5 g
10 mg

Meiji Seika

Meiji Seika




5mg

®
RMP

10mg

5mg
10mg

Meiji Seika

871179

29 1

1.1.

17

18

19

10

1

12

13

14

15

16

1.2.

20

21

23

21

23

22

RMP




29 1 27

4 16
Meiji Seika
2016 3 28 871179
8 22800AMX00377000
22800AMX00378000
2009 8 13
® 5 mg
® 10 mg
® 5 mg 7.03 mg
5.00 mg
® 10 mg 14.06 mg
10.00 mg
5mg 1 2
1 5mg 1 10mg 1 2




28

26

1)

2) 5.

1)

2)




52

26

5~10 mg BID

D2

22.5%
26.8%

18.4%
20.2%

80/356
96/358

105/572
431/2134

12.6% 22/174

11.3% 57/503
5.2% 10/192
D2




52

26

5~10mg BID
0% 0/356
0% 0/358

0% 0/572
0.2% 5/2134

0% 0/174

0% 0/503

0%

0/192




52

26

0%
0%

0%
0%

0/356
0/358

0/572
0/2134

0%

0%
0%

0/174

0/503
0/192




52

6
26

5~10 mg BID
6

52

26

5~10mg BID

0% 0/356
0% 0/358

0% 0/572
0.3% 7/2134

0% 0/356
1.1% 4/358

0% 0/572
0.1% 3/2134

0% 0/174

0% 0/503
0% 0/192

0% 0/174

0.2% 1/503
0.5% 1/192




52

26

2.8%
5.6%

1.4%
2.7%

10/356
20/358

8/572
57/2134

2.3%

02% 1
1.6%

4/174

/503
3/192




5~10 mg BID

6
52

26

0% 0/356
0.3% 1/358

0% 0/572
0.1% 3/2134

0% 0/174

0% 0/503

0%

0/192




52

26

5~10 mg BID

5.3% 19/356
12.6% 45/358

2.4% 14/572
42% 90/2134

3.4%

1.6%
1.0%

6/174

8/503
2/192

10




52

26

5~10mg BID

0% 0/356 0% 0/174
0% 0/358

0% 0/572 0% 0/503
0.1% 2/2134 0% 0/192

11




52

26

5~10 mg BID

0.6%
2.0%

0.3%
0.4%

2/356
7/358

2/572
9/2134

0.6%

0.2%
0%

1/174

1/503
0/192

12




52

26

5~10mg BID
0% 0/356 0% 0/174
0.3% 1/358

0.2% 1/572 0% 0/503
0.0% 1/2134 0% 0/192

13




52

26

5~10 mg BID

0.8% 3/356
1.1% 4/358

0% 0/572
0.2% 5/2134

2.9%

5/174

0% 0/503

0%

0/192

14




52

26

5~10 mg BID

1.4%
4.7%

0.2%
0.1%

5/356
17/358

1/572
2/2134

2.3%

0.4%
0%

4/174

2/503
0/192

15




52

26

5~10 mg BID

0% 0/356
0% 0/358

0.2% 1/572
0.1% 3/2134

0.6% 1/174

0% 0/503

0.5%

1/192

16




5mg

Child-Pugh Class A B
Child-Pugh Class C
AUCy.,, 55
0.3 mg
Child-Pugh Class A
Child-Pugh Class B C
AUC., 2.2 2.1
1 5mg

10 mg

17




52

26

5~10 mg BID
4.2%
7.0%

0.2%
2.4%

15/356
25/358

1/572
51/2134

2.3%

0.6%
1.0%

4/174

3/503
2/192

18




QT

QT

5~20 mg BID

2~5 msec

QT

52

26

QT

QTc

5~10 mg BID

QTc
0% 0/356 0.6% 1/174
0.6% 2/358
0.7% 4/572 0.8% 4/503
1.7% 36/2134 0% 0/192

QT

19




1.2

20




QT

3
2
6 3,000
52
0.1% 95% 1 3,000
3,000 52 300
1% 95%

21




22




23




5.1
2017 1
2017 1
3000
5.2
2017 1
3000
5.3

24
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