81

1-2-3-4
2022( )
11
16 12
No. PT
v2210000090 PMDA
2022/04/03 09:35 9 9 covid-19
BNT162b2 5 11 1 /
22909

2013/09




2022/04/

2022/04/

2022/04/

2022/04/

2022/04/

2022/04/03

2022/04/03

2022/04/04

2022/04/03 09:35

2022/04/03 09:50

04
2022/04/03 09:50
04
2022/04/03 09:50
04
2022/04/03 09:50
04
2022/04/03 09:50
04
2022/04/04
2022/04/04
2022/04/04
2022/04/04

2022/04/03 09:50

2022/04/03 09:50




2022/04/03 128/56 mmHg

2022/04/03 36.1

2022/04/03 73

2022/04/03 99 %

30

15

0.3 ml




2022/04/04

2022/05/11

CovID

2022/04/03 2022/04/04
BNT162b2

2013

9




2022/04/03 09:35

/
bnt162b2
PMDA
1.
<Major > /
2.
< >
AND
AND 2
Major AND 1 Minor
AND/OR 1 Minor
3. 5




2-3

@

128/56mmHg

25

32
0.3ml

73/

15

30

Sp02 99%
Spo2 99 %
1 20

P 73/




Spo2

2022/04/03

2022/04/03




1 ICS

DSU

2022/05/11

LTRA







22923

COVID-19

0.2ml

BNT162b2

COVID-19

/

10




2022/04/22

0.2ml
DSU FU #02
2022/06/06

0.2ml

FU #03

11




22940

v2210000625 PMDA

2022/03/27 15:15 8 7 covid-19
BNT162b2 5 11 1
FN5988 2022/07/31 8
4 2
2022/03/28
2022/04/15 / /
2022/03/28
2022/04/15
2022/03/28
2022/04/15
2022/04/06
2022/04/15
MB 2022/04/08
2022/04/15 CK-MB 3.4ng/ml
2022/04/08
2022/04/15 3.23mm
/ /
3.23mm CK-
MB 3.4ng/ml

12




3.4ng/ml
2022/03/27 36.8
2022/04/08 47%
X 2022/04/08
C
2022/04/08
3.23mm PE 3.23mm
2022/04/08 77
2022/04/08 ST
Q -
T 2022/04/08
8 7
4 2

2022/04/08

MB 0-3.1 2022/04/08

ST-T

13




CovID 4

2
2022/03/27 15:15
2022/07/31 1
2022/03/28
10 2022/04/06
2022/04/08
ST XP

CK-MB 3.4ng/ml

FN5988

3.23mm

BNT162b2

14




CK-MB

2022/05/17

CK CRP

bnt162b2

15




16




v2210000419 PMDA

2022/04/24 11:05 8 CovID-19
BNT162b2 5 11 FN5988
2022/10/31 2 8

22941

2022/04/03 COVID-19
5 11 FN 5988 2022/07/31

2022/04/24 11:12

17




2022/04/24 11:12
HR 30 ;

2022/04/24 11:12

2022/04/24 11:12

Sp02 98% ;

2022/04/24 11:12
80/40

2022/04/24 11:15

2022/04/24
1
2022/04/24 11:15 10
80/40
0.15mg
2022/04/24

2022/04/24 11:12

2022/04/25

18




™)

11:05

11:12
80/40

02 2L

11:23

11:35
6L

Major

Minor

1 Major AND 1 Major
AND/CR 1 Major

HR 30 BP 80/40 Sp02 98%

+) HR 30 BP
Sp02 98%

0.15mg

+) BP 02 Sp02 HR

02 6L

BP HR Sp02 02

19




BP 72/46
HR 30

Pfizer-BioNTech COVID-19
SARS-CoV2

Pfizer-BioNTech COVID-19

2022/04/24 80/40 11:15 2022/04/24
80/40 11:12; 2022/04/24 72/46 11:20;
2022/04/24 112/95 11:35;
2022/04/24 30 11:12; 2022/04/24 62
11:23; 2022/04/24 76 11:35;
2022/04/24  98% 11:12; 2022/04/24
99% 11:23; 2022/04/24 100% 11:35

20




2022/04/24

BNT162b2
BNT162B2
2022/04/28
202200625392
202200625233
2 3
2022/05/12
2022/05/23

2022/04/25

21




HR/BP/SP02

22




22942

PMDA v2210000386

2022/04/22 13:30 11 5

BNT162b2 5 11 2
FP0362 2022/11/30
11
1
COVID-19
COVID-19
2022/04/22 2022/04/22
116/52

2022/04/22 13:30

2022/04/22

COVID-19

0.2 ml

0.2ml

2022/04/22

23




116/52

15

BNT162b2

(2022/05/12) -

(2022/05/18):

24




22943

v2210000384
PMDA

2022/04/24 11:47 11 9 COVID-19
BNT162b2 5 11
FN5988 2022/10/31
11

11

CovID 4

2022/04/24 11:57
2022/04/24

2022/04/24 11:57
2022/04/24 60740/

25




2022/04/24 11:

2022/04/24

2022/04/24 11:

2022/04/24

2022/04/24 11:

2022/04/24

2022/04/24 11:

2022/04/24

2022/04/24 11:

2022/04/24

2022/04/24 11:

2022/04/24

2022/04/24 11:

2022/04/24 11:

2022/04/24

2022/04/24 11:

57

57

57

57

57

57

57

57

57

2022/04/24

2022/04/24 11:

2022/04/24

2022/04/24 11:

2022/04/24 11:

2022/04/24

2022/04/24 11:

57

57

120

2022/04/24

57

57

2022/04/24

2022/04/24

26




2022/04/24 11:57
2022/04/24

2022/04/24 11:57
2022/04/24

2022/04/24 11:57
2022/04/24

60740/ 120

2022/04/24

2022/04/24 11:47

2022/04/24 11:57 10

2022/04/24 12:12 0.3mg
5L/ 1L/

2022/04/24 12:17 Sp02 99%

27




60740

120
PMDA
Major

3
2
Minor 2
2
2 1 Major 1
Major 1
1 Minor
2

28




60/40 120-130 130 / Sp02

92% JCSI-2
11:47
11:57
12:12 0.3mg

12:17 Sp02 99%

12:23 10mg

12:36

Spo2 9%

BP 60/40 HR 120 JCSI-2

29




2022/04/24 60/40/ 11:57
2022/04/24 36.8
2022/04/24 12:17
2022/04/24 120 11:57
2022/04/24  92% 11:57 2022/04/24 99%
12:17
BNT162b2

2022/04/24 11:57

BNT162b2

30




2022/04/24

2022/05/09

202200624806

202200624806

202200630706

31




60/40

2022/05/20

2022/05/23

60740/

JCSI

32




1 DOSE 1, SINGLE

2
2
2022/04/24 11:47 11 9 BNT162b2 5 11
3« )
2022/04/24 11:47 11 9 BNT162b2 5 11
3
11
11
12:23 10mg
12:23 10mg
2022/04/01 8
BNT162b2 5 11 1
FN5988 2022/07/31

22945

2022/04/21

33




2022/04/21 20

2022/04/01 2022/04/21
-BIONTECH
FN5988
NTM
CAPA
2022/05/10

34




22946

2022/04/01 6 covid-19 BNT162b2
5 11 FN5988
2022/10/31

2022/04/21

2022/04/21 COVID-19

2022/04/01 2022/04/21

AE 13:39 1

(2022/05/10)  PFIZER-BIONTECH COVID-19 VACCINE
PQC

FN5988

35




NTM

(2022/05/10) -
2022/03/25 16:00 8 COVID-19
BNT162b2 5 11 1
FN5988 2022/07/31 8
22947
2022/03 2022/04/03
2022/03

36




2022/03/25

CovID

2022/04/03

/

2022/04/04

2022/04/04

2022/04/04

2022/04/03

2022/03/25

2021/02

2021/02

2022/03/25

2021/02

37




2021/02

2022/03

2022/04/03

2022/04/04

2022/04/04

1%

2022/04/05

(2022/04/04)

2022/03/25

1 7(+)

COVID-19

DS

View

View

39

39

38




COVID-19 9

2022/04/15 COVID-19
BNT162b2
COVID-19 9
2022/03/25 1 2022/04/01
2022/04/04

39




BNT162b2 /

2022/05/11

2022/05/16

40




(2022/04/04)

(2022/04/04)

41




22948

2022/04/23

2022/10/31

2013/11/01

2013/11/01

2021/10/25

2015/10/23

2022/04/26

2 0.2ml

8

2013/11/02
2013/11/02 ;

v2210000569 PMDA

8
BNT162B2
FN5988

2014/02/26 ;

2015/10/23

COVID-19

2021/10/30

COVID-19 1

2022/04/26

COVID-19

42




/39.1

2022/04/26 08:58

2022/04/26 08:58

2022/04/23
2022/04/25

2022/04/25 /

2022/04/26

2022/04/26

ALT GPT 302H

AST GOT 4194

C- 2022/04/26 08:58
CRP 4.04H ;
2022/04/26 08:58
0.41L ;
2022/04/26 08:58
36.9L ;
2022/04/26 08:58
13.1L ;
2022/04/26 08:58
LDH 365H ;
2022/04/26
08:58 MCHC 35.5H ;

2022/04/26 08:58

43




MCV 79.7L ;

2022/04/26 08:58
Na 132L ;

2022/04/26 08:58

T-Bil 2.63HT ;
2022/04/26 08:58
2.5L ;
2022/04/26 08:58
WBC 15.0H ;

2022/04/26 10:50

2022/04/26 10:50 /
2022/04/26
/
/39.1
/
2022/04/23
2022/04/25 30

2022/04/26 00:00
39.1

14




01:00

10
09:00

WBC 15000/uL Neu 92% CRP 4.04 AST 419 ALT
302 LDH 365 T-Bil 2.63

X-p CT
2022/04/26 10:50 3

2022/04/26 3

2022/04/27 4

2022/04/26 10:00

Alanine aminotransferase:
(2022/04/26) 302; Aspartate aminotransferase: (2022/04/26)
419; Blood bilirubin: (2022/04/26) 2.63; Blood lactate
dehydrogenase: (2022/04/26) 365; Body temperature:
(2022/04/26) 39.1 ; 1 (2022/04/26)
; C-reactive protein: (2022/04/26) 4.04; Neutrophil

percentage: (2022/04/26) 92 %; 1 (2022/04/26)

, : ; White blood
cell count: (2022/04/26) 15000, : /uL; X-ray:
(2022/04/26)

45




2022/04/26

BLNAR ;

PRSP

2022/04/26

SOL
atrophy (+)
1
2mm; 1 2mm
2022/04/26 08:23:02
2022/04/26 08:58:08 CRP 4.04H; 7.2; 4.4;A/G
1.57;T-Bil 2.63H;ALBI -2.65;AST GOT 419H;ALT
GPT 302H;LDH 365H; Gamma-GTP 57;CPK 133;BUN 10.2;
0.41L; 2.5L;Na 132L;K 4.1;ClI 101;Ca 8.9; Fib-4 In
0.88; 1+; WBC 15.0H ;RBC 4.63 ;
13.1L ; 36.9L
;MCV 79.7L ;MCH 28.3 ;MCHC 35.5H
;RDW 12.1 ; 220 ;MPV 8.6
; Neutro 92 ; Lymph 3 ; Mono4
;Eosino 0 ;Baso 0 ;
1.026;PH 8.5; 30; : +/-; ;

46




1.0; ; ; ;

1 ; 1 ; 1 4 ;
1+; P
2022/04/26 09:06:31 PT 11.3;PT % 97PT INR
1.02;APTT 32.8; 408;FDP 3.2; AT-111 117;D-

0.9

2022/04/26 11:12:21 NH3 16

2022/04/26 11:14:40 pH 7.228;PC02 52.4;P02
36.8;CHCO3- P 21.1; CBase Ec -
5.3; ct02 10.2; s02 52.4; ctHb 14.1; ctCO2(P) 22.7; FO2(I1)
21.0; P02 A-a 52.8; Hct 43.3; Nat+ 135; K+ 4.4; CI- 102;

Ca2+ 1.18;Ca2+ 7.4 1.07; AnionGAP 12.1;
AnionGAP 16.6; cGlu 199; clLac 4.5; FO2Hb 51.6;
FCOHb 0.4; FMetHb 1.1;FHHb 46.9;ctBil 48; 2022/04/26;
11:10:00 2022/04/26
2022/04/26
BNT162B2
2022/05/09

47




14:00

BNT162b2

2022/05/09

ICU

2022/05/09

ICU

48




2022/05/17

2021/04/26 10:00
2022/04/26
10:00

49




22949

v2210000889

PMDA
2022/04/30 10:30 10
10 BNT162b2
1
FN5988 2022/10/31
2022/04/30
BP 90/50 ;
2022/04/30
2022/04/30
/
2022/04/30 10:35
2cm ;
2022/04/30 10:35
2022/04/30 10:35
2022/04/30 /

2022/04/30 10:35

50




2022/04/30 10:35

2022/04/30 10:35

2022/04/30 10:35

2022/04/30
/ ;
2022/04/30 10:35
/ BP 90/50
5
2cm
/
/
2022/04/30 90/50; 2022/04/30
36.8 ; 2022/04/30 98
36.8
CoviD 4
2

51




2022/04/30 10:30

BNT162b2
2022/04/30 10:35 5
10:30
2022/04/30 10:35 5

10: 35
2cm
BP 90/50 SP02 98
2

52




2022/04/30 10:35

CovID

BNT162b2

2022/04/30

BNT162b2

53




2022/05/12

2022/05/20

54




22950

2022/03/27 11
5 11
2022/07/31

2022/04/13

2022

2022/04/13

10

COVID-19 BNT162b2

FN5988

PFIZER-BIONTECHCOVID-19

COVID-19

55




FN5988

NTM

CAPA

2022/05/12

56




22951

PMDA

2022/04/26 7 10
BNT162b2 5 11
FN5988

2022/04/27

v2210000707 PMDA

2022/10/31 7

2021/05 ;

2022/04/27 22:00

2022/04/27 22:00
/ /

2022/04/27 22:00

57




2022/04/27 22:00

2022/05/30

0 2021/05

2022/04/26 5 11

2022/04/27

22:00 10 15

2022/04/27

2022/04/28

CovID 4

58




2022/05/12

2022/05/19

BNT162b2

59




2022/04/27
2022/04/27 22:00
2022/04/29
22:00 2022/04/27

2022/04/29

2022/04/27

60




22953

PMDA v2210000748 v2210000758

v2210000748 PMDA v2210000758 PMDA

2022/04/28 14:00 11

BNT162b2 5 11
FN5988 2022/10/31
2014/06
5 11 1
2022/07/31

14:00 COVID-19

2022/04/29

2022/04/29

COVID-19

2011

2014/06

2011

11

2011
2011

- FN5988
2022/04/07

61




2022/04/29

2022/04/29

2022/04/29 12:00

2022/04/29 12:00

2022/04/29 12:00

2022/04/29 12:00

/ 130-150/

2022/04/30

2022/04/30

2022/04/30

2022/04/30

2022/04/30

2022/04/30

2022/04/30 20:32

62




Aspartate aminotransferase: (2022/04/30) 88; Blood creatine
phosphokinase: (41-153): (2022/04/30) 1246 1U/1,
; Blood lactate dehydrogenase: (124-222) :(2022/04/30)

515 : ; Blood pressure measurement: (2022/04/30)

; Blood test: (2022/04/27) ; Blood urea
(8.0-20.0): (2022/04/30) 24.7, : ; Body temperature:
(2022/04/28) 36.7 , : ; Chest X-ray:
(2022/04/30) ; C-reactive protein(

0.14): ( ) , : 2 CRP ;
(2022/04/26) 0.24 mg/dl, : ; (2022/04/30) 32.8 mg/dl,
; Electrocardiogram: ( )
; Heart rate: (2022/04/29) 1307150, -/
(2022/04/30)
2022/04/30
/
/
/
2014/06
2022/04/07 5 11 1

2022/04/28 14:00 2

2022/04/29 12:00 130-150/

63




2022/04/30

20:32
BNT162b2
/
2022/04/29
/
2
2022/04/29
22
4 30
100 02
1.5ml

64




COVID-19

BNT162b2 4

BNT162b2
DNR

2022/04/28 14:00

2022/04/29 12:20 1
130

2022/04/30 2

65




02

18:30

19:00

CRP

100%02

20:38

2022/04/26

Spo2

ImL

DNR

24

66




DEV-106 BioNTech

DEV-107

DEV-110

DEV-116

CAPA

LOE

PFIZER-BIONTECH

AeroSafe

CAPA

COVID-19

67




NTM

2022/05/11

2022/05/17

FN5988

CAPA

68




found within specifications

2022/05/18

batch and lot tested and

69




22954

v2210000999 PMDA

2022/03/05 9 COVID-19
5 11
2022/07/31 9
2022/03/07
2022/04/06 /

2022/03/07
2022/03/17 3
36.2 ; MRI
MR1

2

BNT162B2

BNT162b2
FN5988

2022/03/14

2022/03/05

2022/04/06

70




30

2022/03/14
BNT162b2

2022/05/13

2022/05/18

202200696874

2022/03/17

202200672608

202200672608

71




2




22957

PMDA v2210000767

2022/05/17 12:00 11
BNT162b2 5 11 1
FN5988 2022/10/31 11

ALISMA ORIENTALE TUBER; ATRACTYLODES LANCEA RHIZOME;
CINNAMOMUM CASSIA BARK; POLYPORUS UMBELLATUS SCLEROTIUM;
PORIA COCOS SCLEROTIUM

2022/05/17

2022/05/17 12:10

2022/05/17 12:10

2022/05/17 12:10

2022/05/17 12:20

91-40

73




2022/05/17 91-40
2022/05/17 99-60 12

2022/05/17 36.4

11

2022/05/17 12:00 COVID-19

CovID 4

12 10

25

12 20

BNT162B2

4




2022/05/17

2022/05/17 12:10

(2022/05/16) -

(2022/05/23) -

2022/05/17
12 20

BNT162b2

BNT162B2

12

2022/05/07
0 20
25

75




2022/05/07 91-40
20 ; 2022/05/07 99-60 0 25 ;
2022/05/07 36.4 ;
2022/05/17 91-40 12 20 ; 2022/05/17
60 12 25 2022/05/17 36.4
; ; 0 10
12 10

; 2022/05/07
2022/05/17

0

99-

76




22958

PMDA v2210001058

2022/04/30 14:00 7 6 covid-19
BNT162b2 5 11
FP0362 2022/11/30 7 6
1
2022/05/01
2022/05/01

2022/05/03 21:10

2022/05/09
2022/05/03 21:10
2022/05/09
2022/05/03 21:10
2022/05/09
2022/04/30 36.5

CT 2022/05/03

2022/05/03 21:10 3

7




2022/05/09

2022/04/30

2022/05/03

2022/05/31

2022/05/01

10

bnt162b2

78




22959

PMDA

v2210000787
2022/04/28 15:55 8 9 COVID-19
BNT162b2 5 11 0.2 ml
FN5988 2022/10/31
8

2022/04/28 16:10
2022/04/28

2022/04/28 16:10

2022/04/28 16:50 BP  90/66mmHg

2022/04/28 16:10
2022/04/28 16:50

2022/04/28 16:10
2022/04/28

2022/04/28 16:10
2022/04/28 ;

2022/04/28 16:10
2022/04/28 16:50 /

2022/04/28 16:10
2022/04/28 16:50

79




2022/04/28 90/66mmHg; 2022/04/28
BP  98/70;

2022/04/28 36.8

2022/04/28 100%;

2022/04/28

CovID 4

Sp02 100% BP 90/66mmHg

16:10

X2

98/70mmHg

80




16:10

90/66

16:50

15

PEG

BP

98/70

PEG

BNT162b2

81




15

2022/05/13

field force

structured fields

2022/05/25

BP

82




83




22960

v2210001000
PMDA

2022/04/13 COVID-19 2
BNT162b2 /
0.2ml 9

COVID-19 1

/ COVID-19

2022/04/14

2022/04/14

2022/04/14

2022/04/14 /40

2022/04/14

2022/04/25

/40

84




2022/04/25

MRA
M2
2022/04/13 36.0
2022/04/14 40
CSF 2022/04/25
2022/04/19
2022/04/25
FLAIR
2022/04/25 ;
2022/04/25
2022/04/25 ;
SARS-CoV-2 2022/04/25
2022/04/13
1

BNT162B2

DWI

85




2022/04/14 1

2
2022/04/19 6
MRI
2022/04/25 12
B
MRI MRA

COVID-19 PCR

MRI
oWl
FLAIR

MRA

M2

86




PCR
nested PCR
1
10
2022/05/04 21
COVID 4
COVID-19
BNT162b2

T-spot

ACV

87




AER 202200631426  AER

/
202200631470
2 COVID-19
BNT162b2 /
2022/05/09
202200631470

ID

202200631426

202200631426

88




40
7
2022/05/16 202200631426
202200659821
202200631426
1 / 7/ 7/ / /
9
/
/

89




22961

2022/04/07 10 COVID-19
5 1 FN5988
2022/07/31 1

2022/04/25 COVID-19
2022/04/25

1 CovID-19

-BIONTECH COVID-19

FN5988

BNT162b2

90




NTM

(2022/05/18)

CAPA

91




C )
PMDA © v2210001064
2022/04/12 10
BNT162b2( 5 11 2
FN5988 :2022/07/31 10 )
( )
22962
a )
2022/04/12 ( )
2022/04/12 ( ) ;
2022/04/12 ( ) (2022/04/15)
37.5/37.8 /38.6 ;
2022/04/12 ( )
/ ;
2022/04/13 ( )

92




2022/04/15

/ (
) ;
2022/04/15 ( )
2022/04/16 « )
/ ;
2022/04/16 « )
(
2022/04/20 1 2022/04/22 12 )
/
/
/
( )
: (2022/04/15) : :
1 (2022/04/12) 36.4 : :
(2022/04/13) 38.6 :; (2022/04/12) 37.5

: (2022/04/13) 37.8 ;

MR1:(2022/04/20) :

MRI: (2022/04/18) ;

1 (2022/04/20)

93




2022/04/12

04/13 37.8

04/15

04/16

04/18

04/20

04/21

04/22

04/27

04/27

05/10

2022/05/10 (

10

38.6

37.5

BNT162b2

94




95




22963

ID 157295

v2210001192 PMDA

2022/04/30 7

BNT162b2
FN5988 2022/10/31
2022/05/02
2022/05/17
2022/05/17 7
2022/05/02 38.8

2022/05/10

2022/05/06

96




CRP 0.13

2022/05/06

2022/05/07

2022/05/09

2022/05/10

2022/05/11

1gG IgM

2022/05/06 COVID-19

WBC 12500

87%

CcT

2022/05/10

PCR

97




1

2022/05/02 2

2022/05/10 10

2022/05/17 17

2022/05/17 17

CRP 0.08
WBC 18320
3+
168/3uL 20/3uL
148/3uL 25mg/dl 60mg/dl 97mg/dl
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2022/05/16

2022/05/16

2022/05/17

2022/05/10 97mg/dl

97mg/dl
G 2022/05/10 4.2
2022/05/10
IgG IgM
M 2022/05/10 0.24
2022/05/10
1gG  IgM
2022/05/10
2022/05/02 38.8 2022/05/02
2022/05/09
2022/05/09
C- 0.08 WBC 18320
CRP 0.08 2022/05/06 0.13 WBC 12500
CRP 0.13
CSF 2022/05/11 60mg/dl
CSF 2022/05/11 25mg/dl
CSF 2022/05/11

99




2022/05/11 168/3uL

2022/05/11 148/3uL

2022/05/06 87%

SARS-CoV-2 2022/05/06

2022/05/10

2022/05/11 20/3uL

18320
0.08 2022/05/06 12500
12500 CRP 0.13
2022/05/10
BNT162b2
2

2022/05/10

WBC 18320

2022/05/17

EIA-1gG 4.2

WBC

CRP
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EIA-IgM 0.24

PCR

2022/05/18

202200713730

202200713730

2022/05/18

PMDA v2210001192

SARS-CoV-2
G

CSF CSF

202200714419

PMDA
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22964

2022/04 7
5 11

2022/04

1

COVID-19

2022/04

BNT162b2

102




2022/04 2022/04

1
2
2022/04
2022/04
/
7 COVID-19 BNT162b2 5 11

/
22965
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40.3

40.3

BNT162B2
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22966

2022/05/13 Valid

2022/03/29 COVID-19 BNT162b2
5—11 FN5988
2022/07/31 1
2022/04/16 CovID-19 ;
2022/04/16
SARS-CoV-2 2022/04/16
CovID-19
1 2
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2022/04/16

SARS-CoV-2

SARS-CoV-2

ECMO

SARS-CoV2

COVID-19

2022/05/31

-BIONTECH COVID-19
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FN5988

PGS Puurs

NTM

CAPA

2022/05/31
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22967

PMDA v2210001186

2022/05/13 16:10 10 10
BNT162b2 5 11
:FN5988 2022/10/31 2
10 10

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

2022/05/13 16:17

2022/05/14

2022/05/13 36.4

108




30

bnt162b2

109




22968

2022/04/25 5
BNT162b2
FN5988

6
5 11
2022/10/31

COVID-19

2022/04/04 COVID-19

2022/04

2022/04

FN5988

2022/04/26

2022/04/26

CovID-19

2022/07/31
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2022/04/04 COVID-19
FN5988
1

2022/04/25

bnt162b2

2022/10/31

2
2022/04/26 1

bnt162b2
2022/07/31

CovID-19
FN5988
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500ml DIV
BNT162b2 /
2022/05/11
2022/05/16
/
/ /
RMH
/ / /
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22969

v2210000881 PMDA

2022/05/14 14:00 11 3 COVID-19
BNT162b2 5 11 FN5988
2022/10/31 11 3
1
2022/05/15
2022/05/17 WBC 18560 CRP 0.02 WBC /WBC
11700 CRP 0.46 ;
2022/05/15 2022/05/17 ;
2022/05/15 2022/05/15 ;
2022/05/15
2022/05/17
2022/05/15 2022/05/17
2022/05/15 18:00
2022/05/17 ;
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2022/05/15 18:00

2022/05/17 /
2022/05/15 2022/05/17
2
/
WBC 18560 CRP 0.02 WBC /WBC
11700 CRP 0.40
2022/05/15
2022/05/15 0.02 WBC ;
2022/05/16 0.46 ;
2022/05/15 18560 WBC ;

2022/05/16 11700
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2022/05/15 18:00 1

2022/05/15 1 2022/05/17
2022/05/17 3
2022/05/14
2022/05/15 18:00
CT
WBC 18560 CRC 0.02 WBC
2022/05/16 WBC 11700 CRP 0.46

2022/05/15 1

2022/05/17

BNT162b2

115




2022/05/16
0.40 0.46 ;

2022/05/16
WBC 11700 CRP 0.40
2022/05/16 WBC 11700 CRP 0.46
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22970

2022/04/09 5 covid-19

5-11
2022/07/31 2 5
4
2
5-11 5-11
FN5988 2022/07/31
2022/03/09 COVID-19
2022/04/10
/

2022/04/11
] 40mm

2022/05/01

2022/05

BNT162b2
FN5988
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2022/04/13 1.9

1gG EIA 2022/04/11 2.8

2022/04/09 2
2022/04/10

2022/04/11

EB

2022/05/01

[ ]

[ ]

36
2022/04/19

40mm
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2022/05/16
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22971

ID  (169431)

COVID-19
2022/05/07 6 COVID-19
11 1
EB
EB
2022/05/08
2022/05/08
/
2022/05/10
5/10
5/7 1

BNT162b2 5
/
10 20
2022/05/10
6
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5/8 10 20

5/8

5/10

EB

EB
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22972

ID 169431)

2022/04/27 11

2022/11/30

COVID-19

BNT162b2
FP0362
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2
PMDA
PMDA v2210001200
2022/03/26 16:00 8 COvID-19
BNT162b2 5 11 FN5988
2022/07/31 8

22973 ;

2022/03/26 16:15
2022/03/26
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2022/03/26

2022/03/26

2022/03/26

2022/03/26

2022/03/26

2022/03/26 16:00
BNT162b2
2022/07/31

2022/03/26 16:15

2022/03/26 16:15

2022/03/26 16:15

37.4

37.4

15

COVID-19
FN5988
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2022/03/26

BNT162b2
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22974

2022/04/22 13:02 5
BNT162b2 5 11 2
FN5988 2022/10/31 5

CovID 4

FN5988 2022/10/31
13:02
2022/03/25

2022/04/23

2022/04/23

2022/04/26
/ / 66/

2022/04/26
2022/04

2022/04/26

/ / 66/ 66

20

66

22

2022
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2022/04/26 66

2022/03/25 13:02 BNT162b2

2022/04/22 13:02 2 BNT162b2

2022/04/23 2 1

2022/04/24 4

2022/04/25

2022/04/26
66 2

BNT162B2

2022/06/01 2022/04/26
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2022/04/22

2022/04/26

66

BNT162b2

500ml

2022/04/25

500ml

20

20

20ml

20ml
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13:02

66

BNT162b2

2022/05/18

66

2022/06/01

2022/04/22

129




22975

PMDA

2022/05/14 7 9

BNT162b2 5 11
FN5988 2022/10/31
COVID-19
11 FN5988
2022/04/23
2022/05/17
2022/05/17
30 ;
2022/05/17
2022/05/18

v2210001256

COVID-19

a )

2022/10/31

2022/05/17

2022/05/17

2022/05/18

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

30
2022/05/17 ;
2022/05/17 ;
2022/05/17 ;
D 2022/05/17 <0.5ug/ml

2022/05/17 28000;

2022/05/19 50000

2022/05/17

2022/05/20

2022/05/17 30

D-dimer <0.5ug/mL
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28,000; EDTA

2022/05/19 50,000 2022/05/20
2022/05/18
BNT162b2
( )
1 24 2
¢ D
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22976

11 2022/04/26 18:00

BNT162b2

2022/04/05

2022/04/26

2022/04/26

2022/04/26

2022/04/26 18:00
2022/04
80/60

2022/04/26 18:00
2022/04

FN5988

FN5988
18:00

5 11
2022/10/31 11

1
2022/07/31

2022/04/26

/ 70mmHg/ 70/42/

10ug

134




2022/04/26 70mmHg; 2022/04/26 70/42mmHg
; 2022/04/26 80/60mmHg

59
2
70mmHg 59
15
70/42
5¢
10 80/60

2022/05/23
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22977

2022/04/23 09:30

BNT162b2

v2210000974 PMDA

COVID-19 2
5 11

FP0362 2022/11/30 9

5 11 1
04/02 04/04

2022/04/02 9 COVID-
19
2022/04/24 10:00
2022/04/24 10:00
2022/04/28
2022/05/02 4
2022/04/23
36.3 ;. 2022/04/29 39
2022/04/28 CRP ; 2022/05/02
;  2022/05/06 ; 2022/04/28 WBC
; 2022/05/02 ; 2022/05/06
SARS-CoV-2
04/28
WBC CRP

137




04/29

05/02

05/06

2022/05/02

39

WBC CRP

WBC CRP

2022/04/28
BNT162B2

2022/05/02

WBC

CRP

138




22978

PMDA

2022/04/12 14:15
BNT162b2 5 11
2022/07/31

2020/01
2020/01.

2022/04/13

2022/04/13 10:54

2022/04/13 10:54

2022/04/13 10:54

2022/04/13 10:54

v2210000977

COVID-19
FN5988

38

139




2022/04/13 10:54

Body temperature

2022/04/13 38

Electroencephalogram

2022/04/13 11:00

2022/04/13

2020/01

2022/04/12

2022/04/12 36.8

2022/04/27

2022/04/13

38

140




2022/04/13

10:54

2022/04/27

2022/04/18

38
2
6
2022/04/13
bnt162b2
2020/01 6

9
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22979

10
BNT162b2

2022/04/17 2
/

COVID-19

PCR
PCR

PCR
PCR

COVID-19

2022/04/18
3

covid-19

BNT162b2

2022/04/18
2022/04/18

2022/04/20

PCR

2022/03/27
/

10

1
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2022/04/20 PCR

BNT162b2 /

COVID-19

22980

2022/04/25 10:30 10

1
2022/10/31

v2210000978 PMDA

10 6

BNT162B2

10

10 6

FN5988
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2022/04/27 06:30

2022/05/15
2022/05/09
2022/05/09
2022/05
2022/05/15
2022/05/12
7
2022/05/09 ; 2022/05/15
2022/05/15 ;
2022/05/09 ; 2022/05/15
2022/04/25 -Cov-2
2
2022/05/09
2022/05/12

2022/05/19

144




2022/05/15

2022/05/19
2022/05
2022/05/18
2022/05/12 2022/05/19
BNT162B2
6 COVID-19 BNT162b2
11 /
22981
;COVID-19
3
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22982

2022/05/25 8
BNT162b2 5 11 1

2022/05/25
2022/05/25

2022/05/25 BNT162b2

2022/05/25

15
30
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22983

2022/04 11
5
0.2ml

COvVID-19

2022/04
2022

2022/04
BNT162b2

11

0.2ml

COVID-19

1

BNT162B2
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5 11 2
/
C )
1v2210001434(PMDA)
2022/04/03 8 7 COVID-19
BNT162b2( 5 11 1
-FN5988 :2022/07/31
22984
( );
( )

148




2022/04/05 « ) (2022/04/15) ;

2022/04/05 « ) (2022/04/15) ;
2022/04/05 « ) (2022/04/15)
( :2022/04/11
:2022/04/15 4 )

:(2022/04/03)  35.9

2
( )
2
3
1
2022/04/15
¢ D
BNT162b2

149




2022/06/06

v2210001434

bnt162b2

150




22985

2022/05/14 12:30 6

BNT162B2
FN5988 2022/10/31
6
2022/05/14
CovID 4
CovID-19

2022/05/14 12:30

2022/05/14

COVID-19

COVID-19

BNT162b2

151




22986

2022/05/07 9
BNT162b2
0.2ml

2022/05/08

2022/05/08

2022/05/09

8

2022/05/08

0.2ml

11

1

2022/05/09

2022/05/09

BNT162b2

2

1562




BNT162b2 /

2022/05/26 9 CovID-19
BNT162b2 5 11

2022/05/26
22987
2022/05/26

2022/05/26
2022/05/26

1563




15

BNT162b2
BNT162b2 /
2022/04/14 6 COVID-19 BNT162b2
5 11 /
22988 2022/04
2022/05/31
2022/04/14

154




2022/04/14

22989

2022/04/16
BNT162b2(
:2022/07/31

2022/04/19

2022/04/20

2022/04/20

2022/04/22

2022/04/22

(
:v2210001016 (PMDA)

7 6 COVID-19

5 11

:FN5988
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2022/05/02 « ) ;
« )
( :2022/04/22 :2022/04/26(
4 )
(2022/04/22 2022/04/26 )
BNT162b2
( )
2022/03/18 11 COVID-19
BNT162b2 5 11
FN5988 2022/07/31 11
22990
CovID 4
COVID-19
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2022/03/24
(2022 ) 2022/03/24
(2022 ) 2022/03/24
(022 )
2022/03/24
(2022 ) 2022/03/24
(022 )

SARS-CoV-2

2022/03/28

2022/03/24 6
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22991

PMDA v2210001104 PMDA

2022/05/11 09:15 8 9 COVID-19
BNT162b2
FN5988 2022/10/31 2
8
Covid-19 1
COVID-19
36.5
(
)

2022/05/21 14:30

2022/05/21 14:30

2022/05/21 14:30

2022/05/21 14:30

158




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
/1, : ; Body temperature: (2022/05/11) 36.5
Centigrade, : ; 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) 1”11

11 ventricular
stands 111

MRI: (2022/05/26)

159




Troponin 1: (2022/05/22) 0.023 ng/ml,

White blood cell count: (2022/05/21) 8700

2022/05/21 14:30 10 5 15
2022/05/21 10
2022/05/26 15

2022/05/21 14:30

19:00

10

ICU

12
ST

160




CRP: 0.02 CK: 114 BNP:

6.5 WBC: 8700
5
1.
2. / / (2022/05/21)
3. Troponin 1 ( 2022/05/22) 0.023ng/mL
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

ventricular stands 111
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2022/05/21
BNT162b2
2022/06/03 08:50 11
BNT162b2 5 11 2
FN5988 2022/10/31
22992
2022/05/13 08:40
5-11 1 FN5988
2022/10/31

162




2022/06/06

2022/06/07

2022/06/06

2022/06/07

BNT162b2
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22993

PMDA

2022/05/30 14:30 9 1
BNT162b2 5
2022/11/30 0.2 ml

COVID-19 1
19

2022/05/31 10:00
2022/06/02 /

2022/05/31 10:00
2022/06/02

2022/05/31 10:00
2022/06/02

2022/05/31 10:00
2022/06/02

2022/05/31 2022/06/02

v2210001124
COVID-19
11 FP0362
2
1
COVID-
2

164




2022/05/30 36.6
2022/05/31 38

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

165




