88 18
1-2-
3-4
2022( ) 1 11
11
10
No.
PT
v2210000140 PMDA
2022/04/06 16:46 11 11 COVID-19 2 BNT162b2
5 11 FN5988 2022/07/31
1
25774 ;
Pfizer-BioNTech -CoV2

PFizer-BioNTech




CcovID 4

2
2022/03/16 1 FN5988
2022/07/31 16:30
2022/04/06 17:25 / 90
/ 88/54 /100 80 / 100 80 7/ 100
88
2022/04/06 17:25
2022/04/06 17:25
2022/04/06 17:25
2022/04/06 17:25 JCS-30
2022/04/06 17:25
100 80 11 90 100 80
2022/04/06 17:25 (2022)
2022/04/06 17:25
/ JCS 30 / / JCS-30/ JCS-30




2022/04/06

2022/04/06 90
90 100 80
90 95 ;
2022/04/06 88/54

; 2022/04/06 30
0.99 2022/04/06

2022/04/06 16:46

2022/04/06 17:25 2

17:25

2022/04/06

2022/04/06 17:25

17:25

bnt162b2

100 80

2022/04/06
17:25
0.13pg/ml

100

36.3

11
90

0-99pg/ml




100 80 11 90
3
2
100 80
2022/04/06 16:46 2
17:25
17:40 200ml
95
0.3ml JCS 30
1A 200ml
18:07 0.3ml 2
0.3ml 2 1A
100
JCT-30
2022/04/06 90 17:25 100
90 100 80

100

80

100

JCS-30

JCS-30

90

(88/54)

200ml 2

88

11
100

90

80

90




90 95 ; 2022/04/06 88/54

2022/04/06 36.3 ;
17:25 ; 0.99
0.13pg/ml 0.99pg/ml
90 JCS-30 17:40 1
17:55 0.3 ml
18:00 1A 1 200 ml
18:07 0.3 ml
18:35
BNT162b2
2022/04/18
2022/04/25

2022/04/06 30
2022/04/06







25844

v2210001104 PMDA

2022/05/10 14:30 8 9
5 11

2022/04/19

14:30

CovID 4

2022

2022/05/25

PMDA

COVID-19 BNT162b2
FN5988 2022/10/31 2
COVID-19 5 11
FN5988 2022/07/31
36.5
)
2022/05/21

ventricular standstill

2022/05/21 14:30

2022/05/21 14:30

2022/05/21 14:30




2022/05/21 14:30

/
/
2022/05/21 2022/05/31 10
2022/05/21
/
/
Angiocardiogram: (2022/05/31) , : ;
Blood creatine phosphokinase (41-153):(2022/05/21)114 1U/1, : ;
(2022/06/24) 113 1U/1;
Blood creatine phosphokinase MB:(2022/05/21) 1.6 1U/1, : ;
Body temperature:(2022/05/11) 36.5, : ;
Brain natriuretic peptide( 18.4):(2022/05/21)6.5 pg/mL; (2022/06/24)
5.8;
C-reactive protein (0.00-0.14) :(2022/05/21)0.02 mg/dl, : ;(2022/06/24)
0.04 mg/dl;
Echocardiogram: (2022/05/21) , : 12
ST ;(2022/05/21) , : 60

; (2022/05/31) , : 60 ;(2022/06/24) LVEDV
44 4ml  LVESV 11.9m1 SV 32.5 ml, : LVEDV 44.4ml LVESV 11.9ml SV 32.5 ml LV
mass 29.4g;
Ejection fraction: (2022/06/24) 61 %, : EF 61%; (2022/05/21) 60%;




(2022/05/31) 60%; (2022/06/24) 73 %;

Electrocardiogram: (2022/05/21) , 5 5-10
5-10
(2022/05/21)
1”111
i
2022/06/24 AV
T ;
Heart rate 2022/06/24 96 bpm;
Magnetic resonance imaging heart 2022/05/26
MRI
T1 mapping
Cine MRI
asynergy 7mm
T2
SARS-CoV-2 test 2022/05/21 ;
Troponin 1 15.6 2022/05/22 23pg/ml ;

2022/06/24 0.01;

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

2022/05/21 14:30 10 5 15




2022/05/21

2022/04/19 14:30

2022/05/10 14:30

2022/05/21 14:30

2022/05/21 14:30

19:00
3 4
5
P 10
5 10

FN5988

10
COVID-19 BNT162b2

2022/07/31

COVID-19 BNT162b2

FN5988 2022/10/31 2
5

5
QRS 5

10




1CU
P
2mg/kg/day
2022/05/21 12
BNP 18_4pg/ml

2022/05/21 COVID-19 PCR

60

ST

CRP: 0.02 CK: 114 BNP: 6.5 WBC: 8700

CK 4107 L 153 U/L
| 15_6pg/ml
CRP 0.00mg/ dl 0.14 mg/dl
5
MRI
1.
2. / /  (2022/05/21)

2022/05/26

12

11




3. 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

2022/05/31 CT

2022/05/21 14:30

2022/05/21 2022/05/31 10

2022/05/21 2022/05/23

2022/05/25
2022/05/25 2mg /kg/day
2022/05/26 2022/05/27
2022/05/31
BNT162b2

12




CK-MB

2022/06/24

CRP

BNP

CK

2022/05/26

Findings

EKG

/ /ER
/
ESR D
0.01 15.6
0.04
5.8 18.4 ;
113 41 153
MR
PHS 72113

0.14

13




T1 mapping

Cine MRI

asynergy

7mm

T2

LVEDV 44.4ml LVESV 11.9ml SV 32.5 ml LVEF 73% LV mass 29.4g HR 96 bpm

Impression(s)

2022/06/24 EF 61%

2022/06/24 AV T

2022/05/21 BNT162b2

14




ventricular stands 111

2022/06/20
BNP CK |
COVID-19 PCR
2022/09/13
2022/09/21

CRP

CT MRI

15




11.3 113

Blood creatine phosphokinase (41-153):(2022/05/21)114 1U/1,

(2022/06/24) 11.31U/1; Blood creatine phosphokinase (41-153):(2022/05/21)114
1u/1, : ; (2022/06/24) 113 1U/1;
CK 11.3 41 153 CK 113
41 153
2022/06/24 EF 61%
2022/06/24 EF 61%
ventricular stands 111 ventricular standstill

16




25848

v2210001566 PMDA

2022/05/19 17:15 11 COVID-19
2 FP0362
FN5988

2022/04/06 COVID-19

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

2022/05/19 17:45
/ 5 / 5

NOS

2022/05/30

2022/06/02

NOS

BNT162b2
2022/11/30 11

2022/07/31

2022/05/19 17:45

17




2022/05/19 35.8

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

MRI

BNT162b2

T2

2022/05/30 2022/06/02

STIR

18




2022/04/06

T2 STIR

2022/09/21

2022/06/14

2022/06/20

2022/09/13

19




2022/09/21

20




25871

v2210001643 (PMDA)

2022/07/23 10:39 11

2022/07/23 10:41
(2022/07/23)

2022/07/23 10:41

2022/07/23 10:41

2022/07/23 10:46

COVID-19 BNT162b2
FP0362 2022/11/30

a )

2012/09/09 2021/10/04 2015/04/19

2015/07/12

2015/04/17 04/19

(2022/07/23 11:07)

(2022/07/23)

(2022/07/23)

0.2 ml

21




2022/07/23 89/58 mmHg 10:46;

2022/07/23 100/60 mmHg 10 48; (2022/07/23) 110/56 mmHg : 11:07;
2022/07/23 36.4
2022/07/23 66 / 10 42;
2022/07/23 99 10 42; 2022/07/23 99 10 47;
(2022/07/23) 99 % 1 10:48; (2022/07/23) 99 % 1 10:52; (2022/07/23)
99 % : 11:00; (2022/07/23) 98 % : 11:07;

2022/07/23 3-W

13/18

22




AND

AND

2022/07/23 10:41

10:41

10:42

10:46

AND

Major

0.2ml

02 3L/m

OR 1 Major

Minor

Spo2 99

250ml

66/

23




10:47 0.4ml
89/58mmHg 10 48 100/60 mmHg Sp02
21 / min 10 52 11/min

11 00

250ml

BNT162b2

3-W

2022/08/08

2022/09/06

99

Spo2

24




2022/09/08

25873

COVID-19

BNT162b2 5 11
0.2 ml

25




2022/09/16

25876

2022/07/30 17:00 5
5 11 2
2022/11/30

FP0362

2022/07/30 22:00

2022/07/30 22:00

2022/08/01
2022/08/06

0.2ml

2022/11/30

38.0 /39.0

BNT162b2
FP0362

16:50
2022/07/09

38.0 /39.0

26




2022/07/31 38.0

2022/08/01

2022/08/06

2022/09/06

2022/08/01

2022/07/30

38.0/39.0

22:00

2022/07/31 39.0

2022/08/01

BNT162b2

hMPV

27




2022/09/06

28




25877

v2210001947 (PMDA)

2022/08/10 13:30 5 CoviID19 BNT162b2

5-11 FP0362

2022/11/30 5

CovID19 FP0362

2022/11/30 2022/07/20 13:30

2022/08/11 37.5 /

2022/08/11 13:00

2022/08/11 13:00

2022/08/11 13:00

(2022/08/10) 36.6 (2022/08/11)
(2022/08/11) 38.6

5 0 2383g

38.6

2383g

37.5

30

29




36.6

2022/08/11

2022/08/12

2022/08/10

2022/08/11
30

2022/09/14

1
13:00 30 375 /
2
37.5 38.6 13:00
BNT162B2
2022/08/12
BNT162B2
2022/08/11 13:00
BNT162B2
2
2022/08/31
PV202200043482  PV202200043666
PV202200043482

38.6

30




2022/09/05

2022/09/14

2022/08/11 13:00

2022/08/10

31




25879

v2210002110

2022/07/04 9
11 2

2020/08

2022/07/05

BNT162b2
9
2016/07
2022/07/05
37
2022/07/05

2016/07 3

PMDA

32




(2022/07/20)
2022/07
2020/08 :
4.1-5.1 2022/07/12 3.7g/dl;
0.65-1.07 2022/07/12  0.45mg/dI

2022/07/05 37 ;

6.6-8.1 2022/07/12 6.3g/dl;

2022/07/10 ;

0.00-0.20 2022/07/12 12._86

2022/07/10 09:00

2022/07/20

2016/07 3

2018/03

2022/07/12

g9/9Cr

33




2020/07 2

2022/07/04
07/05 37
07/10
CcoviD 4
2
2022/07/12
bnt162b2
BNT162b2 /
2022/09/13

2022/07/20

34




25880

COVID-19

BNT162b2
/

35




36




25881

ID (169431)

2022/08/13 8 BNT162b2
11 1
2022/10/31
2022/08/26
/
/

8 1 2022/08/13

2022/09/03 2

2022/08/26 2022/09/05

-BIONTECH COVID-19

FN5988

NTM

37




CAPA

25882

2022/09/06
FN5988
D
(169431)
COVID-19 BNT162b2 /
2
3

COVID-19

38




25883

2 3
2
/
BNT162B2 125742 FDA
BNT162B2 027034
v2210002358 PMDA
2022/03/12 15:00 11 COVID-19 BNT162B2(
5-11 FN5988 2022/07/31 )
11

39




2022/03/12

2022/03/12 17:50

2022/09/12

2022/03/12 18:50

2022/03/12 18:50
2022/09/12

2022/03/14

11 10

2022/03/12 17:50

2022/03/12

2022/09/12

50

2022/09/12

2022/09/12

2022/03/12

40




2022/03/12 15:00

18:50 10

18:55

19:00

2022/03/14

2022/03/12 2022/03/14

BNT162b2

41




ID (169431)
5 BNT162b2
/
/
2022/08/22
25884
5
2
2022/08/22
/

42




25885

2022/08/27 3 CovID-19
/

2022/08/27
3 5-11

2022/09/09

2022/09/09
2022/09/09

2022/08/27 1 2022/09/09

BNT162b2 /

BNT162b2

2022/08/27

2022/09/17

1

11

43




25886

(

(169431)
10 COVID-19 BNT162b2(5 11
/ )
/ )
2022/08/22 COVID-19
10
2
2022/08/22

44




25887

PMDA
v2210002253 PMDA

2022/06/02 16:00 BNT162b2
/ 1
9
2022/06/02 20:00 2022/06/23
2022/06 2022/07/23 ;
2
2022/06 2022/07/23
2022/06 2022/07/23
2022/06/08 2022/06/23 15
2

2022/06/02 20:00

6/6 6

CRP

2022/07/23

45




25888

2022/06/08 2022/06/23
BNT162b2
2022/06/02 36.8
BNT162b2
10 BNT162b2 11
3 ; /

46




140
140 3 2
3 2 140

25889

v2210002367 PMDA v2210002383 (PMDA) v2210002395(PMDA)
1 v2210002367 (PMDA) v2210002383 (PMDA) v2210002395(PMDA)

2022/09/19 16:00 11 COVID-19 BNT162b2
FR4267 2022/11/30 3
11
2012/03
13 /
; /
2013/03 ;
/
2013/03
2012/03 ;
B 2012/03 ; 2012/05
; 2012/12 ; A
2019/01 ;
2022/08/19

47




2022/05

2022/08/17

2022/08/16
2022/08/19

2014

FN5988
2022/03/22 COVID-19

FN5988

2022/04/12 COVID-19

1
2022/05 ;
2022/08/17; 2022/08/19
2022/08/16-
2020 ;
; 1-2
2022/07/31
2022/07/31

48




Hib x 4; Pcv 7 x 4; Bcg; Dpt x 4; Dt; Opv x 2; Mr x 2; X 3; Mumps x 2;

Vzv x 2
2022/09
2022/09
2022/09 focus
2022/09
2022/09/20
2022/09/20 DIC/
/ 2022/09/20
/
2022/09/20
/ /
2022/09/20
2022/09/20
2022/09/20
2022/09/20
2022/09/20

49




2022/09/20

/ ;
2022/09/20 11:57 /
2022/09/21
2022/09/21
2022/09/21
2022/09/22
2022/09/22
2022/09/22
2022/09/22 :
2022/09/22
2022/09/22
2022/09/22
2022/09/23
/
/ 60-80

50




2022/09/20 2022/09/20
2022/09/24 4 2022/09/20
2022/09/24 4
/ 2
2022/09/22
: 2022/09/22 ;
; 2022/09/23
; 2022/09/26
2022/09/20 22 : (2022/09/20) ,
2022/09/22
98/42(60) PICU
SBP50
80 s (2022/09/20) 60-80 : 15:15;
5-10 2022/09/20 8.8 ug/ml
( ) ,
2022/09/19 2022/09/20 40.2
15:29  2022/09/20 38.5 17:32  2022/09/20 38.4
23:44

51




2022/09/21 36.7 02:08 2022/09/22 37.2
0:00 2022/09/23 36.0 05:58

Bordetella test: (2022/09/22) ; Chlamydia test: (2022/09/22) ;

CcT 2022/09/20
2022/09/21 : 2022/09/22

; Computerised tomogram thorax: (2022/09/22)

; Coronavirus test:

(2022/09/22) ,

2022/09/20
Cytomegalovirus test: (2022/09/23) , : ; (2022/09/26) ,
; Drug level: ( ) 8.8 ug/ml, : ;
2022/09/23 ,
2022/09/22 S-T
(2022/09/20) ;. 2022/09/21

Enterovirus test: (2022/09/22) ; Epstein-Barr virus test: (2022/09/23) ,
; (2022/09/26) ,

HR 151 PICU 160-180

HSV  (2022/09/23) ,

HSV1/2 ; (2022/09/26) s

HSV1/2 ;  2022/09/28 09/23 2022/09/28
Herpes virus test: (2022/09/23) , : ;
(2022/09/23) , : ; (2022/09/26) , : ; Human herpes virus

6 serology: (2022/09/23) ,

Ct  31; (2022/09/26) ,

Ct  33; Human metapneumovirus test: (2022/09/22) ;

52




(2022/09/26)

Influenza virus test: (2022/09/22) , : ; Disease exome test:

(unspecified date) , = ¢ ); Mycoplasma test: (2022/09/22) ;
100 60% PICU

Parvovirus B19 test: (2022/09/23) , : ; (2022/09/26) ,

; Respiratory syncytial virus test: (2022/09/22) ; SARS-CoV-2 test:
(2022/09/22) , : ; (2022/09/22) , : flu, HCov, PIV,
hMPV, ADV, RSV, RV/EV, , , ; (2022/09/23)

, : ; (2022/09/26) , : ; Urine organic acid test: ( )

, = ¢ ); Varicella virus test: (2022/09/23) ,

(2022/09/26) , : ; Viral test: (2022/09/22)

2022/09/24

2022/03/02 1 FN5988 2022/07/31

2022/04/12 2 FN5988 2022/07/31

CoviD 4

53




2
focus
2022/09/26
1
2
3
80
13
/
2021/10/29

54




2022/09/20

2022/09/24

2022/09/20

09/21

09/22

09/23

09/24 18:15

2022/09/20

PICU

2022/09/20 11:57

/
2022/09/24

2022/09/20

BNT162b2

2022/09/24

55




2022/09/20 11:57

2022/09/20 13:00

2022/09/24 18:15

2022/09/19 16

2022/09/20

11:57

56




>3

SBP50 HR160-180
PICU

/ DIC

Pfizer-BioNTech COVID-19 SARS-CoV2

PFfizer-BioNTech COVID-19

57




DIC AKI

13

2012/03 B

2012/05

2012/12

2013/03 2013/12 2014/01 2014/08 2015/05 2017/11 2018/12 2021/10

2019/01 A

ER

2022/07

2022/08/10 4 5

58




100mg/

2022/09/20 11:57

13:00

20.5mg/kg

13:15

14:07

15:15

PICU

2022/09/21

2022/09/22

2022/09/23

9 24 18:15

2022/09/27

0.45mg/kg
17mg/kg

2.8mg/kg 14:00

60-80 PICU

0.45mg/kg
10mg/kg
2.8mg/kg

59




(2022/09/28) -

2022/09/29

2022/09/30

60




61




25890

PMDA v2210002397

2022/09/05 15:00 11
FR4267
11

2022/09/06

2022/09/08

2022/09/08 13:00

2022/09/09

2022/09/08 3

; Brain natriuretic peptide

; 2022/09/08

2022/09/08

COVID-19 BNT162b2 5 11

2022/11/30

2022/09/09 ;

; Body temperature

1

2022/09/05 37.1

2022/09/08 604.8pg/ml

62




2022/09/08 13:00

2022/09/26

BNP 604 .8pg/ml

BNT162b2

63




64




25891

v2210002398

2022/09/29
3
2022/11/30

2022/09/29

2022/09/29

2022/09/29

2022/09/29

BNT162b2 5 11
FP0362

2022/09/29

36.6

PMDA

65




2022/09/29 3

2022/09/29
2022/09/29
2
15:54
2022/09/29

bnt162b2

66




