83 11

2022( )

11
11

No. PT

PMDA v2210001173

2022/06/05 14:55 8 CovID-19 BNT162b2 5
11 FP0362
2022/11/30 2 8

23854 ;

; 2022/05/15 15:00 COVID-19 1
FP0362 2022/11/30

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 2022/06/05 36.4
2022/06/05 36.8 15:08
CSF cell count: (2022/06/08) Heart rate 2022/06/05
73 / 14:56 2022/06/05 73 /
15:08 MRI 2022/06/15 2022/06/05
98% 14:56 ; 2022/06/05 99% 15:08
8 0
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




2022/06/14

2022/07/05

BNT162b2




23862

PMDA v2210001267
2022/04/18 15:40 5
BNT162b2 5 11
FN5988 2022/10/31

2021/07/06

2022/05/09

2022/05/09

2022/05/09

2022/05/09

2017/03/01

2017/03/01

2022




2022/04/18 517uL;

2022/06/15 221uL; 2022/04/18 A-B
-B :
2022/04/18 378uL; 2022/06/15
118uL; 2022/04/18 36.3 ;
2022/04/18 ; 2022/04/18
; 2022/04/18 ;
2022/04/18
AST 1 378 U/L : 13 30 ALT : 517
u/L 7 23 :(-)
PCR 1(-)
2022/05/09
2022/05/09 HEV RNA
NO:26 &l
2022/05/10 CoV-2 spike/lgG
:(-) 15220 :50.0AU/mL 2022/05/10
SARS-CoV-2 1gG -) > () Index

0.02 :1.40 2022/05/09 00:00 RP

BioFire Respiratory Panel 2.1
Viruses: Adenovirus:
Coronavirus HKU1:
Coronavirus 0C43:
Human rhinovirus/ Enterovirus:
Influenza B:
Parainfluenza virus 2:
Parainfluenza virus 4:
virus:
(SARS-CoV-2):
(151001):
Chlamydia pneumoniae:
2022/05/09 00:00
Gl Panel

2022/05/09 16:05

Coronavirus 229E:

Coronavirus NL63:

Human metapneumovirus:

Influenza A:

Parainfluenza virus 1:

Parainfluenza virus 3:

Respiratory syncytial

Bacteria: Bordetella parapertussis

Bordetella pertussis (ptxP):

Mycoplasma pneumoniae:

1 2022/05/10 10:05

Severe acute respiratory syndrome coronavirus 2




Bacteria: Clostridium difficile toxin A/B:

Campylobacter: Plesiomonas shigelloides:
Salmonella: Vibrio cholerae: Vibrio:
Yersinia enterocolitica: Diarrheagenic E. coli/

shigella, Enteroaggregative E. coli (EAEC):

Enteropathogenic E. coli (EPEC): Enterotoxigenic E.
coli (ETEC) It/st: Shigella/ Enteroinvasive E. coli
(EIEC): Not detected, Shiga-like toxin-producing E. coli (STEC)
stx1/stx2: Parasites: Cyclospora cayetanensis:

Cryptosporidium: Entamoeba histolytica:

Giardia lamblia: Viruses: Adenovirus F 40/41:

Astrovirus: Norovirus GI/GII: Rotavirus
A: Sapovirus: 2022/05/09

Protein total (TP): : 7.9 g/dL 6.6
: 8.1 Albumin (ALB): 5.0 g/dL 4.1 5.1,
Bilirubin total (TB): 1.5 mg/dL 0.4 : 1.5 Urea
nitrogen (UN): 19.4 mg/dL 8 : 20. Creatine: 0.29
mg/dL L 0.46 : 0.79 Uric acid (UA): 5.4
mg/dL 2.6 7 Sodium (Na): 139.4 mmol/L

138 : 145. Potassium (K): 3.9 mmol/L 3.6,

: 4.8. Chloride (CL): 102 mmol/L 101, - 108.
Calcium (CA): 10.5 mg/dL H 8.8 :10.1  (IP)
Inorganic phosphorus: 5.4 H mg/dL 2.7 : 4.6.
Blood glucose (GLU): 63 mg/dL L 73 : 109
Lactate dehydrogenase (IFCC): 306 U/L H 124
222 Aspartate Aminotransferase (AST): 378 U/L H 13

: 30 Alanine aminotransferase (ALT): 517 U/L H 7

: 23. ALP IFCC: 243 U/L H 38 : 113. Gamma-
glutamyl transferase: 32 U/L 9 T 32.
Cholinesterase: 341 U/L 201 : 421, Amylase (AMY):
52 U/L 44 : 132 Creatine kinase (CK): 38 U/L
L 41 : 153. Intravenous blood gas: Plasma Ph:
7.269 Partial pressure 02: 47.3 PC02: 32.4, Na+: 142, K+: 4.0
Cl-: 107 Calcium ionised: 1.29 Anion gap: 20.2 GLUCOSE: 60
Lactic acid: 4.0 Total Haemoglobin: 13.4 Oxygen saturation:

77.9 02-Haemoglobin fraction: 76.9 CO-Haemoglobin fraction:
0.9 Methemoglobin fraction: 0.4 Deoxyhemoglobin fraction: 21.8

Base excess: -12.1 Plasma Bicarbonate ion concentration: 14.8

Peripheral blood general examination: WBC White blood
cell count (WBC): 8.0 1073/uL 3.3 : 8.6 Red
blood cell count (RBC): 4.97 10"6/uL H 3.86

4.92 Haemoglobin: 14.8 g/dL 11.6 :14.8




Haematocrit: 44.6 % H 35.1 : 44.4 Mean cell

volume (MCV): 89.7 fL 83.6 1 98.2 Mean cell
haemoglobin (MCH): 29.8 pg 27.5 : 33.2 Mean cell
haemoglobin concentration (MCHC): 33.2 g/dL 31.7

: 35.3 Red blood distribution width (RDW): 13.2 %
12.20 : 15.00 Platelet count (PLT) 202 10"3/uL
158 : 348 PLT : Peripheral blood image (Mechanical

method): Peripheral blood microscopy Band-N (Neutrophil band

cell): 0.0% L 2 : 13 Seg-N (Neutrophil
segmented cell): 68.0% H 38 : 57 Lymph
(Lymphocyte): 24.0% 20 : 50 A-Lymph (Atypical
lymphocyte): 0.5% Monocyte: 6.0% 2.0 9.0
Eosinophil: 1.0% 1.0 : 6.0 Basophil: 0.5%

0 : 2.0 Total count: 200% Neutrophil

coun(visually): 5440 /ul Anisocytosis: (+) C reactive protein

(CRP): 0.12 mg/dL 0 : 0.14_Urine general test:
pH: 5.5 Glucose qualitative semi-quantitative: - Protein:
qualitative semi-quantitative: - Occult blood: - Ketone
bodies: 2+ Nitrite: - White blood cell: - Bilirubin: -
Urobilinogen: +- Urine specific gravity: 1.033 Opacity: -
Color: STRAW Rapid stool rotavirus antigen test: Rapid
stool adenovirus antigen test: Direct bilirubin: 0.2
mg/dL 0 : 0.2 Indirect bilirubin: 1.1 mg/dl
Ammonia: 36 u mol/I 0 : 50 Total cholesterol
(TC): 107 mg/dL L 142 : 219 Triglyceride (TG):
31 mg/dL 30 : 149 HDL-Cholesterol (HDL-C): 42
mg/dL 40 - 103 LDL-cholesterol (LDL-C): 51
mg/dL L 65 : 139 Activated partial
thromboplastin time (APTT): 32.8 second 24 34

Prothrombin time (PT): PT-%: 65 % PT-INR: 1.31 INR H
0.8, : 1.2 PT-second: 14.2 second Fibrinogen: 235 mg/d
160 : 350 Coagulation 1 Fibrin/
Fibrinogen degradation products (FDP): < 2.0 ug/ml 0
5 D-dimer: <0.5 ug/ml 0 : 1 Coagulation
2 HBs antigen : HBs antigen quantitative
value: < 0.02. HBs antibody quantitative value: 29.42
HBc-IgM antibody: T - HCV antibody: HCV-
RNA quantitative Realtime PCR method (TAQ-MAN):
: Log 1U/ml HA antibody (From 2008.3 CLIA method IgG type
measurement): < 0.50. HA-IgM antibody (From 2008.3 CLIA method):
< 0.40.HBV-DNA quantitative Realtime PCR method (TAQ-MAN):

: Log 1U/ml Cytomegalovirus 1gG




Cytomegalovirus 1gG : Cytomegalovirus 1gG: <6.0 Au/mL
0 : 5.9 Cytomegalovirus IgM Cytomegalovirus
Igm : Cytomegalovirus IgM <0.10 Index 0
: 0.84 Herpes simplex virus 1gG: <2.0 Herpes simplex virus IgG
Herpes simplex virus IgM: 0.22 Herpes simplex virus
Igm : EB anti-VCAlgG: 0.3 EIA value EB anti-VCAIQG
EB anti-VCAIgM: 0.5 EIA value EB anti-VCAlIgM
EB anti-EBNAIgG: 0.2 EIA value EB anti-EBNAIQG
2022/06/08
Immunoglobulin-G: 1205 mg/dL 861 : 1747
Immunoglobulin-A: 89 mg/dL L 93 : 393
Immunoglobulin-M: 55 mg/dL L 50 1 269
Complement factor C3: 125 mg/dL L 73 : 138
Complement factor C4: 23 mg/dL L 11 31
Antinuclear antibody ANA: : 0 39 unit:
time(s)HOMOGE: SPECKL: CENTRO: NUCLEO:
PERIPH: GRANUL: Cornea: LKM-1 antibody: <5
AST : 2021/07/02 13:14 42H
2021/07/06 11:51 45 H 2021/08/30 16:32 36H
2021/05/09 12:32 378H 2021/05/10 08:52 264H
2021/05/14 09:56 279H 2021/05/18 11:12
166H 2021/05/25 11:40 149H 2021/06/08
12:47 352H 2021/06/15 12:46 118H ALT
1 2021/07/02 13:14 37H 1 2021/07/06
11:51 40H 1 2021/08/30 16:32 30H
2021/05/09 12:32 517H 1 2021/05/10 08:52 411H
1 2021/05/14 09:56 506H 1 2021/05/18 11:12 319H
1 2021/05/25 11:40 214H 1 2021/06/08 12:47
570H 1 2021/06/15 12:46 221H

2022/05/09
378u/L 517u/L
A-B
EBV CMV HSV




2022/06/15

2022/06/15

2022/05/09
2

2022/06/21

2022/07/01

RMH

118u/L

BNT162b2

221u/L

BNT162b2




23865

2022/05/27

0.2ml

BNT162b2

10




2022/05/27

2022/05/27
2022/05/27
2022/05/27
BNT162b2 /
2022/07/25

11




2022/04/28 16:28 10 COVID-19 BNT162b2

5 11 2 0.2ml FN5988
2022/10/31 10
2012/10/12 ;
2018/03/20
23866
5 11 1
16:20 FN5988 2022/07/31

2022/04/07 COVID-19

2022/05/15 2022 /
2022/06/07 (2022)
2022/06/14
2022/06/17 3

12




2022/06/17

2022/06/14
2022/06/06

2022/04/07 16 20
CovID-19

2021/04/28 16 28
COVID-19

CoVID

2022/05/15

2022/06/16

2022/06/07

2022/06/14

2022/06/14 ;

CovID-19

COVID-19

10mg
2012/10/12
5mg
2018/03/20

17

300mg

2022/06/14
BNT162b2

13




300mg

/ 2022/06/14
2022/06/16

2022/06/14

BNT162b2 /

2022/07/01

2022/07/12

14




2022/06/17

2022/06/17

15




23868

v2210001229 PMDA

2022/05/07 14:30 6 covid-19
11 0.2ml
2022/07/31
1 FN5988
2022/07/31 14:00
2022/04/16 COVID-19
2022/05/08 20:00
2022/05/31 /
/
2022/05/09 CBC
CK CRP
2022/05/07 36.7
2022/05/09
2022/05/09
2022/05/09

BNT162b2 5
FN5988

16




2022/05/07 2022/05/08

2022/05/09 /
2022/06/20
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

17




2022/04/16 14:00

BNT162b2

2022/07/31 1

2022/05/07 14:30

BNT162b2
2022/07/31 2

2022/05/09
CK

2022/05/09

2022/05/09

2022/05/09

2022/05/08 20:00

BNT162b2 /

2022/06/20
PV202200001410
202200810115

COVID-19
FN5988

COVID-19
FN5988

CBC
CRP

202200810115

2022/05/31

18




/
/ ;

/ ;
2022/06/27
2022/07/13

1
MRI
2022/07/19
14:30 2

2022/05/07 14:00 2

2022/05/07

19




20




23870

2022/06/18 6

2
6
1
( ) 2022/06/19
/ /
2022/06/19
2022/06/19
/ /
( )
( )
/
/
/ /

BNT162B2
2022/05/28
/
| /
/

21




X

2022/05/28

2022/06/18

2022/06/19

2022/06/19

2022/06/20

2022/06/20

2022/06/20

x-p

22




2022/06/27

(2022/06/30) -

2022/07/11

23




23871

2022/06/13 16:43 5
5 11
2022/10/31 5

3695g

2022/06/13

2022/06/13 16:46

2022/06/13 16:46

2022/06/13 16:46

169431

PMDA

COVID-19

v2210001303

BNT162b2
FN5988

2022/06/13 17:05

2022/06/13 16:55

2022/06/13 16:47

24




2022/06/13 16:46 2022/06/13

2022/06/13 16:46

2022/06/13 16:49

6 HR 57/ 20 HR 58

2022/06/13 16:49

2022/06/16

2022/06/13 16:46 2022/06/13

2022/06/13 100/71 6 ; 2022/06/16

3 ;

2022/06/13 37.1 ;

2022/06/13 6

2022/06/16

2022/06/13 57 2022/06/13 6 ; 58

2022/06/13 20 ; 57 2022/06/13 6 ; 58
22 ;

25




2022/06/13 6

2022/06/13 98% 6 ;

3695¢g ;

2022/06/16 BNP BNP

3
2
3
1 3
3
6 100/71 Sa02 98% HR 57
2022/06/13 16:46
2022/06/13
16:49 6
2022/06/16 3
6
100 71 98% 57
22

26




58
19

2022/06/16

mRNA

06/16

bnt162b2

BNP

BNP

bnt162b2

BNT162B2

27




2022/07/01

2022/07/15

RMH

28




23872

11

covid-19

BNT162b2

29




BNT162b2

2022/08/02

bnt162b2

30




23874

2022/06/10 7
BNT162b2
FR4267 2022/11/30

PFIZER-BIONTECH COVID-19

FR4267

NTM

CAPA

COVID-19

31




(2022/07/07)

(2022/07/14)

23875

2022/06/

37

10 9

COVID-19
FR4267

BNT162b2 5 11
2022/11/30

32




2022/06/10

37

2022/07/13

PFIZER-BIONTECH COVID-19

NTM

2022/07/07

BNT162b2

FR4267

CAPA

33




2022/07/13

34




23878

2022/06/25 8
5 11
2022/10/31

Covid-19

2022/06/26

2022/07/08

2022/07/08

2022/07/08

2022/07/08

/

2022/07/09

10ug

BNT162b2
FN5988

COVID-19

35




2022/07/08

C- 2022/07/08

2022/06/26

2022/07/08 2

CcT CRP
2022/07/09
2022/07/09
2022/07/09
2022/07/09
5 11

bnt162b2

BNT162B2

36




(2022/07/15) -

37




23879

v2210001643 (PMDA)

2022/07/23 10:39 11 COVID-19 BNT162b2
FP0362
2022/11/30 0.2 ml 1 11
)
2022/07/23 10:41
(2022/07/23)
2022/07/23 10:41 (2022/07/23)
2022/07/23 10:41 (2022/07/23)
/ /
2022/07/23 10:46
(2022/07/23)
2022/07/23 89/58 mmHg

2022/07/23 100/60 mmHg 10 48; 2022/07/23
36.4 2022/07/23 66 /
10 42; 2022/07/23 99 10 42;

2022/07/23 99 10 48;

2022/07/23 3-W

38




2022/07/23 10:41 2

2022/07/23
0.2ml
10:41
10:42 31/ Sp02 99 66/
10:46
10:47
0.4ml
89/58mmHg 10 48 100/60 mmHg Sp02 99

21 / min 10 52 11/min

11 00

250ml

BNT162b2

39




3-W

40




23880

PMDA v2210001899

2022/06/21 7 COVID-19 BNT162b2

5 11 2 FP0362

2022/11/30 7

25 2 ;

3799 ;

41




2022/05/31

50%

2022/11/30 COVID-19

2022/06/22

2022/06/24

2022/07/11

17

1 FP0362

39

2022/06/24

39

2022/06/24 Blood creatine phosphokinase MB  39.6(ng/ml);

2022/06/22 Body temperature

39

39 2022/06/22

2022/06/24 N-terminal prohormone brain natriuretic peptide

10793 pg/mL;

42




2022/06/24 Troponin I 2.83 ng;

2022/06/24 White blood cell count 38000 uL /P

L

07 10

50%

2022/06/24

2022/07/15

2022/06/21 2

FP0362 2022/11/30

2022/06/22 39

2022/06/24
38000 /pL NT-proBNP 10793 pg/mL
Tnl 2.83 ng

2022/07/11

WBC
CK-MB 39.6 ng/mL

43




BNT162b2

2022/06/24

2022/07/11

14




