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1.

10 12

2015 WHO WHO WPRO

Brunei Darussalam, Cambodia, Japan verified as 

achieving measles elimination https://www.who.int/westernpacific/news/item/27-03-2015-brunei-darussalam-

cambodia-japan-verified-as-achieving-measles-elimination 2024 5 30

6 2 26

2 3

3

15 30%

20

MR MR

MR

MRC-5

/J16 MR

2018 9 L0131

2024 5

2.

/J16

2.1

2.1.1
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2.1.2 /J16

2.1.2.1 

/J16 ATCC

MRC-5 MCB WCB MRC-5

MCB WCB

2.1.2.4

MCB WCB MCB WCB

2.1.2.2 

MS MRC-5

MS MS MRC-5 WS

MS WS WS

2.1.2.4

MS WS MS WS

2.1.2.3 

/J16

2.1.2.4 

MCB WCB 2.5% MS

2.5% MRC-5 WS 2.5%

MRC-5 MRC-5 2.5%

MRC-5

MCB WCB MS WS 1
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1 /J16 MCB WCB MS WS

MCB WCB MS WS

a a b b

a HEL b FL

2.1.2.5 

/J16

2.1.2.6 

2.1.2.6.1

/J16

2.1.2.6.2

2.1.2.6.3

DNA
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2.1.2.7 /J16

/J16

2.1.2.8 /J16

/J16 2

2 /J16

3 ±

3 ± a

a

/J16

2.2

2.2.1

1 2 mL 1.3×104 PFU

/J16 5.1×103 PFU 0.7 mL

0.5 mL D- L-

2.2.2

2.2.3

2.2.4

pH
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2.2.5

3

3 

3
±

3 a

3 25±2
1 37±2

 1 
1,500±200 lx

25±2 /60±5%RH

a

8 24

2.R

2.R.1 

9.6×103 PFU/0.5 mL 3.7×103 PFU/0.5 mL

5.0×103 PFU/0.5 mL 1.0×103 PFU/0.5 mL

×10  PFU/0.5 mL

×10  PFU/0.5 mL ×10  PFU/0.5 mL

×10 PFU/0.5 mL

×10 PFU/mL

×10 ×10 PFU/mL ×10 PFU/mL ×10

×10  PFU/mL
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3.

3.1

3.1.1 CTD 4.2.1.1.1

6 / 1) 0.5 mL 6 2

2 2 1 HI

HI

2 1 1

3.2

3.2.1 

CTD 4.2.3.2.1-1

3 5.2 FOB

5.R.1

3.2.2 CTD 4.2.1.3.1 2

4 1)5 mL/kg 6 2 24

1 1 Whole body plethysmograph

3.R

4.

WHO WHO Technical Report Series No.927 Annex 1 Guidelines on 

nonclinical evaluation of vaccines. WHO; 2005

6 3 27 0327 1

1) 0.5 mL 21 mg D- 0.8 mg L-
0.18 mg 1.6 mg 0.43 mg

0.14 mg  mg 0.01 mg TCM-199 vol%
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5.

5.1

CTD 4.2.3.2.1-1

3

5.2
1) 4 5 mL/kg 1

3

ALAT ASAT

4

mL/kg
b

mL/kg CTD

 57 3 a
1

1.25 2.5 5 

5 mL/kg c

d

d

ALAT ASAT
2.5
5 

4.2.3.2.1-
1 3 

a 1 43 57 0.5 mL/site 1 1
b 71 71
c 1/3
d 3 3 6 3

ALAT ASAT

5.3

 

5.4

 

5.5
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5.6

CTD 4.2.3.2.1-1 3

 

5.R

5.R.1

CTD 4.2.3.2.1-1 3 5 mL/kg

1

3

3 3

3 5

3 5

2 53.3 mg/dL 45 mg/dL

54 mg/dL

J Toxicol Pathol 2014; 42: 696-708

ASAT ALAT

ASAT

ALAT

L0111 L0131 L0132

6.

7

7.

5
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5

L0111
20 40

60
0.5 mL 1

L0131
12 24

1
30

2 
346

0.5 mL 1

L0132
MR 1

5 7 121
0.5 mL 1

7.1 CTD 5.3.5.1.1 L0111 2018 9 2018 11

20 40 60 30
2)

1

0.5 mL 1

60 30 30

60 1 59

30 29 FAS

42

HI HI

HI GMT

4 HI 8 6 7

6 42 GMT L0111 FAS
30 29

GMT 95%CI GMT GMT 95%CI GMT
38.1 25.0, 57.8

1.87
54.1 39.9, 73.4

1.52
71.0 55.6, 90.8 82.3 63.2, 107.0

HI
37.6 24.4, 58.0

1.55
33.6 21.6, 52.1

1.40
58.4 40.3, 84.5 46.9 33.1, 66.5

7 42 L0111 FAS
30 29

/ %
95%CI a

/ %
95%CI a

27/30 90.0 73.5, 97.9 29/29 100 88.1, 100
30/30 100 88.4, 100 29/29 100 88.1, 100

HI

28/30 93.3 77.9, 99.2 27/29 93.1 77.2, 99.2
29/30 96.7 82.8, 99.9 28/29 96.6 82.2, 99.9

4 HI 8

a Clopper-Pearson

42 43

2
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3)

46.7% 14/30 26.7% 8/30 43.3%

13/30 26.7% 8/30

16.7% 5/30 16.7% 5/30 10.0% 3/30 10.0% 3/30

5% 8

8 5% L0111

30 30 30 30
46.7 14 43.3 13 26.7 8 26.7 8
16.7 5 13.3 4 0 0
13.3 4 10.0 3 3.3 1 6.7 2
13.3 4 6.7 2 13.3 4 6.7 2
10.0 3 3.3 1 10.0 3 3.3 1

a 6.7 2 3.3 1 6.7 2 3.3 1
6.7 2 3.3 1 3.3 1 3.3 1
6.7 2 0 6.7 2 0

% MedDRA version 21.1
a 37.5

7.2 CTD 5.3.5.1.2 L0131 2019 8 2020 8

12 24 374 1

15 2 172 4)

5) 23

1 2 1

2

0.5 mL 1

1

30 15 15

FAS

42 HI

9

3 28 29

4 MR
97% HI 93%

10% 2.5% 326 163
99.4% HI 90.7% 90% 5%

344 172
5



12

9 42 L0131 1 FAS
15 15

/
%

/
%

0/14 0 0/14 0
15/15 100 15/15 100

HI

0/15 0 0/15 0
15/15 100 11/15 73.3

4 HI 8

42 43

6

86.7% 13/15 46.7% 7/15 80.0%

12/15 60.0% 9/15 13.3%

2/15 6.7% 1/15 6.7% 1/15 6.7% 1/15

10% 10

10 10% L0131 1

15 15 15 15
86.7 13 80.0 12 46.7 7 60.0 9

a 46.7 7 53.3 8 40.0 6 53.3 8
40.0 6 13.3 2 26.7 4 13.3 2
26.7 4 20.0 3 0 0
20.0 3 20.0 3 0 0
20.0 3 13.3 2 20.0 3 13.3 2
13.3 2 6.7 1 0 0
13.3 2 6.7 1 0 0
13.3 2 0 6.7 1 0
13.3 2 0 0 0
13.3 2 0 0 0

% MedDRA version 22.1
a 37.5

2

346 172 174

1 345 171 174 FAS FAS

HI

4 HI 8

6) 27 28
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42 11

HI

95%CI 10%

11 42 L0131 2 FAS
171 174

95%CI b)

/ %
95%CI a)

/ %
95%CI a)

0/171 0 0.0, 2.1 3/173 1.7 0.4, 5.0
171/171 100 97.9, 100 171/174 98.3 95.0, 99.6 1.7 3.1, 6.6

HI
0/171 0 0.0, 2.1 1/173 0.6 0.0, 3.2

170/171 99.4 96.8, 100 162/174 93.1 88.3, 96.4 6.3 0.5, 12.1
4 HI 8

a Clopper-Pearson
b Farrington Manning

1

74.9% 128/171 26.9% 46/171 82.2% 143/174 28.7% 50/174

10.5% 18/171 9.9% 17/171

15.5% 27/174 14.9% 26/174 5%

12

12 5% L0131 2

171 174 171 174
74.9 128 82.2 143 26.9 46 28.7 50

a 27.5 47 25.9 45 12.9 22 10.9 19
24.0 41 20.7 36 1.8 3 0.6 1

9.9 17 13.2 23 9.4 16 12.6 22
8.8 15 9.2 16 2.3 4 0
7.6 13 4.6 8 0 0
6.4 11 8.0 14 0 0
5.3 9 6.9 12 1.8 3 1.7 3
5.3 9 6.3 11 0 0
5.3 9 4.0 7 0 0.6 1
5.3 9 4.0 7 1.8 3 1.7 3
4.7 8 5.7 10 0 0
3.5 6 6.3 11 0 0.6 1

% MedDRA version 22.1
a 37.5

7.3 CTD 5.3.5.1.3 L0132 2020 4 2020 8

MR 1 5 7 7 120

90 30 MR 2
5) 14

7 5 7 1
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0.5 mL 1

121 91 30

FAS FAS

42 GMT 13

14

13 42 GMT L0132 FAS
91 30

GMT 95%CI GMT GMT 95%CI GMT
64.5 55.1, 75.4

1.70
52.0 36.4, 74.2

2.05
109.9 99.6, 121.3 106.4 86.4, 131.1

HI
27.1 21.7, 33.7

3.49
25.4 16.7, 38.7

3.32
94.4 83.1, 107.2 84.4 68.4, 104.2

14 42 L0132 FAS
91 30

/ %
95%CI a

/ %
95%CI a

91/91 100 96.0, 100.0 30/30 100 88.4, 100.0
91/91 100 96.0, 100.0 30/30 100 88.4, 100.0

HI

82/91 90.1 82.1, 95.4 26/30 86.7 69.3, 96.2
91/91 100 96.0, 100.0 30/30 100 88.4, 100.0

4 HI 8

a Clopper-Pearson

42 43

6

67.0% 61/91 30.8% 28/91 53.3%

16/30 30.0% 9/30 20.9%

19/91 20.9% 19/91 13.3% 4/30 13.3% 4/30

5% 15

15 5% L0132

91 30 91 30
67.0 61 53.3 16 30.8 28 30.0 9
16.5 15 6.7 2 15.4 14 6.7 2
14.3 13 6.7 2 0 0

a 9.9 9 20.0 6 8.8 8 16.7 5
9.9 9 6.7 2 1.1 1 3.3 1
7.7 7 10.0 3 7.7 7 10.0 3
6.6 6 6.7 2 0 0
5.5 5 3.3 1 2.2 2 0

% MedDRA version 23.0
a 37.5
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7.R

7.R.1 

7.R.1.1 7.R.1.2

7.R.1.1 

MRC-5

/J16 MR

22 5 27

0527 5 8

2  2014; 29: Suppl.

MR HI

4 HI

8

2003 2016 1

8 20%

2003 2016

https://www.niid.go.jp/niid/ja/y-reports/669-yosoku-report.html 2024 5 30

L0131 2020

L0131

HI

L0131

7.R.1.2 

8 6 3 27
6 3 27 0327 4
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MR 1

12 24 L0131 2

HI

95%CI 10%

7.2

42

4

HI 8 GMT 16 17

GMT

16 L0131 2 FAS

/ %
95%CI a

/ %
95%CI a

171 171/171 100 97.9, 100.0 173 167/170 98.2 94.9, 99.6
HI 171 170/171 99.4 96.8, 100.0 173 160/172 93.0 88.1, 96.3

4
HI 8

a Clopper-Pearson

17 GMT L0131 2 FAS

GMT 95%CI GMT 95%CI
171 2.0 2.0, 2.0 173 2.1 2.0, 2.2
171 62.0 55.0, 69.8 174 70.6 62.1, 80.1

HI
171 4.0 4.0, 4.0 173 4.0 4.0, 4.1
171 50.4 44.3, 57.4 174 20.7 18.2, 23.6

MR 2

5 7 7) L0132

GMT GMT

100% 7.3

0

42 HI

100% 9/9 100% 4/4

1 MR

42 GMT 18 19

GMT HI 1

MR 1 MR

HI

GMT 100%
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18 1 MR 42 GMT L0132 FAS
91 30

GMT 95%CI
GMT

GMT 95%CI
GMT

30 68.6 53.8, 87.5
1.45

13 62.3 42.3, 91.7
2.11

30 99.3 81.2, 121.4 13 131.5 101.1, 171.0
30 67.8 52.8, 87.1

1.82
4 76.1 17.7, 327.4

1.68
30 123.6 105.7, 144.7 4 128.0 81.6, 200.8
31 57.9 41.4, 80.9

1.87
13 38.6 18.9, 78.7

2.11
31 108.2 91.9, 127.5 13 81.4 55.3, 119.7

HI
30 52.0 40.6, 66.5

2.14
13 46.5 25.3, 85.3

2.11
30 111.4 90.5, 137.2 13 98.0 68.1, 141.1
30 34.3 23.4, 50.2

2.64
4 45.3 10.9, 188.0

2.00
30 90.5 72.4, 113.1 4 90.5 47.9, 171.1
31 11.4 8.5, 15.4

7.32
13 11.6 7.0, 19.2

6.13
31 83.7 65.7, 106.7 13 71.2 50.9, 99.6

19 1 MR 42 L0132 FAS

/
%

/
%

30/30 100 13/13 100
30/30 100 13/13 100
30/30 100 4/4 100
30/30 100 4/4 100
31/31 100 13/13 100

31/31 100 13/13 100
HI

30/30 100 12/13 92.3
30/30 100 13/13 100
29/30 96.7 4/4 100
30/30 100 4/4 100
23/31 74.2 10/13 76.9

31/31 100 13/13 100
4 HI 8

20 40 L0111 GMT

7.1

L0131 L0132

27

L0131 2 GMT

20 21 Hib PCV DPT-IPV

HI
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GMT

GMT

20 L0131 2 FAS
171 174

/
%

/
%

Hib
134/134 100 137/138 99.3

37/37 100 34/36 94.4

PCV
133/133 100 138/139 99.3

38/38 100 33/35 94.3

DPT-IPV
154/154 100 158/159 99.4

17/17 100 13/15 86.7
37/37 100 41/41 100

134/134 100 130/133 97.7
0/0 1/1 100

171/171 100 170/173 98.3
HI

Hib
133/134 99.3 129/138 93.5

37/37 100 33/36 91.7

PCV
132/133 99.2 130/139 93.5

38/38 100 32/35 91.4

DPT-IPV
153/154 99.4 148/159 93.1

17/17 100 14/15 93.3
37/37 100 38/41 92.7

133/134 99.3 124/133 93.2
0/0 1/1 100

170/171 99.4 161/173 93.1
4 HI 8

21 GMT L0131 2 FAS
171 174

GMT GMT

Hib
134 64.7 138 78.0

37 53.1 36 47.9

PCV
133 64.3 139 78.3

38 54.3 35 46.6

DPT-IPV
154 63.1 159 75.4

17 52.2 15 35.1
37 71.6 41 75.8

134 59.5 133 69.0
0 1 16.0

171 62.0 173 71.2
HI

Hib
134 49.4 138 20.8

37 54.1 36 20.6

PCV
133 49.6 139 20.9

38 53.3 35 19.9

DPT-IPV
154 49.7 159 21.1

17 56.6 15 17.5
37 51.1 41 23.6

134 50.2 133 19.9
0 1 8.0

171 50.4 173 20.8

L0132 GMT GMT

22 DPT IPV
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GMT

HI GMT DPT

IPV

HI GMT

GMT 4 2 GMT

256 GMT

IPV

HI

100%

22 GMT GMT L0132 FAS
91 30

GMT GMT GMT GMT

16 117.4 1.68 8 94.5 1.83
75 108.4 1.71 22 111.1 2.13

DPT
75 110.9 1.69 26 104.8 2.11
16 105.3 1.79 4 117.4 1.68

IPV
87 109.6 1.71 30 106.4 2.05

4 117.4 1.54 0
HI

16 98.7 4.18 8 76.1 4.00
75 93.5 3.36 22 87.7 3.11

DPT
75 94.4 3.17 26 81.4 2.90
16 94.5 5.42 4 107.6 8.00

IPV
87 92.3 3.61 30 84.4 3.32

4 152.2 1.68 0

HI GMT

GMT GMT

7.R.2.1

MR 1 MR

2013; 117: 1416-23

18 29 4

27 4

L0132
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1 MR GMT

HI MR

1 MR 18 19 2006 MR

2 2012 2013 2018 2019

MR 1 2

MR 1

MR 1 L0131 2

HI

L0111 MR 2

L0132

MR 1

7.R.2 

7.R.2.1 

L0111 L0131 L0132 23
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23
L0111 L0131 1+2 L0132

30 30 186 189 91 30
46.7 14 43.3 13 75.8 141 82.0 155 67.0 61 53.3 16

0 0 6.5 12 2.1 4 0 0
16.7 5 10.0 3 10.8 20 14.8 28 20.9 19 13.3 4
40.0 12 36.7 11 72.6 135 79.4 150 57.1 52 50.0 15
26.7 8 26.7 8 28.5 53 31.2 59 30.8 28 30.0 9

0 0 0.5 1 0 0 0
16.7 5 10.0 3 9.7 18 14.3 27 20.9 19 13.3 4
20.0 6 16.7 5 21.5 40 19.0 36 12.1 11 20.0 6

0 0 0 0 0 0
0 0 0 0 0 0
0 0 0 0 0 0
0 0 0 0 0 0

%
 42

L0111 L0131 L0132 5% 10%

8 10 12 15

5% L0111

L0132 L0131

2 5%
9 L0131 1

6.7% 1/15 1 0% 2 6.4% 11/171

5 3 1 2.3%

4/174 2 1

2 1

3 12

3 4 11

12

L0131 1 2 L0132 5%

24 25

L0131

3 4 11

12

9 L0111 10 cm
39.0

L0131 L0132 10 cm 40.0
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L0132

2.0 12.0

24 5%
L0131 1+2

3 4 11 12

186 189 186 189 186 189 186 189 186 189 186 189
30.6
57

24.3
46

17.2
32

16.9
32

22.0
41

27.5
52

11.3
21

13.2
25

48.9
91

47.6
90

3.2
6

0.5
1

a 13.4
25

11.1
21

7.0
13

7.4
14

11.3
21

12.7
24

9.1
17

9.5
18

13.4
25

12.7
24

1.6
3

0.5
1

6.5
12

1.6
3

1.1
2 0

2.7
5

5.3
10

0.5
1

0.5
1

18.3
34

16.9
32 0 0

8.6
16

10.1
19

8.6
16

10.1
19

0.5
1

2.6
5

0.5
1

2.1
4

1.6
3

0
0.5
1

0

0.5
1

1.6
3

0.5
1

0
2.7
5

2.1
4

1.1
2

0
7.0
13

6.9
13

0.5
1

0

2.7
5

2.1
4

1.6
3

2.1
4

3.8
7

2.1
4

2.2
4

0.5
1

4.3
8

4.8
9

1.6
3

0

0.5
1 0 0 0

0.5
1

1.1
2 0 0

7.0
13

3.2
6 0 0

0.5
1

0.5
1

0 0
1.6
3

0.5
1

0 0
4.8
9

6.3
12

0 0

0 0 0 0
0.5
1

1.1
2

0 0
4.8
9

5.3
10

0 0

0.5
1 0 0 0

0.5
1

1.6
3 0 0

3.8
7

3.7
7 0 0

0
0.5
1

0 0
1.1
2

2.6
5

0
0.5
1

2.7
5

2.6
5

0 0

% MedDRA version 22.1
a 37.5

25 5%
L0132

3 4 11 12

91 30 91 30 91 30 91 30 91 30 91 30
23.1
21

26.7
8

19.8
18

23.3
7

17.6
16

13.3
4

9.9
9

6.7
2

29.7
27

23.3
7

0
3.3
1

13.2
12

6.7
2

12.1
11

6.7
2

3.3
3

0
3.3
3

0 0 0 0 0

0 0 0 0
2.2
2

6.7
2

0 0
12.1
11

3.3
1

0 0

a 4.4
4

13.3
4

4.4
4

13.3
4

4.4
4

3.3
1

4.4
4

3.3
1

3.3
3

10.0
3 0

3.3
1

1.1
1

0 0 0
2.2
2

3.3
1

1.1
1

3.3
1

8.8
8

6.7
2

0 0

6.6
6

10.0
3

6.6
6

10.0
3

1.1
1

0
1.1
1

0 0 0 0 0

0
3.3
1

0 0
3.3
3

0 0 0
3.3
3

3.3
1

0 0

1.1
1

0 0 0
3.3
3

0
2.2
2

0
3.3
3

3.3
1

0 0

% MedDRA version 23.0
a 37.5
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L0131 L0132 10 26

27 L0131

L0132

26 L0131 1+2
3 4 11 12

186 189 186 189 186 189 186 189 186 189 186 189
13.4
25

11.1
21

7.0
13

7.4
14

11.3
21

12.7
24

9.1
17

9.5
18

13.4
25

12.7
24

1.6
3

0.5
1

12.4
23

8.5
16

7.0
13

5.8
11

7.0
13

7.4
14

5.4
10

4.2
8

8.6
16

9.5
18

0.5
1

0 

1.1
2

2.1
4

0 
1.6
3

3.8
7

5.3
10

3.2
6

5.3
10

4.8
9

2.6
5

1.1
2

0.5
1

0 
0.5
1

0 0 
0.5
1

0 
0.5
1

0 0 
0.5
1

0 0 

% MedDRA version 22.1

27 L0132
3 4 11 12

91 30 91 30 91 30 91 30 91 30 91 30
4.4
4

13.3
4

4.4
4

13.3
4

4.4
4

3.3
1

4.4
4

3.3
1

3.3
3

10.0
3

0 
3.3
1

4.4
4

13.3
4

4.4
4

13.3
4

4.4
4

3.3
1

4.4
4

3.3
1

2.2
2

10.0
3

0 
3.3
1

0 0 0 0 0 0 0 0 
1.1
1 0 0 0 

% MedDRA version 23.0

L0131 1

2 4.8% 9/186 1.6% 3/186 3.7% 7/189 1.6%

3/189 1

1.1% 2/186 1.1% 2/186

0% 0% 0.5% 1/186 0.5% 1/186 1.6 3/189

0.5% 1/189 3.2% 6/186 0% 2.1 4/189 1.1

2/189 L0132 2.2%

2/91 2.2% 2/91 0% 0/30 0% 0/30

2 1

L0131 L0132 5%

4

10 37.5 38.5 38.5 40.0 40.0
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L0131 L0132 28

29

L0131

Hib PCV

DPT-IPV

L0132

10%

28 L0131 1+2

Hib
72.8 107/147 79.9 119/149 25.2 37/147 30.9 46/149
87.2 34/39 90.0 36/40 41.0 16/39 32.5 13/40

PCV
72.6 106/146 79.9 119/149 25.3 37/146 30.2 45/149
87.5 35/40 90.0 36/40 40.0 16/40 35.0 14/40

DPT-IPV
74.0 125/169 81.6 142/174 29.6 50/169 33.3 58/174
94.1 16/17 86.7 13/15 17.6 3/17 6.7 1/15
60.0 24/40 68.3 28/41 22.5 9/40 24.4 10/41
80.1 117/146 85.8 127/148 30.1 44/146 33.1 49/148

0/0 0 0/1 0/0 0 0/1
75.8 141/186 82.4 155/188 28.5 53/186 31.4 59/188

% /

29 L0132

81.3 13/16 75.0 6/8 43.8 7/16 25.0 2/8
64.0 48/75 45.5 10/22 28.0 21/75 31.8 7/22

DPT
65.3 49/75 61.5 16/26 30.7 23/75 34.6 9/26
75.0 12/16 0 0/4 31.3 5/16 0 0/4

IPV
66.7 58/87 53.3 16/30 31.0 27/87 30.0 9/30
75.0 3/4 0/0 25.0 1/4 0/0

% /

1 MR

L0132 1 MR

30 1 MR

1 MR

MR

1 MR
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30 1 MR L0132

63.3 19/30 53.8 7/13 30.0 9/30 38.5 5/13
63.3 19/30 50.0 2/4 20.0 6/30 25.0 1/4
74.2 23/31 53.8 7/13 41.9 13/31 23.1 3/13

% /

L0132 1 MR

L0132

MR 1 MR

L0132

MR 2

2

7.R.3 

/J16 MR

SPF

MRC-5
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2018 2019
11

20

2017

2019

1962 37 4 2 1979 54 4 1

2022 12 85% 2024

90% 31

2 1 37 4 2 54 4 1

5 1

5 4 2022 2 16  

12 MR

MR

MR

7.R.1 7.R.2

7.R.1 MR

7.R.4

7.R.4.1 

/J16

I

L0111 1

11 2016 2020
https://www.niid.go.jp/niid/ja/allarticles/surveillance/2270-idwr/nenpou/10904-idwr-nenpo2020.html 2024 5 30

12 https://www.mhlw.go.jp/content/10900000/000927414.pdf 2024 5 30

0.7 mL 0.5 mL 1

 



27

MR 1 12 24

L0131

2 5 7

L0132

0.7 mL 0.5 mL 1

7.R.1 7.R.2

7.R.4.2

MR 12 24

1 5 7 1

2 1962 37 4 2 1979

54 4 1 13 5 L0131

MR 1 1 L0132

MR 2

L0111 MR 5

L0111 20 40

13 2019 7 3 31
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7.R.5

7.R.2

MR

ADEM

7.R.2

MR

MR
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8.

8.1

8.2 GCP

CTD 5.3.5.1-2 GCP GCP

9. 1

MR



30

2

6 7 16

  

  

  

5 10 30

1.

20 12 25 20 8

1 7.R.2 7.R.3 

7.R.4 

1.1

1 7.R.1 

L0132 1 MR

HI GMT

MR

L0132 42 1 MR

2 1

MR MR 2

1

MR

1

L0132 42 HI 1

MR

31 GMT 0.5
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HI GMT

95%CI 0.5

1 MR

1 MR

31 1 MR L0132 FAS
GMT 95%CI GMT 95%CI

30 111.4 90.5, 137.2 0.75 0.55, 1.03
30 90.5 72.4, 113.1 0.92 0.67, 1.28
31 83.7 65.7, 106.7

GMT GMT GMT

MR 1

L0131 MR 2

HI

1.2

1 7.R.5 

1.1 L0131 MR

1

32

33

L0131 2

2025

32 

ADEM
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33

L0131
2

2.

8

/J16

0.7 mL 0.5 mL 1



i

ALAT Alanin aminotransferase
ASAT Aspartate aminotransferase
CI Confidence interval
DNA Deoxyribonucleic acid
DPT Adsorbed Diphtheria-purified

Pertussistetanus Combined Vaccine
DPT-IPV Adsorbed Diphtheria-purified

Pertussistetanus-inactivated polio
Combined Vaccine

FAS Full analysis set

FL
FOB Functional Observational Battery
GMT Geometric mean titer

HEL
HI Hemagglutination inhibition
Hib Haemophilus influenzae type b b
IPV Inactivated polio vaccine
MCB Master cell bank
MedDRA Medical Dictionary for Regulatory 

Activities
ICH

MR
MRC-5 Medical research council cell strain 

5
MS Master seed
PCV pneumococcal conjugate vaccine
PFU Plaque forming unit
RH Relative humidity
SPF Specific pathogen free
WCB Working cell bank
WHO World Health Organization
WS Working seed


