15

50

12

25

16

21

100

S0 pg

0921001

16

100 ug

11



16
50 100
15 12 25
1 100pg 1 2
1 S50pg 1 2
_ 1
ug 200 ug

11

800



16 10 4
50 100
15 12 25
1 50ug 100ug
1 100ug 1 2
1 50ug 1 2
1 800ug
200u g
16 3
16 4 1
3M Pharmaceuticals 3M BDP
HFA-134a
MDI CFC CFC-BDP
1987
CFC 2005
CFC
1998 12
6 9 21 0921001
CFC-BDP



2004 9 53
22
53321
53121
17- 17-BMP 53521
5 6 14 200 pg 50 pgx4
17-BMP 0.5
+ AUCy; 1659+ 850 pg h/mL
Cmax 825+ 453 pg/mL  ty 21+07 53321
18 9 12 200 ug 50 pgx4
17-BMP 0.56 Cmax 787 pg/mL
tyr 1.5 2 6
17-BMP 1/10 21- 21-BMP
50 pg/mL 53121
90% AUCy; 136 0870 213 Cmax 104 0.671 162 ty,
14 096 19 Tmax
0.5
6
05 1 2 4 1
17-BMP 17-BMP
50 pg 100 pg 17-BMP
50 ug 75 pg/mL
100 g 0.5 1 2 4
53521



AUCy tyo

17
53321
577
tyo
17 53121
2 Cmax

103 0835 127 AUC 0.773 0561 1.07

200 g 17-BMP
53121 5
tuo
AUCo,
2
2.8
5 533.21
30
90 1.07 0.769 1.49
0.568 0.464 0.696 Cmax
5
1 20
24
24
17-BMP  Cmax 4
200 g
53321 17-BMP
2.
12 5 17-BMP

AUC
24
1
17-BMP 75 pg/mL
20 Tmax
17-BMP
17-BMP 5



Cmax AUC 1.05 17-BMP
17-BMP
535.2.1L 304-3< 20 >
CFC-BDP 200 400 pg/ 5 15
90 100 200 pg/
2 CFC-BDP 200
400 pg/ 100 200 pg/ 2
CFC-BDP 6
CFC-BDP 4
2 4 4
2
107 FAS Full Analysis Set
14 93 PPS  Per Protocol Set
4 +
PPS 5.4+ 20.5L/min 95 % 0.9 99L/min
95 % + 15L/min CFC-BDP
FAS 4.1+ 21.0 L/min 95% 0.0 8.2L/min
4
* 74 6.4+ 21.3L/min
10 2.0+ 11.3 L/min
8 4
4 6 + 20.0+ 28.8
L/min 8
100 pg/ 65.7 % 44/67 200 pg/ 72.5% 29/40
100 pg/ 1 200 pg/



100 pg/ 13.4% 9/67 200 pg/ 75% 3/40
4 2 2 1
2 100 pg/ 10
CFC-BDP
53512 1343< 19 20
>
126 378 :5
12
2 100 pg/ 200 pg/
12 1343 1167
1167 100pg/
200ug/ 200 /
353 100pg/ : 120 200ug/ : 117 . 116 ITT
Intent-To-Treat
12 %FEV 10 100 pg/
9.19% 200 pg/ 10.02 % 3.87% p 0.001
Jonckheere
100 pg/ 70.0% 84/120 200 pg/ 709% 83/117 70.7 %
82/116 1
200 pg/
100 pg/ 25% 3/120 200 pg/ 77% 9117
17% 2/116 3 3 2
200 pg/ 2 1
100 pg/ 84.0% 89/106 200 pg/ 83.7% 87/104
91.1% 92/101
100 pg/ 200 po/
5.35.2.2: 1195< 19 19 >



4 CFC-BDP
CFC-BDP 200 800 g/
6 1
520 394
1 13 507
ANOVA
95%
CFC-BDP
6
6 12
17
CFC-BDP 7% 8/122 6 12
8 % 6/75
CFC-BDP 1 6 12
6 12 8
5 4  CFC-BDP 1
1
6
66.7 % 74/111
6 12
AST(GOT) 1
6

100 400 pg/

CFC-BDP
CFC-BDP 126
385 CFC-BDP 122
6 12
+ 15L/min
400 pgo/
100 200 pg/ CFC-BDP 200 400 g/
90 % 346/385 CFC-BDP 89 % 108/122
93 % 198/212 CFC-BDP 92 % 69/75
11
1
6 8 % 32/385
10 % 21/212 CFC-BDP
6 10 9
6 5 CFC-BDP 1 6
6 CFC-BDP 2
6 12 4 3 CFC-BDP
64.9% 224/345 CFC-BDP
62.4% 123/197 CFC-BDP 50.7% 36/71
6 12 %
CFC-BDP



DPFl

Global Initiative for Asthma: Global Strategy for Asthma Management
and Prevention:<GINA>, NHLBI/WHO, 2002

, 2002 ,
2003 3 4 MDI
MDI DPI
DPI 4
MDI
DPI
5 4
4
4 2
CFC-BDP 4
4
4
5.35.2.1: 304-3
5.35.2.1: 304-3
CFC-BDP



53521 304-3

CFC-BDP
PPS 93 200 pg/ 58 62.4% 400ug/ 35 37.6%
CFC-BDP 325.7 137.0 12 2831
PPS 93
CFC-BDP 200  400pg/
1996
PPS 93 30.1% 28/93 66.7% 62/93
32% 3/93
, 2002 , 2003
2 0
R=0972 -2 0
2002 6

4 5
6 : :

50: 1983-1990, 1997 , , 49: 1815, 1996 ,

, 15(3): 297- 310, 2001

, , 53(1): 2-10, 2004 ,
, 16(1): 8-16, 2002 , , 54(9): 107-111,2001

10



CFC-BDP

1343

CFC-BDP
CFC-BDP

BDP

200 400 pg

CFC-BDP

CFC-BDP
CFC-BDP
100 200 pg/
CFC-BDP 5.3.5.2.1: 304-3
1 CFC-BDP
1 2
CFC-BDP
1195 CFC-BDP
ANOVA

111.9% CFC-BDP  855% 5 6 101.5 %

83.5 % 10 12 1065% CFC-BDP  80.8%

CFC-BDP  P&B MDI 5 pm

GINA2002
GINA2002 100 200 pg/

100 400 ug/ CFC-BDP 200 800 pg/

1 100 200 pg CFC-BDPL

11



1195

ANOVA 12
178 CFC-BDP (67 ) -056cm P=0.028
211 CFC-BDP 74 ) -041lcm P=0.146
1 100 200 pg CFC-BDP 1 200 400 pg
12 156 CFC-BDP 56 -043cm P=
0.150 182 CFC-BDP 63 -021lcm P=
0.501
CFC-BDP
1 300 400 pg CFC-BDP1 600 800 pg
12 22 CFC-BDP 11 - 0.56 cm(P = 0.469)
29 CFC-BDP 1 -0.64 cm(P = 0.526)
CFC-BDP
6 6 1
300
6
GINA2002 1 100 200 pg
Periodic Safety Update Report PSUR
535.2.1: 304-3 3.7% 4/107

6
100 pg/ 200 g/

12



1
1195

5.3.5.2.2:
CFC-BDP
PSUR 2000 7 1 2004 1 23 :CFC-BDP
596 1
1 1 3 2
7
2
7.
300
53.5.2.1: 304-3 107
2
1
1167 1343
1195 100 400 pg/ CFC-BDP200 800pg 12
6 9% 34/346 CFC-BDP 8%
10/122 10% 39/346 CFC-BDP  15% 18/122
CFC-BDP 1 12
11 % 24/212 CFC-BDP 12 % 9/75
16% 34/212 CFC-BDP  24% 18/75
CFC-BDP 1 6
PSUR 2000 7 1 2004 1 23 : 596
1

2002 4 11 2004 8 31
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53521%L

304-3

14 4

GCP
GCP
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16 10 29

CFC-BDP 5

, , 42: 1-8, 1993 Inoue T et a, J

Asthma, 36: 159-164, 1999 Graff-Lonnevig V, Allergy, 34:

57-61, 1979
The childhood asthma management program research group, N Engl J Med, 343:
1054-1063, 2000 Agertoft L et al, N Engl J Med, 343: 1064-1069, 2000 PSUR
1992 3 2004 1 23 1050
2 9 13
CFC-BDP
: , 13: 38-43, 1999
, , 42: 1-8, 1993 , , 15: 55-57,
1995 Rao R et a, Eur Respir J, 13: 87-94, 1999
1 64 1734 PSUR 1992 3 2004
1 23 3
PEF
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GCP
53521 GCP
GCP
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