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0
OoDoooo
ooo0oo0oo0oooDOooo0Do0oOU0oDoooODOooDU0ooDUooDoDOooDOoooOO
gooooao
0ooon
Favivrs
I ¥R 200mgqdw  300mgqdw  200mgq2w 300 mgq2w F LT
{N=188) {N=154) {N=157) {N=150) (N=157) {N=776)
~t— 2T HFRRER
(GIGANL)
# 158 154 157 150 157 776
Ty (8D) 0.34 (0.30} 0.38 (0.76} 0.33(0.27) 0.36 (0.35) 0.32 (0.25) 0.35 (0.43)
ook il 026 0.26 027 0.25 026 0.26
Q1:Q3 0.16:043 0.14:0.39 0.14:042 0.16:0.45 0.16:0.39 0.15:0.42
Min : Max 00:21 00:88 00:189 00:27 0.1:18 00:88
- 2T A AATREERR
{GIGANL)
<02 52 (32.9%) 60 (39.0%) 55 (35.0%) 51 (34.0%) 53(33.8%) 271{34.9%)
0.2-0.299 38 (24.1%) 32 (20.8%) 36 (22.9%) 34 (22.7%) 40 (25.5%) 180 (232%)
>=03 68 (43.0%) 62 (40.3%) 86 (42.0%) 65 (43.3%) 84 (40.8%) 325 (41.9%)
w234 8 IgE
(UML)
# 157 154 157 150 157 775
419.31 454,36 517.07 416.21 367.83 435.05
T4 (SD) {736.31) (817.46) {974.39) {607.07) {555.50) {753.88)
kA 200,00 184.50 166.00 176.50 158.00 181.00
Q1:Q3 8700:44800 7200:47500 8000:464.00 51.00:490.00 73.00:405.00 76.00:436.00
Mir - Max 9.0 : 5000.0 5.0:5000.0 4.0:5000.0 5.0:3821.0 1.0:3413.0 1.0 : 5000.0
- 2T A REFREER
(GIGAIL) B & T
IgE (fUIML)
IgE >100 4> EOS
>0.14 90 (57.3%) 80 (51.9%) 83 (52.9%} 89 (59.3%) 82 (522%) 424 (54.7%)
IgE <=100% 71X EOQS
<=0.14 67 (42.7%) 74 (48.1%) 74 (47.1%) 61 (40.7%) 75 (47.8%) 351 (45.3%)
~t—2 7 4 1 ECP {NGIML)
£ 156 152 157 149 155 769
Sy (SD) 2204 (29.08) 25.20(35.85) 21.34(24.24) 24.00{2655) 24.97(2787) 2349(2892)
ki 13.00 1250 15.00 14.00 16.00 14.00
Q1:Q3 6.00 : 27.00 7.00:29.50 6.00:25.00 7.00:30.00 900: 3000 7.00:27.00
Min : Max 1,0:196.0 20:2000 1.0:162.0 1.0:133.0 1.0:200.0 10:2000
MR T A R T
{PGIML)
H 143 130 144 129 137 683
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ooono
FabL=7
TR 200mggdw  300mggdw  200mgq2w 300 mg q2w ERaSd
(N=158) {N=154) {N=157) {N=150) (N=157) {N=776)
50074.83 52086.92 51684.72 60510.85 49837.23 52720.64
4 (SD) (18401.04) {21308.44) {20077.88) (7731099} {19712.27) {38145.73)
L E 46100.00 48700.00 46400.00 50800.00 46100.00 47400.00
38400.00 : 3720000 38800.00: 39400.00 : 37800.00: 38500.00 :
Q1:Q3 57700.00 59100.00 58800.00 63600.00 56600.00 59000.00
25600.0 24400.0; 240000 : 26100.0: 24400.0: 240000 :
Min : Max 139000.0 144000.0 146000.0 9020000 194000.0 902000.0
R R R . S
(PGIML)
# 157 152 157 148 156 770
Fy (SD) 8349(30040) 6523(63.98) 6391(5602) 59.01(46.60) 58424329} 66.11(143.61)
TR 4730 49.75 50.80 4920 48.65 48.90
Q1:Q3 2950:7180 3250:8150 3190:7990 3170:75985 31.25:7020 31.60:76.00
Min ; Max 38:37741 39:8157 39:3971 39:349.3 39:2468 38:37741
~— 23 »TARC
(PG/ML}
# 158 154 167 150 157 776
60227 69443 565.18 s16.41 471.93 589.42
Fe# (SD) (1399.52) (2608.08) (484.18) (1074.74) (315.91) {1426.28)
e she 359.24 415.16 419.03 44575 390.22 404.01
25953 : 26266 28378: 30261 27429 : 27966
Q1:Q3 550.17 680.08 652.10 632.50 59868 620.59
Min : Max 589:154190 63.7:32651.0 101.1:36866 84.0:124530 544:21185 544:326510
~2— 2 5 o - FeNO (ppb)
H 144 138 139 136 141 699
Ty (SD) 38.55(34.79) 4203(38.85) 3B13(35.11) 39.25(3667) 37.16(29.86) 39.10(35.09)
kg 28.00 31.00 2400 29.00 29.00 2800
Q1:Q3 1600:4550 1860:5400 1600:4700 1700:4700 1400:51.00 16.00:48.00
Min : Max 3.0:188.0 3.0:2940 50:220 6.0:224.0 306:1750 30:2840
#£3 EEACEMCETIR—RTFA S Fv—F—— Rk 2O ER

BE3E : ECP =139k FA LMY LRI E : F e NO=FEG—E{LZERILE ;
max=FKE min=B/Mi;:q2w=28Ic1HE; gd4w=4@Mz1E ;:
SD={E#{Fz ; TARC=RE L UNEELH#Ereb 1 2\

goooboaad

OOoo0oooaog

OoOoOoo0ogao

OoOoo0oooao

OoOoo0oo0ogao
O O0Ooo0o0ooa.o
OoOooo0ogao

ooobOobObOO0oooooooobbboooooooobObboooooooboao
gogobooooboboooooboooobboooboboooobbogao
uoooboboooobobboooobobooooobboooooboboooobbooad

10

20

30

40



(92) JP 2017-507139 A 2017.3.16

0oooao
Fat v
ToER 200mgqéw  300mggdw  200mgq2w 300 mg q2w
(N=158) (N=150) (N=157) (N=148) (N=156)
RE~DREEE (BEF) 653 614 62.9 615 644
IR EO#EHE (H)
E5 158 150 157 148 156
45 (SD) 151.0(302) 1495(326) 1464 (360) 1517 (316) 150.9(335)
R 167.0 167.0 167.0 167.0 168.0
Min ; Max 14 :174 14:188 14197 14176 14:176
Hy AU - T & DOHFERE ORI (%)
>0 /D <=2 A 2(1.3%) 3 (2.0%) 1(06%) 1(0.7%) 3(1.9%)
2 fn0 <=4 M 2(1.3%) 1(0.7%) 2(13%) 1(0.7%) 0
>4 /p> <=B M 0 0 5(3.2%) 4 (2.7%) 4 (2.6%)
>80 <=12 M 1(06%}) 2{1.3%) 3(1.9%) 1(0.7%) 0
12 o <=6 HH 11 (7.0%) 17 {(11.3%) 14 (8.9%) 7(4.7%) 3 (5.8%)
>16 #n-> <=20 I 33(146%)  17(11.3%)  22(140%)  17(15%)  23(14.7%)
520 > <=24 1 86(544%)  80(533%)  76{484%)  89(60.1%)  89(57.1%)
>24 A 33{20.9%) 30(20.0%) 34 (1.7%) 28 (189%) 28 (17.9%)

HFAY -7 & OWFE L E R
T 5 S (%)

>0 M 158 (100%)  150({100%)  157(100%)  14B(100%) 156 (100%)
>2 156 (38.7%)  147(98.0%) 156(39.4%) 147 (99.3%) 153 (38.1%)
>4 R 154 {97 5%) 146(07.3%) 154(981%) 146 (98.6%) 153 (98.1%)
>8 M 154 (97.5%) 146 (97.3%) 149 (84.9%) 142(959%) 149 ({955%)
> 12 153 (96.8%) 144 (96.0%) 146(93.0%) 141(953%) 149 (955%)
>16 MW 142 (89.9%) 127 (84.7%) 132(B4.1%) 134 (90.5%) 140 (89.7%)
> 20 AR 119 (75.3%) 110(733%) 110(70.1%) 117 (78.1%) 117 (75.0%)
>24 33(209%)  30(200%  34{207%)  28(189%) 28 (17.9%)
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Favivr
AR i 200 mg adw 300 mg gdw 200 myg g2w 300 mg q2w

(N=158) {N=150) {N=167) {N=148} {N=156)
A [n (%)
EEE 1 ] 0 0 0 0
A% 2 2(1.3%) 3{2.0%) 1(0.6%) 1{0.7%) 3 (1.8%)
A% 3 2{1.3%) 1({0.7%) 3(1.9%) 1(0.7%) 1 (0.6%)
HEEE 4 2 {1.3%)} 2(1.4%) 2 (1.3%)
% 5 0 2(1.3%) 3(2.0%) 1 (0.6%)
FEEE B 0 1 (0.7%)} 3{1.9%) 9 0
2 2(1.3%) 2 (1.3%) 2{1.3%) 1{0.7%) 1(0.6%)
EEE 8 2(1.3%) T(4.7%) 6 {3.8%) 3(2.0%) 3(1.9%)
S 9 8(5.1%) 12 (8.0%) 13 (8.3%) 6(4.1%) S (5.8%)
EHIE 10 18 (11.4%) 9 (6.0%) 9 (5.7%) 10 (6.8%} 13(8.3%)
EHE 1 7 (4.4%) 11 (7.3%) 9 (5.7%) 7{4.7%) 12(7.7%)
HEHH 12 23(146%) 24(16.0%) 22 (140%) 21 (142%) 5(3.2%)
EHI% 13 84(59.5%)  80{53.3%) 85(54.1%) 92(622%) 105 (67.3%)
S 14 0 0 0 1(0.7%) 0
5% 15 0 0 ] 0 1(0.6%)

OooocooooooooooooooooobonOoano
OoOoooooobogoooooooooogoogooogoog
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#4 BEEEFICETIERE~ORE
Fomin=R/ME;ma x=FKRE; n=8FK; N=3Hsl/LBHOKX X ;
Q2w=2BMIC1E; q 4w=48Mic 1H ; SD=fZ#{F=E,
BENEBRICZT-ABRTREYEL, ATRELERE2 AT ML,
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0odoooo0oooDoooooDooo0oooDoDooooDoDooooDoDooooDoDooag
0o0oooDoo0oooODoDOo0o0oo0ooDoDOoo0oooDoDoo0oooDoDoooboDoooooDoOoa
0000000 o0DoODo0D0o0oo0ooDo0DO0o0o0DoDODoDOo0o0oo0DoDoDOoo0oo0obDoDOooooDDbDoOoOoan
0odooDoo0oooDoo0oooDooo0o0DoDoDoo0oo0DoDoDooo0oDoDooooDoDooag
0odoooo0oooDoOo0oooDoooooODoo0o0ooDoDoooboDooooDoooao
0o0o0ooDo0o0oooODoOO0o0oo0oobOoOO0oo0oo0DbOoOOo0o0oo0oDoDoDOooo0oboDOoooboDDoDoOoOoan
0o0ooDoo0o0ooDoDoo0oo0oDoo0o0o0DoDoDoo0o0DoDoDooo0oDoDooooDoDoOoag
ooooDoooooooad
Ooooano
O d
FavlvF
TR 200 mg qdw 300 mg qdw 200 mg q2w 300 mg q2w
FEVh (N=58) (N=62) {N=686) (N=65) (N=64)
Il S I (%
H 68 62 66 65 64
T4 (SD) 1.86(0.68) 1.80(0.49) 1.87 (0.60) 1.80 (0.52) 1.77 (0.50)
L 165 175 1,72 1.75 1.1
Q1:Q3 1.33:2.40 140:2.11 147:2.13 1.45:2.09 1.31:2.09
Min : Max 09:36 09:34 1.0:4.2 09:34 10:31
B 128
#H 59 53 55 57 59
F4y (SD) 213{0.7N 2.09(0.54) 226(0.70) 226(0.68) 212 (0.54)
T 208 201 218 212 2%
Q1:Q3 150:2.86 1.76:2.37 1.74 ;252 1.77:2.51 1.77:246
Min : Max 09:38 11:37 13:42 10:46 08:33
w2 T f e BEOEL
e 59 53 55 57 59
T4 (SD) 0.19(0.37) 0.26 (0.47) 0.35(0.43) 0.45(0.40) 0.36 {0.46)
R 0.15 0.20 026 0.35 0.28
Q1:Q3 0.02:037 0.02:049 0.07:0.66 0.16:0.58 0.06:058
Min : Max 07:12 -15:13 04:1.4 -04:18 -05:18
LS £ (SE)a 0.18 (0.05) .26 (0.06) 0.35 (0.05) 0.43 (0.05) 0.39 (0.05)
LS F#z= ,95%Cla 008(-007,023) 017(0.02,032) 0.25(0.10,0.40) 0.20 (0.06, 0.35)
S FIcH T L PE S 0.2966 0.0240 0.0009 0.0073

#5. FEMMT:HEos ITTHEHEICETZEL2RICBHIAFEVL (L) ©
R=RF 4 b DL,

e : Cl=E#iEE ; FEV1=1%&;HEo s =®{8K; LS=F/J"%;
g2w=2HEI1E; q4dw=4HEIC 1 ; SD=f#EFZE ; SE=YH{ED
fEHERRTE,

EBERE LTR—RAFA N EL 2BETOFEV 1O RV, %L L
THLE, EHEE, Huf, kP, LE KEHEER, FEV1IN—X7 4 MEB LU
— A4 v /KRB EERICOWTORT (BEZR) RV, EMEHEETIIE A
WT, MMRMEFANLE N L, FEEHEECY Y- FlionWT2&FEardFar
7oA FREEL2EEaNVFa AT o, FRTHHI0HRETRELEFEV 1,
2HMEANTFaRT A FOTBHREVEEZEDDICERA L,
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Ooooao
FavilvS
To3ER 200 mg qdw 300 mg gdw 200 mg q2w 300 mg q2w
FEV: {N=158) {N=154) {N=157} (N=150) (N=157)
IS S I G
o 158 154 157 150 157
T4 (SD) 1.82 (0.55) 188 (0.54) 186 (0.57) 178(052) 1.85 (0.53)
R 174 180 1.74 1.72 175
Q1:03 144:216 1.49:2.19 145:2.15 142:2.04 1.46:2.18
Min : Max 09:36 09:39 08:4.2 08:34 0.8:38
%12 8
% 130 134 135 136 146
4 (SD) 2.01 (0.69) 2.07 (0.63) 214 (0.69) 2.12(0.68) 2.12 (0.59)
o sk fl 1.86 1.99 208 1.99 210
Q1:Q3 152:239 162241 166:2.56 157:2.48 1.72:255
Min : Max 09:40 0.8:40 09:42 10:46 08:44
2T B O
# 130 134 135 136 146
4 (SD) 0.44 (0.37) 0.20 (0.41) 0.24 (0.40) 0.32 (0.38) 0.26 (0.39)
oh ke i 0.03 0.18 0.19 0.24 0.21
Qi:Q3 0.10:029 0.03:040 0.03:042 0.08:0.53 0.00: 046
Min : Max 07:15 15:13 07:14 04:18 05:18
LS F# (SE)a 0.12{0.03) 0.21(0.03) 0.24 (0.03) 0.31(0.03) 0.28 {0.03)
LS T3 ,95% Cla 0.08(001,018) 0.12{004,021) 019(0.11,0.28)  0.16(0.08,025
TovRICH T L PHEa 0.0343 0.0052 <0001 0.0002

#6. 1 TTHHCHET2E1 2BIEBIFAFEV1 (L) OR—RFA hrbDE{L,
MsE: CI ={Ef EE ; FEV1=1%#&;HEo s =FiFEK; LS=8/M "%
q2w=2@MIC1H; q 4w=4E/MIZ 1 H ; SD={E¥{F% ; SE=FHEDOEHE
A=,

SERERE L L TR—RIFAUNbEL2HETOFEVL (L) OFE{LERAY, #£E
e LTRE, ~—RTA AFEEHRE. EE Mg, Kbt OE/ FEHEEER. F
EV1 (L) "—AF7A4 VEBLUR—AF A KEREERICOVWTORT (BEE
R AV, EEERETIERNT, MMRMETA»LEM L, SEEHE
TEY—FROoWTeHEarFaixTaf FRERNLEEFEILTF aRT ol Rk
TA+30RETIELAEFEV 1 (L) I, £FMaLFazTFol FOSENREY

B SR 57D LT,
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FablvT
T ¥R 200 myg qdw 300 mg qdw 200 mg q2w 300 mg q2w
FEV4 {N=68} {N=62) (N=66) {N=68) {N=64)
IS S I
H 68 82 66 65 64
-y (SD} 1.86 (0.68) 1.80 (0.49) 1.87 (0.60) 1.80{0.52) 1.77 (0.50)
thr she 165 175 172 1.75 1.7
Q1:Q3 1.33:2.40 140:2.11 147:213 145:209 1.31:209
Min : Max 09:36 09:34 1.0:42 09:34 1.0:31
g£28
ARl O G RXOF 3 (o
H 65 57 66 64 61
LS *£# (SE)a 0.12(0.04) 0.32 (0.05) (.34 (0.04) 0.27 (0.04) 0.30 (0.05)
LS P2, 95% Cla 020(0.08,033) 022(010,034) 015(0.03,027) 0.17 (0.05,0.30)
FIERCHT S PES 0.0016 0.0004 0.0165 0.0055
48
2= 2T A B DEL
H 67 58 64 84 62
LS 4 (SE)a 0.17 (0.05) 0.31 (0.05) 0.32 (0.05) 0.33 {0.05) 0.33 (0.05)
LS FEHy32, 95% Cla 0.14 (-001,0.29) 0.15(0.01,02%) 0.16(0.01,0.30)  0.16(0.02, 0.30}
ToERCHT L PHEa 00588 0.0380 0.0320 0.0268
B8
=T A B OE
H 65 58 63 63 60
LS ¥4 (SE)a .16 (0.05) 0.26 (0.06) 0.40 (0.05) 0.37 {0.05) 0.37 (0.05)
LS F#1%,05%Cla 0.10(-005,025 024(0.10,039) 0.22{007,0.36) 021(0.06,0.36)
ToERCHTEPHEa 0.1762 0.0012 0.0039 0.0049
$128
w2 T4 P BEDOEL
# 66 55 83 60 60
LS 74 (SE)a 0.22 (0.05) 027 (0.06) 0.31 (0.05) 042 (0,06} 0.39 (0.05)
LS F#2=,95%Cla 005(0.10,020) 0.10(-0.05025) 0.20{0.06,0.35) 017 (0.02,0.33)
ToERCHTEPHEa 05182 0.1950 0.0073 0.0229

#7 EMHT1 HEos

I TTEMIZETAFEVL (L) OR—=2F L bbb

FREEE FE1 28ETOHUEMZELMMRM) ,
WBiE: CI={Z8XE ; FEV1=1#&; HE o s =& ; L S=F/}h"%;
q2w=2HEMic1E; 4w=4HEIC1HE ; SD=f¥{F% ; SE=FHEnZE}E

Rz

10

20

30

40

EBERELTA—RFAUNEEL2BETOFEV1 (L) O&{kERW, #HEK
& LTHE, EhEE gk, XKz, LB/ KEHEEER, FEV1IS—X7A AHBLT
R—RA T A v /TR EERICOWTOERT (BEZE) 2HV. EEERET 2 H
T, MMRMEF /A NGEH L,
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FavlvF
IR 200 myg qdw 300 myg gqdw 200 mg gq2w 300 mg g2w
FEV, (N=68}) {N=62) {N=66) {N=65) {N=64)
Rl s g
E: 4 68 62 66 65 64
EH(SD) 1.86 {0.68) 1.80 {0.49) 1.87 (0.60) 1.80 (0.52) 1.77{050)
HgLE 1.65 1.75 1.72 1.75 1.1
Q1:Q3 1.33:240 140:2.11 147213 1.45:2.08 1.31:2.09
Min : Max 09:36 09:34 10:42 09:34 10:31
H2HA
w25 R BEDEL
# 59 57 86 64 ]
LS 45 (SE) a 0.13 (0.05} 0.32 (0.05) 0.35 (0.04) 0.27 {0.04} 0.29 (0.05)
1S FH#H1E 95%Cla 0.19(0.06,032) 021(0.09,034) 0.44(0.02,0.26) 0.15(0.03,0.28)
FToeRICH TS PEa 0.0032 0.0008 0.0277 0.0159
F4H
m=RA T P BOEL
=4 58 58 61 62 59
LS 9 (SE) a 0.16 (0.05) 0.31(0.05) 0.34 {0.05) 0.32 (0.05) 0.34 (0.05)
LS FHz= 95%Cla 0.15(0.00,0.29) 0.18(0.03,032) 0.16(0.02,0.30) 0.17 (0.03,0.32)
FToERICHTE PlEa 0.0435 0.0149 0.0275 0.0186
E 2R
R T L BEOEL
Ed 52 56 59 €0 55
L5 *F¥# (SE) a 0.16 (0.06) 0.26 (0.06) 0.40 {0.05) 0.38 (0.05) (.38 {0.06)
LS F#1z= ,95%Cla 0.10(-0.06,025) 0.23(0.08,03%) 022(0.06,037) 0.21{0.06, 0.37)
FToERICHTE PlEa 0.2207 0.0030 0.0058 0.0078
#1238
=R T A B DEL
# 52 52 54 55 55
LS 4 (SE) a 0.12 (0.06) 027 {0.06) 0.37 (0.05) 0.44 (0.05) 0.37 {0.05)
1S 2 ,95%Cla 008(007,023) 018003033} 025(0.10,040) 0.18{0.03,0.33)
TR T 5 PHEa 0.2913 0.01%6 0.0011 0.0177

#8 RMEMI2 :FEV1 (L) O_R—RFArNLOEREL (81 28 T0

HeEE2ELPMMRM) —HEo s I TT#H,

e : CI={Z8EHE; FEV1I=18&;, LS=&/P _5F; g 2w=2HMIC1[H ;
a4w=4@EIC 1[E ; SD={F¥FE; SE=VHEOZEHERZE,
"WEEHLELTR—ZRFA N1 2BETOFEV L (L) Oz AV, #75
Bl UCHRE, FHEE g, KB, LE KEHEEER, FEV1IS<—25 1 UVEB
FUOR—RF A v /EERBEERCSWCORF (BESR) BV, IS bEET
FlEzRANT, MMRMEFANLE Lz, BEEEOLDIMERLE2HEaLF o
ATFoA FOBEELBICNELXFEV 1 BIEHEIBATI - Lici b,
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0odooDoo0oooDoo0oooDooo0o0DoDoDoo0oo0DoDoDooo0oDoDooooDoDooag
0o0o0ooDoOo0ooDoDoDooooDoooooan
Ooooano
Oooao
FavlvS
AR 200 mg qdw 300 mg qdw 200 my gq2w 300 mg q2w 10
{N=158) {N=154) (N=157) {N=150) {N=157)
HEEERE >=300 o B E
Sl S I G
# 68 62 66 65 64
E#y (SD) 1.86 (0.68) 1.80 (0.49) 1.87 (0.60) 1.80{0.52) 1.77 (0.50}
o i 185 1.75 1.72 1.75 1.71
Q1:Q3 1.33:240 140:2.11 147:213 145:2.09 1.31:2.09
Min : Max 09:36 09:34 10:42 08:34 10:31
BRACOR—Z5 4 RBOEL 20
Ed 59 53 55 57 59
FH {SD) 0.19(0.37) 026 (0.47) 0.35(0.43) 0.45 {0.40) 0.36 (0.46)
H L 0.15 020 0.25 0.35 028
Q1:Q3 -0.02:0.37 0.02:049 0.07 : 0.66 0.16:058 0.06:0.58
Min : Max 07:1.2 15:13, 04:14 04:18 05:16
LS *£# (SE)a 0.18 {0.05) 026 (0.06) 0.35 {0.05) 0.43 {0.05) 0.39 {0.05)
LS 3%, 95% Cla 0.08(-0.07,023) 0.17(0.02,032) 0.25{(0.10,040) 0.20(0.06, 0.35)
TR T 5 PiEa 0.2966 0.0240 0.0009 0.0073
HFREFERS <300 o Bk 30
Rl o I G
* 90 92 91 85 g3
iy {8D) 1.79{0.42) 1.94 {0.56) 1.85 (0.56) 1.79 (0.53) 1.90 (0.55)
H L 1.75 191 175 1.71 1.82
Q1:Q3 151:2.04 151:2.22 143:2.21 141201 1.53:2.26
Min : Max 08:29 09:39 08:33 0.8:33 08:38
BRATOR—-Z5 7 0B0FEE
% e 81 80 79 87 40
F#5 {SD) 0.08 (0.36) 0.17 (0.36) 0.16 {0.35) 0.23{0.33) 019{(0.31)
T 0.03 0.16 0.10 0.18 0.13
Q1:Q3 0.12:026 -003:0.34 -0.06:0.30 0.03:0.40 -0.03:038
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FavilvS
TR 200 mg qéw 300 mg adw 200 mg q2w 300 mg g2w
(N=158) (N=154) (N=157) {N=150) {N=157)
Q1:Q3 -0.12:023 003:034 -0.07:0.30 0.04:040 -0.03:0.38
Min : Max 07:15 -10:13 07:12 04:11 -05:10
LS “F# (SE)a 0.10 (0.04) 0.22 (0.04) 0.18{0.04) 0.26 (0.04) 022 (0.04)
LS F#z= ,95%Cla 0.12(0.02,0.23) 009(-002,020) 0.16(005027) 0.12(001,023)
ToERcHTEPila 0.0255 0.1019 0.0034 00289
FPREEREL »=200 DEF
A S I e
% 86 82 84 75 88
4 (SD) 1.84 (0.64) 1.88 (0.53) 1.88(0.59) 1.81(0.52) 1.81(048)
rproke i 1.69 177 1.73 175 1.82
Q1:Q3 139:2.34 152:217 147:215 145:209 142:2.11
Min : Max 09:38 08:34 1.0:4.2 08:34 1.0:31
BRHEATO~—RT 1 - 50E L
- 72 69 72 85 82
F# {8D) 0.19{0.38) 0.25(047) 0.32 (0.40) 0.44{0.38) 0.31(0.43)
tpr e 0.15 020 024 035 025
Q1:03 0.03:0.37 004:049 007:053 0.18:058 0.02:0.51
Min : Max 07:12 -15:13 -04:14 04:18 05:16
LS ‘F# (SE)a 0.14 (0.05) 023 (0.05) 0.30 (0.05) 0.38 (0.05) 0.31(0.05)
LS F12 85%Cla 009(004,022) 0.16(0.04,0.29) 024(0.11,037) 0.17 (0.05,030)
TorERCHTEPHEa 0.1597 0.0117 00003 0.0062
HREFRE <250 DEEH
A S I
£ 72 72 73 75 69
F4y (SD) 1.80(0.42) 1.89(0.55) 1.83 (0.55) 1.78 (0.54} 1.89 (0.59)
ook il 1.79 1.86 1.76 1.70 1.1
a1:Q3 1.50:2.08 149:2.20 139:215 1.38:1.99 148:229
Min : Max 1.1:29 09:39 08:3.2 1.0:33 08:38
BREATO~—-RT 1 50 L
# 58 65 63 71 84
T (3D) 0.07 (0.37) 0.16 (0.32) 0.14 (0.37) 0.22 (0.33) 0.20 (0.32)
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FablvT
IR 200 mg qdw 300 mg qdw 200 myg 2w 300 mg 2w
{N=158) (N=154) {N=157) {N=150} {N=157)
rpr ok {E 0.02 0.16 0.07 0.17 014
Q1:Q3 -0.42:0.23 -0.03:0.34 -007:0.29 0.00:037 0.00:0.37
Min : Max 07:15 -1.0:1.0 -0.7:1.2 04:11 05:10
LS ¥ (SE)a 010 (0.04) 0.19 (0.04} 0.18 (0.04) 0.24 (0.04) 0.23(0.04)
LS *F#Hz,95% Cla 0.09(0.03,020) 0.08(-0.04,019) 0.14(0.03,026) 0.13(0.01,0.24)
FI3ERCHT 5 Pla 0.1270 0.1932 0.3133 0.031
R >=25 DEE
el B I
# 95 83 93 86 84
F4 (SD) 1.83 (0.62) 1.88 (053) 1.86 (0.58) 1.82(0.53) 1.83 (0.48)
Rl 173 1.7 172 1.75 1.84
Q1:Q3 139:232 152:2.17 147:213 1.46:2.09 142:217
Min : Max 09:386 09:34 10:42 08:34 10:31
BRHATDOR-25 1 - HDER
= 7 70 80 75 88
H# {SD) 0.17 {0.36) 0.25 (047) 0.30 {0.40) 041 (0.37) 0.30 (0.42)
kg 0.15 0.19 0.21 0.30 0.27
Q1:Q3 0.04:0.31 004:048 006:045 0.17:057 002:051
Min : Max 07:12 -15:13 04:14 04:18 05:18
LS “F¥ (SE)a 0.13 (0.04) 0.23 (0.05) 028 (0.04) 0.37 (0.04) 032 (0.04)
LS F#yz2 95%Cla 0.10(-003,022) 015(0.03,026) 023(0.11,035) 0.18(0.08,0.30)
To3eRICHTEPEa 0.1263 0.0150 0.0081 0.0025
IFRREREY <225 ORBE
Al S ¥ G
# 63 I 64 64 63
4 {SD) 1.80 {0.42) 1.88 (0.56) 1.86 (0.57) 1.75 (0.52) 1.87 (0.60)
e {E 1.78 1.85 1.81 1867 1.71
Q1:Q3 149:2.11 149:220 141:225 1.37:199 147:2.29
Min : Max 11:29 09:39 08:32 1.0:33 68:38
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FabilvT
75 R 200 mg qéw 300 mg qdw 200 mg q2w 300 mg q2w
{N=158) (N=154) {N=157) (N=150) (N=157)
# 53 64 55 61 58
F# (SD) 0.08 (0.38) 0.16(0.32) 0.15 (0.37) 0.21(0.36) 020(0.32)
e sk i 0.01 0.18 0.03 0.14 0.12
Qt:Q3 012:0.23 0.03:034 6.07:033 £02:041 0.00:0.32
Min : Max 07:15 10:10 07:12 04:1.1 05:10
LS ¥ (SE)a 0.11 (0.05) 0.19{0.05) 0.19 (0.05) 0.25 (0.05) 0.23 (0.05)
LS £#2%,95% Cla 0.08(-004,021) 008{-004,021) 014(0.02,028) 0.12(-0.01,0.24)
TRt L PiEa 01711 0.1893 0.0266 0.0695
ITRREREL >=200 OB E
=T
H 106 94 102 89 104
1 {SD) 1.81(0.60) 1.86 (0.51) 1.87 (0.58) 1.80(0.51) 1.83 (0.49)
ek 1.69 177 1.74 113 181
Q1:Q3 139:2.28 152:2.15 146:2.15 145:207 144:2.18
Min : Max 09:36 09:34 1.0:42 08:34 1.0:32
B12HTOR—A54 2 PBOFEL
# 87 81 89 88 95
T4 (8D) 0.16 (0.35) 0.24 (045) 0.29 {0.40) 0.39(0.37) 0.29 (0.41)
Hr sk fi 013 020 0.19 029 0.25
Q1:Q3 0.08:0.31 002:047 0.06:045 0.14:0.56 0.03:051
Min : Max 07:1.2 -15:13 04:14 04:18 05:18
LS 5 (SE)a 0.13 (0.04) 0.24 {0.04} 0.29 (0.04) 0.36 (0.04) 0.31 (0.04)
LS T2, 85% Cla 0.11(001,022) 0.16(0.05027) 023(0.12,0.34) 0.18(0.07,0.29)
TRt s PiEa 0.0650 0.0054 <0001 0.0912
IFEEER <200 DRE
N T
54 52 60 55 51 53
1 {SD) 1.83(042) 1.92(0.58) 1.83 (0.57) 1.7% {0.56) 1.87 (0.60)
Hfrs 1.84 1.88 1.76 167 1.71
Q1:Q3 157:2.16 149:229 1.37:215 1.37:204 147:219
Min : Max 1.1:2.9 09:39 08:32 1.0:33 08:38
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FTabvilved
T ¥R 200 mg qdw 300 mg qdw 200 mg q2w 300 mg q2w
(N=158) (N=154) {N=157) (N=150) (N=157)
B2 HTCO~—~RT 7 P BEDE(L
0 43 53 48 48 51
4 {SD) 0.09 (0.40) 0.14{0.32) 0.14 (0.37) 0.21 (0.35) 0.20 (0.34)
h 001 0.16 0.08 012 0.12
Q1:Q3 0.12:0.21 003:034 0.07:0.29 -0.01:042 -0.02:044
Min : Max 07:15 -1.0:09 07:12 04:10 05:10
LS ¥ (SE)a 0.10 (0.05) 0.16 (0.05) 0.18 (0.05) 0.23 (0.05) 0.21(0.05}
LS T2, 95% Cla 007(-0.07,020) 007(-0.07,020) 0.13{0.01,0.27) 0.11{-0.02, 0.25)
ToeRICHT L PiEa 0.3377 0.3512 0.0674 0.1029
IFRRERS »=175 O HiH
[l o I G
* 114 10 107 104 110
F4y {(SD) 1.81(0.59) 1.85(0.52) 1.87 (0.58) 1.81(0.52) 1.82 (0.49)
e {E 169 176 1.72 175 180
Q1:03 1.39:211 149:215 145:215 1.46:2.08 1.42:2.14
Min : Max 09:38 09:34 10:4.2 08:34 10:32
BIR2ETCO~-A5 4 hBOEL
# 93 88 93 92 101
4y {SD) 0.15(0.35) 024 {0.44) 0.29 {0.40) 0.38(0.37) 028 (0.41)
h 012 0.20 0.19 029 0.24
Q1:Q3 -008:0.30 002:047 0.06:045 0.14:056 0.02 -0.46
Min : Max -0.7:12 15:13 04:14 04:18 05:186
LS ¥ (SE)a 0.10 (0.04) 021 (0.04) 0.26 (0.04) 0.33 (0.04} 0.28 (0.04)
LS F#22 ,95% Cla 012(0.01,022) 0.17(0.06,027) 024(0.13,034) 0.18(0.08,0.29)
FoERCHTEPEa 0.0319 0.0020 <0001 0.0007
FRRERE <175 OB/ E
e Bl
# 44 53 50 48 47
4y (SD) 1.86 (0.44) 1.95{0.57) 1.84 (0.56) 1.75(0.53) 1.90 (0.61)
i 1.85 1.88 1.81 1.65 1.7
Q1:Q3 160:217 150:229 144:2.15 1.37:1.99 147:241
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FavilvS
AR N 200 mg qdw 300 my qéw 200 my q2w 300 my q2w
{N=158) (N=154) {N=157) (N=180) (N=157}
Min : Max 11:29 09:39 08:32 1.0:33 08:38

Bl2BATCO~—-25 1 EOEL

£ 37 46 42 44 45
F# (3D) 0.11(042) 0.13(0.33) 0.12 (0.35) 0.21 (0.37) 0.21(0.34)
ook i 0.02 0.14 0.08 0.10 0.14
Q1:Q3 -0.10:0.21 0.07:0.34 6.41:029 004:048 000:044
Min : Max 07:15% -10:09 07:14 04:10 -05:10
LS ¥y (SE)a 0.12 {0.06) 0.15(0.05) .15 (0.05) 0.23 (0.05) 0.22 (0.05)
LS *E#Hz= , 95% Cla 0.03(0.12,0.17) 0.03(0.12,0.18) 0.11(-0.04,0.28) 0.10(-0.05, 0.25)
ToERCHT 5 PHEa 0.7203 0.6921 0.1646 0.1825

HREERH >=150 oA E

Bl S I G

g 127 112 116 120 123
4 {8D) 1.80 (0.57) 1.85 (0.52) 1.87 (0.58) 1.81(0.51) 1.84 (0.50)
rproke fi 1.68 1.77 1.74 1.75 1.79
Q1:Q3 139:217 150:2.15 146:215 1.45:207 1.49:2.18
Min : Max 08:36 09:34 1.0:42 08:34 10:32

B1R2HACO~-254 - m50EL

% 103 97 100 108 120

E# {8D) 0.13 (0.35) 0.24(0.42) 027 (0.40) 0.35(0.38) 026 (0.40)

o ok i 012 0.20 0.19 027 0.20
Q1:Q3 -0.10:0.29 -002:045 005:045 0.12:054 0.01:045
Min : Max H7:12 -15:13 04:14 04:18 -05:18

LS *#¥#7 (SE)a 0.09 (0.04) 021 (0.04) 0.24 (0.04) 0.32 (0.04) 0.26 {0.03)
LS 122 85% Cla 0.12(0.02,022) 0.15(0.05,025) 023(0.13,0.33) 0.17(0.08,0.27)
T3 FRICHTEPEa 0.0192 0.0028 <0001 0.0004

HREFRY <15) OB FE

H 3 42 41 30 28
4y (SD) 1.90(0.42) 1.87 (0.59) 1.83 (056) 1.74 (0.59) 1.90 (0.66)
HeR (g 192 1.90 1.80 1.64 172

goooogao
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Fabil~vT
7o R 200 mg qdw 300 mg gqdw 200 mg q2w 300 mg q2w
(N=158) {N=154) {N=157) {N=150} {N=157)
Q1:Q3 163:2.15 149:2.34 144:212 1.23:1.96 144:230
Min : Max 11:29 09:39 08:29 10:33 08:38
F1R2HTO~—25 7 hB50EL

4 27 37 35 28 26
F#y (SD) 0.14 {0.44) 0.12{0.36) 0.15(0.37) 0.21(0.34) 0.27 (0.36)
h gl 0.01 0.14 0.1 0.08 0.26
Q1:Q3 -0.10:0.28 -0.07:0.30 0.11:0.34 0.02:042 0.01:0.50
Min : Max 06:15 -10:09 £07:14 04:10 -05:1.0
LS *F# (SE)a 0.15(0.07) 0.16 (0.06) 0.19 (0.06) 0.24(0.07) 027(0.07)
LS 3% 95%Cla 0.00(-0.17,0.18) 0.04(-0.14,06.21) 0.09(-0.11,0.28) 0.11(-0.08,0.31)
ISR T 5 Plla 0.9700 0.6868 03777 0.2397
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9., R—RIFA VMPHBREZ L - TERINAHEHBHILOFE 1 2BIZBITS
FEV1 (L) O_R—AFA UrhbOB/N_REZHEAL,

BiE:Cl=EHEEXAE; FEV1I=18&E, LS=F/I "%, max=RKE; min=
BAME; g2w=2HBIZ1E; qg4w=4@EMic1F ; SD=t8¥F=E; SE=THE
DEEHERE,

BB LE L TR—AFA b E 1 2BETOFEV L (L) oEbEHAW, HEH
ELTHE, ~— AT A FEEERE, EHaE sk, kb, L& SRIRMEEH, FEV
1_R—RAF A AMEBLBN—RTF A EEHEERIZOWTORT (BEZR) AW,
JEREYE(VRBATTFIZ AV T, MMRMEFANLEY L, £EENEE Y — Flzon
TeHgarFaxTof FREENOEEEa LT aXT S FRTH+ 3 00 ETIR
HZ£LEFEV IR, #8EaVTFaRTof FORBHREER IS DTS L,
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FavrwJ
TR 200 mg qéw 300 mg qdw 200 mg q2w 300 mg q2w
{N=§8) [N=£2) {H=6) [N=85) [N=54}
REOH. EFSEEREZz 1KLY
# 68 59 65 2] L
v R 52 (76.5%) 54{81.5%) 56 (84.8%) 59(92.2%) 57 (89.1%)
=3 16 (23.5%) 5{8.5%) 10{15.2%) 5{7.8%} T{10.9%)
EEREEROR
[} 52(165%) 54 (81.5%) 56 (84.8%) 59(92.2%) 57 {89.1%)
1 T{10.3%) 4 (6.8%) 4(6.1%) 34T T{10.9%)
2 6{8.8%} 1{1.7%) 2(3.0%) 1(1.6%) 0
3 3134%) 0 4{6.1%) 0 0
»=4 1] o 0 1(1.6%) 0
EREEESROBH 28 [ 20 10 7
BHLEBREE - 280 240 210 264 256
REEFRY COEEEEERE 1.000 0250 0T 0379 0273
HEFAERECOEEEEERED
HE5E 1 (5% CI) 0806 (0.443, 1.5T1) 0207 (0.076,0560)  0595(0.286,1.185) 0287 (0.122,0574)  0.205(0.077,0.545)
Wi v =2 7 {35%Cl) 0257 (0.082,0803)  0739(0.299,1.827)  0356(0.129,0882) 0254 (0.084,0.769)
P 00184 05120 0.0460 00153
HrogEoshEcoESRESREC
# -] 5 66 64 B4
F13 (80} 1.01 (2.10) 0.26(0.96) 0.69 (£.85) 0.35(162) 0.27{0.80)
LB | 000 000 060 0.00 0.00
Min : Max 00:98 00:58 0.0:82 00:119 00:31

#10. LEHHFTOEERERROFERE COERE—HE o s — 1 TTHH,
#F:CI={EKHE ; HE o s =Bk ; ma x =FKXfE ; m i n=F/Mg;
q2w=28[Ic1E ; q4w=4EMIC LA ; SD=1=H{F=E,
LEHMPICEE L BE - FORE TR - AEHMPICER I o= FR 0B,
MREEHE LTYERAER~REARER+ 1 4 BOMICRE LEEROBREEZ AW,
AL LTAE, EHE s X ORI OmEFEETRAW, A7y NEHL
L THBERFEECAERENME RV, RO 2HETAZERA L TEH L,
K BEOMBHRICEN L £ TH -, FREFOEERESRR,
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(106) JP 2017-507139 A 2017.3.16

ooooao
FabilvT
TS ER 200mgqdw  300mgqgdw  200mgq2w 300 mgq2w
(N=158) {N=154) {N=15T) {N=150) {N=157)
BEOH. EEHERZ>1CHLT
# 158 150 157 148 156
PAIAY-4 121 (76.6%) 130 (86.7%) 133 (84.7%) 135 (91.2%) 139 (89.1%)
e 37 (23.4%) 20 (13.3%) 24 (15.3%) 13 (8.8%) 17 (10.9%)
HEBERLZON
0 121 (76.6%}) 130 (86.7%) 133 (84.7%) 135 (91.2%) 139 (89.1%)
1 21 (13.3%) 16 (10.7%) 15 (9.6%) 9 (6.1%) 13 (8.3%)
2 9 (5.7%) 3(2.0%) 4(25%) 3(2.0%) 3(1.9%)
3 5(3.2%) 1(0.7%) 5 (3.2%) 0 1(0.6%)
>=4 2(1.3%) 0 ¢ 1 (0.7%) ¢
EERERG OB 65 25 38 20 2
B LREE - 65.3 614 629 61.5 644
FEHEFRETOD
EEMEES R 0.995 0.407 0.604 0.325 0.342
ARERERTTO
HEMESSED
0.827 {0.560, 0353(0.212,  0.510(0.324, 0.276 {0.159,  0.265 (0.155,
HeE 18 (95% CI) 1.221) 0.589) 0.801) 0.479) 0.455)
0427 (0.229, 0.616 {0.348, 0.334 (0.174, 0.321 (0.169,
FE#F Y % 27 (95% C) 0.784) 1.091) 0.641) 0.608)
Pl 0.0072 0.0966 0.0010 0.0005
HxDREOCERECD
HEHMERZEC
H 158 150 157 148 156
S (SD) 0.98 (2.20) 0.43(1.18) 0.56 (1.51) 0.31(1.25) 0.34 (1.05)
TR AE 0.00 0.00 0.00 0.00 0.00
Min : Max 00:152 0.0:65 00:82 00:119 00:686

11, AEHHEVOEENEEROERE COERE -1 TTEH,

Wit : C 1 ={EHKHE ; HE o s =&F 8K ; ma x =B KXME ; m i n=FK/M# ;
q2w=28RIz1HE; g4dw=4BEiC 1E ; SD=EH#{FE,

MEHIR B L BE - FORETE - RABHR IR I - BB 0RH,
PINEREE L LTYEHAEA~RKAER+ 1 4 BOBCREL-FE2OBRE L2 AW,
HERE UCTHRE, ~—R T4 BB, EHEE ikl X OBrEa o 8 F R8s
B, 7%y bESE U T RERLALABMEHFZ BV, A0 2IHEF L2
BALTERLE,

R BEOLEEIMICEBE U EHCElo /-, SREOEENTEESY,
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ogoooan
TablvT
T ER 200 mgg4w 300 mg gdw 200 mg q2w 300 mg q2w
n (%) {N=158) (N=154) {N=157) {N=150) {N=157)

okt 2RE
BEOH. EEREFRZ > CHLT

% 158 150 157 148 156

PAYAY-4 121 (76.6%) 130 (86.7%) 133 (84.7%) 135 (91.2%)} 139 (88.1%)

e 37 (23.4%) 20 (13.3%) 24 (15.3%) 13 (8.8%) 17 (10,9%)
HEBEFZ OBY 65 25 38 20 2
BIFLEBARE - F 65.3 614 62.9 615 64.4
FEABERETO
HEMETHE] 0.995 0.407 0.604 0325 0.342

goooooaon



goooano

(108) JP 2017-507139 A 2017.3.16
FTabllvT
ToER 200 mg qdw 300 mg qdw 200 mg 2w 300 mg q2w
n {%) (N=158) (N=154) {N=157) {N=150) (N=157)
ABEHFIEHRETO
BEMEREGED
0.827 (0.560, 0.353(0.212, 0.510 (0.324, 0.276 (0159, 0.265 (0.155,
HEE A (95% CI) 1221} 0.589) 0.801) 0.479) 0.455)
0.427 (0.229, 0.616 (0.348, 0.334 (0.174, 0.321 (0.169,
fHEF Y A 7 {(95% Cl) 0.794) 1.001) 0.641) 0.608)
P& 0.0072 0.0965 0.001¢ 0.0005
B R HERN>-I0DEE
BEOH. SENEZRG
>=1 LT HEE  FFRERRE >=I000 BE
51 68 59 66 64 64
VLR 52 (76.5%) 54 {91.5%) 56 (84.8%) 59 (92.2%) 57 (89.1%)
[Z 16 (23.5%) 5({8.5%) 10 (15.2%) 5(7.8%) 7{10.9%)
EEHEERZ OBRH 28 6 20 10 7
BEFELABEE-F 280 240 270 264 256
FFERFEBRECTO
HEREFRE a 1.000 0.250 0.7 0.379 0.273
HEEEFIEBRETOD
HENEHSEED
0.806 (0.413, 0.207 {0.076, 0.595 (0.296, 0.287 (0.122, 0.205 {0.077,
HeEE (95% Cl) 1571) 0.560} 1.195) 0.674) 0.545)
0.257 (0.082, 0.739 (0.299, 0.356 {0.129, 0.254 (0.084,
HE Y X2 (95% Cl) 0.803) 1.827) 0.982) 0.769)
P 0.0194 05120 0.0460 0.0153
ERoyHE - MPRREREL <300 O BE
BEOH. SENEZRG
>=T LT
# 90 91 91 84 92
VLR 69 (76.7%}) 76 (83.5%) 77 {84 6%) 76 (90.5%) 82.(89.1%)
e 21 (23.3%) 15 (16.5%) 14 (15.4%) 8{9.5%} 10 (10.8%)
FEMERS OB 37 19 18 10 15
BEHLEBEE-F 373 374 359 350 s
FFERERETO
EEHMEREH a 0.992 0.508 0.501 0.286 0.387
FEFIERECD
BEMEREGED
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goooogao

Ooo0oooao
FavilvS
AR 200 mg qdw 300 mg qdw 200 mg q2w 300 mg gq2w
n (%) (N=158) (N=154) (N=157) {N=150) {N=157)
0.805 (0.502, 0437 (0.241, 0.392 (0.214, 0.260 {0.126, 0.307 (0.162,
T (95%Cl) 1.290) 0.791) 0.718) 0.538) . 0582)
0.543 (0261, 0.486 (0.232, 0.323{0.138, 0.382 (0177,
1 = 2 (95% Cl 1.129) 1.019) 0.755) 0.821)
P 0.1020 0.0561 0.0091 0.0137
R - HEEEREL >=275 DB E
HBEOH, EEHERS
=1 LT
£ 75 66 72 67 75
’AIRY- 57 (76.0%) 59 (89.4%) 60 (83.3%) 62 (92.5%) 68 (90.7%)
(R 18 {24.0%) 7 (10.6%) 12 (16.7%) 5(7.5%) 7{9.3%)
HEENEREZ OB 30 8 27 10 7
BHLBEE - E KR 262 293 213 3041
FFEEERETO
BEENMEREH a 0.965 0.305 0.785 0.366 0.233
FARBEFIFEHRETO
BENEREEED
0.728 (0.335, 0.241 (0.091, 0.602{0.278, 0.263 (0.098, 0.160 (0.057,
HIEM (95% Cl) 1.682) 0.634) 1.308) 0.710) 0.449)
0.331{0.120, 0.827 {0.362, 0.362 (0.138, 0.220 (0.077,
HFEFY 22 (95% Ci) 0.912) 1.892) 0.948) 0.633)
Pk 0.0324 0.6536 0.0387 0.0050
ERSy R IPREERE <27) 0B E
BEOK. EEHERR
=1 LT
' a3 84 85 8 81
'L 64 (77.1%) 71(84.5%) 73 (859%) 73 (30.1%)} 71 (87.7%)
e 19 (22 9%) 13 (15.5%) 12 {14.1%) 8(9.9%) 10 {12.3%)
HEEHEERZOBY 35 17 15 10 15
BIHUBRE-E 42 352 216 344 34
FHBEBRECO
EEHESRSZH a 1.023 0483 0.446 0293 0.436
HAEFIERECD
EEMERGED
0.844 (0.512, 0.440 (0.234, 0.368 (0.191, 0.274 (0.131, 0.352 (0.182,
HeEME (95% Cl) 1.390) 0.827) 0.709} 0.573) 0.683)
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FablvT
o ER 200 mg qd4w 300 mg gédw 200 mg q2w 300 mg q2w
n {%) (N=158) {N=154) {N=157) (N=150) {N=157)
0521(0238,  0436(0196,  0325(0.135,  0.418(0.187,
HH3t 1 = 27 (95% G 1.140) 0.969) 0.780) 0.932)
P& 0.1027 0.0416 0.0118 0.0330
B BE © STEBEREL >=250 ) i
REOYN BEMERg
>=l LT
# 86 79 84 74 88
VR 85 (75.6%) 71(89.9%) 70 (83.3%) 66 (91.9%) 79 (89.8%)
ESA 21 (24.4%) 8 (10.1%) 14 (16.7%) B (8.1%) 9 (10.2%)
BEMELS OBRYK 33 g o7 1 9
HEFLRRE - 36.0 318 338 304 35.6
AHBERBETO
HEMEFRE a 0.917 0.283 0.799 0.362 0.253
HEFRERBETO
EEMELRD
0.713(0.393,  0.224(0.099,  0616(0.336,  0271(0.120,  0.181 (0.079,
#E 18 (95% Cl) 1.201) 0.506) 1.431) 0.609) 0.417)
0.314(0.125,  0.865(0410,  0380{0.156,  0.254{0.100,
FA#F Y = 2{85% CI) 0.791) 1.824) 0.924) 0.646)
Pi# 0.0141 0.7036 0.0328 0.0040
ERSYHE C ATRRERSY <250 OEE
BEOH, BEEERg
>=] ZBL T
% 72 7 73 74 68
VLR 56 (77.8%) 59(83.1%) 63 (86.3%) 67 (90.5%) 60 (88.2%)
e 16 {22.2%) 12 (16.9%) 10 (13.7%) 7(9.5%) 8 (11.8%)
HERBFRORH R 16 1 9 13
BEFL - BAE - F 294 296 291 311 28.8
FERERECO
BEHEEGE 1.088 0.541 0.378 0289 0451
FEREIERETO
HEMETRED
0.906 (0.525, 0523(0263,  0336(0.156,  0269{0.122,  0.386(0.184,
1 (95% Cl) 1.563) 1.040) 0.722) 0.594) 0.808)
0577(0249,  0371(0150, 0287 (0116,  (.426{D.178,
FH%F U 2 27 (95% CI) 1341) 0915) 0.757) 1.028)
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O0o00ao
FabvilvT
3R 200 mg gqd4w 300 mg qdw 200 mg g2w 300 myg 2w
n (%) (N=158) (N=154) {N=157) (N=150) (N=157)
P 0.2013 0.0314 0.0110 0.0576
BV EE - SPRREREL >=225 D E
BEOY. EENEFR
»=T cE LT
3 g5 80 93 85 94
(ARY4 69 (72.6%) 72 (80.0%) 78 (83.9%) 78 (91.8%) 85 (90.4%)
EIN 26 (27.4%) 8 (10.0%) 15 (16.1%) 7(8.2%) 9 (9.6%)
EENERROBH 47 9 28 12 9
B LBEE - E 39.8 323 317 35.1 384
FRHBRERETD
EEBMERSE a 1.181 0.279 0.743 0.342 0.234
H BB T O
EEMERSED
1113(0680,  0265(0120,  0674(0.386,  0313{0.152,  ©.201 (0.001,
HEE B (95% CI) 1.795) 0.584) 1.176) 0.645) 0.444)
0238(0.096,  0.606{0.208,  0281(0.421,  0.181(0.073,
FE Y R (95% Cf) 0.588) 1.231) 0.651) 0.446)
P 0.0019 0.1657 0.0031 0.0002
ERAVEE  IPERERM <225 OB E
BEOY. EENEFR
»=1 cEL T
# 63 70 84 83 62
vz 52 (82.5%) 58 (82.9%) 55 (85.9%) 57 (90.5%) 54 (87.1%)
R 1 (17.5%) 12 (17.1%) 9 (14.1%) 6 (9.5%) 8(12.9%)
HERBFRORE 18 16 10 8 13
HEFLRERE - 258 29.1 252 263 2.1
REBERETO
EEMERSE a 0.703 0.550 0.397 0.304 0.408
FHERIERETO
HEMEFESRED
0388(0.169,  0339(0.148,  0236(0.092,  0201(0077,  0.281(0.116
HEE il (95% Cl) 0.891) 0.778) 0.605) 0.525) 0.680)
0873(0.362,  0607(0232,  0517(0187,  0.725(0.288,
HE Y R (95% Cf) 2.108) 1.590) 1.429) 1.822)
P 0.7626 0.3098 0.2034 04937
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FabilvTd
ToER 200mgqgdw 300 mgqd4w 200mg q2w 300 mg q2w
n {%) (N=158) (N=154) {N=157) (N=150) (N=157)
RSy IPREERE >=200 DB E
BEDOH, EEHEFTS
s=l B LT
H 106 91 102 98 103
VR 79 {74.5%) 79 (86.8%) 87 (85.3%) 90 {91.8%) 92 {89.3%)
H 27 (25.5%) 12 (13.2%) 18 {14.7%) 8{82%) 11 (10.7%)
EENERS OBY 50 13 28 14 11
B LEBEE - E 442 368 417 403 41.8
FEABREWRETO
HEMEFEEE a 113 0.353 0671 0347 0.263
HEFIEBRECTO
EENESSZED
1.026 (0.649, 0.339 (0171, 0603 {0.350, 0.311(0.160, 0.223 (0.108,
fETE A (95% Cl) 1.622) 0.669) 1.038} 0.605) 0.462)
0.330 {0147, 0.587 (0.294, 0.303 (0.138, 0.218 (0.024,
#Hx U 2 2 {95% CI) 0.740) 1.174) 0.668) 0.504)
P& 0.0071 0.1319 0.0031 0.0004
oY EE - SFREERE <200 D EE
BEOH, EENESRS
>=] LT
H 52 59 55 50 53
VLR 42 (80.8%) 51(86.4%) 46 (83.6%) 45 (90.0%) 47 (88.7%)
(£ 10 {19.2%) 8 (13.6%) 9 (16.4%) 5(10.0%) 6 (11.3%)
HERESZOBRY 15 12 10 6 11
BHLCBEE - E 211 246 212 212 28
FHBERECO
HEMESRE a 0T 0488 0472 0.283 0.487
ERYHE - AFRESRE>=175 D EE
BEOH, EENESRS
s>=] CEL T
# 114 98 107 103 109
VR 84 (73.7%) 86 (87.8%) 92 {86.0%) 93 (30.3%) 97 (89.0%)
W 30 (26.3%) 12 (12.2%) 15 (14.0%) 10 (9.7%) 12 (11.0%)
HEMETZ OB 55 13 28 16 13
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00000
FabilvS
75 R 200 g qd4w 300 mg q4w 200 mg 92w 300 mg q2w
n (%) (N=158) {N=154) (N=157) {N=150) {N=157)
B L BEE - 475 398 438 429 444
FRERERECO
HEREFEEE a 1.158 0.327 0.642 0.379 0.293
HEFHERETO
BERMEREGED
1.084 (0.655, 0.316(0.153,  0.609 (0.330, 0.348(0176,  0.262{0.128,
T & (95% CI) 1.794) 0.655) 1.124) 0.688) 0.533)
0.292(0.433,  0.562({0.289, 0321(0.153,  0.241(0.111,
3t 2 27 {95% Cl) 0.639) 1.095) 0.676) 0524)
P& 0.0021 0.0905 0.0027 0.0003
B ITEEER S <1TS DB
BEON. EEMEEE
>=1 LT
* 44 52 50 45 47
VLR 37 (84.1%) 44 (84.6%) 41 {82.0%) 42 (93.3%) 42 (89.4%)
F3% 7(159%) 8{15.4%) 9 (18.0%) 3(6.7%) 5{10.6%)
HENBREL OB 10 12 10 4 9
B L BEE - E 179 216 193 193 200
RFEEERECOD
EENERLE a 0.559 0.556 0518 0207 0.450
R4 B IPRAERM>=150 D AEE
BEON. EEMEEE
>=1 B LT
3 127 108 116 119 128
vz 95 (74.8%) 85 (87 2%) 100 (86.2%) 108 (90.8%) 113 (88.3%)
e 32 (25.2%) 14 (12.8%) 16 (13.8%) 11 (9.2%) 15 (11.7%)
HEMERRORY 60 15 29 17 19
B EE - E 529 440 487 490 529
RFEEBETOD
BEMERSE 1434 0.341 0.6 0.347 0.359
HEFIERECO
EEMERSED
0.962 (0.621, 0.306(0.160,  0.556(0.321, 0.306 (0.165,  0.281(0.155,
HETEH (95% Cl) 1492) 0.584) 0.961) 0.565) 0510)
0318(0.151, 0577 (0301, 0.318 (0.155,  0.293(0.145,
R 2 2 (35% Cf) 0.668) 1.108) 0.650) 0.581)
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FTabtlvd
TI R 200 mg qdw  300mgq4w 200 mg 2w 300 mg q2w
n (%) (N=158) (N=154) (N=157) (N=150) {N=157)
P& 0.0025 0.0984 0.0017 0.0006
ERSYBE - HPRAERF <150 OB E
BECY. EEHEESRS
»>=T @L<
£ 3 41 41 29 28
VR 26 (83.9%) 35 (85.4%) 33(80.5%) 27 (93.1%) 26 {92.9%)
R0 5(16.1%) 6 (14.6%) 8 (19.5%) 2 (6.9%) 2{7.1%)
EEMERS ORI 5 10 9 3 3
B LHREE - 124 174 16.2 125 1.5
FHAEEBRECO
HEBERSIE 3 0.403 0575 0.556 6.240 0.261

OooooooooooogQgoQg

OoooDooooogooogoodg

#12. I TTERCETALEHRIFOR—XF 4 uhiFEk (GIGA/L) i
Yo TEREINAWYB T L OEEWECERE COELRE,

BERE : C I ={1KHE ; q 2w=2BEIZ1E ; q 4 w= 48Rz 1E=,

ALEHIE IS IEER U7 BB« EORITE - BRI FITE Z o e ERDOBE,
PREERE LTRAENYEARE~EKEEN+ 1 4 AOMICRE L, REREN:E
FROBEEHW, HEHLE LTLE, R—R T4 VTG, REE /il Lo
WERAMOmEBFRFEEEZM W, 778y PEKE L HHEEREECOABEETMZ A,
AD2EETAEER LTEH LA,
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ooooao
Fablvs
AR - 200 myg qdw 300 my qdw 200 mg q2w 300 my g2w
FEV, (N=68}) (N=62) {N=66) {N=65} {N=64)
Al S i
4 68 62 66 85 B4
EHy (8D) 1.86 (0.68) 1.80 {0.49) 1.87 (0.60} 1.80 (0.52) 1.77 (0.50)
kg 165 1.75 1.2 1.75 1.1
Qt:Q3 1.33:240 140:2.11 147:213 1.45:2.08 1.31:2.09
Min : Max 08:36 09:34 1.0:42 09:34 10:341
B12H
# 59 53 55 57 59
EHy (8D) 213(0.77) 2.08{0.54) 2.26 (0.70) 2.26 {0.68) 212 (0.54)
thikfE 2.08 2.01 218 212 220
Q1:Q3 1.50:2.86 1.76:2.37 1.74:2.52 1.77:251 1.77:2.46
Min : Max 09:36 1.1:37 13:42 10:48 08:33
N2 T L PBED
n—t &L
* 59 53 55 57 59
EHy (8D) 10456 (19.70) 18.07 {29.18) 20.68 (24.86) 2742 (25.68} 25.29 (35.15)
kg 1.7 9.18 12.89 1778 14.57
Q1:Q3 -1.18:20.32 -1.02:3741 3.57:35.78 893:39.37 235:352%
Min : Max -410:553 -576:922 -238:955 -182:1398 -38.1:1383
LS F# (SB)a 10.44 (3.31) 17.98 (3.43) 2158(332) 2592 (3.32) 2581 (3.35)
754 (177, 11.14 (2.03, 15.48 (6.36, 15.37 {6.21,
LS ‘F#2 5% Cla 16.84) 20.26) 24 80) 24.53)
FIEFRICHT S PEa 0.1119 0.0i88 0.0009 0.0011
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#13. HEo s
D 3—t 2 R,

I TTHEMACETAEL 2BIZBITAFEVIDSN—XF4 b

BiE: CI=FfiKm ; Di f f=2;FEV1I=1f&; HE o s =& ;
max=FRAE: min=F/ME; q2w=28f[IZ18; q4w=48HIZ1H;

SD=#Z#{F% ; S E=FHEDEXERE,

THBEHE LTRSS UL EL2ZEETODFEV1IONA—E ME{LERHW,

L UCHE, ERE K, dbi. 48/ KEEHEAEER. FEV1IR—XFL Y
BB L OR—RF 4 v /REHEERICOWTORTF (BEHDR) AV, IEEELE
MTH % AV, MMRMEF A LEH L,
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O d
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O d
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O d
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O d
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FavlvS
TR 200 mg qdw 300 ma gqdw 200 mg g2w 300 mg 2w
(N=68) (N=62} {N=65) (N=65) (N=64)
BEOH. LOACHx
»>=1 LT
X 68 59 66 64 64
VR 45 (66.2%) 53 (89.8%) 54 (81.8%) 57 (89.1%) 54 (84.4%)
e 23 (33.8%) 6 (10.2%) 12 (18.2%) 7(10.9%} 10 (15.6%)
LOAC FR o
0 45 (66.2%) 53 (89.8%) 54 (81.8%) 57 (89.1%) 54 (84.4%)
1 13 (19.1%) 5(8.5%) 6(9.1%) 3(4.7%) 9(14.1%}
2 6 (8.8%) 1(17%) 2(3.0%) J(4.7%) 1(1.6%)
3 4 (5.9%) 0 4{6.1%) 0 0
»=4 0 0 0 1(1.6%)} 0
LOAC F& D 37 22 14 1
B LABAEE-F 280 240 210 26.4 256
FFABEBRECD
LOACF% % a 1.321 0.292 0.815 0.530 0.430
HEBEFIERETOD
LOAC F5ZE p
1.098 {0.650, 0.255 (0.108, 0.688 {0.385, 0.454 (0.231, 0.341 (0.160,
#E i (95% Cl) 1.853) 0.601) 1.228) 0.892) 0.725)
0.232 (0.088, 0.626 {0.299, 0.413 (0.184, 0.311 (0.131,
Y =2 (95% Ci) 0.610) 1.310) 0.927) 0.735)
P& 0.0030 0.2138 0.0320 0.0078
il » D EEOERETD
LOAC F& 3% ¢
# 68 59 66 64 &4
¥ (SD) 1.30 (2.19) 0.30 {0.99) 0.77 (1.88) 053 (1.88) 0.41(1.00)
2k i 0.00 0.00 0.00 0.00 0.00
Min : Max 00:99 00:58 00:82 00:119 00:43

#14. HEo s

I TTIZRITSAEHE RO B FHELDERE TOBHRE,

BEeE : CI1={EHEE ; HEo s =GR ;ma x =KXl ; m i n=%K/M# ;
q2w=2HEMIZ1E; q4w=4@HIZ 1,
LB I IBER Lm B - FORETE - BB TICE - o EL OB,
PIREEHE LTHEAER~BRARER+ 1 4 AOMICRE L -EROBEEZ AW,
AL UCAE, FEiEE il L U ERiOmAESETFAWv, F78y FEE
&L THETIUERLUEREMRM RV, AO2EETFAHERLCEE LE,
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goooao
FablalwF
FokK 200 mg qhw 300 mg qdw 200 mg q2w 300 mg g2w
FEV1 (N=38) (N=32) (N=36) {N=34) N=40)
R R T A
E3 4 38 32 36 34 40
T (SD) 1.73 (042) 1.98 (0.53) 1.88(0.54) 1.80(0.50) 1.94 (0.47)
e il 1.74 192 175 173 1.96
Q1:0Q3 1.44: 190 1.62:217 1.44:2.25 149:1.98 1.57:2.30
Min ; Max 09:28 1.0:3.3 1.1:33 08:32 1.1:32
Hl2E
Fd 28 23 34 31 36
T (SD) 1.86 (0.53) 2.12(0.63) 2.16(0.67) 2.10 (0.59) 2,14 (0.55)
Hr il 1.84 2.10 200 1.98 209
Ql:Q3 1.51:223 1.62:2.37 1.58:2.70 1.59:2.51 1.71:2.55
Min : Max L0:31 12:40 09:3.2 1.1:34 L3:35
FabnvF
FoER 200 mg qdw 300 mng gdw 200 mg q2w 300 mg q2w
FEV1 (N=38) (N=32) (N=36) (N=34) (N=40)
=R G o ip B DESE
fod 23 28 34 3 36
T3 (SD) 0.10 (0.30) 0.22 (0.44) 0.19{0.33) 0.26{0.29) 017 (0.27)
ot L fiE 0.03 0.15 0.14 0.24 0.17
Q1:0Q3 -0.15:027 -0.03:0.27 -0.03:0.30 0.10:0.40 -0.05:0.37
Min : Max -0.5:07 0.5:13 03:1.1 03:11 03:07
Ls ¥4 (SE)* 0.09 (0.06) 0.23(0.06) 0.21(0.05) 0.28 (0.05) 0.22 (0.05)
LS FryE | 95%C1° 0.14 (-0.02,0.31) 0.12 (-0.04, 0.28} 0.19(0.02, 0.35) 0.13(-0.03, 0.29)
FoRREHTEPHET 0.0870 ¢.1322 0.0239 0.1011

#15. |pEpEmrpifEEk (0. 2~0. 299GIGA/L) I TTHEHIETS
F12HIZBIFAFEVL (L) O_R—RF5A rhboELl,

BT L LTA—ARSA L ELI2HWETOFEV L (L) OBV, 5K
& UTHE, EE Mg, Kb, A8 REMEEER, FEV1 (L) N—XF4 Ul
BLUR—RF A/ EEEEERICOVWTOET (BESHR) #AV. EHELIEET
2 HAWT, MMRMETF AN oEH L, FEESECY Y — oW TeHEaLTF
azFof FEGEENSEFEaLFarRTol FEATRE+30RETCIZINELFEV
1 (L) i3, £FEaLFaxT oS FORKHREZER I E2DITRA L,
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ogoooan
FalLe7
PR 200 g qdw 300 mg qiw 200 mg q2w 300 mg g2w
FEV1 (N=52) (N=60) {N=55) (N=51) (N=53)
R T
Fad 52 60 55 51 53
5y (SD) 1.83 (0.42) 1.92(0.58) 1.83{0.57) 1.79 (0.56) 1.87 (0.60)
il 134 1.88 1.76 1.67 1.71
Q1:Q3 1.57: 216 149:2.29 1.37:215 1.37:2.04 147:2.19
Min : Max 11:29 05:39 08:32 1.0:33 0.8:38
$£128
# 43 53 46 48 51
Fig (SD) 1.95 (0.65) 2.04 (0.71) 2.01 {0.68) 1.97(0.72) 2,11 (D.65)
i 1.81 196 1.93 1.83 208
Q1:Q3 1.60:2.20 1.51:2.42 1.57:2.45 1.44:2.21 £.59:2.59
Min : Max 1.0:4.0 08:3.8 09:36 10:39 1.0:4.4
Fanv7s
FolR 200 mg qiw 300 mg qidw 200 mg q2w 300 mg g2w
FEV1 (N=52) (N=60) (N=55) (N=51} (N=53)
=R T B DR
fod 43 53 46 48 51
i (SD) 0.09 (0.40) 0.14 (0.32) 0.14(037) 0.21(0.35) 0.20 (0.34)
Ll 0.01 0.16 0.08 0.12 0.12
Q1:Q3 -0.12:0.21 -0.03:034 -0.07:0.29 +0.01:0.42 -0.02:0.44
Min : Max 0.7:15 -1.0:09 07:12 04:1.0 05:1.0
Ls ¥y (SE)’ 0,10 (0.05) 0.16 (0.05) 0.16 (0.05) 0.23 (0.05) 0.21 (0.05)
LS FH2£ ,95%CI* 0.07 (-0.07, 0.20) 0.07 {-0.07,0.20) 0.13 (-0.01,0.27) 0,31 {-0.02,0.25)
FHEHREHT D PE” 03377 0.3512 0.0674 0.1029

#16. EMPEFRER (0. 2GIGA/L) @1 TTEMIZETAE 1 2BIZBITS

FEV1 (L) O_R—ZR5 L bk,

PERERE L TR—ATZAUnbEL12BETDFEV 1 (L) OoF{kEHWw, £EHK -

L CHE, HIEE ik, FEE, L8 ERHEEER, FEV1 (L) X=X EB &
CR—R T A v /KA EERIZ DWW TORT (EESR) AV, EHERETS % H
WT, MMRMEFANLEHLE, #BEEBELY— Nz oW TLeEEalFaxsn
4 FREE PO LHHaLFaRT A FRTA+30BETIRELIEFEV 1 (L) I,
2HMEI LT aRTaL FORBEHREEERSED 20BN Uiz,
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goooano
Fabilwr
AR i 200 mg qiw 300 mg qdw 200 mg q2w 300 mg q2w
FEV1 {IN=158) N=154) (™N=157) {N=150) (N=157)
=R T
E:4 158 154 157 150 157
EH (D) 1.82(0.55) 1.88(0.54) 1.86 (0.57) 1.79 (0.52) 1.85(0.53)
o Jeff 1.74 1.80 174 172 1.75
Q1:Q3 144 :2.16 1.49:2.19 1.45:2.15 142:2.04 146:2.18
Min ; Max 0.9:36 0.9:3.9 0.8:42 0.8:34 08:38
=
R T A inBEOER
B 145 146 152 148 152
LS 5 (SE)* 0.08 (0.03) 0.25 (0.03) 0.24 (0.03) 0.22(0.03) 0.23(0.03)
Ls FHIE, 95% CT* 0.17 (0.09, 0.24) 0.16 (0.08, 0.23) 0.14 (0.07,0.22) 0.15(0.07,0.22)
T FICH TSP A <0001 <0001 0.0003 0.0001
E40
R AT inBOEL
E=id 145 143 146 46 147
Ls “FH(SE)* 0.11 (0.03) 0.22(0.03) 0.23(0.03) 0.25 (0.03) 0.25(0.03)
LS 82 95%CT? 0.11(0.03,0.19) 0.13 (0,05, 0.21) 0.14 (0.05,0.22 0.14 (0,06, 0.22)
FoeFRICHTLPE 0.0091 0.0024 0.0069 0.0009
FTabtlvT
AR 200 mg qéw 300 mg qdw 200 mg q2w 300 mg q2w
FEV1 (N=138) (N=134) WN=157) N=150) N=157)
B E
R inBOER
i 129 134 140 137 139
LS F¥ (SE)°® 0.12 (0.03) 0.22(0.03) 0.25(0.03) 0.30 (0.03) 0.27(0.03)
LS FHE | 9s%mcl? 0.09 (0.01, 0.18) 0.13 (0.04, 0.22) 0.17 (0.09, 0.26) 0.15 (0,06, 0.23)
TSR HT 5P HE 0.0380 0.0036 0.0001 0.0011
B12H
R T{ inBEOER
4 130 134 135 136 146
Ls ¥ (SE)* 0.12{0.03) 0.21 (0.03) 0.24 (0.03) 0.31(0.03) 0.28 (0.03)
LS %, 95% CI* 0.09 (0.01, 0.18) 0.12(0.04,0.21) 0.19(0.11, 0.28) 0.16 (0.08, 0.25)
ToeRCHT S PE? 0.0343 0.0052 <0001 0.0002

#17. ITTHEACETAFEVL (L) O_R—XF7Aho0REE({L (F12HET

D EMEEEZTLMMRM) ,
EREHEHELTRN—RIFAUPBEL 2HETHOFEVL (L) OFLERN, HEHKL
LTHRE, _R—RTA KR, REE MR, KR, L8 KEHEEER, FEV 1
—AZA MEBLON—RAF A v/ REREFRIC OO TORF (BEDR) 2RV, IEE
HELAARTTE E T, MMRMEF AN SEH LI,
FEEREIL Y — FEonTeatanFaxsof FHERLLEHEaVFa AT
A FETE+30BXTIZMELEZFEV L (L) I, £FM%arFarRTol FOZKE
REBRBIEDL7-DIC Lz,
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Fabnv7
7R 200 mg qéw 300 mg qdw 200 mg qlw 300 1ng g2w
(¥=38) (N=32) (N=36) N=34) (N=40)

EHEOW. EEHEER-=1RELT

Ed 38 32 36 34 30

[INY-3 27(71.1%%) 25 (78.1%) 31 (86.19%) 31 (91.2%) 35(89.79%)

e 11 (28.9%) 7(21.9%) 5(13.9%) 3 (8.8%) 4 (10.3%)

BEEEEES OW

0 27(71.1%%) 25 (78.1%) 31 (86.1%) 31 (91.29) 35 (89.7%)

1 7(18.4%) 7(21.9%) 3 8.3%) 2 (5.9%) 4(10.39%)

2 1 (26%) 0 1 (2.8%) 1 (2.9%) 0

3 2 (5.3%) 0 1 (28%) 0 0

=4 1 (2.6%) 0 0 0 0
EEREEROBR » 7 8 4 4
B LREE - F 16.2 12.8 14.7 13.8 162
REBRERT COEFEEHERFE " 1.358 0.547 0.544 0,29¢ 0,247
ABFRHTMAECOERREEERRE

HEEE (95% CD)
FH U % 2 (95% CD)

1.086 (0.570, 2.06T)

0.506 (0.197, 1.303)
0.466 (0.151, 1.438)

0.339 (0.132, 0.866)
0.312 (0103, 0.941)

0.242(0.077, 0.754)
0.222(0.061, 0.809)

0.198 (0.063, 0.621)
0,183 (0.050, 0.662)

PiE 0.1843 0.0386 0.0226 0.0097
Fan=7
7R 200 mg gdw 300 mg gdw 200 mg q2w 300 mg giw
(N=38) N=32) {(N=36) X=34) (N=40)
HroEFOFRETO
EEREERF-
il 38 32 36 34 39
Ief4 (SD) 1.29 (2.90) 0.62(1.22) 0.51 (1.49) 026 (0.89) 0.29 (0.88)
L 0.00 .00 0.00 0.00 0.00
Min ; Max 0.0:152 0.0:3.7 0.0:66 0.0:43 0.0:34

K18, PEEMAPITFER (0.

HHP O BEEHEOFERAE TOFRRBOMEN.
* LB AR IS EBE L 7= B - SE DR TE o BRI TICE Z o R ER OB,

bR L LCHEAEA~ERARA+ 1 4 BOBIICRLE LEERORKS AV, £
Bl UTAE, FTHE MRS L OERIOWMBAFREZ Ay, F71y MEHEE LT
L EMERNE Y, RO 2HBETVRERA L TEH L,
cEBEOUBHNRICEHL-BE - £ECH-o, FRECEEHMERSY,
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FaELvT
FovR 200 mg n4w 300 mg ndw 200 mg q2w 300 mg q2w
(N=52) {N=60) (N=55) (N=S1) (N=53)
EFOR. EEHEER>=1 CEALT
Fd 52 59 55 30 33
W32 42 (80.8%%) 31(86.4%%) 46 (33.6%6) 45 (90.0%) 47 (88.7%)
(2 10 (19.2%%) 8 (13.69%) 9 (16.4%) 5 (10.0%) 6(11.3%)
EFREHERON
0 42 (50.8%) 51 (86.4%) 46 (83.6%) 45 (90.0%) 47 (88.79%)
1 7(13.5%) 3 (8.5%) 8 (14.5%) 4 (8.0%) 2 {3.8%)
2 2 (3.8%) T (3.4%) 1 (1.8%) 1 (2.0%) 3 (5.7%)
3 ) 1 {1.729) 1] 0 1 (19%)
»=4 1 (1.9%) 0 0 0 0
ERRERROBR 15 12 10 11
B L ERAEE - 4 211 24.6 a1z 1.2 ns
FHRERECOERREERE- 0.711 0.458 0472 0.283 0.487
Favnes
IR 200 mg ndw 300 mg ndw 200 g g2w 300 mg q2w
(N=52) (N=60) {N=55) N=51) N=53)
e DEFOTRETOESHEEERR-
fal 32 59 55 50 53
Ty (SD) 0.71 (1.69) 049 (1.35) 0.43 (1.02) 0.28 (0.89) 0.45(138)
HL{E (.00 0.00 0.00 0.00 0.00
Min : Max 00:848 00:65 00:43 00:43 0.0:66
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