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Data Cutoff Date 2021/4/27 12:00

O BBEMFDEREZRBM50x
10BEE% 2OBEE%
wEREY 16,285 13,413

Day10 Day10

Day9 Day10 - Day9 Day10 S
24 0.12% 0.09% 0.09% 0.22% 0.18% 0.13%
FIR 0.99% 091% 0.60% 0.31% 0.23% 0.13%
S ESHS 051% 0.45% 0.25% 0.17% 0.13% 007%
g BEHS 0.66% 0.56% 0.34% 0.25% 0.21% 0.12%
o =2iE 0.45% 0.36% 0.18% 0.42% 0.28% 0.13%
20X 0.33% 0.28% 0.15% 0.07% 0.04% 0.01%
D 0.74% 0.60% 0.00% 0.37% 0.24% 0.00%
% SR/ 1.11% 0.80% 0.26% 1.95% 1.47% 0.54%
% B 0.80% 0.66% 0.68% 1.27% 1.05% 0.73%
I £k 1.08% 1.00% 068% 142%  130%  073%
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SIRINEFEVIRSE -8 (OITFTT71485F) PMDA ExrEswsnsius HRESAEH

2021/4/2717%&
e e o w e . iy 0OFY ooFy - -
MEBS ARG )/SADERES REOM  EE-ERE  FB- MR oo oo 25000 ERREE @R @R
————

SRR SAE1 /BIRMEE\ 5355 %Egg%ﬂlmwu R 2021/2/19 - 2021/2/19 BiE 2021/2/24
BRGEL)2  SAES/BIRIEN2 3% G EPONSRE gome  co2i/2/22 - 2021/2/22 @8 2021/2/24
SIRME3  SAE4/EIRME3 B AR - BEME 40KL  2021/2/19 - 2021/2/19 ©fF 2021/2/20
2IRMEE 4 SAES/BIRME 4 3R ZoRNEHES 40KG  2021/2/22 - 2021/3/2 R 2021/3/23
BRGNS SRCOBRMRNS s 4ORBIE  2021/2/19 - 2021/2/25 B  2021/3/4
ZRMGZEG  SAE10/EIRMEEG B33 E=NHEEs 40KGE  2021/2/22 - 2021/2/23 O 2021/4/12
SIRMET  SAE12/EIRMEET B PF I SFY— 40Kt 2021/2/17 2021/3/11  2021/3/11 BiE 2021/3/12
. I L RANMEEERE \

ZRIGEES  SAE1S/EIRMEES B3 w-wmpmEnsgzez 20RLM 2021/2/22 - 2021/3/9 iR 2021/3/25

8
BRDEO  SAETA/BIRIES 28 i TP LB somulr  2021/2/19 2021/3/12  2021/3/12 B 2021/3/13
BRDELO SAETS/BIRIENO 2 o o P PR qommi 2021/2/19 2021/3/12  2021/3/12 B 2021/3/13
2IRMGZE 1 SAE16/EIRMGEEN 1 B2 BANE 30Kl 2021/2/19 2021/3/12 2021/3/14 &tk 2021/3/18
ZIRGEEN2 SAE1T/EIRMGEEN2 B3/ A 40KSHE  2021/2/19 - 2021/3/15 &k  2021/3/24
BRI 3 ig%@%fégsi@%m E1R BHS S0K&M  2021/2/22 2021/3/15 2021/3/15 &R  2021/3/16
=Ly NMWER

BRIGE14 SAE1O/BIRIDE 14 28 SOt e ROUE oomsyr  2021/2/19 2021/3/12 2021/3/16 B 2021/4/5
ZIRMEE V1S SAE21/EIRMGES B2 GRIEEMER 40K\ 2021/2/19 2021/3/15 2021/3/17 &tk 2021/3/23
2IRMEN16 SAE22/BIRMEN16 B35 523;7*’_ 40Kt 2021/2/25 2021/3/18 2021/3/18 EiE 2021/3/19
2IRMEL 18 SAES/EIRMEES 28 P IcSFy— 30Kt 2021/2/25 2021/3/18 2021/3/18 @iE 2021/3/22
gRmEN19 BRMEVS B8 DEREeRRS 2ORGM  2021/2/24 2021/3/17 2021/3/18 BE 2021/3/18
giRiENN20 BRWEL20  m1® Clna 40RZHE  2021/2/24 2021/3/17 2021/3/19 BE 2021/3/19
BRmEEN21 SRBEV2T L E2® BRS 20ftgtt  2021/2/24 2021/3/17 2021/3/20 B  2021/4/2
BRMEE22 SAET/BIRMENN22  H5H Lhoniolc/PEE ooRstt  2021/2/24  2021/3/20 2021/3/20 B 2021/4/16
BIRMIEEL\23 SAE32/EIRiR 23 o DUIIEEIEE RS sogir  2021/2/22  2021/3/15 2021/4/2 ®fk 2021/4/13
oF - ERIBELTIH45 8 BREMEOEOHIR e EXEAE O0SDDRRES



BIRSEVRSE—E (DT 7T 1)

SAE (Serious Adverse Event) 95 (] T)g]
[(BREIHRE 2021/4/2THE

REES TRHEL/SACEHES REON G - RS D - 1R }ﬁgg(fgg) }ﬁgg(ggg) ERREE R 5RO

SAE1  SAE1 /EIRE 3% ’ﬁ%g%mﬂ%m@yuw R 2021/2/19 - 2021/2/19 Bife  2021/2/24
SAE2  SAE2 EoW  —BHSRE 6oL  2021/2/19 - 2021/2/22 BE ~ 2021/2/24
SAE3  SAE3/EIRMLZEN2 531 ﬁﬁ?gﬁﬁ‘m% 40KLHE  2021/2/22 . 2021/2/22 BE ~ 2021/2/24
SAE4  SAE4/EIRMEG B A - BEEE 40RGH  2021/2/19 - 2021/2/19 @E  2021/2/20
SAE5  SAES/EIRMEELA EOW  ZORME 40K 2021/2/22 - 2021/3/2 Bk 2021/3/23

SAE6/E'H%%H5 [ W - | — X |
SAE6  SACO B B3| 40KRSBIE  2021/2/19 2021/2/25 &t 2021/3/4
SAE7  SAET EoW  AREED A0KRSBIE  2021/2/22 - 2021/3/3 @ 2021/3/7
SAES SAES =08 COVID-19 oLl 2021/2/24 - 2021/3/2 &% 2021/3/5
SAEO  SAEQ E0W  APEREN 30K 2021/2/22 - 2021/2/27 BE  2021/3/15
SAE10 SAE10/EIRIGEG B3 A= ISERE 40RLME  2021/2/22 . 2021/2/23 BE ~ 2021/4/12
SAE11 SAE1 1 E13  SPEREN 40R&H  2021/2/20 - 2021/2/25 @E  2021/3/2
SAE12 SAE12/BIRMENT E1H  PF I SFEY— 40KLME  2021/2/17 2021/3/11 2021/3/11 BE  2021/3/12
N nse RSB ERTE . ) o
SAE13 SAE13/EIRMELS g AEEEBERE  coma  2021/2/22 2021/3/90 &k 2021/3/25
SAE14 SAE14/EIRITERNO O ?fég%ngﬁﬁﬁﬁgtﬁ’ SORZHE  2021/2/19 2021/3/12 2021/3/12 &R 2021/3/13
SAE15 SAE15/BIRMGENIO 2% Zﬁﬂ@’ B BER gorai 2021/2/19 2021/3/12 2021/3/12 @&k 2021/3/13
SAE16 SAE16/BIRMEN1 B8 BNRE 30KLM  2021/2/19 2021/3/12 2021/3/14 &t 2021/3/18
SAE17 SAE17/EIRMEN2 B3 Mok A0KSBIE  2021/2/19 - 2021/3/15 BE  2021/3/24
SAE1S SAE1S SE13 BIEERIME SOfBE  2021/2/19 2021/3/15 2021/2/25 BfE  2021/3/15
SAE1O SAE19/EIRMEN1A 2% f’gﬁﬁﬁ@ﬁ&w”%ﬁ SORSBE  2021/2/19 2021/3/12 2021/3/16 ®KR  2021/4/5
SAE20 SAE20 BoW  GREEI GORSBI  2021/2/24 2021/3/15  2021/3/4 &R 2021/3/19
27 D wxers cororsvmssse
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SAE (Serious Adverse Event)

2021/4/2718%
REBS NG /SACERES REON R - RS - 1R }ﬁggﬁgg) }gggggg) EERED &R &R0
N e DRI - 24

SAE21 SAE21/EIRMANG  om CREGEM o 4ommer  2021/2/19 2021/3/156 2021/3/17 & 2021/3/23
SAE22 SAE22/EIRMEELV6 B3R 277‘5*9_93‘” A0RLME  2021/2/25 2021/3/18 2021/3/18 BiE  2021/3/19
SAE24 SAE24 EOW  BEMLDZ BORLME  2021/2/20 - 2021/3/6 Bt  2021/3/25
SAE25 SAE25/ZIRMEES B2 PFIcSFU— 30RLME  2021/2/25 2021/3/18 2021/3/18 OE  2021/3/22
SAE26 SAE26 =01 gfy”9y5”9’ﬁﬁ 30MLl  2021/2/25 - 2021/3/20 ®R  2021/3/27
SAE27 SAE27/BIRMGEIL\22 5% fggfgﬁgb/ PED  ooRBEE 2021/2/24 2021/3/20 2021/3/20 /R 2021/4/16
SAE2S SAE2S E01  BRREE 30RLME  2021/2/10 2021/3/12 2021/3/26 S  2021/4/15
SAE2O SAE29 18R SIRGISRaEY SORZME  2021/2/19 2021/3/12 2021/3/16 BE  2021/3/27
SAE30 SAE30 EOW  IYIEE GORSBIE  2021/2/22 2021/3/16 2021/3/23 &tk 2021/4/20
SAE31 SAE31 ERW  SMMEAITIEN SORSBEE  2021/2/19 2021/3/12  2021/4/2 O  2021/4/19
SAE32 SAE32/3IRN23 wogp MEMRIMERASAE. SV e 0021/2/22 2021/3/15  2021/4/2 & 2021/4/13
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EREZEEF (Day8FTC) DB HEHMOPELEST

Data Cutoff Date 2021/4/27 12:00

10BEEE (19,1908)
10028411 /55R%%/ Myalgia
10008531 /FBZ/Chills
10003239/BganE/ Arthralgia
10076183/ 0 F U EiESMDEENEE /Vaccination
site movement impairment
10028813/&il/Nausea
10012735/ %1/Diarrhoea
10061224 /MU AREE/Limb discomfort
10068319/ 0 fFIRERS/Oropharyngeal pain

10041349/188R/Somnolence

10033371 /&fE/Pain

10013573/F&tH L)V /Dizziness

10068879/ 0 F VifE iR/ Vaccination site
pain

10020937 /REEWRE/ Hypoaesthesia

10019211 /88%%/Headache

10011224 /1%/Cough
10003988/&8kE/Back pain

10037844 /%% /Rash

10052904 /5 &R 8B/ Musculoskeletal stiffness
10000081 /8% /Abdominal pain

10069484/ D0 F VE@E iR/ Vaccination
site bruising

10016322/%R%/Feeling abnormal
10033425/Mf%fE/Pain in extremity

10016334 /#4%%/Feeling hot

10068318/0RIREARREL/Oropharyngeal
discomfort

10037087 /2 DFERE/Pruritus

10028372/ 71E T /Muscular weakness
RIR

10037660/ FEk/Pyrexia

10000059/ IEEF R IR/ Abdominal discomfort
10046735/E2/%/Urticaria

412
361
272

245

232
200
195
166

160

136
133

123

119
99
96
84
76
75
73

73

71

68

59

59

57
53
49
46
45
44

2.15%
1.88%
1.42%

1.28%

1.21%
1.04%
1.02%
0.87%

0.83%

0.71%
0.69%

0.64%

0.62%
0.52%
0.50%
0.44%
0.40%
0.39%
0.38%

0.38%
0.37%
0.35%
0.31%

0.31%

0.30%
0.28%
0.26%
0.24%
0.23%
0.23%

20B8EEE (17,838%)
10008531 /F&EZE/Chills
10003239/kganE/ Arthralgia
IR
1002881 3/EiV/Nausea

10028411/85R%E/ Myalgia
10003988/&Eb¥E/Back pain
10037660/#E/Pyrexia
10012735/ %i/Diarrhoea

10068319/ 0FIREE/Oropharyngeal pain

10048750/ E R/ Axillary pain
10013573/ F&MEH )/ Dizziness

10033371 /&%&/Pain

10011224 /%/Cough
10061428/E8BIR/Decreased appetite
10019211 /%8%/Headache

10025197/ ) \E&ifE/Lymphadenopathy
10000081 /f8%8/ Abdominal pain
10020937 /R #Fk/Hypoaesthesia
10041 349/188R/Somnolence

10047 700/1&0t/Vomiting
10052904 /B 8188/ Musculoskeletal stiffness

10000059/ 8RR/ Abdominal discomfort

10076183/ 0 F VZEEMLEENEE /Vaccination
site movement impairment

10061224/ A~REE/ Limb discomfort

10033425/0U%RE/Pain in extremity
10025182/1J >/ \E&E/ Lymph node pain
10025482/ ==/ Malaise
10028836/3580%/Neck pain
10016322/E8R:/Feeling abnormal

10046735/EmMZ/Urticaria

1883
1843
1172

682

622
402
337
300

222

220
198

164

161
148
147
134
133
107
107

106
103
94
93

87

85
75
73
69
68
60

10.56%
10.33%
6.57%

3.82%

3.49%
2.25%
1.89%
1.68%

1.24%

1.23%
1.11%

0.92%

0.90%
0.83%
0.82%
0.75%
0.75%
0.60%
0.60%

0.59%
0.58%
0.53%
0.52%

0.49%

0.48%
0.42%
0.41%
0.39%
0.38%
0.34%
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EReBek (303) MADAE

Data Cutoff Date 2021/4/27 12:00

Toa %
RS

10037844 /#%/Rash

10037087 /Z DFEfE/Pruritus

10036653/%KB I aIMDIRRE/Presyncope
10013573/F&NteHFEL ) /Dizziness
10016334 /3% /Feeling hot
10020937 /KB UKL/ Hypoaesthesia
1002881 3/Fi/Nausea
10033557/&1%F/Palpitations
10046735/Zm%/Urticaria
10016322/E8R%/Feeling abnormal
10019211 /%8%/Headache
10020642/ 2 4iE/Hyperhidrosis
10061224 /M0 RNREE/Limb discomfort
10068879/ 00 F V&S iR/ Vaccination site
pain

10016825/##1/Flushing

10068318/ OERIREARRRE/Oropharyngeal
discomfort

10005750/ME & /Blood pressure increased
1002841 1/85A%/Myalgia
10034568/FK 854/ Peripheral coldness

10060800/I1FT N /Hot flush
10000087/ LgERE/Abdominal pain upper

10002855/F %/ Anxiety
10008531 /FZE/Chills

10013968/ REE/Dyspnoea
10020910/:8#:5./Hyperventilation
10024860/RBMDEDN/Loss of control of legs

10025482/ =R/ Malaise
10033371/&%/Pain

10033775/t E/Paraesthesia
10043071 /480k/ Tachycardia
10043268/ %sk/Tension
10052894/ 0fEZ S £EfE/Oral pruritus
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R\ G\ O O L U U

ERB
10033557/ &)1%F/Palpitations

10037844/#%/Rash

1002881 3/%&iIN/Nausea
10019211 /88%/Headache
10020937 /B KL/ Hypoaesthesia
10037087 /% DFEfE/Pruritus
10013573/ Z&NeHFEL )V /Dizziness
10046735/EMZ/Urticaria
10060800/1F TV /Hot flush
10025482/ =2R%/ Malaise
10011224/%#/Cough
10013968/ REE/Dyspnoea
10016322/E%8:%/Feeling abnormal
10002198/ P F D 1« SF Y —Xi
/Anaphylactic reaction

10005750/ ME _£R/Blood pressure
increased

10016334 /%= /Feeling hot

10019194 /888N RRE/Head discomfort

10020751 /:BBUE/Hypersensitivity

10034568/FK 854/ Peripheral coldness

10047340/ 0 tEsHZFEL )/ Vertigo
1004 7700/1&0t/Vomiting

10057371/ 0NEREF/Hypoaesthesia

oral

10058670/ WREERIERE/ Larynx irritation

2 OB &st
e fEREB
11 1OOQ1 854/ 2HE B IRRE/ Altered state of
consciousness

10002199/ P> D« S5+ —y3vD
/Anaphylactic shock
10002855/41%22/Anxiety
10003239/ &R/ Arthralgia
10008469/ B ARIREFL/Chest discomfort
10008531 /&E/Chills

10009866/ 7% /Cold sweat
10015993/ 8RiFE/Eyelid oedema
10016825/ %41 /Flushing

10020642/ 2 4E/Hyperhidrosis
10028836/28%k%E/Neck pain
10030973/ 0EARRERRE/Oral discomfort
10033546/&8/Pallor

10033775/ #8RXE /Paraesthesia

-
-

10036653/ K8 Y BIMDIARE/Presyncope
10041 349/1E8R/Somnolence

10043071/%80k/ Tachycardia
10043458/0;8/Thirst
10043521 /1RERIEURE/ Throat irritation

10048959/ K& HERE/ Perivheral swelling
10052140/8RZ D FEfE/Eye pruritus

100541 15/FIERNRRE/ Laryngeal discomfort

N N DO NN DN NN N OOOWMPNOONNNOO

10061224 /0w RNRE/Limb discomfort

10068879/ DU F v iEiEE =R
/Vaccination site pain

10069484 /D0 F v EEE 1AL M
10069620/ D0 F v EfEsiiiEiRk
/Vaccination site swelling
10070721/05Z D £EE/Lip pruritus
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Data Cutoff Date 2021/4/27 12:00

1 0BEE%
- 10028813/&il/Nauseas
2OmEE 4§ 5033557/80% /Palpitations
20m Nzt 10028813/&ilM/Nausea
20z 10020910/:@#</Hyperventilation
20wt 10002855/4%/Anxiety
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