N1=162 N1=167 N1=329 B
RE* 6(3.0) 6(3.7) 3(1.8) 9(2.7)

N=5FHEiBI%. N1 =tRBREEFEICLVZE T DHEEERDT —I DESTURERE  n=RIZHIH
*EEREEFE COEMINEICSH ) T L —MERZEINELTLIRL

n (%)




ENRER7/BUAICERLUC. 250K EREERODFAFICH I HFHBIDEESRIT T

DB,
18l L5 5%k 55 E
NERHE025mL | MERE0.5ml 'g‘fﬂ%'?ff AERBE0.25mL | MERE0.5mL 13&2.?"?5131?:32
+ BIIRE0.25mL | + ENI&E0.25mL | ‘ + BI1%E0.25mL | + ENRE0.25mL | .. :
+ Ef%4E0.25mL + EHl%4E0.25mL
N=73 N=79 NeT5) N=90 N=88 K178
N1=72 N1=79 N1=15] N1=90 N1=87 N1=177
s 4(5.6) 6(7.6) 10(6.6) 9(10.0) 5(5.7) 14(7.9)
HU—K3E 0 1(1.3) 100.7) 0 10.1) 10.6)
N1=72 N1=79 N1=151 N1=90 N1=88 N1=178
B 41(56.9) 45(57.0) 86(57.0) 56(62.2) 47(53.4) | 103(57.9)
HSU-KE|  2(2.8) 101.3) 3(2.0) 4(4.4) 100 5(2.8)
N1=72 N1=79 N1=15] N1=90 N1=88 N1=178
P 44(61.1) 46(58.2) 90(59.6) 59 (65.6) 52(59.1) | 111(62.4)
HU-KE|  4(5.6) 3(3.8) 7(4.6) 9(10.0) 4(4.5) 13(7.3)
N1=72 N1=79 N1=151 N1=90 N1=88 N1=178
BN 37(51.4) 37(46.8) 74(49.0) 49 (54.4) 45(51.1) 94(52.8)
HU-KWE|  4(5.6) 3(3.8) 7(4.6) 5(5.6) 2(2.3) 7(3.9)
N1=72 N1=79 N1=151 N1=90 N1=88 N1=178
RIBH 24(33.3) 34(43.0) 58(38.4) 42(46.7) 35(39.8) 77(43.3)
HU-KE|  4(5.6) 2(2.5) 6(4.0) 4(4.4) 3(3.4) 7(3.9)
N1=72 N1=79 N1=151 N1=90 N1=88 N1=178
BO/EE | 17(23.6) 12(15.2) 29(19.2) 12(13.3) 7(8.0) 19(10.7)
HU=K3LLE 0 0 0 0 0 0
N1=72 N1=79 N1=15] N1=90 N1=88 N1=178
=5 28(38.9) 30(38.0) 58(38.4) 34(37.8) 29(33.0) 63(35.4)
Hu-KE|  1(1.4) 0 100.7) 10.1) 0 1(0.6)
N1=72 N1=79 N1=151 N1=90 N1=88 N1=178
S5+ 4(5.6) 101.3) 5(3.3) 2(2.2) 2(2.3) 4(2.2)

N=EHEiBI%. N1 =tREREEFHIC KV T DEEERD T — I D RSNIIRRE  n=RIRHIH
HRERE I COBIINEICH ) T L — NERZEINEL TLIRL)

n (%)
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ZOMDEESR

IREREERE . ZER/BUAICHONTRHEREERZR INTOHEESREER L.
EER/HUBROMEU R EEEER. EEDERICEIVRHETEERICOVTHIHFERS
FEROEETCTISHI,

BEZ28BUNOIFRERASSROREREEL1.3%TH ). MEREDHAE (0.25mLBKLT
0.5mML) B TREREVRLBH 12 (ZNENI 8% H KUV 12.9%) . IFEEETERDIZEEIF. IT
BEXEPEETH) . . EEDRFEEETEREHFSNLBH Ofc. ERRZEEBROBIVERSI
DOHRIEICESCBAEERFEN oI, BRBEEMICIVARRE RS LHMSNISBHREEEER
(BAEER) &, Z SFAE WORE CAFI0.25MLZBESNIRERE 1 6)) ZIRE. LI NEHERS
BRICBENDBRTH Ol

ZEMT—I DEAIRREFICEWVC. ERZEUVCEESROARER(E5.8% CH Y. ¥)O%ED
FE (0.25mLBKV0.5ML) B TREREWV BN oI (ZFNEN4L.6%B KUV7.0%) . BREIR D
DEHIBENICBESBRF VERECTAFO.OMLZEBESINIHERE 261 (1.2%) DHTHS
NARIF. TU—R2DERBKITTLU—RIDRETH oI,

BH.2021FE8H 1 6BE TICHTHIFHRE TN TLIRL,

<eERE>

201 BRTHIORZELTHEIO.SMLD20EEZE T Ui GENMRRZRELTHEI0.25mL1TE
BREU1 7161055 Bk Za#DREREFHH AN REBIITONT 1 498172 R ICHERT U,
PHAARELTY 21— FIAMIVAPR 7 v A ICKVAES NP ITMEZRAE Uz, 201508k
IN—hrBDiENRZEEECOVERBRDYIE R O PHFHAMIE DRI &K/N_5FF (GLSM) DL
(GMR) DR#EEIEIFT.755(95%CI[1.496, 2.060]) T ol

F1c. 201 HER/N— B DENRE %R ECOVERBRDH DO RZ & D hFNFUAMICE I E ., hilFiE
INEE (SRR) DEZFHE Uz, 201552/V— B DEN R ZE# DHAINE R (BNl ZH D HiiA(H
EDHE) ECOVEREDVOIRZERDSRROZEIF—10.5% (95% CI[-16.7, —6.1]1) T&HoTc,



22—FI1 IV ABF7 v A (IDs0) [C3H T 2 chilinidfii & Pl R E R T DEET
(2015%5%/ \— B DENIRE R & COVERBRDYIEISREiR & DLLE)

SEnIS e (AERE) HEISEE (COVERRE) GMR
[95%ClY
GLSM2» GLSMa® ENRE
B [ 95%CI] N [/ 95%C1] vs MIEISRE
A0
Infdi 149 1802.426 1 053 1026.854 1.755
[1548.020, 2098.643] ! [967.880, 1089.420]1 | [1.496, 2.060]
N % % SRROZE
n/ [ 5%CI] n/N [FRI95%CI] [95%Cl]
thAIH
o
87.9 98.4 -10.5
1317149 [81.6, 92.7] 1.033/1.050 [97.4, 99.1] [—16.7, —6.1]

ASURRERER O

N=5H@iI#. n=chFIFUANED B SN IARERE

GLSM: o/ "5 g Cl{EEXE GMR:Z#OFHE LLOQ: EE TRiE

a) V@A LLOQRFDIHE . FETICIZ0.5XLLOQDBEN AL ST,

b) BRAREHER OB SR 2a185ER. /B S5 3185 ER) ZEEZNR. ks (65m UL, 65mAiE) ZHEEE UIANCOVA

o) HFEENLLOQRFEN SLLOQDAMELU EANEILUTARBREDEIGHCIRN—R 54 N SAEL E LR URBREDEE
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6. EXIEREIRIHICOWNT

6.1 23vo.7FI745F—I[cDONT

avoI.7rI74S5F—
ARIEEL(CYavT P F IS5 I— D HSDNETENBIET DT BEETHIC
TU) RS A SN S IEYRUBET>TLEE L,

B EERDFEEFEIN
O FREERICBREDOBHEESICRT ARIEZZT 21T TLIEE L,
© FHIDHAIHL. EEDBREDBREEDS S (CI3 FHDBEHTOHENTIZE L,
® FHDBET 37, 7F T4 S+~ HRIRULAIC S IR DB HTOEN T2,
® FHEBTLEURBEOT UL —ERESERERULIENBBHBEVFRORS(C
HUTPLILE— 22T BB ZNDH A FEEOUBETS LTS,

B EiEEDFESHIN
O FRUSERICaVI T FIT4SFV—"HH5DNBTEHHDET, i
28 -ERERICTEER—ERERIEEEORBZRBLTIEZL,
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7> 714 S5F—DEERE MR

1. #EfRAESE
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(PFT745F Y —FRBE2BMDE - #ERER. KIS, [FIREE. 5580k, MERTEFD7 F
T4 SFI—ZEDEBEHDER) Z5 [T LT EN BB AICDNTIR, EEERI0DEE.
REDERZTOTLIEE LY,



3. IRIZEE . ZOTKIR. LU EREFEEHNRAICEREUSHER
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BERIFEITE S FREDERNSHIRT B ENBUTITDTERNMNETT,

B, LEX. B, TR EDEEESAEIR

RERE . REFRER EDIRAEIR
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4. 7> T745F—DEHR
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1.
2,
3.

NI IY A VDS (BE.TE. [FR. EHIRE. B, ASEHET3)
B ZEIFER (e SEEF — L (RA) = E AR (i) )

PRUFUYDERRER (0.01mg/kg (BKE:MA0.5mg./NE0.3mQ) . BEITHLT5~15%
TEICERET3)

. BEZEMEMIICT S (AFICLTI0cMIEEREEL T 5. [FRNELVLEEFDUIREERET 7. B
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L DIERE (MEICHU THREESE COMBEETS)
NN HIEIE BEEH DELRMICEE DM, Irid. IR, BRI ZHT T )

1) EERERRRINIRY Z27IL PFI45FY—
(https://www.pmda.go.jp/files/000231682.pdf)

2) 7 I745FV—HARSAY (BE7VILF—ER)
(https://anaphylaxis-guideline.jp/pdf/anaphylaxis_guideline .PDF)

3) FBIOFVAIVRADIF VEBICEDIRSEE DB (7 F T« 5+ —%F) OER - 2H - /6%
(BE7UILF—2R
(https://www.jsaweb.jp/modules/news_topics/index.php2content_id=546)
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0 NERBILCSV TRESNERDZ L FEEBE TH Y IFC2EBERBHALINICRE
LTWET,
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© BIEBEOTEM [ANA TNV I AFHEDEEZERITDAN[CZDEZTHLTNETDT.
WEBEEANOHADBRICTTFERLIEE L,

= HOETC. EEFBER—LXR=IHBIOFDIFVQIAIDHTSIRIEE L,
(https://www.cov19-vaccine.mhlw.go.jp/qa/0079.html)

1) Clinical Considerations: Myocarditis and Pericarditis after Receipt of
mMRNA COVID-19 Vaccines AmongAdolescents and Young Adults

2) £730EERZBERRTIIEE DI F U ORKREIRIMRETES. HFI3EEF230
= BnAEERSEEINREERFRENRISTENRAESR (GREKHE)
B8 (202145 128385#)
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FI. BEERBEBRNSENTCVEITOCT, BHEHRZCHESRDIA . AFDEEFERAZSBELVLET,
O FERIOF IA IV ARPEICRD DI F VIREICEAT 2055, DI F VICE T 21EHR. Q&A. &iE
[CRADZEFREND SIS B EOFEBHRNMBEINTLET,
= https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/vaccine_00184.html
® HEIOOFDIF Y DEEZTSEBERENOBHS TN REINTVET,
=https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/vaccine_iryoukikanheno_oshirase.html
O HEIOFIIFVDFELR HPE. BFRIEHEM D REINTVET,
= https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/vaccine_yoshinhyouetc.html
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9. BEERHBHSNIESDSRFEL

O EESERRE
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(B=) | (https://www.take-care-COVID-19.jp/) &3 [BIRIGHRERO ) FIC T
FCEEERREZBELVELET,

® EIRGEEVEREHIE
DIF > DEERICEUSZEIRIGZSEDIEMC DOV TI(E. EERER I CHREZ RO INESTNFE T,
INEUVERSICOVT. BEEFBEDERRICRESN. FFIRICKZFHENTONE T, Z5
UIERERRIT BB ELT. R HICET 2 BHRIEH G ENTTONE T,
(https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/vaccine_hukuhannou-utagai-houkoku.html)
BEHBEDR—LR—IITHBIOF DI F Y ORRSEVES D ES N BAHICAR
SNTVFRITDTTHERLLIEETL,
(https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/vaccine_hukuhannou_youshikietc.html)
FEIO0F DA IV ARRIEICRDDIF U FHEEICEAITZBDICOVTIE. ERAFAXES:!
0120-011-126) FeFBFHREV AT LAICTHRETDILHTEFT,
(https://www.pmda.go.jp/safety/reports/hcp/0002.html)

Fre. [FPHEERBIRIGRVIREEI AN TUNSEHTHREWVZLEIFET,
(https://www.niid.go.jp/niid/ja/vaccine-j/6366-vaers-app.html)
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TEFT,
(#) AR 1 BICHEIOF DI F U EEBULRES. MO DIF VU EBETE2 0. 48158
(2BEBOECEEOE) U&ICRIET .

ED #3HEHSD. BERATVIARDIIFVESIFBTERITEETH?

CX) s2MATVBREDIC. DIFUDZIFSNBEVNEVNSTEEHUFEAD  EREEDSH DA
Tl BEREDHZAPLRRDNEVNABE BEEES (BRI LEADNEVESHBUET .,
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11. FRID=FIEH

BN OERIE. KAFERCOVID-1995F VEERSEY 1 MBF) CTRELEE W,
URL https://take-care-COVID-19.jp/

12. FRICEAT DRIVGDOESE

HEERTRARE <IDERE RINMII\yIR(COVID-199I9FVEFIVF)BRAII IV
T103-8668 RREPRXBAXEBEFII_TEHIEIS
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T2, Fleo AEBRDEDVOSNIBRICIE. MEITI
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Spikevax™ Intramuscular

ANA T NI A ExE e
ﬂﬁ%& *ﬂ% (IEI_,E“@E%:QOVID-W'JQ;‘J ﬁ% I(?ree(\jit::;y COVID-19 Vaccine
EFITEE) Moderna Intramuscular Injection)
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EAEEERSHES 676313 |BHHEE OLRIIFUE
B & —20+5C BN 915

2. EETNESE (PHEEZXETS I EHELHTRNE)

2.1 SN BREMZZELCVDE

2.2 BERBRMEEICHD > CTVBTENESHIRE

2.3 FEIDHD L. EEOBHFAEDORIEEDSHDE [83. 11.1.12H]
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3. BEDBERUHHERL - 14K

3.1 BEDHEIE
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