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Hot flush  

 2 1.8g

1.08mg 1 1

 

1 0.9g
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1  
0.06% BESINS HEALTHCARE

E2 0.06%

1974 2010 3 71

2006 10

Hot flush 2

1.8g 1.08mg 1 1

E2 1.25g/ 1.8g/

Women's Health Initiative WHI JAMA 288: 321-33, 

2002

1.8g/

 

1.8g/ 0.9g/
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01-32

E2  

 

1 5.3.5.1-1 01-32 2008 4 2009
3  

/ 209

1.8g 1 1 8

177 89

0.9g 88 1 1 16  

8 E2

10.0 10 150 pg/mL 209 80.0 10 682 pg/mL 207

8 8

16 E2 10.0 10 150 pg/mL 89 89.0

10 577 pg/mL 89 10.0 10 106 pg/mL 76 10.0 10 140 pg/mL 87

0.9g 10.0 10 103 pg/mL 88 78.0 10 657 pg/mL 87 43.0 10 641

pg/mL 84 38.0 10 238 pg/mL 87  

008 4 009
3
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01-32 E2 E2

 

1.8g/ E2 10.0pg/mL

8 80.0pg/mL E2

8 16 10.0pg/mL

0.9g/ 8 43.0pg/mL 16

38.0pg/mL 1.8g/ 8 E2  

01-32 E2 E2

 

 

 
 

 

 
1 5.3.5.1-1 01-32 2008 4 2009

3  
/ 0.9g/

200 156 14

1 1 Hot flush 3 6

FSH 30mIU/mL 2

 

1.8g 1 1 8 Hot flush

Hot flush 1 1 Hot flush

8 Hot flush 1/3

0.9g/ 1 1 16 1

209

209

12 1

1

1 9 8

20 177 89 88

177

177
                                                        
1  

008 4 009
3
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15 11

3

1 4 4  

MPA MPA

 

1 * MPA2.5mg/ * MPA

1 1  

2 28 1 12 14 *

MPA5mg/ * MPA 1 1  
* MPA MPA 1/2 1.25mg/ 2.5mg/

 

 

Hot flush 24

 

 
1 1/3  
1 1/2  
1 1/2  
1  
1  

 

Hot flush Hot flush

24

p=0.0097 2 Wilcoxon  

 

1 Hot flush FAS/ 01-32  
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%  

 
 

2  
Wilcoxon

 
 

8   89 89 
100.0  

0 
0  

0 
0  

0 
0  

0 
0  

0 

 
 88 88 

100.0  
0 
0  

0 
0  

0 
0  

0 
0  

0 

 

12   81 60 
74.1  

12 
14.8  

7 
8.6  

0 
0.0  

2 
2.5  

0 

p=0.0123 
 84 75 

89.3  
5 

6.0  
3 

3.6  
1 

1.2  
0 

0.0  
0 

16   76 55 
72.4  

12 
15.8  

5 
6.6  

2 
2.6  

2 
2.6  

0 

p=0.0046 
 84 76 

90.5  
2 

2.4  
5 

6.0  
0 
0  

1 
1.2  

0 

20   74 57 
77.0  

7 
9.5  

7 
9.5  

1 
1.4  

2 
2.7  

0 

p=0.0062 
 84 77 

92.8  
3 

3.6  
0 

0.0  
2 

2.4  
1 

1.2  
1 

24  
 
 

 89 67 
77.0  

9 
10.3  

4 
4.6  

2 
2.3  

5 
5.7  

2 

p=0.0097 
 88 79 

90.8  
6 

6.9  
1 

1.1  
1 

1.1  
0 
0  

1 
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116/209 55.5% 61/89 68.5%

58/88 65.9% 5%

12.4% 26/209 9.1% 19/209 6.7% 14/209

5% 27.0% 24/89

9.0% 8/89 6.7% 6/89 5.6% 5/89

23.9% 21/88 6.8% 6/88 6.8% 6/88 5.7% 5/88

5.7% 5/88 5.7% 5/88 8.1%

17/209 2.2% 2/89 4.5% 4/88

 

5

1 1

1 5

1

5

1 3

1  

 
 

1  
1 Hot flush  

01-32  

01-32 Hot flush

 

 

01-32 Hot flush

1 Hot flush Hot flush

± 2 3  

 

2 Hot flush * FAS 01-32  
    χ2  

8  100% 89/89  100% 88/88  - 
12  88.9% 72/81  95.2% 80/84  p=0.1302 
16  88.2% 67/76  92.9% 78/84  p=0.3085 
20  86.5% 64/74  96.4% 80/83  p=0.0247 

24  87.4% 76/87  97.7% 85/87  p=0.0095 

*  

 

3 Hot flush 8 FAS 01-32  

 
  2  

t ** n * 8 * n * 8 * 
 89 6.4±5.0 - 88 5.8±3.5 - - 

 8  89 0.4±1.1 - 88 0.3±0.7 - - 
 12  81 1.2±1.9 0.8±1.8 84 0.6±1.2 0.3±1.0 p=0.0373 
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  2  

t ** n * 8 * n * 8 * 
16  76 1.3±2.0 0.9±2.2 84 0.6±1.5 0.3±1.4 p=0.0369 
20  74 1.3±2.2 1.0±2.4 83 0.5±1.8 0.2±1.7 p=0.0348 
24  89 1.7±3.8 1.3±3.4 88 0.4±1.1 0.1±0.9 p=0.0032 

* ±  
**8  

 

01-32 Hot flush

Hot flush Hot flush

1/2

Hot flush 8

1

1.8g Hot flush

0.9g Hot flush

 
 

2  
01-32 1 Hot flush

2 3 24

1.8g/

24

 

 

4 Hot flush FAS/ 01-32  
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89 75 

84.3  
13 

14.6  
1 

1.1  
0 

0.0  
0 

0.0  
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 88 64 

72.7  
22 

25.0  
2 

2.3  
0 

0.0  
0 

0.0  
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24
 

 
89 51 

58.6  
14 

16.1  
15 

17.2  
1 

1.1  
6 

6.9  
2 
 

p=0.0031 
 88 66 

75.9  
17 

19.5  
3 

3.4  
1 

1.1  
0 

0.0  
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79.8  
3 

3.4  
12 

13.5  
3 

3.4  
0 

0.0  
0 
 

 
 88 69 

78.4  
3 

3.4  
13 

14.8  
3 

3.4  
0 

0.0  
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1 Hot flush Hot flush
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60.9  
1 

1.1  
13 

14.9  
15 
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p=0.0035 
 88 69 
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12 
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25 
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 86 49 

57.0  
5 

5.8  
19 

22.1  
11 

12.8  
2 
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24
 

 
87 40 

47.1  
5 

5.9  
18 

21.2  
17 

20.0  
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5.9  
2 
 

p=0.0022 
 84 57 

68.7  
4 
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13 
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1.8g Hot flush

0.9g

Hot flush  

 

2  
0.9g/  

1.8g/

 

01-32 5

55.5% 116/209 68.5% 61/89

65.9% 58/88

1.8g/

 

 

5  

01-32  
 209   

89  88  
 5 2.4%  5 5.6%  3 3.4%  

5   

1  

 
1  

 14 6.7%  8 9.0%  3 3.4%  
 0/36 0%

14/173 8.1%  
 0/10 0%

8/79 10.1%  
 0/20 0%

3/68 4.4%  

 
1 0.5%  0 0%  

 
0 0%  
  1 0.5%  

 
17 8.1%  2 2.2%  4 4.5%  
 6

4

1  

 
1  

 3
2

1  
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MPA MPA

MPA 56.6% 98/173 MPA 50.0% 18/36 MPA

61.8% 42/68 MPA 80.0% 16/20 MPA 2.5mg/

1.25mg/ 5mg/ 2.5mg/

MPA

 

01-32 0.9g/

E2

hormone replacement therapy

HRT  

0.9g/ 1.8g/

0.9g/ 1.8g/

HRT

HRT

COMPANY CORE DATA SHEET CCDS

20 11 25

 

 

3  
1.8g/ 1.8g/

 

1.25g/ E2

1.8g/

 

Women's Health Initiative WHI HRT

 
 

1.8g/ 0.9g/

01-32 0.9g/

HRT

1.8g/

0.9g/

HRT  
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2 1.8g 1.08mg

1 1

1 0.9g 0.54mg

1 1  

 

 

 

 
1  

 

 

2 GCP  
5.3.5.1-1 GCP

GCP

 

 

 

 
Hot flush

1.8g1 1 0.9g1 1

HRT

HRT
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 0.06% 

  

  

 23 1 27  

 

 

20 12 25 20 8

 

 

1  
01-32 Hot flush

24 0.9g/

1.8g/ Hot 

flush 0.9g/

Hot flush

 

 

 

2  
1  

01-32

1.8g/ 0.9g/

0.9g/ 1.8g/

 

 

2  
COMPANY CORE DATA SHEET CCDS

20 11 25  

QOL
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CCDS

CCDS

 

CCDS

20% 0

 

3  
 

3  
01-32 0.9g/

HRT

1.8g/

0.9g/ 0.9g/

HRT

 

 

2 1.8g 1.08mg

1 1

1 0.9g 0.54mg 1 1

 

 

 

 

 

 

1  
1 1
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4 39 0.9g  0.9g/  
5 5 8  8  
7 29 FAS 01-32  FAS/ 01-32  
7 32 FAS 01-32  FAS/ 01-32  
8 3 n=89 n=87 
8 3 n=88 n=87 
8 5 Hot flush  Hot flush  
8  1 Hot flush  1 Hot flush  

 
 

 

 

 

 Hot flush  

 2 1.8g

1.08mg 1 1

1 0.9g

0.54mg 1 1

 

 

 


