82

2022( )

11
13 10

No.

PT

23332

v2110034789 PMDA v2110034868
v2110034789 PMDA v2110034868 PMDA

2022/03/13 09:00 7
BNT162b2 5 11
2022/04/30 7

2022/02/03 COVID-19

CcovID 4

2022/03/14

2022/03/14

2022/03/14

39.0 /

PMDA

COVID-19

FN5988

38




2022/03/14 10:00 /

2022/03/14 10:00

CK
XP / ;
2022/03/14 10:00

CK

XP / ;

2022/03/14 10:00 /

2022/03/15 /

2022/03/16

2022/03/17 ;

2022/03/17 /

/ / ;

2022/03/17 /

2022/03/18

CK ;

2022/03/18 /XP

2022/03/18 ;

2022/03/18

2022/03/18 ;




I va-

V4 aVF ST ;
1
1
T T  1954ng/dL
| I 9772.9pg/dL
2.5
ug/mL ;
/
2022/03/18
2022/03/28 10
CK XP
/ CK
XP /
2022/03/18
2022/03/19 MB
0.3 2022/03/18 1.27 mg/dl 2022/03/18
T 1954 ng/mL | 9792.9 ng/mL CK
411 U/L CK-MB 34 U/L CRP 1.27 mg/dL D-
2.5 ug/mL | 9772.9 pg/mL
AST 115 ALT 37 LPH 657 NaB2




2022/03/13 35.9 2022/03/14 38
39.0 2022/03/15 38.5 X
2022/03/18 CTR  55%
2022/03/19
FS 0.18
2022/03/20 EF 43.6% FS
0.26 est est Cl1 2.9
2022/03/25 IVSD LVPWTd IVSD 9.4 173%N LvDd 35.1
92%N LVPWTd 10.5 182%N FS 0.17 est CO 2.03 CI 2.44 EWS
55.3 AR TR
PR trivial MR very trivial
2022/03/18 39.7% ST T R
Q I 11 v2-v4 avF ST V5-V6 ST
T 2022/03/18 V2-V4 11
I avF ST V2-v4 11 111 aVF ST V5-V6
ST QRS 0.80 msec 2022/03/19 ST
D 2022/03/18 2.5 ug/ml 1.0ug/ml
2022/03/18 MRI
SARS-CoV-2 2022/03/16
| 28.6
2022/03/18 9772.9 pg/mL T 50 2022/03/18
1954 ng/dL 2022/03/18 2022/03/19
X 2022/03/18 CTR 61 % CTR 56 %

2022/03/13 9:00

2022/03/14 10:00

2022/03/14
2022/03/15 38.5
2022/03/16
2022/03/16 38.5
2022/03/17

38 39.0




2022/03/17

2022/03/18
XP

2022/03/18

2022/03/19

2022/03/21

2022/03/23

2022/02/03

2022/03/14

2022/03/15

2022/03/17

2022/03/14

2022/03/15

2022/03/17

BNT162b2

ECG

CK

CK

ICU

ST




2022/02/03

2022/03/13
2022/03/16
2022/03/18
BNT162b2
5 7
1
2022/03/14 1
2022/03/23
2022/03/15 2
2022/03/23 bnt162b2
2022/03/18 5 CK
2022/03/23 bnt162b2
2022/03/18 5 XP
2022/03/23

bnt162b2




2022/03/16

2022/03/18
39.7%
X CTR 61%
ST T R Q
2022/03/18
T 1954ng/mL | 9792.9ng/mL
| 9772.9pg/mL CK
411U/L CK-MB 34U/L CRP 1.27mg/dL D-
2.5ug/ml
X
I 1 v2-v4 avk ST V5-V6 ST

AST 115 ALT 37 LPH 657 NaB2

X CTR 56%

MRI




2022/03/14 10:00

/ 2022/03/18 2022/03/28
2022/03/18
2022/03/21
BNT162b2
MR
a b.
a. CK-MB
myocardial band 0.30mg/dL 2022/03/18 1.27mg/dL
T 50ng/dL 2022/03/18 1954ng/dL I 28.6pg/dL
2022/03/18 9772.9pg/dL D- 1.0ug/mL 2022/03/18

2.5ug/mL ESR

a.2022/03/18

2022/03/25 /

IVSD 9.4 173%N LvDd 35.1 92%N
LVPWTd 10.5 182%N FS 0.17 est CO 2.03 CI 2.44 EWS 55.3

AR TR PR
trivial MR very trivial V2-
V4 Il 11l avF ST V5-V6 ST QRS 0.80 msec




PRD 2022/03/31

COVID-19
2022/04/05
202200502128 202200464165
202200464165
#3 #4
CK




2022/04/12

X
XP COVID-19 CK-MB myocardial band
T I D- X
XP 2022/03/18 CTR  55% COVID-19
2022/03/16 2022/03/19 EF FS est
est Cl CK-MB myocardial band T |
D-
T  1954ng/dL I 9772.9pg/dL D-
2._5ug/mL ST /
CovID 4
2
2022/05/31
V2-v4 11 111 aVF ST Il va2-va
avF ST

10




v2210000141 PMDA
2022/04/04 14:16 9 COVID-19 BNT162b2 5 11
FN5988 2022/07/31
0.2 ml 9
’ 2022/04/05
2022/04/05
23350 :
’ 2022/04/05 2022/04
2022/04/05 2022/04
2022/04/05 2022/04
2022/04/05
2022/04/05 2022/04
2022/04/05 13:00 2022/04/12
/ ;
2022/04/06

11




2022/04/16

2022/04/04

2022/04/05 13:00

2022/04/05

2022/04/06

2022/04/06

36.4

22

44

12




CcoviD

15

04/06 9:02

30mg 2 14

2022/04/16
13

2022/04/18

2022/06/15

BNT162b2

2022/04/12

0.2 ML

13




2022/04/12

2022/04/06
2022/04/16

2x14T

14




23361

v2210000546 PMDA

2022/03/16 11 COVID-19 BNT162b2 5 11
FN5988 2022/07/31
11
2017/05/27
2017/05/27 2019/02/12
2017/05/30 2017/06/01 2017/06/08
ECMO V-A
2019702
2018/08/14
2017/05/17 ECMO
4
2
2022/03/16
2022/04/05

15




2022/04/05 78 1U/1

MB 0-12 2022/04/05 8 1U/1;
2022/04/14 16 1U/1
1 2022/04/05 I BNP
I BNP 2022/04/14 | BNP

CK-MB

2022/04/14 0.50

18.4 2022/04/05 30 pg/mL
2022/04/14 6.60 pg/mL
C 2022/04/05 0.01 mg/dl
2022/04/05 69
2022/04/05
EF 69
2022/04/05 R Q
2022/04/05 69
2022/04/05 QS
2022/04/05 QS T
2022/04/05 T2
EGE LGE T1
2022/04/14 T1 mapping T2 EGE LGE
Lake Louise criteria 2018 T1

16




T1 mapping

/ Tc-MIBI

| 2018/08/14

| 0.0262
2022/04/14 1.4855 ng/ml

1 1

2022/03/16

ECMO

2019/02

2022/03/16

2022/04/05
QS

2022/04/14

2022/04/05

2022/04/05 3.4869 ng/ml

2017/05/27

17




MRI
T2 EGE LGE
T1
2022/04/05 20
2022/04/14 29

BNT162b2

2018/08/14

MRI

18




2022/04/05 20

I 3.4869 ng/mL

0.0262 CK-MB 8 IU/L 0 12 BNP 30 pg/mL
18.4
2022/04/14 29 I 1.4855 ng/mL
0.0262 CK-MB 16 IU/L 0 12 BNP 6.60 pg/mL
18.4
2022/04/14 T1 mapping Tc-MIBI
bnt162b2
2022/03/16 COVID-19
2022/04/05 20
BNP
2022/04/14 29 Tc-MIBI
MRI T2 EGE LGE
Lake Louise criteria 2018 T1

2022/04/14 29
BNP CK-MB

EF 69

Qs

19




2022/04/05

2022/04/05

2022/04/14

2022/04/05

2022/04/14

2022/04/14

2022/04/05
69

2022/04/14

2022/04/05
Q

2017/05/17

CRP ESR 1

20

20

29

20

29

29

T1 mapping

20

29

20

I 3.4869 ng/mL

CK 78 U/L

CK-MB 16 U/L

CRP 0.01 mg/dl

D- 0.50 ug/mL

MRI

Tc-MIBI

ECMO

20




DSU

2022/03/16

2022/04/29

2022/06/10

2022/03/16

21




23366

2022/04/16 COVID-19 BNT162b2

11 0.2ml /
2022/04/17
2022/04/17 2022/04
39 40
2022/04/17 39 40 39 40
SARS-CoV-2
2022/04/17 39 40
CovID-19 SARS-CoV-2

22




BNT162b2

DSU

2022/05/04

2022/06/17

23




23376

SARS-CoV-2

(OSU)

COVID-19
/

bnt162b2

BNT162b2

PCR

11

BNT162b2

24




(2022/06/17) -

23388

v2210000738 PMDA

2022/04/30 11:50 11 covid-19 BNT162b2
5 11 2 FN5988
2022/10/31 11

1 / FN5988
2022/07/31 11:30 AM
2022/04/09 COVID-19

2022/04/30 2022/04/30
80/60/
2022/04/30
2022/04/30 66 62 72
2022/04/30 11:50
2022/04/30

25




2022/04/30 11:50

2022/04/30

2022/04/30 11:50
2022/04/30

66 62 72

2022/04/30 100/60 2022/04/30 80/60

80/60/

2022/04/30

2022/04/30

104762
2022/04/30 36.4
2022/04/30 66 2022/04/30 62 2022/04/30 72
2022/04/30 99 % 2022/04/30 99 %
99 %
/
/

2022/04/30 11:50

2022/04/30

26




SP02

30

SP02

SP02

ER

27




-CoV2

Pfizer-BioNTech COVID-19

Pfizer-BioNTech COVID-19

2022/05/16

2022/06/06

bnt162b2

28




23393

2022/04/07 09:20 10

CoVID

CovID-19

5mg
2020/04/01

2022

COVID-19 BNT16

2b2 5 11

FN5988 2022/07/31 10

2019/11/05

2020/04/01
2020/04/01

2020/04/01

10,000JAU
2020/04/01 0D 5mg
; 2020/04/01

COVID-19

2022/04/25

29




SARS-CoV-2

2022/04/25
COVID-19
1
1
2
CovID-19

SARS-CoV2
2022/04/25

SARS-CoV2

SARS-CoV2

ECMO

CovID-19

COVID-19

2022/04/25

30




MIS

(250) (10) (250)

COVID-19

2022/04/25 2022/05/01

/ 3T 3x; (10) 6T 3x;

(250) 3T 3x; (200) 2T 1x 10 0
SARS-CoV2 SARS-CoV2
SARS-CoV2

-BIONTECH COVID-19
FN5988

NTM

CAPA

(2022/05/18)

31




2022/06/13

32




23395

ID 157295

v2210001192 PMDA

2022/04/30 7

2022/10/31 7

2022/05/02
2022/05/17

2022

2022

2022/05/10

2022/05/10 97mg/dl

BNT162b2
FN5988

2022/05/17

97mg/dl

33




G 2022/05/10 4.2
2022/05/10

M 2022/05/10 0.24

2022/05/10
2022/05/10
2022/05/02 38.8
2022/05/09
2022/05/09
C- 0.08
2022/05/06 0.13
CSF 2022/05/11 60mg/dL
CSF 2022/05/11 25mg/dL
CSF 2022/05/11
2022/05/11 168/3uL
2022/05/11 148/3uL
2022/05/06 87%
SARS-CoV-2 2022/05/06
2022/05/10

1gG IgM

1gG IgM

2022/05/02

WBC 18320 CRP 0.08
WBC 12500 CRP 0.13

34




2022/05/11 20/3uL

18320 WBC 18320 CRP 0.08
2022/05/06 12500 WBC 12500 CRP 0.13
2022/05/02 38.8 2022/05/06
WBC 12500 87% CRP 0.13

2022/05/06

2022/05/07

2022/05/09 CT

2022/05/10

2022/05/11

35




1gG IgM

2022/05/06 COVID-19

2022/05/02

2022/05/10

2022/05/17

2022/05/17

3+

10

17

17

2022/05/10

PCR

CRP 0.08 WBC 18320

36




25mg/dL 60mg/dL

2022/05/16

BNT162b2

2022/05/10
0.24

PCR

168/3uL 20/3uL
97mg/dL

2022/05/16

2022/05/17

2022/05/10 2022/05/17

EIA-19G 4.2

148/3uL

EIA-Igh

37




2022/05/18

202200713730
2022/05/18
PMDA v2210001192
CoV-2
M
CSF CSF
2022/05/31

202200714419
202200713730

PMDA

SARS-

38




2022/06/13

39




23399

2022/05/13 16:10
5 11
2

2022/05/13 16:17
2022/05/14

2022/05/13 16:17
2022/05/13

PMDA

10
:FN5988
10

2022/05/13 36.4

v2210001186
BNT162b2
2022/10/31
1
1

40




2022/06/07

BNT162b2

2022/06/07

cC

2022/05/13

FU#2

30

bnt162b2

2022/05/14

41




42




PMDA v2210001256
2022/05/14 7 9 COVID-19 BNT162b2
5 11 2 FN5988
2022/10/31 @ 9 )
’ COVID-19 5 11
FN5988 2022/10/31 2022/04/23
CcovID 4
23407 :
2022/05/17
2022/05/17 :
2022/05/17 :
2022/05/17 30
2022/05/17

43




2022/05/18

2022/05/18
2022/05/18
2022/05/17
2022/05/20 3

30

2022/05/17 ;

2022/05/17 ;
2022/05/17 ;
D 2022/05/17 <0.5

2022/05/17 28000;

2022/05/19 50000

2022/05/17

2022/05/20

14




2022/05/17 30

D-dimer <0.5ug/mL
28,000; EDTA
2022/05/19 50,000 2022/05/20
2022/05/18
BNT162b2
( )
1 24 2
« D

45




2022/05/17

AE

2022/05/17 2022/05/20
BNT162b2
/ /
2022/06/08

AE

46




CcovID
CcovID

47




PMDA v2210000977

2022/04/12 14:18 CovID-19 BNT162b2
5 11 FN5988 2022/07/31
9
2020/01
2020/01 ;
; 2015/07/17 2020/01/22

2015/07/17 2019/01/19 2019/08/19 2020/01/21

2
23410
5 11 14:17 FN5988 2022/07/31
; 2022/03/22 COVID-19
; CoVID 4
2022/04/13 38

2022/04/13 10:54

2022/04/13 10:54

2022/04/13 10:54

48




2022/04/13 10:54 ;

2022/04/13 10:54 ;

2022/04/13
2022/04/13 2022/04/14 1
38
2022/04/12 36.8 2022/04/13 38
2022/04/27 hypgonagichypersyaclonus;
2022/04/18

9
2022/04/13 11:00 1
2022/04/13 1

2020/01

49




2022/04/12

2022/04/13

10:54

2022/04/27

2022/04/18

2022/07/04
10mgx 2

2022/04/14

bnt162b2

38

2022/04/13

2020/01 6

2
9
BNT162b2
2022/04/13

50




2022/07/04

MRI

2022/04/14

51




23411

10 covid-19

2022/04/17 2 BNT162b2
10
2019/02/01
2022/04/18
2022/04/18
PCR
PCR
PCR
2022/04/20
CovID-19
2022/04/18
PCR

BNT162b2

COVID-19

PCR

52




COVID-19
PCR

CoVID 4

2022/04/17 2

2022/04/18

2022/04/20 PCR

2022/04/20

SARS-CoV-2

ECMO

CovID-19

2022/04/20 SARS-CoV-2PCR

(240)
2019/02/01

SARS-CoV-2

2022/04/20

BNT162b2

53




SARS-CoV-2

CovID-19

BNT162b2

2022/06/08

54




23412

v2210000978 PMDA

2022/04/25 10:30 10 10 6
BNT162B2 5 11
FN5988 2022/10/31

10 6

2022/04/27 06:30

2022/05/09

2022/05/10

2022/05/10

2022/05/10

2022/05/12 2022/05/19

10

2022/05/15

2022/06/02

2022/06/02

2022/06/02

2022/06/02

55




Alanine aminotransferase (7-23): (2022/05/13) 77, : UL

; (2022/05/16) 108, : s U/L :
(2022/05/19) 163, : s U/L ; (2022/05/24) 61,
s U/L : (2022/06/02) 16, : s U/L

; Aspartate aminotransferase (13-30): (2022/05/13) 77 1U/1,
UL ; (2022/05/16) 128 1U/1, : UL
; (2022/05/19) 108 1U/1, : UL
; (2022/05/24) 26 1U/1, : UL ;
(2022/06/02) 18 1U/1, s UL ;
2022/05/09 ;. 2022/05/15 ;
2022/05/13 1000uL /uL; 2022/05/15 ;  2022/05/16
500uL /uL; 2022/05/19 800uL /uL;
2022/05/24 1700uL /uL; 2022/06/02 2600uL
/uL; 3300-8600 2022/05/09 ; 2022/05/13
1800uL /uL; 2022/05/15 ; 2022/05/16 1100uL
/uL; 2022/05/19 2000uL /uL; 2022/05/24 3900uL
/uL; 2022/06/02 5000uL /uL
WBC NEU /uL
u/L 2022/04/25 -Cov-2

2022/05/09

2022/05/10

2022/05/12

2022/05/15

2022/05/19

56




2022/05/18

2022/06/02

BNT162B2

2022/06/13

2022/05/12

2022/05/19

57




23417

2022/05/14 12:30 6
BNT162B2 5 11
2022/10/31

2022/05/14

CovID 4

COVID-19

2022/05/14 12:30

2022/05/14

2022/05/31

CovID-19
FN5988
6

BNT162b2

58




COVID-19

BNT162b2

2022/06/07

2022/06/15
)

2022/05/07 11:43 9 BNT162b2
5 11 FN5988 2022/10/31
0.2ml 2 9
23418
2022/01

2022/01/15

59




2022/04/16 11:45

2022/05/08

2022/05/08

0.2ml 1

2022/05/08

2022/05/09

FN5988 2022/07/31

2022/05/08

/
BNT162B2

2022/05/09

2022/05/09

BNT162b2 2

60




BNT162b2 /

2022/06/20
2022/05/26 9 COvID-19 BNT162b2
5 11
9
23419
2022/05/26 2022/05/26
2022/05/26 2022/05/26

61




15

BNT162b2

BNT162b2 /

2022/06/15

62




23422

2022/03/18 11
5 11
2022/07/31 11

2022/03/24

2022/03/24

2022/03/24

2022/03/24

2022/03/24

2022/03/28

ALP

2022/03/28
AST

2022/03/28
CK

2022/03/28

2022/03/28

COVID-19

BNT162b2
FN5988
(2022 )
(022 )
(022 )
(022 )
(022 )
McV
PLT

63




2022/03/28

CovID

2022/03/24

2022/03/24

2022/03/24

200mg 2

500ml 10 mg

BNT162b2

RBC

10 mg

64




CovID-19

2022/03/25 COVID-19 PCR

2022/03/28
P ( ) 6.7-8.3 7.79/dL ALB ( )
3.8-5.3 4.79/dL T-Bil ( ) 0.2-1.2 0.8
mg/dL  AST(GOT) 13-33 12 U/L ALT(GPT) 6-
27 9 U/L LDH ( ) 120-245 176 U/L ALP
38-113 165 U/L CK ( )
45-170 34 U/L ANY( ) 40-126
u/L 70-109 100 mg/dL  T-CHO ( )
130-219 205 mg/dL UA () 3.0-5.5 4.9 mg/dL
BUN ( ) 8.0-20.0 16.0 mg/dL CREA ( )
0.60-0.90 0.60 mg/dL NA ( ) 135-147
138 mEq/L K ( ) 3.4-4.8 4.2 mEg/L CL ( )
98-110 101 mEq/L CRP (C ) 0.00-0.30
0.03 mg/dL WBC ( 4.00-8.50 7.23x10
3/mm3  RBC 3.80-4.80 4.94x10 3/mm3 Hgb (
) 12.8-16.0 14.4 g/dL Hct ( )
35.0-42.0 41.0% MCv 84-100 83.0 fL MCH
26.0-32.0 29.1pg  MCHC 32.0-36.0 35.1% ROW
10.0-15.0 11.8% PLT ( ) 120-300 380x10
3/mm3 MPV 7.0-10.0 8.1 f1 NE 40.0-70.0
61.8% LY 20.0-50.0 28.5% MO 0-12.0 7.6%
EO 0.0-8.0 1.7% Ba 0.0-3.0 0.4% TLC(mm3)
2.06055 pH 6.0
-
+- 1+
1.025
2022/03/28 cT ( )

83

65




2022/07/05

66




23423

PMDA

v2210001104 PMDA

2022/05/10 14:30 8 9

CcovID

2022

14:30

2022/05/31

5 11
2
2022/04/19
14:30
4
2
(
2022/05/25

2022/05/21 14:30

COVID-19
FN5988
8

COVID-19
FN5988

BNT162b2

2022/10/31

2022/07/31

36.5

2022/05/21

ventricular standstill

2022/05/21

2022/05/21

67




2022/05/21 14:30

2022/05/21 14:30

2022/05/21

/
Angiocardiogram: (2022/05/31) ;
Blood creatine phosphokinase: (2022/05/21)114 1U/1, : ;Blood
creatine phosphokinase MB:(2022/05/21) 1.6 1U/I, : ;Body
temperature: (2022/05/11) 36.5, : ;Brain natriuretic

peptide: (2022/05/21)6.5;C-reactive protein:(2022/05/21)0.02 mg/dl,

;Echocardiogram: (2022/05/21)

12 ST ;(2022/05/21)
, : 60 ;(2022/05/31) ,
60 ;Ejection fraction:(2022/05/21) 60; (2022/05/31)
60;Electrocardiogram:(2022/05/21) , 5 5-10
5-10 (2022/05/21)

68




MRI:(2022/05/26) Troponin
1:(2022/05/22)0.023 ng/ml, : ;White blood cell
count: (2022/05/21)8700
2022/05/21 14:30 10 5
2022/05/21 10
2022/04/19 14:30 COVID-19 BNT162b2
FN5988 2022/07/31
2022/05/10 14:30 CovID-19 BNT162b2
FN5988 2022/10/31
2
3
2022/05/21 14:30
2022/05/21 14:30
19:00 5
3 4
5

69




P 10
5 10
5 10
ICU
P
2mg/kg/day
12
8700
2022/05/21 12
BNP 18_4pg/ml

2022/05/21 COVID-19 PCR

CK

41U/ L

15

CRP 0.00mg/ dI

QRS

60

ST

CRP: 0.02 CK: 114 BNP: 6.5 WBC:

153 U/L

-6pg/ml

0.14 mg/dl

70




5

2022/05/26 MRI

1.

2. / /

3. 1(
CK( 2022/05/21)114 U/L

CK-MB( 2022/05/21)1.6 U/L
CRP( 2022/05/21)0.02 mg/dL
4. 2022/05/26 MRI
2022/05/31 cT
2022/05/21 2022/05/31
60

5. 2022/05/21

"1
6 /
2022/05/31 cT

2022/05/21 14:30

2022/05/21 2022/05/31 10

(2022/05/21)

2022/05/22) 0.023ng/mL

ventricular stands 111

71




2022/05/21

2022/05/25

2022/05/25

2022/05/31

2022/05/23

2022/05/26

2022/05/21

ventricular stands 111

2mg /kg/day

2022/05/27

BNT162b2

BNT162b2

2




2022/06/20

BNP CK

COVID-19 PCR

CRP

CT MRI

73




23424

2022/06/03 08:50 11
5 11 FN5988
11

2022/05/13 08:40
FN5988 2022/10/31 1

2022/06/06

2022/06/06

2022/06/07

2022/06/07

BNT162b2
2022/10/31 2

5-11

4




2022/06/06 3

2022/06/07 4

BNT162b2

2022/06/06 10mg 2T 2/
2022/06/07

10mg 1T

CoVID 4

2022/06/13

75




2022/06/22

76




23425

PMDA

2022/05/30 14:30 9
5 11

1 2022/05/09
FN5988

2022/05/31 10:00

/

2022/05/31 10:00

2022/05/31 10:00

2022/05/31 10:00

2022/05/30

v2210001124
COVID-19
FP0362
9
14:45
2022/10/31
2022/05/31
2022/05/31
36.6

BNT162b2
2022/11/730 0.2 ml

COVID-19

2022/06/02

2022/06/02

2022/06/02

2022/06/02

2022/06/02
2022/06/02

2022/05/31 38

7




SARS-CoV-2 2022/05/31

2022/05/31 10:00

2022/05/31

2022/06/02

2022/05/30 0.2ml 2

2022/05/31 38
COVID-19 10

2022/05/31 2022/06/02
BNT162b2

2022/05/31 CovID-19

2022/05/31 2

BNT162b2

78




2022/06/10

2022/06/20

79




23426

PMDA v2210001173

2022/06/05 14:55 8 COVID-19 BNT162b2 5 11
FP0362 2022/11/30
8
CovID-19 CovID-19 1
2022/06/05 14:56 2022/06/05

Bp 94/54mmHg/Bp 91/54mmHg

2022/06/05 14:56
2022/06/05

2022/06/05 14:56 2022/06/05

2022/06/05 14:56
2022/06/05

2022/06/05 14:56

2022/06/05
Blood pressure measurement 2022/06/05 94/54mmHg 14:56
2022/06/05 91/54mmHg 15:08 Body temperature 2022/06/05
36.4 2022/06/05 36.8
15:08 Heart rate 2022/06/05 73 / 14:56
2022/06/05 73 / 15:08 Oxygen saturation
2022/06/05 98% 14:56 2022/06/05 99% 15:08

2

80




2022/06/05 14:56 1

2022/06/05

2022/06/05 14:55

14:56
Bp 94/54mmHg P 73/ Sp02 98%

15:08 Bp 91/54mmHg P 73/ Sp02 99% T 36.8

15:30

bnt162b2

81




23427

v2210001566 PMDA

2022/05/19 17:15 11 COVID-19
5 11 2 FP0362
2022/11/30 11

CoVID 4

2022/04/06 CovID-19 BNT162b2
FN5988 2022/07/31

2022/05/19
2022/04/06 2 2022/05/19

2022/05/19 17:45

/ 5 / 5

2022/05/19 17:45

NOS

2022/05/30

2022/06/02

NOS

BNT162b2

82




2022/05/19 35.

STIR

2022/05/19

2022/05/19

2022/05/20

2022/05/25

2022/05/30

2022/06/02

2022/06/02

2022/06/02

15

5
8
2022/05/30
5
MRI
BNT162b2

T2

2022/06/02

83




2022/04/06 1

T2 STIR
2022/06/14
2022/06/20
ID (169431)
23428
9 COVID-19 BNT162b2 5 11
FP0362 2022/11/30

84




23429

2022/04/02 15:00 9

5 11

FN5988

2022/04/05

2022/04/15

COVID-19

BNT162b2
2022/07/31

(2022);

85




2022/04/05

CovID-19
2022/04/23 2

2022/04/05

2022/04/05

2022/04/15

300mg

2022/04/15

FN5988

2022/04/15

BNT162b2

BNT162b2

2022/04/02
2022/10/31

86




2022/05/11

2022/06/10

87




23430

PMDA

v2210001248 v2210001249

v2210001248(PMDA)  v2210001249(PMDA)

2022/04/25 10

5 11
2022/07/31

2022/04/04 COVID-19

FN5988

11
2

COVID-19

10

2022/07/31 10

BNT162B2
FN5988

2022/03/31

2022/03/31 ;

2022/03/31

88




2022/04/25

2022/04/25

2022/04/28

2022/05

Blood test: (2022/04/27) ;

Computerised tomogram head: (2017) ; (2022/04/28)
2022/04/27 ;  2022/06/07 ;

Magnetic resonance imaging: (2022/04/30)

Magnetic resonance imaging head 2022/04/30

04/06

04/14

04/25 2

89




04727

04/28
CcT

04/30 MRI

05/24

06/07

2022/06/07

CcoviD

2022/03/31

CT

BNT162b2

2017

90




2022/06/20

2022/06/27

91




PMDA v2210001248 PMDA v2210001249 PMDA
v2210001248 PMDA v2210001249 PMDA

2022/04/04 10 BNT162b2 5
11 10 FN5988
2022/07/31

2017 2017

; 2022/03/31;
23431
2022/03/31;

2022/03/31

2022/04/06

2022/04/06

(2017) 2017

92




10

2022/04/06

2022/04/25

2022/04/27

2022/04/30

2022/05/24

11

CoviD

2022/06/27

CcT

2022/04/14
2022/04/28
2017
2022/06/07
BNT162b2

93




94




23432

2022/05/26 15:30 10
5 11 2
12022/10/31

CcovID 4

2022/04/28 16:00 5 11 (¢

12022/11/30

2022/05/27( 1) /

2022/05/28( )

2022/05/28( 2 )

2022/05/31

2022/05/31

CK100 5.0 BNP5.8

BNT162b2

:FN5988

10.01

:FP0362
)

95




2022/05/31(

2022/05/27

2022/05/28
X-P

2022/06/20

2022/05/28 2022/05/31

X-P X

CK

BNT162b2

96




2022/06/29

23433

2022/05/31

2020/06/02

6

BNT162b2(
/ )

2022/06/03

37.4

97




2022/06/02

37.4

37.4

98




23434

PMDA

v2210001267

2022/04/18 15:40 5

5 11

2022/10/31

2022/05/09

2022/05/09

2022/05/09

2022/05/09

221uL;

BNT162b2
FN5988

2022/04/18 517uL; 2022/06/15

2022/04/18 A-B

2022/04/18 378uL; 2022/06/15 118uL;

36.3

2022/04/18

; 2022/04/18
2022/04/18 ;
; 2022/04/18

2022/04/18

99




5 1
2022/05/09
378u/L 517u/L

A-B EBV CMV HSV
2202/06/152 118u/L 221u/L
2022/06/15

BNT162b2

COVID-19 COVAES
2022/04/12 14:15 9 COVID-19
BNT162b2 5 11 FN5988
2022/07/31 2 9
23435
2
2020/06  2021/02 ;

100




2022/03/22 COVID-19
FN5988 2022/07/31
14:15
CcovID 4
COVID-19
2022/04/12 14:30 15
2 2020/06
|
2022/04/12 2 15
9
COVID-19

2021/02

I 5614

101




23436

2022/05/20 17:15 6 COVID-19
5 11 2
2022/10/31 6

FN5988
2022/04/23 COVID-19

2022/05/20

2022/05/20 21:30
375 /

2022/05/21 06:00

2022/05/21 06:30

2022/05/21 06:30

2022/05/21 06:30
2022/05/23

2022/05/21 06:30
2022/05/23

2022/05/22

BNT162b2
FN5988

14:30
2022/10/31

2022/05/23

2022/05/23

102




375 /

Alanine aminotransferase: (2022/05/23)
14; Aspartate aminotransferase: (2022/05/23) 30; Blood chloride:
(2022/05/23) 101; Blood potassium: (2022/05/23) 4.1; Blood sodium:
(2022/05/23) 137; Blood urea: (2022/05/23) 21; Body temperature:

(2022/05/20) 37.5 , 1 21:30  ; (2022/05/21) 37.5 ,
: 06:00; (2022/05/21) 38.8 , : 07:00; (2022/05/22) 37.5
; (2022/05/23) 37.3 ; C-reactive protein: (2022/05/23) 1.1;

Lymphocyte percentage: (2022/05/23) 0.37; White blood cell count:
(2022/05/23) 8200

2022/05/20 21:30 37.5
2022/05/21 06:30 4
2022/05/21 2
2022/05/22 3
2022/05/23 3
BNT162B2
6
CovID 4

103




2022/04/23 14:30 COVID-19

FN5988
2022/05/20 17:15 COVID-19
FN5988
2022/05/20 21:30
2022/05/21 06:30
05/21 05/23

04723 1

05/20 17:15 2

21:30 37.5

05/21 06:00

BNT162b2

2022/10/31

BNT162b2

BNT162b2

37.5

2022/10/31

BNT162b2

104




06:30

07:00 38.8
09:00
10:00
10:00
ER
05/22 37.5
05/23 37.3
200ml 100g
05/24
BNT162b2
2022/06/17
; 1 /
; WBC, CRP, GOT, GPT, BUN, CY, Na, K, CI
2022/05/21 2022/05/22 ;
; /

105




23437

2022/05/27
5 11

2

0.2ml

BNT162b2

106




2022/05/27

2022/05/27
2022/05/27

BNT162b2

2022/05/27

23438

2022/04/28 10

5 11 2
2022/10/31

COVID-19
0.2ml

2022/04/07 COVID-19

BNT162b2

FN5988

2022/06/17

11

107




2022/06/17

2022/06/17

BNT162b2 /

2022/07/01

bnt162b2

108




23439

2022/06/04 15:45 9 COVID-19 BNT162b2
5 11 FP0362
2022/11/30 9

2022/05/14 COVID-19

FP0362 2022/11/30
16:20
/
/

9

CcoviD 4
2022/05/14 16:20 CovID-19

BNT162b2

109




2022/06/04 15:45
BNT162b2

BNT162b2 /

2022/07/04

COovID-19

110




23440

2022/06/20

2022/05/07 14:30 6

2022/10/31 6

Covid-19 1

2022/05/31

2022/05/07

2022/05/07
2022/05/09

v2210001229 PMDA

covid-19

0.2ml

; COVID-19

2022/05/08 20:00
/

36.7

2022/05/08

BNT162b2 5 11
FN5988

111




2022/06/20

1
2021/05/08 20:00 1
2022/05/08
2022/05/09
2022/05/09 2022/05/17 2022/05/24 2022/05/31
2022/05/31 24
bnt162b2
BNT162b2 /
2022/06/20 202200810115  PV202200001410

112




202200810115

2
; 1
/ /
; / /
/ ; /
2022/04/15 14:30 8 covid-19
BNT162b2 5 11 /
1 8
23441
2022/04/16 39.7
2022/04/18 COVID-19
39.7

113




2022/04/16 : 39.7

2022/04/18 SARS-CoV-2

covid-19
8 COVID
2022/04/15 14:30 COVID-19
2022/04/16
39.7
/

2022/04/18 COVID-19

/

4
COVID-19

BNT162B2
1

114




23442

2022/06/18 6
)

2022/06/19

BNT162B2(5-11

115




2022/06/27

23443

(2022/06/30) -
ID 169431  PMDA v2210001303
2022/06/13 16:43 5 COVID-19 BNT162b2
5 11 1 FN5988

2022/10/31 5

3695¢

116




2022/06/13

2022/06/13 16:46

2022/06/13 16:46

2022/06/13 16:46

2022/06/13 16:46

2022/06/13 16:46

2022/06/13 16:49

6 HR 57/

2022/06/13 16:49

2022/06/16

2022/06/13

2022/06/13

2022/06/13

20 HR 58

100/71

37.1

2022/06/13 17:05

2022/06/13 16:55

2022/06/13 16:47

6 ; 2022/06/16

117




2022/06/16

2022/06/13 57
20 ;57
2022/06/13
2022/06/13
3695g

2022/06/16 BNP BNP

98% HR 57

2022/06/16

100

2022/06/16

2022/06/13
2022/06/13

98%

2022/06/13 16:49

71

98%

6

; 58 2022/06/13
; 58 22

100/71 Sa02
6

57
22

58
19

118




BNP

mRNA

06/16

BNP

BNT162B2

2022/07/01
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23444

11

covid-19

BNT162b2

11

120




11

bnt162b2

BNT162b2 /
2022/06/27 12:00 8 CovID-19

BNT162b2 5 11 2

FR4267 2022/11/30
23445
1
FP0362 2022/11/30

12:00 2022/06/06 COVID-19

121




2022/06/28

23446

CcovID 4
CovID-19
CovID-19
2022/06/10 7 COVID-19
BNT162b2
FR4267 2022/11/30

122




23447

2022/06/10

CovID-19

37

2022/06/10

COVID-19
FR4267

COVID-19

37

BNT162b2 5 11
2022/11/30

123




23448

2022/07/04

10 116
2022 Vol 116th pgs 8

10 covid-19 BNT162b2
/
1
1
38
/

38

38

11

124




23449

PMDA

2022/05/14 5
5 11
2022/11/30

2022/05/15 (

(2022/05/20)

2022/05/21 (

2022/05/22 (

2022/05/22 (

11
1

5

v2210001834

36.5

11

COVID-19
FP0362

BNT162B2

BNT162B2

125




(2022/07/06)

126




