9. 205.117/128 205.126A/126B

9.4.3 St. George’s Respiratory Questionnaire  SGRQ
QOL St. George's Respiratory Questionnaire  SGRQ
SGRQ COPD QOL
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e  Symptom
e Activity
. Impact COPD
%
0 100 0
SGRQ
COPD
SGRQ Dr. Paul Jones
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Jones 1991 ! 4
Jones 2
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1. Jones PW, Quirk FH, Baveystock CM. The St George's Respiratory Questionnaire. Respir Med 1991, 85:
25-31.

2. Jones PW, Bosh TK. Quality of life changes in COPD patients treated with salmeterol. Am J Respir Crit
Care Med 1997; 155: 1283-9
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9431

205.117/128 205.126A/126B

205.117 14  205.128 15
3 9.4.26
9.4.26 SGRQ 205.117 14 205.128 15
N SE N SE
Symptom 520 5873 | 089 328 59.25 1.19
Activity 516 6365 | 085 324 64.03 1.08
Impact 516 3303 | 077 324 3303 | 097
Total 516 4663 | 0.70 324 4693 | 088
9.4.14 9.4.27
18 4.0 p<0.05
1 18 37 p<0.05
176
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9. 205.117/128 205.126A/126B

9.4.27 SGRQ SE
205.117 14  205.128 15
p 95%
N (SE) N (SE)

* 520 58.93 328 58.93
50 520 56.38 (0.71) 328 56.94 (0.89) -0.56 (1.10) 0.6142 (-2.72, 1.61)
92 520 55.34 (0.73) 328 56.48 (0.91) -1.13 (1.14) 0.3180 (-3.36, 1.09)
176 520 53.81 (0.75) 328 57.46 (0.94) -3.66 (1.17) 0.0018 (-5.95,-1.37)
260 520 54.34 (0.77) 328 57.36 (0.97) -3.02 (1.20) 0.0122 (-5.38,-0.66)
344 520 54.61 (0.76) 328 57.69 (0.96) -3.07 (1.19) 0.0102 (-5.42,-0.73)

* | 516 63.80 324 63.80
50 516 60.67 (0.56) 324 63.32 (0.71) -2.65 (0.88) 0.0027 (-4.38,-0.92)
92 516 60.13 (0.62) 324 6259 (0.79) -2.46 (0.98) 0.0118 (-4.38,-0.55)
176 516 59.99 (0.67) 324 63.20 (0.84) -3.21 (1.04) 0.0022 (-5.26,-1.16)
260 516 60.22 (0.66) 324 62.99 (0.83) -2.77 (1.03) 0.0073 (-4.79,-0.75)
344 516 60.29 (0.66) 324 63.87 (0.83) -3.58 (1.03) 0.0005 (-5.60,-1.55)

* 516 33.03 324 33.03
50 516 30.60 (0.51) 324 32.58 (0.64) -1.98 (0.79) 0.0126 (-3.54,-0.43)
92 516 30.44 (0.54) 324 32.19 (0.68) -1.75 (0.85) 0.0392 (-3.41,-0.09)
176 516 30.18 (0.57) 324 3312 (0.71) -2.93 (0.88) 0.0009 (-4.67,-1.20)
260 516 30.87 (0.59) 324 34.23 (0.74) -3.36 (0.92) 0.0003 (-5.17,-1.55)
344 516 30.35 (0.59) 324 34.39 (0.75) -4.04 (0.93) 0.0001 (-5.86,-2.22)

* 516 46.75 324 46.75
50 516 44.10 (0.42) 324 45.96 (0.53) -1.87 (0.66) 0.0046 (-3.16,-0.58)
92 516 43.68 (0.46) 324 45.48 (0.58) -1.80 (0.72) 0.0124 (-3.22,-0.39)
176 516 | 43.26 (0.49) 324 46.29 (0.62) -3.03 (0.77) 0.0001 (-4.55,-1.52)
260 516 43.72 (0.52) 324 46.81 (0.65) -3.09 (0.81) 0.0001 (-4.67,-1.51)
344 516 43.57 (0.52) 324 47.25 (0.65) -3.68 (0.81) 0.0001 (-5.27,-2.09)

common baseline
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205.117/128 205.126A/126B

*

9428 9.4.29 6 176
3 92
p<0.05
9.4.28 4 %
205.117 14 205.128 15
P *
N=516 N=324
50 43.02 36.42 0.0607
92 43.99 39.51 0.2226
176 44.38 35.19 0.0094
260 43.60 29.94 0.0001
344 44.96 29.94 0.0000
Fisher
9.4.29 SGRQ 4 %
205.117 14  205.128 15
P *
N=516 N=324
50 42.05 37.35 0.1933
92 44.38 36.73 0.0309
176 44,19 33.64 0.0024
260 46.90 31.48 0.0000
344 49.22 30.25 0.0000
Fisher
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9. 205.117/128 205.126A/126B

SGRQ
1 poor 8 excellent 8
453 4.55 9.4.30
p=0.001
9.4.30 205.117 14  205.128 15
(N=534) (N=345) p *
4.54 4.54

8 4.94 4.61 0.001

29 5.01 4.69 0.001

50 5.08 4.74 0.001

71 5.09 4.70 0.001

92 5.10 4.73 0.001

134 5.05 4.68 0.001

176 5.04 4.58 0.001

218 5.04 4.65 0.001

260 5.02 4.59 0.001

302 5.03 4.61 0.001

344 5.04 4.60 0.001

* (common baseline)
SGRQ 4
SGRQ
9.4.31
1 SGRQ 4
9.4.31 SGRQ
205.117 14 205.128 15
-3 -2 -1 0 1 2 3

14 35 129 | 302 | 215 94 36

119 | 42 25 | -08 | -45 | -7.2 -10.2

100 | 54 38 | -04 | -38 | -7.3 -8.8
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205.117/128 205.126A/126B

9.4.3.2 205.126A 16 205.126B 17
3 9.4.32
9.4.32 SGRQ 205.126A 16 205.126B 17

N SE N SE
Symptom 329 54.20 1.17 161 51.48 1.77
Activity 327 57.51 1.13 159 57.49 1.69
I mpact 327 35.78 1.05 159 32.49 1.43
Total 327 45.36 0.92 159 43.16 1.36

9.4.15 9.4.33
0.6 8
364 3 92 p<0.05
-0.01 8 3.3 364 8 92
p<0.05
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205.117/128 205.126A/126B

9.4.33 SGRQ SE 205.126A 16 205.126B
17
0,

N (SE) N (SE) P 95%

329 53.30 161 53.30
8 329 | 5179 (081) | 161 | 5221 (L14) | -042 (132) | 07499 | (-30L 2.17)
50 329 | 5008 (0.97) | 161 | 5L97 (L36) | -1.89 (158) | 02309 | (-4.99, 1.21)
92 329 | 4756 (L01) | 161 | 4862 (142) | -1.06 (L65) | 05216 | (-4.29,2.18)
182 329 | 47.82 (106) | 161 | 49.68 (148) | -186 (L72) | 02805 | (:5.25,152)
273 329 | 4713 (L02) | 161 | 47.85 (143) | -0.72 (L66) | 0.6633 | (-3.99,2.54)
364 329 | 4732 (L07) | 161 | 5047 (L49) | 315 (L73) | 00699 | (:655,0.26)

327 57.50 159 57.50
8 327 | 5599 (0.64) | 150 | 5453 (0.89) | 146 (LO4) | 0159 | (-0.58,350)
50 327 | 5464 (0.71) | 159 | 5502 (0.99) | -0.38 (L15) | 0.7440 | (-2.64,1.89)
92 327 | 5380 (0.78) | 150 | 5408 (L10) | -0.28 (1.28) | 0.8257 | (279,223
182 327 | 5380 (082) | 150 | 5475 (L1d) | -0.95 (133) | 04733 | (-3.56,165)
273 327 | 5418 (082) | 150 | 5466 (L15) | 048 (134) | 0.7204 | (-3.10,2.15)
364 327 | 5507 (084) | 159 | 5621 (117) | -114 (L36) | 04014 | (-3.82,153)

327 3470 159 3470
8 327 | 3219 (061) | 150 | 3282 (0.86) | -0.63 (099) | 05239 | (-258,132)
50 327 | 3122 (067) | 159 | 3332 (094 | -210 (L09) | 00544 | (-4.25,0.04)
2 327 | 2998 (0.68) | 159 | 3230 (096) | -2.32 (L11) | 00370 | (-4.50-0.14)
182 327 | 2946 (072) | 150 | 3190 (L02) | -245 (118) | 00387 | (-4.77,-0.13)
273 327 | 2989 (0.77) | 159 | 3404 (108) | -415 (125) | 00010 | (©6.61-1.69)
364 327 | 3095 (081) | 150 | 3523 (L14) | -4.28 (L32) | 00013 | (6.87-168)

327 44,64 159 4464
8 327 | 4263 (044) | 150 | 4262 (062) | O0OL (0.72) | 09902 | (-141143)
50 327 | 4137 (053) | 159 | 4310 (0.75) | -173 (087) | 00472 | (-343-0.02)
2 327 | 4011 (055) | 150 | 4L75 (0.77) | -1.65 (0.89) | 0.0645 | (-3.40,0.10)
182 327 | 3978 (0.63) | 150 | 4185 (0.88) | -2.07 (L03) | 00439 | (-4.09-0.06)
273 327 | 4004 (0.64) | 150 | 4274 (0.90) | -2.70 (105) | 0.0101 | (-4.76,-0.65)
364 327 | 4090 (0.69) | 150 | 4420 (097) | -330 (L13) | 00035 | (55.51-1.09)

common baseline
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205.117/128 205.126A/126B

4
9.4.34 9 273
p<0.05
% 205.126A 16 205.126B
P *
N=327 N=159
8 41.59 34.59 0.1657
50 45.87 39.62 0.2061
92 47.71 36.48 0.0198
182 48.93 47.17 0.7718
273 51.38 38.99 0.0118
364 47.71 37.11 0.0322
Fisher
9.4.35 SGRQ 4 %
205.126A 205.126B 17
*
N=327 N=159 P
8 35.17 33.96 0.8394
50 45.26 37.74 0.1193
92 46.18 41.51 0.3815
182 51.68 47.80 0.4403
273 54.13 41.51 0.0118
364 51.99 35.22 0.0007
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9. 205.117/128 205.126A/126B

9.4.4 COPD
COPD 3
COPD
. 1 COPD
e COPD
. COPD 100 patient-years
. 1 COPD
e COPD
. COPD 100 patient-years
COPD
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9. 205.117/128 205.126A/126B

9.44.1 205.117 14  205.128 15
9.416  Kaplan-Meier COPD COPD
COPD
p=0.011 Log-rank 1 1 COPD
36% 42%
COPD
p=0.033

——  Tiotropium (N=550)
-~ Placebo (N=371)

0 55 110 165 220 275 330

The number of at risk cases Days
Tiotropium 550 466 416 383 347 243 197
Placebo 371 283 254 223 200 136 110

9.4.16 Kaplan-Meier COPD
205.117 14  205.128 15
9.4.17 COPD
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COPD p=0.0446 Wilcoxon
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205.117/128 205.126A/126B

COPD 550 90
371 92 24.8% p<0.01 Fisher
2.2% 12/550 2.2% 8/371
9.4.18 Kaplan-Meier COPD
COPD
p=0.007 Log-rank
1 1 COPD
9.4%
COPD
*--L.,“l
Loz
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Wl == Foropim e
9.4.18 Kaplan-Meier COPD
205.117 14  205.128 15
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9. 205.117/128

9.4.19 COPD
patient-years COPD
p=0.0186 p=0.0228 Wilcoxon
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205.117/128 205.126A/126B

100 patient-years

9.
9.4.4.2 205.126A 16 205.126B 17
9.4.20 Kaplan-Meier COPD COPD
COPD
p=0.008 Log-rank 1 1 COPD
35% 46%
COPD
p<0.02
Tiotropium (N=356)
sl Ipratropium (N=179)
9.4.20 Kaplan-Meier COPD
205.126A 16 205.126B 17
9.4.21 COPD
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COPD
179 50 27.9%
p>0.05 Fisher’'s Exact Test COPD
4.8% 17/356
p=0.07 Fisher
9.4.22 Kaplan-Meier COPD
COPD
p=0.048 Log-rank

1 1 COPD

11.7%

Prob.

1.0

L,
0.9
0.9
—— Tiotropium (N=356)
I Ipratropium (N=179)
0 55 110 165 220 275
The number of at risk cases Days
Ipratropium 179 159 154 152 143 118
9.4.22 Kaplan-Meier COPD
205.126A 16 205.126B
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9.4.23 COPD
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9. 205.117/128 205.126A/126B

9.4.5
FEV1.0
FEV1.0
FEV1.0
p<0.01
L
0.12 0.15
0.13 0.17
Mahler BDI  TDI TDI
p<0.05
081 114
0.64 0.97
1
1
p<0.01 3
p<0.05
1 %
3 6 1
47 42 46
34 27 29
43 35 31
34 18 18
QOL
QOL SGRQ
p<0.05
6
p<0.05
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205.117/128 205.126A/126B

3 6
18 19 30 37
-0.01 17 21 33
4
3
p<0.05
4 %
3 1
44 44 49
37 34 30
46 52 52
42 48 35
COPD
COPD COPD
COPD
COPD
1 COPD QOL
COPD
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205.117/128 205.126A/126B

9.5
95.1
95.1
482 88% 6 302 55% 1
338 328
10
356
179 316 6 200 260 1 330
365 364
205.117/128 14/15 205.126A/126B 16/17
N (%) N (%) N (%) N (%)
550 371 356 179
1 2 (0.4) 2 (05) 2 (0.6) 1 (0.6)
2-7 3 (05) 10 (2.7) 9 (25 3 (1.7
8-60 27 (4.9 34 (9.2 16 (4.5) 14 (7.8)
61-100 17 (3.1) 14 (3.8) 4 (11 5 (2.8)
101-200 19 (35) 18 (4.9) 9 (25) 7 (3.9)
201-330 180 (32.7) 110 (29.6) 56 (15.7) 31 (17.3)
330 302 (54.9 183 (49.3) 260 (73.0) 118 (65.9)
338.0 328.0 365 364
1-408 1-371 1-388 1-386
visit
24% 13%
9 260 270
9.5.2
932 933
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9. 205.117/128 205.126A/126B

65 64 65% 85%
FEV1.0 104 L
100 L 125 L
118 L
9.5.3
3% 952
90.0% 91.1%
89.3% 90.5%
1%
16.0% 2.7%
12.1% 6.1%
1 1

WHO  Preferred Term

COPD
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9. 205.117/128 205.126A/126B
9.5.2 3%
205.117/128 14/15 205.126A/126B 16/17
N % N % N % N %
WHO Preferred Term
550 371 356 179
495  (90.0) 338 (91.1) | 318 (89.3) 162 (90.5)
2 73 (13.3) 42 (11.3) 16 (4.5) 14 (7.8)
() 36 (6.5) 26 (7.0) 27 (7.6) 9 (5.0)
38 (6.9 17 (4.6) 19 (5.3) 4 (2.2
? 25 (4.5) 13 (35) 10 (2.8 9 (5.0
19 (35) 17 (4.6) 12 (34) 5 (2.8)
44 (8.0) 44 (11.9) 40 (11.2) 25 (14.0)
45 (8.2 30 (8.1) 39 (11.0) 25 (14.0)
21 (3.9 16 (4.3) 16 (4.5) 7 (39
¢ 18 (3.3) 14 (3.8) 13 (37) 7 (39
29 (5.3) 20 (5.4) 6 (1.7) 8 (4.5)
26 (4.7) 11 (3.0) 20 (5.6) 1 (6.1)
19 (35) 6 (1.6) 2 (0.6) 2 (11
31 (5.6) 25 (6.7) 10 (2.8 5 (28
32 (5.8) 17 (4.6) 5 (14) 1 (0.6)
88 (16.0) 10 (2.7) 43 (12.1) 1 (6.1)
25 (4.5) 27 (7.3 10 (2.8) 7 (39
19 (35) 9 (24 3 (0.8 3 (1.7)
a 26 (4.7) 17 (4.6 15 (4.2 7 (39
() 21 (3.9 11 (3.0) 13 (3.7) 6 (34)
¢ 23 (4.2 12 (32 5 (L4) 5 (2.8
' 20 (3.6) 9 (24) 10 (2.8) 3 (17
COPD 196 (35.6) 148 (39.9) |124 (34.8) 85 (47.5)
26 (4.7) 17 (4.6) 30 (84) 17 (9.5
25 (4.5) 20 (5.4) 39 (11L.0) 27 (15.2)
24 (4.9 24 (6.5) 18 (5.1) 10 (5.6)
20 (3.6) 7 (19) 4 (11) 2 (11
49 (8.9) 27 (7.3) 23 (6.5) 5 (28
30 (5.5) 20 (5.4) 9 (25 4 (2.2)
62 (11.3) 35 (9.4) 12 (34) 4 (2.2
226 (41.1) 138 (37.2) | 153 (43.0) 62 (34.6)
g 23 (4.2 8 (2.2) 7 (20 4 (2.2)
" 40 (7.3) 19 (5.1) 14 (3.9) 4 (2.2)
a
b
C
d
e
f
g
h
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954

20.5%
14.4%
5.6%

0.8%

2.2%

18.9%
12.3%

205.117/128 205.126A/126B

1.5%
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205.117/128 205.126A/126B

9.5.3
205.117/128 14/15 205.126A/126B 16/17
N (%) N (%) N (%) N (%)
WHO WHO Preferred Term

550 100.0 (371 100.0 |356 100.0 (179 100.0

104 18.9 34 9.2 73 20.5 22 12.3

() 1 0.2 0 0 0 0 0 0

0 0 0 0 1 0.3 0 0

0 0 0 0 1 0.3 0 0

() 0 0 0 0 1 0.3 0 0

1 0.2 0 0 1 0.3 0 0

0 0 0 0 0 0 1 0.6

3 0.5 1 0.3 0 0 0 0

2 0.4 2 0.5 5 14 1 0.6

1 0.2 0 0 0 0 0 0

0 0 0 0 1 0.3 0 0

() 1 0.2 0 0 0 0 0 0

1 0.2 0 0 0 0 0 0

1 0.2 0 0 0 0 0 0

0 0 0 0 1 0.3 0 0

0 0 0 0 1 0.3 0 0

1 0.2 0 0 0 0 0 0

1 0.2 1 0.3 0 0 0 0

6 11 2 0.5 2 0.6 1 0.6

8 15 1 0.3 2 0.6 1 0.6

0 0 0 0 1 0.3 0 0

() 0 0 3 0.8 0 0 0 0

() 0 0 0 0 2 0.6 0 0

1 0.2 0 0 0 0 0 0

0 0 1 0.3 0 0 0 0

0 0 0 0 0 0 1 0.6

0 0 1 0.3 1 0.3 0 0

1 0.2 2 05 0 0 0 0

1 0.2 1 0.3 0 0 0 0

0 0 1 0.3 0 0 0 0

1 0.2 1 0.3 0 0 0 0

1 0.2 0 0 0 0 0 0

1 0.2 0 0 0 0 0 0

1 0.2 0 0 0 0 0 0

79 14.4 8 2.2 38 10.7 10 5.6

1 0.2 3 0.8 1 0.3 1 0.6

1 0.2 0 0 0 0 0 0

3 0.5 1 0.3 0 0 0 0

2 0.4 0 0 0 0 0 0

1 0.2 0 0 1 0.3 1 0.6

0 0 1 0.3 0 0 0 0

AV 0 0 0 0 1 0.3 1 0.6

0 0 0 0 1 0.3 0 0

1 0.2 0 0 1 0.3 0 0

1 0.2 0 0 0 0 0 0
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9. 205.117/128 205.126A/126B

9.5.3
205.117/128 14/15 205.126A/126B 16/17
N (%) N (%) N (%) N (%)
WHO WHO Preferred Term
0 0 0 0 1 0.3 0 0
0 0 0 0 1 0.3 0 0
GOT 0 0 0 0 0 0 1 0.6
LDH 0 0 0 0 0 0 1 0.6
() 0 0 0 0 1 0.3 0 0
1 0.2 0 0 0 0 0 0
0 0 0 0 0 0 1 0.6
1 0.2 0 0 0 0 0 0
1 0.2 0 0 0 0 0 0
1 0.2 0 0 0 0 0 0
0 0 0 0 0 0 1 0.6
0 0 0 0 1 0.3 0 0
0 0 0 0 2 0.6 0 0
1 0.2 1 0.3 2 0.6 2 11
1 0.2 0 0 0 0 0 0
1 0.2 0 0 0 0 0 0
3 0.5 1 0.3 0 0 0 0
COPD 2 04 2 0.5 2 0.6 2 11
( ) 3 05 1 0.3 5 14 1 0.6
1 0.2 2 0.5 1 0.3 1 0.6
1 0.2 1 0.3 0 0 0 0
2 0.4 1 0.3 0 0 0 0
( ) 6 1.1 3 0.8 4 11 0 0
4 0.7 0 0 0 0 1 0.6
0 0 0 0 2 0.6 1 0.6
0 0 1 0.3 0 0 0 0
0 0 0 0 1 0.3 0 0
() 0 0 1 0.3 1 0.3 1 0.6
1 0.2 1 0.3 1 0.3 0 0
0 0 0 0 1 0.3 0 0
5 0.9 4 11 0 0 1 0.6
1 0.2 0 0 0 0 0 0
1 0.2 0 0 0 0 0 0
1 0.2 0 0 0 0 0 0
0 0 1 0.3 1 0.3 0 0
1 0.2 1 0.3 1 0.3 0 0

176




9. 205.117/128 205.126A/126B

9.5.5
1 1456 26 1.8% 9.5.4
16 4
1
9.5.4
205.117/128 14/15 205.126A/126B 16/17
N (%) N (%) N (%) N (%)
WHO Preferred Term
550 371 356 179
7 (13 7 (L9 9 (25 3 (17
1 (0.2 1 (0.3) 0 1 (0.6)
() 0 0 0 12 (0.6)
() 0 10 (0.3) 0 0
1 (0.2 0 0 0
1 (0.2 1 (0.3) 0 0
1¢ (0.2) 1d (0.3 0 0
0 19 (0.3) 0 0
2 (04 0 0 0
1 (0.2 0 0 0
1 (0.2 0 0 0
3 (05 1 (0.3 3 (0.9 1 (0.6
0 0 0 12  (0.6)
1C (0.2 0 0 0
1 (0.2 1 (0.3 0 0
1 (0.2 0 3¢ (0.8) 0
0 4 (11 3 (08 0
0 1 (0.3 0 0
0 0 1 (0.3) 0
0 1 (0.3 0 0
0 20 (0.5 2 (0.6 0
1 (0.2 0 0 0
1 (0.2 0 0 0
0 0 1 (0.3 0
0 0 1 (0.3) 0
0 0 1 (0.3 0
0 0 1 (0.3 0
0 1 (0.3 1 (0.3 1 (0.6
COPD 0 1 (0.3 0 0
0 0 0 1 (0.6
0 0 1 (0.3 0
0 0 1 (0.3 0
0 0 1f (0.3 0
0 0 1 (0.3 0
0 0 1€ (0.3) 0
0 0 0 1 (0.6
0 0 0 1 (0.6)
a No.1* ()
b () No.2*
c No.3*
d No.4*
e No.5*
f No.6*
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9. 205.117/128 205.126A/126B

9.5.5
205.117/128 14/15 205.126A/126B 16/17
N (%) N (%) N (%) N (%)
WHO WHO Preferred Term
0 0 0 0 2 0.6 1 0.6
0 0 0 0 2 0.6 0 0
0 0 0 0 0 0 1 0.6
5 0.9 1 0.3 0 0 0 0
0 0 1 0.3 0 0 0 0
1 0.2 0 0 0 0 0 0
1 0.2 0 0 0 0 0 0
1 0.2 0 0 0 0 0 0
2 0.4 0 0 0 0 0 0
1 0.2 0 0 0 0 0 0
2 0.4 0 0 1 0.3 2 1.1
0 0 0 0 1 0.3 1 0.6
2 0.4 0 0 0 0 1 0.6
3 0.5 1 0.3 4 11 0 0
0 0 1 0.3 0 0 0 0
1 0.2 0 0 0 0 0 0
2 0.4 0 0 0 0 0 0
0 0 0 0 1 0.3 0 0
0 0 0 0 1 0.3 0 0
0 0 0 0 1 0.3 0 0
0 0 0 0 1 0.3 0 0
( ) 39 7.1 40 108 |29 8.1 25 14.0
COPD 32 5.8 30 8.1 23 6.5 21 11.7
0 0 1 0.3 0 0 2 11
1 0.2 0 0 0 0 0 0
() 1 0.2 0 0 0 0 0 0
13 2.4 14 3.8 6 1.7 4 2.2
0 0 1 0.3 0 0 0 0
0 0 0 0 1 0.3 0 0
1 0.2 1 0.3 1 0.3 0 0
( ) 1 0.2 0 0 1 0.3 3 17
0 0 0 0 0 0 1 0.6
1 0.2 0 0 0 0 1 0.6
0 0 0 0 1 0.3 1 0.6
0 0 2 0.5 0 0 0 0
0 0 1 0.3 0 0 0 0
0 0 1 0.3 0 0 0 0
2 0.4 2 0.5 2 0.6 1 0.6
1 0.2 0 0 0 0 0 0
1 0.2 0 0 0 0 0 0
0 0 0 1 0.3 0 0
0 0 0 0 1 0.3 0 0
0 0 1 0.3 0 0 0 0
0 0 1 0.3 0 0 1 0.6
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205.117/128 205.126A/126B

955
205.117/128 14/15 205.126A/126B 16/17
N ©%) | N | (%) | N | (%) | N (%)
WHO WHO Preferred Term
7 13 |6 16 |4 11 |1 0.6
1 02 |0 0 0 0 0 0
0 0 0 0 1 03 |0 0
4 07 |1 03 |1 03 |1 0.6
0 0 0 0 1 03 |0 0
0 0 1 03 |0 0 0 0
0 0 1 03 |1 03 |0 0
1 02 |1 03 |0 0 0 0
0 0 1 03 |0 0 0 0
0 0 1 03 |0 0 0 0
1 02 |0 0 0 0 0 0
0 0 1 03 |0 0 0 0
0 0 0 0 1 03 |1 0.6
0 0 0 0 1 03 |1 0.6
1 02 |0 0 0 0 1 0.6
() 0 0 0 0 0 0 1 0.6
1 02 |0 0 0 0 0 0
9.5.7
53 9.6%
13.5% 9.5.6 3 COPD
3.6% 5.1% 0.0% 1.3% 0.7% 1.3%
05% 0.3% 0.4% 0.8%
35 9.8%
12.3% 3 COPD
2.8% 5.0% 1.1% 0.6% 0.8%

0.0%
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9. 205.117/128 205.126A/126B

9.5.6
205.117/128 14/15 205.126A/126B 16/17
N (%) N (%) N (%) N (%)
WHO WHO Preferred Term
2 0.4 0 0 0 0 0 0
() 1 0.2 0 0 0 0 0 0
1 0.2 0 0 0 0 0 0
1 0.2 0 0 0 0 0 0
6 1.1 1 0.3 2 0.6 3 1.7
0 0 0 0 0 0 1 0.6
1 0.2 0 0 0 0 1 0.6
1 0.2 0 0 0 0 0 0
2 0.4 1 0.3 0 0 0 0
2 0.4 0 0 2 0.6 1 0.6
2 0.4 3 0.8 5 14 2 11
0 0 1 0.3 0 0 0 0
0 0 0 0 1 0.3 0 0
0 0 0 0 1 0.3 0 0
0 0 0 0 0 0 1 0.6
0 0 0 0 0 0 1 0.6
1 0.2 2 0.5 3 0.8 0 0
1 0.2 0 0 0 0 0 0
0 0 0 0 1 0.3 0 0
0 0 0 0 1 0.3 0 0
3 0.5 1 0.3 0 0 2 11
1 0.2 1 0.3 0 0 0 0
0 0 1 0.3 0 0 1 0.6
1 0.2 0 0 0 0 0 0
0 0 0 0 0 0 1 0.6
1 0.2 0 0 0 0 0 0
2 0.4 1 0.3 1 0.3 0 0
1 0.2 0 0 0 0 0 0
0 0 1 0.3 0 0 0 0
0 0 0 0 1 0.3 0 0
1 0.2 0 0 0 0 0 0
( ) 27 49 28 7.5 16 4.5 11 6.1
COPD 20 3.6 19 5.1 10 2.8 9 5.0
2 0.4 0 0 1 0.3 0 0
0 0 5 1.3 4 11 1 0.6
4 0.7 5 13 0 0 1 0.6
0 0 1 0.3 0 0 0 0
0 0 0 0 1 0.3 0 0
1 0.2 1 0.3 0 0 0 0
0 0 1 0.3 0 0 0 0
( ) 2 0.4 5 13 1 0.3 0 0
1 0.2 1 0.3 1 0.3 0 0
0 0 1 0.3 0 0 0 0
0 0 1 0.3 0 0 0 0
1 0.2 2 0.5 0 0 0 0
0 0 2 0.5 1 0.3 1 0.6
0 0 1 0.3 0 0 0 0
() 0 0 1 0.3 0 0 0 0
0 0 1 0.3 1 0.3 1 0.6
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205.117/128 205.126A/126B

9.5.6
205.117/128 14/15 205.126A/126B 16/17
N (%) (%) (%) (%)
WHO WHO Preferred Term
0 0 0 0 0 0 1 0.6
0 0 0 0 0 0 1 0.6
1 0.2 0 0 1 0.3 0 0
0 0 0 0 1 0.3 0 0
1 0.2 0 0 0 0 0 0
1 0.2 1 0.3 0 0 0 0
1 0.2 0 0 0 0 0 0
0 0 1 0.3 0 0 0 0
2 0.4 1 0.3 0 0 0 0
1 0.2 0 0 0 0 0 0
1 0.2 1 0.3 0 0 0 0
0 0 0 0 0 0 1 0.6
() 0 0 0 0 0 0 1 0.6
15.3.1.3.2.3
443 15.3.3 448
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205.117/128 205.126A/126B

186

9.5.8
95.7 9.5.8
9.5.7 205.117/128 14/15
*
N N
510 11(2.2) 1(0.2) 315 5(1.6) 0
510 12(2.4) 1(0.2) 315 7(2.2) 3(1.0)
510 2(0.4) 20(3.9) 315 1(0.3) 10(3.2)
ALT (GPT) 511 0 7(1.4) 317 0 2(0.6)
AST(GOT) 511 0 5(1.0) 317 0 4(1.3)
511 0 1(0.2) 317 0 3(0.9)
LDH 511 0 3(0.6) 317 0 4(1.3)
510 0 6(1.2) 317 0 2(0.6)
511 0 1(0.2) 317 0 1(0.3)
511 2(0.4) 0 317 0 0
511 1(0.2) 3(0.6) 317 1(0.3) 1(0.3)
BUN 511 3(0.6) 7(1.4) 317 0 3(0.9)
511 1(0.2) 15(2.9) 317 0 10(3.2)
511 2(0.4) 2(0.4) 317 0 0
511 0 2(0.4) 317 1(0.3) 1(0.3)
511 16(3.1) 5(1.0) 317 3(0.9) 2(0.6)
()%
* 456 15.3.22
9.5.8 205.126A/126B 16/17
*
N N
321 9(2.8) 3(0.9) 155 5(3.2) 2(1.3)
319 6(1.9) 6(1.9) 154 3(1.9) 2(1.3)
320 1(0.3) 12(3.8) 155 1(0.6) 6(3.9)
ALT (GPT) 323 0 7(2.2) 154 0 3(1.9)
AST(GOT) 323 0 5(1.5) 153 0 1(0.7)
323 0 5(1.5) 153 0 5(3.3)
LDH 322 2(0.6) 41(12.7) 152 1(0.7) 15(9.9)
323 0 2(0.6) 154 0 3(1.9)
323 1(0.3) 2(0.6) 154 0 1(0.6)
323 8(2.5) 0 154 3(1.9) 0
322 0 0 154 0 1(0.6)
BUN 323 5(1.5) 16(5.0) 154 1(0.6) 8(5.2)
322 4(1.2) 32(9.9) 155 4(2.6) 12(7.7)
323 3(0.9) 18(5.6) 153 0 5(3.3)
323 0 0 152 0 0
323 0 12(3.7) 154 0 8(5.2)
()%
* 456 15.3.22




