fRE 3 1222 5 4 &
ASF 7412 A 22 H

wITEA (G0 RERRE
OB R ERAETFES ()
E RAERERR TR () &
O R W i R 2 (R)
wHmlmA EREER (B &

Y

J&

JEA I B A R BRUR R R
( &~ H & )

BL L4 24K a %7 2= o NIUASANC R B Bolbe RHEE Y A 15
£ ORTEIHE D B FEO — S EI N T

LA Z KoV 7=y MoUERRA [T ~7 (B ifz) 85 (R5E4 -
T a7 NETE300meY Y > ¥ AR T 300mg ~ > K ONE B T 200mg U ) |
[ZOWTIE, [HL 14 Z B o 7 = MURRANAR D i HHEET A KT A D3R
ENEY HEFHIZOWT] (FAK 30 4 A 17 BAHTFRES 0417 575, LLT TP 114
SRR Y7 2=y MURRAIREE B S D ,) IZBWT, AR o BRI
ROBBEFRELZBML TS EZATY,

L, 172 n~T GBI Z) WA OHEERAHEET A K74 (RE R,
T RS, BRI R) OBz oW Ty (B AR T4 12 H 22 B
T ESKIEAE I 1222 5 5 5 )2 A G718 EHR B EK L FEAE BERE S 0LV HKiEfi
RHEET A R T A4 U RRE SN Z LIV, ARANR LB EFEEL T & B0 Wik
THOT, EE FTORBKREFME, BESHMERES IR L CEMEE 2 BEWLET,

G

Pl Il-4 85K a7 2=y MRRAEEFEBMOELO (3) ©3) F [ICS & 4i%
MELD FIZHET 2 2 E N REYTH D L LBl & TREFFERME B RV 2 Of
T 52 ERRETH D LHWr L7z h ChNEDAR) X ICS 2 YiZHEL RIZHET 5 2
ENAEY)TH D &Il LB 122k b,



(% HIAIRE)

© MIL-4ZF a7 2=y FRERRFNAR D BB HAHEET A BT A > OREHE > BEFEICOWT] CERL30 44 A 17 BT PREESE

0417 %5 5 7)

(EERER o3 I X ERR 57)

M 1E %

% 1E A

(1) - (2) W)

(3)  &UE 3B
ARFN OG- BIARIZ H To o TUE, IROFIHZ WA I & O 17
ZICREH T 5 2 &
1) -2) (%)
3)  2) T IREZEMA ) ISKAT 25603, RIEFHEMANE B,
WA 2 Z ENEETHD LM L7zl (hNEDAR) X

X ICS 2 M AEMU BICHET 5 2 E N REIch s Sl L
PR

(4) - (5) (%)

(1) - (2) ()

(3)  &EIME
KB OB GBI S T2 - T, IROFIEZ 2HHRENA A E O
ERICFLHT 5 2 &,
1) -2) ()
3)  2) T IEFEMA] ITHEETL2561F, 16S &M% EL
FICHET 2 Z L AREY)Th 5 &l L7 Bk

(4) - (5) ()




SR HEE I 1222 55 5 B
S F 7 A 12 A 22 H

#woE R
| REEPTRE N |(HERER (R) & OB
Fooal X

JE A 55 188 IR ) R 4 L R A BERR R
( N F] 4 % )

Tab w7 GEE L) WA OREEERHEEDT A K74
v(REXME, 7 NE—EEER, BEMAEEMER) ©O—
M IEIZ DWW T

R M BOEE & WHEOFEAR T #2016 (FRk 28 4£6 A 2 HEERE) 128
WL HTMESE S O H O E(LHEEZ X2 Z LB VIAENTZ 2 & &%
T, BT E SR A B AR B SRR D 7o DT T 5 HEE T Ao
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%o

HE ., 6L E 12 ARMo/NRICET 2 r~T (GEis

FHHAz) L THREICOLNL U TR FEST 5,
15 kg LA F 30 kg K : 1[0 300 mg & 4 &
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(21/134 f5) ICERD BT,

#F12 WTFNDLOBETHWL FICERO N AEES (LAt
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(F=7p SR FEUE)
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if o AFBRER S 150/ul LA X 1% FeNO A% 20 ppb LI E

7%

7%

vV v

I 5) /NRARE X EIRE c BRI A 7 A4 2 2020 (2D
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DR—Z T4 06 DEE (ITT 4£H)
(F )

& 14 {RBCRB G W T o B N B O FEIBVRGL (TTT 4
(&%)

(% 41E)
BEFZEIARANZEGHEFIZEO b, ERAEEFZRIT
I5DEEBY Thol,
HEROBESTIRCESTEAEFERIT . RO o7,
HELRAERRIT. AHEGH] 30.8% (4/13 i) (100 mg
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HE I3 B 2 RAE O 80%A i

e PEFOH (H) NWZE®HN 20%LL

[BFRRICHONT )]

(W)
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1. IUBIC

@%%@ﬁ%%%é@@%%@tmdi%Hi%%m%dwtﬁE&ﬁ%ﬁﬁbgh@
S DI IEEORFHAR ORI L0 | GUREIE S S OHF e B ERE T 2 H 7 2 EHE R
m%;éh@¢%'_ﬂgmz%m%§ IR E T 5 B TH NIRRT D 2 & AERER O
Lo TEY, RFMBUEE & UrOARTT# 2016 Rk 28 42 6 H 2 ARRIE) 1B W T
b, EHERLEOMA OREHEEL XD L L EnTWD

BHRERRT 203 5 ERMIT KEEASR AN T 7 7 7 A VBB FOEIRM &L B 502
BIDZENDD, 20D, AIMERNLZEMEICET HERD T oEE SN ETOM, 4
HIEHEGOBREEZBR T Z ENHFF SN2 RBEICH L CTHEMAT L L LB, BITEARREL
Lt%ﬁ%%ﬁﬁm%&6_&#ﬁ%t*mwgﬁ%ﬁtﬁzﬁwﬁfﬁﬁﬁé_&ﬁﬁg
Thb,

LMo T, AHA RTA Tl BIRBRES 2V E TITHE LTV D EFRIEER « BHFH
M-S X | DU OEIRS O 7o 5 2 HEE T 280 b MR T, B2 RO ES
AR,

ASSH $ﬁ4k74/i MNIATBOE N ESE S ERS G A . — BN R AT Lv
¥ —Fa, —MRAEENEN AR ST —MRAFEANBANET L —5 ) AfstENE
AHXmmﬂiéﬁoéhﬁlﬁkHK%#Wﬂ@%@%ﬁ@%&W%Lko

WG LD ERN Tt~ GBIaFHLHEZ)
KB ERDHENIDE - JE IS BEFIREIZ L > THMEEIRE 2> b o — L TE 2RV ESE
XITEIR DO BFEIZIRD)
MEERDAEROAE - 8%, AL R 12U EO/NRCIET 2 ev~7 GElar#faz) L
THIENT 600 mg & F2 F#%45- L. %@%ilﬁswmg%z AFIR TR T
BET %,
WE . 6L E 12 R O/NLIET 2 B~ T GERIs i Z) &L
f%ﬁ_mbfuT%&F&5¢6
15 kg LA E 30 kg A0 : 1[0 300 mg % 4 3 fkE
30 kg LAk : 1A 200 mg % 2 R
®E IR B ¥EE T T o RS




2. ARIORM, ERBF
(LLF,  TAZAI] ) 1%, Regeneron Pharmaceuticals, Inc.7’ &l

T2~ T (B z)
L7-. Interleukin (IL) -4 Z&FMAEKL O IL-13 ZHKREZHER L TND IL-4 ZHRIET VT 7 (IL-
4Ra) 7=y MIHEEL, VAL FTHD IL-4 K OVIL-13 24 L=y 7P miEw HES
e Ky

Hifn iz e N IgG4 &/ /7 a—F LHURTH B,
KU X

IL-4 OV IL-18 241 L7z o 7 sk, 2 TRIESOS (2 AL/ 3—T (Th2)
2 AEHIRY 38R (ILC2) IZ R ARG EETe) KON Th2 Ml OisHE L& ICEw 5L,
g B O DB 57 e —M /7 LAAXF—MHREOREBICERE R ZE 2 RicTE2 6
LTV 5% (Nat Rev Immunol 2015; 15: 57-65, Am J Respir Crit Care Med 2009; 180: 388-95) , =

72, Th2 #IE<C ILC2 D3PEAET DA b A T KGE L ORI PEAE I FRERTE ML 2 58
. IL-4 KOV IL-

L., RE MR CIIREREICES T LBz TS, BLELY ., AHFIZ
13 OV 7T IMEERKEAZHET 2 LIcky, K& IRk L TREI R A3 2 &

GEYUGE



3. ERERRRE
B TR (BETFRRIC L o THMREJEIR 2 2 > b o —) )L T&E 72 W EE T EHR O HBE I
FR2) ORI EAN 21T - 7= =R RBR OS2 =T,

[ B 4 [m] 5 AR EABR  (EFC13579 3BR) (AR N 12 Rl E /)

[FRBR O]
FHEXIIEAEORAAT B A 3 (LLTF, TICS) ) ROZDfoEEHSE A L
THay br— /L RRZ 12 bl Eo&KAE 3 EEE 1,902 i (HAAN 114 iz &te) x5
(2. ICS e OV Dt > £ W BEFEV1~2 AIOF T TORB OF MK L2 G 2729,
77 A%t IR IEE b U B R A TR R PR Y S S T

VL - HEIX. AAI200mg (FIEID A 400mg) . 300mg (FIRIDFA 600mg) XIiE~7 7 &R
Z 2 IR T 52 W T 595 2 & LIRGE S 1L, ICS KUV Ol od RHEFREE 1~2 #l 4 A
7Y == VRS SN HE T AT 2 2 & EREI N

BEWED EEFHBIE B 1L, 5 52 itk £ TORENG B EDOERIEEE L O 12 H#
2B D RE YRR 580D FEV) D_X—2 7 A b O ED co-primary endpoint & 7%
E ST,

KGR E I D EFIE, 2B EOREIMERF T, LTOREHERN-T 2 & & &z,
(7R PUILYE)
> HHEXIZEHED ICHROEMERE 1~2 Az 27V —=2 70 3 7 HLL LR
SEHANOA TV == 7O 1A HLL BRI —ERE Tk L THAL TV D

> RUESHLERFEERGATO FEVL 28 THIED 80%LA T (17 5% LA ik 90%LL T)
ACQ-5 2= 773 1.5 A I
> YT HE—)L 200~400 pg BEG# D FEVLIZ 12%LL EdockE &)Y 200 mL LA oAl

PEDFRD B D
> LFELDNICHEEEICK L TR AT a A REOR G % 1 [RILL B0 7= 330 BB ki

L0 AR L < iFBEskE =2 L

v

[ R
AGEH RN RG-S AA 300mg2mL #E (LT, TARAIRE] ) &, MEFTICER L CHR &
P 2 Z s ane 7T vRR2mLiE (LLF, 77 vAREE] ) OMEDOHERT 5,

(B ZE)

HRNED EEFMIE R Th %5 52 % £ TOEEBHEOFEMBIRE LS 12 #
BT D58 YRR 5010 FEV, ODX—Z2 7 4 b OB LEITFR 1 LOE 2D LB
ThY . I REELAFIREL OXFEIC BT, W EEREE H RIS 2N e A EEN
D LT,

D ORRERIERME B RIS (LR, TLABAY) . mA = b U = U2 BRI (BUF, [LTRAY) . RRFERMEST= D 3K (LA
. TLAMAJ), AF/L¥H o F 3

2 ROOUIQDORIED B2 B OE( A BN EME L ER L2 O2F AT a4 FRO 3 AL Eokh, @2k A
F A NEOBEGENLE MBI L 5 AR IS D=2

S INFHY v Ta e F ATV (LUF, TFP]) 500 pg/H LA E 2,000 pg/ B LA TFFEY, AFDN 5 OBERE T, 18 kLA
1% FP400 pg/H LA E 2,000 ug/ H L FAB, 17 #RLLFiE FP 200 pg/ H LA_E 2,000 pg/ H LA FHIXY & Sz, Zeds, AFICE
1} % FP O/&KGRREIL, A Tk 800 pg/H . /IR THK 200 ug/ H TH 5,

4



#1552 Wtk F COEMENG BHEOERIEEER (TT £H)
\ AFHE 75 B RRE
o (633 #31) (321 i)
RelEm (N -4) 612.5 313.2
T B EEREAEE ([5D) 343 342
E R B (/A -4F) 0.560 1.092
EEEER B Y (BN -F) [95%(E X[ ] 0.524 [0.450,0.611] 0.970 [0.810, 1.160]
TTRREEE DY [95%(EFE XM ]

pfE®

0.540 [0.430, 0.680]
<0.0001

a) BGHE, Fiiv, Mk, N—2T A CRFOMTHRREREX S, X=X T A URFO ICS &, 1 FELNOEE
Wiy SO FE BRI A LI AR L L, B OB i 2 4 7 v MEKE L7zAO HERET L

#F2 &5 12 %I

T % RE SYRBRIER 5RO FEV, (L) ORX—A T4 b OZEE (ITT 4£H)
P 5 AFIEE 75 v AREE
R—R T A VHF 1.78£0.60 (633) 1.75£0.57 (321)
8512 Hk 2.09+0.70 (610)

R—=2 5 A b O

0.3140.43 (610)

1.9370.68 (313)

TTRREEE DY [95%FHHEIX ]
pfE®

0.13 [0.08,0.18]
<0.0001

0.1810.39 (313)

P AR (1550

a) M, Filn, MR R, MR N—2 T A RO PAFRRERE X 5y

. RN T A UEED

ICS A&, FRflilke R, 858 & MR SO BEAEH, X=X T A U, "= T A VfHLFE
R O BAEA Z3iBZE$ & L 7= Mixed-effect model with repeated measures (MMRM) {4,

FH B & 21T unstructured & E L7z,

NR—R T A VD ICS HEBIOE S EMENTAE RITE 3 R FE 4, XR—RA T A VIFOK A
F~— T — DXL B DOE A EMETHRE RIIE 5 KNFE 6D EBY Thol-, 72k, ML iFEEER
Hr. FeNO IR, MiEHT XY A AF U BE, Mgk

T IgE K ONMAE = A & % o -3 JRE
[

WS 2RIE~— D —L SNTWVD,

#3 N—XTFA HDICS AR OFS 52 1% £ ToEEEM BB OERB IR (TT H£H)
e AFHE 75 Rk
(323 i) (167 #1)
I S IO 3107 162.7
chs% SRS R ([R]) 210 193
R (BN 0.676 1.186
AERIEEREIR O (B A -4E) [95%EFHX ] 0.639 [0.523,0.780] 1.038 [0.818,1.317]
T RAREEE DY [95%(EEX ] 0.615 [0.456, 0.830]
. ARFIRE 75k AREE
i (303 fil) (151 fi)
o e ONED) 2952 147.4
o A E) 31 147
EME R IR () - 4F) 0.444 0.997
AR Y (B A-F) [95%(5FEX ] 0.414 [0.325,0.527] 0.879 [0.667, 1.160]
TTRREEE DY [95%FFEIX ]

0.471 [0.329,0.674]

a) BOHE, R, Huk, RX— AT A VIO MBI 5y, N—R T A UIREO ICS F R, 1 AELIN O F G

WEOFIEZ BNEH L L, BEMMOREIER L 47 € v MEKE LI A0 HERET L



F£4 RX—RFA O ICS AEROKSE 12 #H

BT DEE KRR E 58T FEV, (L) oZ8 ki (TT £H)

BE5HE ASFRE 75 v R
A N—RAT A U 1.700.60 (323) 1.65+0.50 (167)
'ml)fsgl 512 W% 2.00=0.68 (309) 1.8520.64 (162)
R=2AF A b DE{LE 0.3240.43 (309) 0.20%0.40 (162)
7T vARREE DAY [95%(F X ] 0.12 [0.04,0.19]
B ERE ASFIRE 75 & Rt
a N AT A U 1.87+0.59 (303) 1.86+0.62 (151)
E']I?f 512 % 2.1620.72 (294) 2.020.73 (148)
N—=2 T VL OELE 0.290.43 (294) 0.1620.39 (148)
TR DY [95%EFX ] 0.14 [0.06,0.22]

P E AR (G155

a) BGHE, Flin. MR, BR. Mk, N—2 T A CEEO M P EREREX 5

N—2 T A EFD ICS &,

ARG, PR GRE & FHIBG SO EAEH, =R T A Ml =R T A Ml & TR DA B AR &
B2 & L7z MMRM 1%, AHBIFEE 1213 unstructured % 5E L 72,

#5 HNAA~v—H—DX5R) DG 52 Wtk F OB BHEOFMIEHE (TT £ ")
e X5 R ELER (/A (B 7R L DO
(X—=2F A ) ARHITE 75 B AREE [95% = FE X [ ]
150/pL i 0.805 (181) 0.779 (83) 1.149 [0.747,1.767]
fiiez] 150/uL LAk 300/uL i 0.475 (175) 0.845 (95) 0.557 [0.350, 0.888]
I IR ER L 300/uL LA _E 500/uL A5 0.496 (136) 1.393 (68) 0.366 [0.225,0.596]
500/uL LA F 0.413 (141) 1.486 (74) 0.287 [0.184,0.449]
25 ppb Al 0.639 (317) 0.863 (144) 0.792 [0.572, 1.098]
FeNO 25 ppb LAk 50 ppb Al 0.489 (186) 1.183 (97) 0.442 [0.282,0.693]
50 ppb LI E 0.485 (124) 1.444 (75) 0.305 [0.188,0.494]
61 TU/mL Al 0.681 (149) 0.792 (83) 0.817 [0.511, 1.307]
@ 1gE I 61 TU/mL LA 167 TU/mL i 0.535 (156) 1.344 (74) 0.420 [0.275, 0.641]
167 TU/mL LL_F 449 TU/mL A 0.616 (164) 1.008 (84) 0.685 [0.424, 1.106]
449 TU/mL LA 0.402 (157) 1.291 (77) 0.375 [0.232, 0.606]

5E (N)FARF U RO A Z X2 0-3 OUEIFSF T 4F 12 AR R CRBGEHASCH D,)

53.9 ng/mL Al 0.660 (155) 1.024 (78) 0.657 [0.420, 1.026]

Y FRF 53.9 ng/mL LA _F 69.4 ng/mL AKiil§ 0.501 (145) 0.985 (71) 0.521 [0.333,0.814]
W 69.4 ng/mL LA F 92.3 ng/mL A 0.656 (157) 1.133 (77) 0.605 [0.373,0.982]
92.3 ng/mL LA I 0.426 (139) 1327 (75) 0.307 [0.184,0.512]

24.0 pg/mL i 0.657 (151) 1.101 (89) 0.603 [0.393, 0.925]

AL FT 24.0 pg/mL DL k= 38.2 pg/mL A 0.600 (160) 0.904 (73) 0.733 [0.459, 1.172]
3 REE 38.2 pg/mL LA |- 60.8 pg/mL AJiii 0.525 (171) 0.895 (70) 0.599 [0.364, 0.987]
60.8 pg/mL LI _E 0.474 (143) 1.336 (86) 0.360 [0.226,0.574]

a) M IgE IRIE, XU A AT URE, =4 XX 3 REIZ OV TSNS
b) RV A AF RO XSO EEAENTIE. 18 IR L OB & k212 F

o) BHRE, Fn, M, N—R T A VREOMPEERERELX Sy, N— AT A D ICS A&, 1 FELIPN O HEE R SO R E

AL L U, B O EAIE L 47 & v MEE LIcRO “HERET L




#6 KA A~—H—DORENH IO 12 BRI Honi FEV, (L) OZbE (ITT £ )
4 &5UL%@F77HW12?®AP SRR L (2O
D (N2 T A ) AEARSALLE S - [959% =481 )
AFIRE 7T RRE
150/uL A 0.1920.37 (176) 0.110.41 (83) 0.09 [—0.01,0.18]
i 150/uL 2Lt 300/uL Kiifs 0.22+0.45 (168) 0.2240.36 (90) —0.00 [—0.10,0.10]
A BR A 300/uL LA E 500/ul A 0.36+0.39 (131) 0.17+0.39 (66) 0.18 [0.07,0.30]
500/uL LA 0.500.45 (135) 0.220.41 (73) 0.30 [0.19, 0.42]
25 ppb Al 0.20%0.37 (309) 0.170.36 (141) 0.03 [—0.04,0.10]
FeNO 25 ppb Lk 50 ppb A 0.320.40 (182) 0.1810.37 (94) 0.12 [0.03,0.21]
50 ppb LA | 0.590.51 (113) 0.20=£0.48 (73) 0.39 [0.26,0.52]
61 TU/mL A 0.21+0.36 (143) 0.1940.39 (78) 0.05 [—0.04,0.14]
U 61 IU/mL LI E 167 IU/mL Aiif§ 0.28+0.38 (151) 0.2310.40 (73) 0.05 [—0.05,0.15]
& IgE JREE S -
167 1U/mL LI | 449 TU/mL Fii 0.340.47 (156) 0.08%0.31 (83) 0.26 [0.15,0.36]
449 TU/mL LAk 0.390.49 (154) 0.240.46 (76) 0.13 [0.01,0.25]
2% (R AATF RO AL F -3 OWETSTE 12 ARR CREENSCTH 5,)
53.9 ng/mL A 0.230.45 (149) 0.190.35 (74) 0.06 [—0.04,0.16]
RY FAF 53.9 ng/mL LA_E 69.4 ng/mL i 0.260.42 (138) 0.1410.39 (69) 0.10 [—0.01,0.21]
b3::4 69.4 ng/mL LA | 92.3 ng/mL A 0.35+0.43 (157) 0.20+0.42 (77) 0.10 [—0.01,0.22]
92.3 ng/mL LA - 0.350.41 (131) 0.17£0.38 (73) 0.22 [0.11,0.33]
24.0 pg/mL A¥iii 0.26+0.40 (147) 0.15+0.39 (85) 0.09 [—0.00,0.19]
xFFF 3 | 24.0 pg/mL L 38 2pg/mL Kl 0.230.38 (157) 0.220.38 (70) 0.03 [—0.06,0.13]
R 38.2 pg/mL LA | 60.8 pg/mL i 0.30£0.41 (164) 0.18+0.36 (70) 0.12 [0.01,0.23]
60.8 pg/mL LA _F 0.45+0.52 (135) 0.1710.44 (85) 0.27 [0.16,0.39]

R R R S (B
a) M IgE JRE, RUFAFURE, oA ZF 203 BEIZ OV TR

b) LY A AT LR O KSR DY IR I

o 18 LA L DR & R BT E e

o) BehHHE, MR, MR R, HUl, N— X T A VIREOMAPLFEEERIIX 5. X— AT A VIFO ICS A, FHRER, B GEE
R R OZEAEH, RX—RA T A UM, N—RA T A ML R O BAEA 2 A & Lz MMRM 14, FHEIEEIC
1% unstructured % 5E L 7=,

(Z41)

HEFRIT, AAIHE 81.5% (515/632 i) . 77 & AHE 84.1% (270/321 f3i]) IZFE® HL, Fie
FLRIFIRTOLEBY ThoTz,

RIS, xﬁlﬁiﬂﬁd GO AL, O /R BN MO AEZE, O - ML AR A0 E
PESAIIR/ 2 B A RE R AE AL S 1 B ISR B A, W L IRBRIE & O R RERITEE
Iz,

EEDAEFFGIL, AFIER.7% (55/632 ), 77t AR 8.4% (27/321 i) ITRDHHIL, =
D 5 HARKIRE 4 6] GFERERHEINGE, 1B MELFRRERMERTZE . 7 7 4 T % o — UG, FESHBATALEE
JEST RO JIE RS AL IES 1 B)) . 77 B AREE 1 6] P ERBAIE) 12 oW TIE, JRBREK L
OREBRITEE SN2 oTz,

FIRICE S - EFRIT, AAFITE7.0% (44/632 1) . 77 2 ARRE3.1% (10/321 #1]) (278D 5
niz,

BITERIE, AKIRE 22.6% (143/632 ) . 77 2 REE 14.0% (45/321 f51]) (2788 iz,



KT WTIOOHETI% ERD DT EEG (LM L)

AHIRE 77 R
i (632 f31)) (321 f31))
A Jb APk RO Y 111 (17.6) 64 (19.9)
TESHERATALBE 98 (15.5) 22 (6.9)
b RGE R 77 (12.2) 49 (15.3)
R 71 (11.2) 42 (13.1)
SHYA 40 (6.3) 25(7.8)
e R IIAAIEE 40 (6.3) 5(1.6)
A TNT B 38 (6.0) 22 (6.9)
BT R 5 33(5.2) 16 (5.0)
TSI Z 5 PR 31 (4.9) 3(0.9)
BT ATS 26 (4.1) 29 (9.0)
ELCES 25 (4.0) 15 (4.7)
i By 25 (4.0) 7(2.2)
LSEEPS 24 (3.8) 16 (5.0)
PRI 19 (3.0) 12 (3.7)
BAR 19 (3.0) 11 3.4)
T LR — P 18 (2.8) 15 (4.7)
Bl 13(2.1) 10 (3.1)
AVER R gE 10 (1.6) 15 (4.7)
B (%) MedDRA ver. 20.0

WA IAREER (EFC14153 3R) (6 kbl I 12 kit /N E)
[EBR DA ]
HHEXIIEHED ICS X OZ0Mo EMEHIE (GHE ICS OLAIMEER) AL T
by hr— L RRZR 6L b 12 A O SN SR 408 il A4 kT2, ICS KUV DA
OEWE I 1Al (FHE ICS DGEIHER) UFH T CORAOAH MR V25 a2
7o, 7T A B2 (b BRI TR PLis e Y S S Tz,
ik - HEE, A4 100 mg (EAEZLREOMRE A 30 kg LAT) 4 L <1%200 mg (HE/EX L
REOREN 30kg #8) T 7 7 A% 2 T S2 Bl L PRG35 2 & L3E S, 1CS &
VZOMOEMEHIE 1 4 (SHEICS OLEGIIMTEE) 227 )V —=V IR S -HA&
TOFHT A Z & EREINT,
HRNMEIZOWT, B B (385 52 1% & COBEEN B BOERFEBLSE, HEE ]
MM B 138 5 12 BRI 2 %8 SRR3R 5.0l FEV) O TRIEC 3 2814 (LT,
[ppFEV]) D_R—Z T A b OB bR LR E ST,
KL HRFIE, 6 LA B 12 AR ORE I ERE T, UTOREEL-T 2L LS
niz,
(L7 IR IETE)
> THEXIXEHED ICSYROEMEIEK 1 A, XIXEmHEICS ODAERA 7 Y —=" JikF
D 3 AL I BEHDN DA Y —= ZEED 1 1 AL RIS —E & Cikgs LT
fEHL TS

> K YRR GO FEV, S THEED 95%LL T, UTAKAE KhRiEE& 51D FEVI/FVC
2 0.85 AT

> YILTHZE—)L 200~400 pg $E 5% D FEVIZ 10%LL EORIHPERTRD Hivd

> 1FLUNICH BELICR L TEgEART a v FEO®RE % 1 RILL BT 72 33 BRI
L0 ABEE L < I3Besi ke =2 L

4 GINA2015 (Global initiative for asthma 2015) (22 < H &
8



> A7 U—=UZHRNIZ, LLTFD 1 DLl Eadi 4
e ACQ-5 27150k
o JEIZ3 UL EORIEREE (P T72e— %) OffiH
o 1 [EIPLEORVEREIE O A 23 D ESE R K 2 MElR AR
o HIZ 3 AU Lo ESER

(5 R]

(B 2hE)

FEFHIIH A Th 5% 5 52 W1E £ TOHRELEN EHEOERFEIRITILE DLV THY
f?ﬁfﬁkﬁﬁﬁt@ﬁm@ wf\ﬁﬁ%m&ﬁ FEND b, £7o, HERENK
FHIEE Th oG- 12 ERFIC %5 SRIERES G-/ ppFEV OX— 2 F A b DAL
EFIRIDEBY Thol,

# 8 4 52 itk £ COHENM B EOEMEBIF

FEAT X BAERH 2 IR SE MW SAERH © AREN ATT 4£H)
ST AF 7T Rkt ARKIRE 75 REE
(236 i) (114 ) (273 i) (135 i)
REEIW (N-4F) 229.6 112.7 266.0 133.9
i B S B (|]) 82 81 92 86
AR IR B O ([8]/ A - 4F) 0.305 0.748 0.278 0.608
[95%15 #E X 1 ] [0.223,0.416] [0.542, 1.034] [0.208, 0.372] [0.447, 0.826]
TIRREE DO 0.407 0.458
[95%15 #E X h] ] [0.274, 0.605] [0.313,0.671]
pfE» <0.0001 —

a) N—R T A EEOIM P HFEEEREDS 150/uL LA iZ FeNO 23 20 ppb U b & HHE S v, ARhMED B2 it 5
EME ST,

b) BERE, i, N— 2T A UREOMEE, IR, N—R2 T A VRO MPIRERE, N— 2T A VD FeNO, N
— AT A EEO ICS &, 1 FFELIN O EENG B O BIRIE A A & U, BIEM O TSl % 4 7
v NESE LIz Ao ZHERET LV

&9 5 12 WRFIZT AR SIEIRIEEE 501 ppFEVL (%) DX—R T A v O i
FENT R GAERA 2 B FENEN BAE ] ARER ITT 4£:H)
e AFHE 77w REE AFHE 77w REE
(236 f31]) (114 1) (273 f31)) (135 1))
N—R T A W 77.66+14.38 (236) | 78.36£14.51 (114) | 77.63+14.72 (273) | 78.98+14.74 (135)
B 5 12 T 87.84+14.65 (228) | 83.2515.49 (111) | 87.81+14.53 (264) | 83.80+15.36 (132)
NR—2F 4 nLOELE | 102611607 (228) | 4.68+13.13 (111) | 1030+16.41 (264) | 4.62+13.09 (132)
TIRREEEDEY 5.21 4.68
[95%/5 4 X [H] ] [2.14, 8.27] [1.87,7.49]

TR (P10 3

T LE

a) |WEHE, N—AT A COERERE, #ilh, RIE N—27 1 OMPERERE, ~—ZF A D FeNO, ~N—2%

T4 D ICS M
DAZHANE & 2

N—2 T A VFED 1ICS HEROE I EHIFRATRE FITFR 10, X—RX T A VFFOK AL F~—

L R, BEREERER O HAEMH, N—AF A O ppFEV,,
F & L7~ MMRM. FERIHEEIC

Id unstructured %K E L7,

B — DX FBIOER S EFENTRERIIEZ 11 O LEBY THoTz,

R—2F A O ppFEV, & I




#£10 N—RFA O ICS AER DO E 52 18

¥ TOEE

i B R D AR [ JE B

W B EE D 4E ] 2 UGS E M B AE AR (ITT M)
FHRD (B A-4E) RFIEE To5ERRE | 7T ERREE DR RFIEE ToERRE | 7T ERREE DK
— 0.194 (134) 0479 (64) 0405 0.188 (153) 0.409 (75) 0459
?{%fjpf ERLE [0.116, 0.323] [0.289, 0.794] [0.227,0.725] [0.117, 0.301] [0.252, 0.666] [0.262, 0.803]
g E— 0.420 (102) 1145 (50) 0367 0362 (120) 0.844 (60) 0429
" R [0.280, 0.630] [0.736, 1.780] [0211,0.637] [0.246, 0.533] [0.553, 1.288] [0.252,0.732]

O 3 [ 13 95%EHIKMEZ R,
a) G, Fllin, N—AT A CORERE, Mk, N—Z T A OMPAFRREREL, N— X T A 2D FeNO F UFRBRBHARRT 1 4 LAPY o> T HE i B

DOFERS AR L U, BIENR O BEREL 4 71y ML LA “HFRET v
K11 A F~v—H—ORGHOEYE 52 s £ COEEM BIEEOERFEBE (TT 4£H)
N F~—T1—/ AN B OFEH IR Y (/A1)
NR—2 T A DXy AHIEE 77 AR T 7R DL
. 0.178 (50) 0.113 (27) 1.568
150/uL i [0.072, 0.441] [0.034, 0.381] [0.509, 4.833]
150/uL LL k= 0.297 (48) 0.705 (24) 0.422
— 300/pL Al [0.155,0.569] [0.361, 1.375] [0.205, 0.871]
1 AR 300/uL Bk 0.205 (49) 0.550 (36) 0.373
500/pL A [0.101, 0.415] [0.318,0.951] [0.169, 0.819]
. 0.249 (126) 0.749 (48) 0.332
S00/uL B [0.156, 0.397] [0.453,1.239] [0.177, 0.622]
. 0.274 (124) 0.465 (69) 0.591
20 ppb Al [0.179, 0.420] [0.301, 0.717] [0.338, 1.032]
FeNO 20 ppb LA | 0.292 (63) 0.453 (37) 0.646
¢ 35 ppb Al [0.151,0.565] [0.213,0.962] [0.290, 1.436]
. 0.215 (78) 0.814 (25) 0.264
35 ppb UL [0.102, 0.452] [0.381, 1.737] [0.134, 0.522]
. 0.048 (55) 0.101 (36) 0.474
@ 1o s 100 1U/mL A [0.009, 0.243] [0.022, 0.453] [0.174, 1.288]
e 100 TU/mL &1E 0.278 (212) 0.660 (97) 0.422
m [0.199, 0.390] [0.462, 0.943] [0.280, 0.635]
O Bk, [ 13 95%E XM %277,

a) HGHE, T, N—RT A CORERE, Hillk, N—2 T A L OMPLFEIREE, N—RT A1
@ FeNO, ~—2Z 74 »®D ICS MK OGERBHAART 1 47 LA 0 B EE NG B3 O S8 A B A 4t
EELE L, BEMMOMNEBEEL 4 7y NEKRE LA HEERET L

(Z2421)

HERRIT, ARAIRE 83.0% (2252271 #). 77 B AEE 79.9% (107/134 1))
FRIFX1L2DOLEBY THoTz,

TR, B ooz,

HERAEFERIT, AHIEE 4.8% (13271 ). 77 EREE 4.5% (6/134 #]) IZROHIL, =
D HARFIFEGRD HAVIZ AR T/ B/ AR ERIEIIES 1 Bl DWW T, TRBRIE & D[RR
BRIZTEE S e o T,

R ILCE > T A EFGIL, AFIHE 1.8% (5271 #1) |
¥ g0

RITERNE, AHIE 21.8% (59271 i) . 77 BAHE15.7% (21/134 i)

IZR b, i

752 AREE 1.5% (2/134 ) |

Z m o

Lmb\y) %n‘f\_o

10



#* 12

WP DRET 5%, RIS bW A ERR (R R EN)

AHIHE 77 AR A 77 'R

A (271 ) (134 f31) ERA (271 ) (134 1)
ESUEEDN 50 (18.5) 29 (21.6) R SCR 17 (6.3) 14 (10.4)
R RGE R 35(12.9) 18 (13.4) TESHENLRS B 17 (6.3) 3(22)
HESREALBE 35(12.9) 13 (9.7) T LV X — P 16 (5.9) 16 (11.9)
A b A B RGE R 33 (12.2) 13 (9.7) A EREREE NS 16 (5.9) 1(0.7)
S BT IE 28 (10.3) 7(5.2) NIk 15 (5.5) 9 (6.7)
NEHFE S 24 (8.9) 14 (10.4) FEY S 9(3.3) 7(5.2)
A TN W 20 (7.4) 12 (9.0) AR R G 3(1.1) 7(5.2)
SER 19 (7.0) 10 (7.5) B (%) MedDRA ver. 23.0

ENE AR (LTS14424 B AY 735 (6 kLA b 12 AR /1)

[FRBR O]

FHESUIE T ED ICS K ZE OO BMERE (GHE ICS O%AI3MER) 2L T
by b —/LREZR 6 LA 12 B 0 B AR NKUE S0 BB 13 4 R1T, ICS K%
OO EHEFEE 1 F) (7 A& 1ICS OBRAIITE) O T CORKI DA NE & O e & it
T o720, FEE MR B2 LR D FE il S Tz,

AL - A&, A 100mg % 2 B L <X 300mg & 4 B (X—2T7 A4 CREORE
2515 kg LA E 30 kg LAF) X% 200 mg % 2 #FIR (X—R2 T A VIKEOIKED 30 kg #) T 52
WL TREGT 52 L EEESH, ICS KOZEOoEHZEHEEK 1 | (5HE ICS O&H&IHE
) 2AZ Y —= U JRCHERSNTEAB AT 2 L ERESNT,

BEWEICOWT, FEFHIIE E 355 12 BB T 25 X IEESREE 5.8 ppFEV, O<X—
AT A DB DEAV R &R E S AU VRIS G ) Hh oD R N B PR OO AR [ RS B LRI
HH & RRE SN,

KGR &7 HBFIE, 6 mLA B 12 AR ORE I EEE T, UUTFOREELT-T 2L LS
niz,

(7RI IETE)
> THEXIXEHED ICSOROEMEEK 1 A, XIXEHEICS DAERA 7 Y —=" JikF

D 3 AL EFEIBEHDSZA 7 Y —= D 1 1 AL RIS —E & Cikes LT

LTS

> KB ZILIESEPY BRI FEV, S FRUED 95%LL T, XIFKAE LIRSS 5./i10> FEVI/FVC
2 0.85 AT

> LAELINICH BB L CRFPER T n A NEROBE %2 1L 72 33 BB L
L0 AR L < iFBes sk =2 L

> ACQ-5 2= 773 1.5k

> M AFEREREAY 150/ul DL E X FeNO 73 20 ppb ULk

[ R ]

(F )

FEFHIE A Th 25 12 HRFZ IS T 2 5UE SHRIRFEE G-3 ppFEV) D_X—Z T A )b
DAL ERITER 13, BIKEHEE A T & 2 InBREEE G-I o oo B i S HEE O R BLRDLITE 14 D
LBV ThoT,

S NBRE I EIEIR - WHELT A R T A 12020 (2HS< HE
11



# 13 #4512 WIS B 558 KIRERE AT ppFEV, (%) D_—AF A b OZE bR (TT #£H)
B0/ Be R A ES B 100 mg Q2W A 300 mg Q4W A 200 mg Q2W A
R—=RTA 87.00+8.01 (13) 89.67+9.02 (3) 83.67+5.51 (3) 87.29+9.05 (7)
B4 12 WA 94.08+6.33 (13) 97.00+4.58 (3) 89.67+2.52 (3) 94.71+7.52 (7)
R—=2F A b DOEE 7.08+6.78 (13) 7.33+4.51 (3) 6.00£4.36 (3) 7.43+8.83 (7)
[95% = FE X ] [2.98, 11.17] [—3.87,18.53] [—4.83,16.83] [—0.74, 15.59]
SERE R R S (B0
# 14 IRBEEE G P O BN SR OSBRI (TT 4£F)
e 551, 50 z’zﬁjz,&h g:?jm 100 mg Q2W R 300 mg Q4W #¥ 200 mg Q2W #f
(3 1) (3 f31) (7 f51)
B (N -4F) 13.0 3.0 3.0 7.0
0[5l 10 (76.9) 3 (100) 2 (66.7) 5(71.4)

i 5.4 18] 1(7.7) 0 0 1(14.3)
FELBEI 2 [m] 1(7.7) 0 0 1(14.3)
(% (%)) 3 [A] 1(7.7) 0 1 (33.3) 0

=4[] 0 0 0 0
EFﬁlEﬁé‘élﬁfp (EPNED 0.462 0 1.001 0.430

i BT B & e BRI TR L7 B 2 AR R e Bk & L CRdifl L7z,

(2 41)

BEEGIARFBEGH2BNRBO b, ERAEERRIRISOLEBY Tholz,

KR OEGHRIEICESTAEFRRZIT, BT,

FEE A EFRGUL, AAIBEH 30.8% (4/13 1) (100 mg Q2W & 33.3% (1/3 f1). 300 mg
Q4W %f 33.3% (173 f3)) . 200 mg Q2W ¥ 28.6% (2/7 #1)) 1T D HIL, WT N HIRERIE L DA
RBRIIEE S,

BIWER X, AFIF 5451 30.8% (4/13 %) (100 mg Q2W #f 33.3% (1/3 ), 300 mg Q4W & 0%

(0/3 f511) . 200 mg Q2W Ef 42.9% (3/7 #)) 1Z#&b Hhiz,
# 15 ARFIFLH)T 2 FILLERD LN AEER (LR REM)
HHA & ﬁjj&ﬁﬁm 100 mg Q2W #¥ 300 mg Q4W #¥f 200 mg Q2W #f
(3 f3) (3 f3) (7 1)
AL INT B 6 (46.2) 1(33.3) 2 (66.7) 3(42.9)
FE L 6 (46.2) 2 (66.7) 1(33.3) 3 (42.9)
EREEEpS 5 (38.5) 1(33.3) 1(33.3) 3 (42.9)
LEEEPS 5(38.5) 1(33.3) 1(33.3) 3 (42.9)
S Xk 3(23.1) 0 0 3 (42.9)
COVID-19 2 (15.4) 0 0 2 (28.6)
PA S 2(15.4) 0 0 2 (28.6)
i 5, 2 (15.4) 0 1(33.3) 1(14.3)
I RGE R 2(15.4) 1(33.3) 0 1(14.3)
T 2(15.4) 1(33.3) 0 1(14.3)
15 2 (15.4) 1(33.3) 1(33.3) 0
B (%) MedDRA ver. 27.1

12



4. HEFITHOWT

RFNREIS & 7 D BT OB O G0, 8 Thbi s 2 Lkd b b, F
7oy AFIOEEIZ X BEREWERZ BB LBICRHIGT 2 2 E g zn, LLFoO~
QDT R CHEWT-THZICBWTHERAT I R&ETH D,

=

O MFkIiZ oW T

o REIMREOJERE, Rl L TR, 2L 1ER (35 BT - BETA R T4 X
MRS SN BTGB A R T A ) Z#A L AKFNZOW T O35 iz A L,
KB S B OB K OVRIRIRE BT 2 ERM (LU OWT IS 3 5 ERf) 23432
BRI OARFNCET 2IRFEOBETEHE L L TREINLTWHZ &,

[ N&E S BB 1T 53 556

R feFF UG 2 (EOPIMIBHE 244 T L7-%12. LT OHEZ & T 4 FLL L ORISR

Xy

~
\

)
B

AL TWDHZ L,
o 3FELLEORE SN B BT 2 PR R IR O BRIRIHE
X%

o BAELLEOSRE SN EICET 5 T LV X —2E O RAHE

[/ R S BB H 1T 53 2 58]
RIS FFIAFR 2 SFOMBINHME Z /& T L72RIC, LUTF OWHEZ & Te 4 L1 L OBRKREER

ZHELTWAZ &,
o 3L EO/NRRZIEORIHE
O

o 3FLLEORE SN BT DT LV X 2R DO IRIRIHE

@ B OES RS E O REIZ N T

o BRSNS ORI - RN OFFIIEROEIO, HEFLNIEE LIBHAIC
ST PR & M B A O MNTAT 5 T & S R R U B T O R 288 o
WBHZ L,

© APHERTCRIEH~OXISIZ SN T

o AT T LR —MIREBEATLBEICAHERGTLHEIC. Y%7 LY
— MR 2 Y D EA & ERE L, ORBEHEICHE L THRERUSHERZ T L 123
FEoTnpHr e (6. REICELTHEETRESHIH, 6) ZH),

o T T T4 X —FOMM EOEEICRHE S VZENWEMIS S LT, MR s U T B E

PRI OBEFIVEZ A9 5 BEAT & L BWER ORZBr-CxHSICB L TSR OSSR 2%
L E DI ZRALED T E DEHIRE - TWD Z &,
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5. BERBLRDEE
REDEEICOVTIEIART B A FEL ZOMOEMEREDT R T 72 APHUAT
HEDREHCTHDHZ 2R LI LTI 5 2 &,

[T HSNT (RA)]

B G- OBEEDOUWIZHT- > TIE, LLTICHEST2BETHHZ L aiEdT 5,

1. WE P - BEITA RTA 0 E2S5EFIC, JESMEOMEEZKN e S Tnd,

2. HHENTEHED ICS & 2o RHEHSIE (LABA [EAH L5 i), LAMA (Bl& Al
ZEite), LTRA, 747 4 U UEEAD 20 L Chay ha— KRR @D T 2o
BHVEAT 0 A FEORGEN LI EEEALFIC | B L& 723484, 72720, HH
®=D ICS L OPFHIE, ERICEY ICS ZmAEITEET 5 2 L BRIEAEIC L 0 IREET
HD LN INTHAEICRD,

(GE1) WET - BHAA FIA TR, UTOHEAD B 3 DU F#YST 54, I TENZD, ME%E, Atz
FES R AIZ 1 [EILL EDSE, 2 hu— L RREERSINLTWVS,
. RSN (B RO 2338 1 |2,k
FHEEVAPRER O AN 1 [E 2L E
B 2 S TIRENIRA & 5
IR RERE (FEV, R OE'—2 71— (LLF. TPEF))) S THRUE XL H O BIEO 80%AH
PEF ® H GH) NEER 20%LL E

[BFRRICHOWT (NR)]
BB DOBEEDHKNZHT- > T, LLTICEST 2R Th DS Z & 2T 5,
1 NARE BB - EETA R T4 U ESBIL KESHEOMEZR N 72 ST\ 5,
2. WHEIENED ICS & ZOfoRHEFHIE (LABA (BEaHZ &), LTRA, 747
4 U UBREEFD) AL Chay hr— A RKBR D T o R T o4 REOR
BN B B2 1 [P E&E =356, 72720, PHED ICS 5 LTk
D, ZOMOEMEHILLEL LT LABA 20 L T i WEBIRA~DE Iz OWTIL, Ehf
IZX Y LABA 2032 Z L REWERAZIC LV REETH 5 LTS =545 I1ICR S,

(FE2) NRRE L BIRIR - ST A RTA TR, T 1 A A ORETOFEMCIHBNT, UTFOWTIL0IEH 3744
THEHAE, 2 =L REEERSN TN,
MR GEEIRPKRZE Y, BERIEIC —IBPEICERD SN D %00 R OBGAZ R &) ANEIC 1 | E
B & e AT GRIE) A 1 FIELE
HHEAEORIR (KMORE, EBhR T vz y) BAI1ELE
B HINEE O AE A3 1 [|I2L

[ =IRUZ SN T (A - /N 3EE) ]

RFNFEG-R10D 2 RIS B S 2 A A~ —H— (I AFEREREL, FeNO, il 14 IgE %)
DENEWIGEIIAF OEIMER R ZVMERNZ & 5 — 7 TARWGE S IZIIARFI OB ER 145
IZFF DAV W ATREME DS R ST 5, BUREAUTIE, RAID L & 7 5 BE ZBIRT 57200
INA T~ — T — OFEIEEITAFAE L 720D AFNC L DTG Y 7> T, YA A ~—h
—% 1 DL ERIE L, 2O EBERMEEZ BB L7 ET, LT 21253bLnekBEx H58H
\ZDRHEHETHZ L, ok, KAIONGEBEE ZX5t5 L LT MEERRERIZ 1T 2 6200 5
AT REFNILL FTO B0 Th D (3. BKRMAESR),
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6 Ll F 12 skl (EFC14153 #R) 12 LA (EFC13579 #A5R)

2 FUJESE M B AR ITT 4K
(1fn. P AFERERER S 150/ul LA 1= XX FeNO 73 20 ppb LA ) (2 BUIRAEIZBATE T 5 A A~ — D —ITHE S TR

[ 5-DfkE 7= > T (A - /NREIEE) ]

AFNOBGRABRIZ BT A2 EREMR] (B 5-Bhatk 52 M) 2 E A, &REFMAR 14
R & B ZINROMEREITV. RDBD SN WGEIITER R G EHT 0L DI
THZE,
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6. BREIZBRL THRETN&EHFH

1.
2.

1)

2)

3)

4)
5)

6)

7)

8)

9)

10)

11)
12)

AFN O A3 LIRBIE OB EED & 5 BFIZ DWW TIARKI OB 5N EEZTH 5720,
BH LN &,

T T 4 7% — (0.1%A0) BEWE I TN D, REIEGRHIIIBIE % 2312470,
MER T, FER R, Easde. DEWV, IER. WM, # 58, WAL, mAs P Es
DEFENHBOENTHEIITEHICRG A2 RIE L, UL EEZIT 2 L,
TFERERIENNE (0.9%) M HbID Z ERd Y | FRCHEIRIEF O B Tld, FRREkME
ifige (0.1%ATH) CLFBRERIE 2% M AF 2 A ZEIESE  (BEEERA) S OEFERAER % 8 5 4
FREREIEDFBL LD DTN D, ZHOIEFRRO AT v A REOHE - HIERELIAMC
HRD BTN D, AFEGFIL, R OHER, I NI RIERE . ER D=
by DIBSIHER = 2 —a RF—5 kBT 52 &,

ARG HOAET 7 F o ORI, BEMEPHER SN THRNOTEITSHZ &,
AFN IL-4 e OV IL-13 ORLEERIC LY 2 BIGEISE 2 I 5, 2 BEs &3 %54
UYL 3T B AR TS RE IZ B 5 L T D RTBEME DS & 5, T4k BB B L2 ) LTI,
AHN 2 59 AN A BURGEDIRE 21T 5 2 & B DA G-I FAE DL &k
Z U, PUFAEBRIRIC X IR BN 2 A E, FAE BN IR T 5 £ TARKIO -
—WRphiEd 52 b,

ABN DB HAZ L > TEPFT MO T L AF —PERBOFEIRNE LT 2 ATREMER H D Y
T LV PRI DU R A Bo TG A ERARIMICE(L T 2 BTN
BB, AROBREGHRAEE R M OKRGTIEZEOKBER G GZO T, AFEGT1L, &
D27 LAX—EBE Y D ER & EUICEEEST 5 2 &, BEICH LT, ERiO
ERe< . ENOORBIZHT HIREANRZELE LWL S EET L2 &,
AFNIREICHE & TV 5 KE S B OFAECIE IR 2 0 0 SRR 3 2 384 Tl A2 v ¢,
SEDOFRIEICH L TUIMEA L2 &,

AHN OB 5BIER I BRER A 2 v b e — AR B IIE L LA 10T, Effo2E s
ST X BFITEETH L,

FEMIAT v A MEEEZSZT T EBEITBW T ARAIEGRIGHICAT v A REEZRIZ
HFiELenZ &, A7 a4 REOBENSLERGAICIE, EROFE T TR~ 11T
L,

AT SCEITIN A LG AR TE A DR 2 BB (2D & ARAFI DRl OV IE A FH o 7z
DIZBE IR G AE B L T bEHT 52 &,

AHF|ORMPZ #GE L, BEMMRFIFHEZMRT D &,

B OG- OFMIC Y T2 - T, EiEOZ 42 EEICRR L, BE T OR#ESE It
L CHBZ2EE., Ak OEEE2T 52 L,

-
—

[51/>c#k]

HAT LLX—50 g R« BETA K7 A 2 2024)
HA/NET v —2a VNRE X BIRE - BRI A K74 2023
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1. (ZC®IZ

I DOF N « REVEDOFERO T2 DI, I STEFICESWEEIERERIRD D, S HIT,
WAEORVEHEIROMEAT LV | PUREIRLE O FH 2B ERET 2 A7 2 ERL VKB SN HH T,
INOOEEL A BV LT 5 BFITHEUICRMET 2 2 ENRBORBE L oo THY | REMBGEE
L WHEDHATTEF 2016 (Fpk 28 4F 6 H 2 HEFRIRIE) (2T, FOBTAYE IS Ofd ] o i (b ek
ERHZEEINTNAS,

HHEMWF 243 2 EEMIL, EEERASCREME T 1 7 7 A VBB FOEIEM LA SRR 5 2
EWBDDH, ZDID, ANMER DL T 2B WA o0& IN D E TOM, YakEHEM O BEL R
ZTDZEPMEINDBEICH L TERT S &b, BWERANRE LBRICLE 2 xtihzd &5 2
L INTFIREZR— E DB A - TR TR 5 Z LA EETH D,

L7zl o> T, RAA KT A4 Tl BIRERESC N E TICHE LTV D EFRIRZN) - a0 R LS
&, DUFOESEG OFE a6 a2 HET 280 O LEREM: B2 R OEEFEE RT,

¥, RKITA BT A AL, WSIATBOE NEIE M ERE IR O PR, ASEENEN B AR ER Y, — K
HEENBART LV —22 0 —fBAEENEN HA/NET LV X —328 0 AR A B A NERH A K
O— it E N B AR ERES OO b EAER LTz,

MR LEMDERN : T2~ 7 (B FH#R)
R LRDDEXIPR « BB CORA 077 b v —1h %
RELRHMEROAE  BH. AICITT 2 ~7 (BIa i z) & L THIENC 600mg & T#H 5L,
Z D% 18] 300 mg % 2 W TR FEET 5,
W, A% 6 WA EO/NRIZIZT 2 B~ (B iRz) & LTREIZED
TUTHKTHEET %,
5 kg LAk 15 kg A ¢ 18] 200 mg % 4 HEFE
15 kg LA _E 30 kg K3 ¢ 18] 300 mg % 4 ¥ [E 6
30 kg LA | 60 kg i : #IENZ 400 mg, Z D&% 1 [A] 200 mg % 2 H [
60 kg LL_E : FIAIZ 600 mg, Z D%i% 1 7] 300 mg % 2 i ke
Bk R 5E ¥ T St




2. AFN DR, TERSE

T a B~ T GEIE /L) (LLUF, TAHI]) 1%, Regeneron Pharmaceuticals, Inc. 238l L 7=, Interleukin

(IL) -4 Z RO IL-13 ZHERERERL L TOD IL-4 ZHFRT V7 7 (IL-4Ro) 7= MIFEA L.
VA RToDIL-4KWIL-13 25 LI VNV REZHET @B A2 b M eG4 £/ 7 rn—F L
ik TH 5,

IL-4 XOVIL-13 24T U723 7 VRERR IR, 2 BRIESUS (2 AL 3—T (Th2) Mife e O 2 B E 5%
U oRgR (ILC2) IZ XA aETe) KO Th MfROIEMH(LEICH G- L, 7 b E—MERER L OMtloo B
T 57 hE—M/ T LR —MRBORBICHEERER Z R T EELLNTND (T b E—MEE
RCIEITA RT A4 2024 (NIEHEENEAN B AR R Y2/ —BRAEENEANBART LV —52 fRi). Nat
Rev Immunol 2015; 15: 57-65, J Dermatol Sci 2017; 88: 167-74), F£7=. Th2 fifa=° ILC2 3PEAT HH A k
A ANTIEFRLAGEFEZFEE L, REREMEZ RV EORBEET L2200, 7 hE—1H
R CIIRENY 7T RIBEFIZEZ LY RS T56F 20 Tn5, BLEXD | RAENL,
IL-4 KON IL-13 OY I UmiEa lET 22 ik, 7 b E—PEEERICH L CHREDRZRT 2 &
BHIRF SN D,



3. IR Al
1) BEFHRR CORA 53727 b e —PREEJ (BN) 0 2) [/ UhIR) DGR EHIE 21T - 72 3272
R FBR DR 2 7R3,

1) BEFRECHRARTD2RT e —HERER (BRA)
(1) A7 aA FAMZEGN EEILFEFEIFARE (R668-AD-1224 7X5R)
[FRBR O]
Medium potency (HARD B TIZA b 77 T XY T L) LEDO AT 1A RAVHEE (LUK, TTCS))
THREART2T FE—MERBE (BEGIE 700 #]) 2212, TCS 0FH T TORFI DA ZER
TRMERGFTT 2720, 77 AR RIEVE 2 L B S I TRER FGR s A AR, SKE%O 14 HETHE
i A7,
ARBL, BEH (528) KOGBERGRAY (12 ) XviskEiv, AL - AEE. A#1300mg (FE
600mg) % 2WH#A L <IX1EMRE LT 7R E 2l THETHZ L ERESNTZ, XR—AT A
BED 7 B LA BRI S —ERA BRI Z AT & EBESN, X—A T A UREL D TCS 1FHE %
BAtAE L. Z Dk, WEBBPICR L7283 ibd 5 2 & &Sz, 2 B LRI 2 #E Ry HEL L
TS EITid, BFREID e L STz,
5 16 MHBOEIC L D22 A 27 (LT, TIGA)) 21 FN O _R—Z T A >k 2 LR L
T-WsE 0BG (LT, IGA=1 #3|) MK " Eczema areaand severity index (LLF, [EASI)) A= 7
N—=2 T A D T5%LL belE Ui oG (LU, TEASI-75 % ]) 73 co-primary endpoint & &
niz,
KGR DEFIE, 18 WA LT ME—MEEREE T, A7V —=0 VRIZULF OREHER -9 2
Llani,
(L7 IRIETE)
> CKERERESR - SWiENET 3 ELL LR’
> IGA A=7 3LLEEASI 227 16 LA B AREHEICHD DT b E—HEERIFEDEIE 10%LL
B O 9 FERUERIA A 77—V (LA, TNRSJ)) A 27 OfgmflE o 41 3 DLk

> 6 WHLUWNIZ, TCS THRA+STHLEDORENH S : WA+ &1L, Medium potency LA D
TCS (MBS U THNT =a— U UHFHAHEE (LUF, ITCL) BN Z2472< 8 28 RIS
WA SCETHER SN REHMMOWTEW T O, HH S L TH S TR ETEEIMENME
WIRRE (IGA A =17 0~2) ZHERF C& 02 & b ERS N, 5 6 W AMICT N E—EEERIC
XD RE PRI ORI B 5 BE S TCS TRRAR+4r & Al ST,

DRz G I DIEEHMED B OEBALIZ K L T Medium potency @ TCS % 1 H 1 [EISMH L, WEHDUH L7141 Low potency (AARDSFTIEY ¢
—I~IT AT LY TATHET D) O TCS IZWY A 1 B 1E 7 ARSMA%, PIkT 2 &L Shis, R LESEE, Medium
potency @ TCS BT 5 Z & & SiLiz, Medium potency @ TCS THERP LAaWGA X, a4 EE O L, High potency (HA®D
SHTEINY =R bu 77 7 ARET5) Ubo TCS 2425 2 L L&,

2 ReFiaPEiL. High potency LA LD TCS, #&H AT 1A REROIERT v A FYEGIEIMHISENEM OB E THER L Shiz, BoFiak
ELTROAT A FIEE L IFIERAT B A RHEGEIHIZEO G UTHGR DT ONIZGEA . 1RO 13 1L S, Y805
TRRIEDFAEEE G-I OB O 5 (FLL EXTEHIEROER NS 1 4 AL R L2 %ICIERIEE 52 HHT 2 2 L3 ie s Sh
7

4



[#5 5]

BHRIMEOREAT ISR EML, 2 BERIE&RGRE (Q2W #f) 106 1), 1 BREIME&RGRE (QW BE) 319 il O
TR AREE 315 BlOF 740 Bl TH o7, £7o. WERMOMNTSEMIZ, Q2W B 110 1], QW &F 315 6 &
ONTTvREISHITH o7,

(F2ht)

HEMED co-primary endpoint T 25 16 HE D IGA=1 FE R KL O EASI-7S ZERRCRIZE 1 O LB
ThY, 7T EREEERFREL O HEIZBN T, WTNOFEE B IZB W T HHGEHFIICAE R E

PO B, 7T BRI D AH 300 mg O 1 B BIFEEG K O 2 8 55 O BRI REE S vz,

# 1 Ph 16 W% OIGAS1 FERE K O'EASI-75 3R E (FAS, NRI)

Q2W At QW A A
IGA= | ZERCE 38.7 (41/106) 39.2 (125/319) 12.4 (39/315)
7T RREEE DFE [95%(E X ] 26.3[16.3,36.3] 26.8[20.3, 33.3]
p i o» <0.0001 <0.0001
EASI-75 ZERE 68.9 (73/106) 63.9 (204/319) 23.2 (73/315)
7T uREEL O [95%FHEIX ] 45.7[35.7,55.7] 40.8 [33.7,47.8]
p 2o <0.0001 <0.0001

% (%0

IR SR TR IE BT Non-responder & L7z,

a) MUK ONR—R2 T4 VIO FEIEE (IGA A2 7 3 Xit4) 2L Liz Cochran- Mantel-Haenszel i 7€

b) 7T EARREE EARBIHOLBIZI T 5 HBAKMEL TN I 2.5% ERETHZ LT, REDSZEMZFRHE

T2, ERAMEIHMEEB OHERBIZE 2 LBV THY ., WITHOFHMEEBIZB W THAFIREN T Z
Y AREEE BRI DMEMFED Hiv, $h5 16 BB LK, &5 52 HkE TRERLEIF O LNT . AKHIHK
Hikwe o Lo GtEidafR T o b0 LB b7,

2 ERAETNIEH OHER (FAS, NRI)

A H A5 4 Q2W #f QW A 77 Ak

4 R 15.1 (16/106) 15.0 (48/319) 7.0 (22/315)

N 8 26.4 (28/106) 29.8 (95/319) 11.7 37/315)

IGAS 1 A 16 & 38.7 (41/106) 39.2 (125/319) 12.4 (39/315)
52 i 34.9 (37/106) 37.3 (119/319) 12.4 (39/315)

4 37.7 (40/106) 37.0 (118/319) 17.1 (54/315)

ot 8 53.8 (57/106) 57.7 (184/319) 24.1 (76/315)
EASI-7S Bpt 16 i 68.9 (73/106) 63.6 (203/319) 23.5 (74/315)
52 38 62.3 (66/106) 63.9 (204/319) 21.9 (69/315)

4 11.3 (12/106) 13.2 (42/319) 5.1 (16/315)

o 8 il 25.5 (27/106) 32.0 (102/319) 10.2 (32/315)
BASI90 16 8 39.6 (42/106) 43.3 (138/319) 11.4 (36/315)
52 48.1 (51/106) 47.6 (152/319) 14.3 (45/315)

4 38 37.3 (38/102) 27.1 (80/295) 16.4 (49/299)

% 9 FE NRS R a7 % 8 46.1 (47/102) 45.8 (135/295) 18.7 (56/299)
E RO TR E OBIEY 16 i 58.8 (60/102) 50.5 (149/295) 19.7 (59/299)
52 i 48.0 (49/102) 38.6 (114/295) 13.4 (40/299)

% (%0

R SR AR Bl X Non-responder & L7z,

a) EASI A2 I 73— A T A 5 90%LL FikdE L =g oEIE

b) % HFENRS A 27 O H N OB FEINR— R T A > 564 S IR T L oE 4

(Z24=ME)
BEFGIL, Q2W A£91.8% (101/110 1)) . QW #¥ 88.3% (278/315 f5]) . 77 & REE 88.3% (278/315 #i))
5



IO B, ERFLRIIEIDOLEBY ThoTz,
FETIE, QW BE 1 6 (ZilEde) ISR b0y, 1RER3E & OREBMRITIEE STz,
HERAEFSIT, QQW A 3.6% (4/110 f5l) . QW #£3.8% (12/315 #) ., 77 &HREE 6.3% (20/315 fi))
IO BIL, ERFEGIIT PE—MEER QW EE 1, QWEE 1, 77 AREE 1) Thoi,
HUEIZE > 7oA EFGIL. Q2W £ 2.7% (3/110 ) . QW £ 2.9% (9/315 i) . 77 & AHE 8.3% (26/315
Bil) RO b,
BITERIZ, Q2W Bf 33.6% (37/110 f51) . QW B 35.2% (111/315 %), 77 & HREE 30.2% (95/315 f3i]) (2

B BT,

£33 DTN ORETS%ULICERN O DN TCAEFER (M REH)

Q2W R QW A 75 & AREE
L (110 1) (315 #) (315 1)
7 e —E R 51 (46.4) 111 (35.2) 179 (56.8)
BUIRTH S 26 (23.6) 66 (21.0) 64 (20.3)
PEIHENT S 16 (14.5) 61 (19.4) 25 (7.9)
7 Lo X —PEREIEGS 12 (10.9) 48 (15.2) 17 (5.4)
L’f\iﬁﬁ%’é 11 (10.0) 49 (15.6) 35 (11.1)
IRy 7 (6.4) 12 (3.8) 3 (1.0)
s ﬁ 6 (5.5) 7(.2) 19 (6.0)
SR 5(4.5) 26 (8.3) 19 (6.0)
A~ LR 2 4 (3.6) 17 (5.4) 10 (3.2)
A TN B 4 (3.6) 9 (2.9) 16 (5.1)
EIE TS 2(1.8) 19 (6.0) 9 (2.9)

Bl%x (%)

(2) AHHEA P G- E BRI R 25 AR (R668-AD-1334 5Hk)

[FABR DA 2]

Medium potency (HADZIATIIA hu 77 7 ATHYET D) LLED TCS TR+ T LA
FOBBEND TCS BHEEE L2V M E— MR B 2RI, AR OHINER O et
L7120, 77 B ARRH R E AL BB RIATEE LGRS B R, KE%O 10 ETE I,

ARBL, B (1638) KOMBHGRAY (128) Xoisksiv, Ak - A&, A% 300mg (FlE
600mg) % 2 WAL <X 1 EERXILT 78R %E 16 HEK THET5Z &&ﬁiémtouax74/
BED> 7 BLL BRI —EMAEORBINHEZ T2 2 & ERES L, it 2 e ER DS HHEBL L 72 BR IS
RATREIDNRE L STz,

516 % D IGA=1 ZERHE L O EASI-75 #4373 co-primary endpoint & S4U72, x4 & 72 2 B 1%

18 1%L LT FE—REREHF T, A7 V—=U FIFICLLFORERER -2 & &S,

(FE7p BRI TE)
> CKRERJERT S — 2 WENET 3 L ERTC 2
> MAXn73uLfmmxz7qu;¢%ﬁ%K£@éTb5~@&%%%%@%éumui\

K OYNRS R 27 OfmEfEOERE 3 LI E
¥ BFIRET. SMHE L VBAMA L. 7 HBLLERESE L C b 0BG LW IBE IS D BB IR IR A 5 57 5 BRSO ROF TR S HERE S
Nz, FREEE IO REE EOBLHIC X 0 B RIRGE IR TR T E WA, H]gh potency (HARD/ZEHTIIRY —A bmrvrr7 5

IZHY 3 2) Lo TCS XUTEH MHIRHIEIC L 2 RFAR A RE L Lz, MR E LTRIAT B A REXITEIWIEAT oA F
PG B SN2 E . IRBEEOHR TP L Sh, YRR ORI G- 2 bR OF) 5 L1 R LIz
FBIY 2 Z &N FREL Sz,

6



> 6 W HUWIZ, TCS TR+ T Z M EOBH%EN D TCS MHERINRWEORENH D -
BRAASr & 1%, Medium potency LA D TCS (MEEZ)E U T TCL 23800 2472 < &b 28 A
A SCETHERE SN 2 B EWIM O WTIEN G OB, A &G LT R TRETEEE DMK
VOREE (IGA A2 7 0~2) ZHEFFCXenZ L L ERSNZ, L6 W ARICT b —MRERIC
X2 RHPEIRIR OGN B 5B S TCS THIRA+5r & Al Sivlc, Lotk EoMm &1L, 155
WZEDR_"RT7 4y b RREIZ Y R 7 (BRI WBUESUG, B2 REZENE, B0t %)
LEFEINTZ,

[#5 5]
BRI DT XIS EEM L. Q2W B 224 B, QW B 223 Bl K NT T v REE 224 BlDE 671 Bl T -7,
LMD RENIL, Q2W E 229 I, QW AF 218 #il K OV Z & AREE 222 il 669 #il T - 7-,

(F2h1H)
HZIMED co-primary endpoint T 55 16 1% D IGA =1 FERER L O EASI-7S5 ZERCEITIER 4 D LB
THY., 7T BRBELSARFREL O HBIZBNT, WTFNOFEEBIZB W T H R FIICA B R E
RO BV, 7T BRITHT D45 300 mg D 1 IR 5K O 2 @8 IR 5 OB E DS REE S vz,

K4 BH 16 WEOIGAS 1 FEEE N EASI-T5 iE1E (FAS, NRI)

Q2w R QW #f 7T Rkt
IGA= | ZERCE 37.9 (85/224) 37.2 (83/223) 10.3 (23/224)
7T RREEE DFE [95%(E X ] 27.7[20.2,35.2] 27.0[19.5, 34.4]
pfE v <0.0001 <0.0001
EASI-75 R 51.3 (115/224) 52.5 (117/223) 14.7 (33/224)
7T EREEL D [95%FHEIX ] 36.6 [28.6, 44.6] 37.71[29.7, 45.8]
p il <0.0001 <0.0001

% (%0

R S RA TR X Non-responder & L7,

a) MUK OR—R2 T4 VIO FEIEE (IGA A=27 3 Xt 4) %JEL L7z Cochran-Mantel-Haenszel 18 &

b) 7T EARREE EARBIHOLRIZE T 2 HBAKMEL TN 2.5% ERETHZ & T, MEDLEMZFREE

Flo. ERADMFHIEE OHBIIER S OL BV THY . WTNOFHEEE IZB W THAAIREN T T &
AHEz BRI DA 2D bz,



K2 B ARMEE R O (FAS, NRI)

PEAfZE H AEATEH QW &t QW R 75 v REE

438 12.9 (29/224) 12.1 (27/223) 2.7 (6/224)

IGA=1 #El % 8 il 24.1 (54/224) 23.3 (52/223) 3.1(7/224)
16 i 37.9 (85/224) 37.2 (83/223) 10.3 (23/224)

438 27.2 (61/224) 28.7 (64/223) 6.3 (14/224)
EASI-75 ZER % 8 i 45.1 (101/224) 48.0 (107/223) 10.7 (24/224)
16 i 51.3 (115/224) 52.5 (117/223) 14.7 (33/224)

438 10.7 (24/224) 9.0 (20/223) 2.7 (6/224)

EASI-90 /%R 8 i 20.5 (46/224) 27.8 (62/223) 4.0 (9/224)
16 i 35.7 (80/224) 33.2 (74/223) 7.6 (17/224)

- 438 16.0 (34/213) 23.4 (47/201) 6.1 (13/212)
E;iggg;gg%% 8 i 33.3 (71/213) 33.8 (68/201) 8.5 (18/212)
" 16 i 40.8 (87/213) 40.3 (81/201) 12.3 (26/212)

% (#1550

R SR TE B X Non-responder & L7,

a) EASI A a7 RR—R F A b 90%LL LdGE L gE oEl&

b) % HFENRS A 27 O B NIREAE DB IR R— R T A b4 HUFET Lizg o4

(& 4ME)

HEFERIT, Q2W BE 74.7% (171/229 f51]) . QW #f 69.3% (151218 f5l) . 77 B REE 66.7% (148/222 1)
IZRRD LI, ERFRIR6DLEBY ThoT,

FHEITRO bR o T,

EERAEFERIT. QQW BE3.1% (7/229 ). QW ££ 0.9% (218 f), 77w REE 5.4% (12/222 )
IZRD B, ERFERITT FE—MRER (Q2W FE2 . 7T ®ARRE3 ) Tholo,

HIRICE > Te AEFRIT, QW #E 1.7% (4/229 i) . QW #f 1.8% (4218 f3i) . 77 AR 0.9% (2/222
Bl) 12RO b,

BITEAIE, Q2W Bf 29.3% (67/229 ) . QW Bf 31.2% (68/218 ) . 7T L REE 18.9% (42/222 fil) 1Z7#%
b,

F 3 WPIHORET 5%LL LICEBINTED b HES (AT oL )

Q2W ¥ QW H 77k REE

LA (229 f51) (218 #1) (222 f5i))
7 s E— PR 36 (15.7) 21 (9.6) 68 (30.6)
LIRSS 27 (11.8) 26 (11.9) 22 (9.9)
RS 21(9.2) 11 (5.0) 13 (5.9)
BSOS 19 (8.3) 41 (18.8) 13 (5.9)
T LIVF MRS 12(5.2) 8(3.7) 3(14)
G Y 7(3.1) 12 (5.5) 7(3.2)

Bl (%)

2) BEFIRECHRAR TS 27 Fe—HEER (MR)

(1) A7 wuA FAVHEEGH  ENE TR (EFC16823 3U5R)

[BABR DA E ]

RTAT LXIEA R T 7 T ADTCS THHRAF 370 6 7 ALLE I8RO T b —MER
B (HEEFI 60 B) ZxI5:2, TCS fFH FTO 7 T v RIzxd 2 AF OFIE R OL M E2BETT 5
7o, 7T A AR 2 (b B ARG THE ] FGRR 3 e S A7,

ARBL, —EHEMRKREGY (&5 16 BET) RUFEREREGH (5 16 B, AT 57K
AL 3 FEONTNPFRNWRERE T) Mo S, —EERKESHOME - A&, X=X 71 Vi

8



DOEBEITS U HE - R (E7) TAAIIIF 9 RE2 R FHREGT 5L ERESNT, FEHRTEER
HHclk, “HEERBESHOBRGHICIOT, RRIZEREIS UL - AR (R7) CTRTEEFTLZ
& & ENTEH, RN=ATF A D14 AL LT SR T —E M EOREANANELHEN T2 2 L L Sh,
N—=R2T A D 14 BEINSHE ST TCSIEFRIZ B L, WA OUERBLT IS U T, k425 2
Ll INd, £, JBREML (HfH) EEOYIEIC L0 BT ATRE & ST,

K7 REROAFMOMIE - HE

LD - &

5 kg LAk 15 kg i 200 mg Q4W

15 kg LI I 30 kg il 300 mg Q4W
30 kg LA I 60 kg Kiifi 200 mg Q2W (%=1 400 mg)
60 kg LI 300 mg Q2W (%=1 600 mg)

5 16 #RF > EASI-75 RGN FERHIHE H & Shv7z,

KG L D BET, A% 6 AU LIS RO T M —MEERBE T, A7 U —=r TRHICLL T Ok

i e BN S g Iy el

(2R PUILHE)

> 1AEULERT E# 6 » AULE 1 R OHAIL 3 A ALLERD &7 E—MERER LB S, 27
U — = ZIRROKRE R P2 — 2 W R I B D & 2l

> IGA 227 3Ll k., EASI 227 16 BL b, RREREIC HD D7 N E—MEERIFEDEIE 10%8 % O
FAEME IR U2 D FEICER D A a 7O EE O L HEA 4 DL L

> 6 WAUNIZ, TCS THRATHTHLEDORLGEN DD : IRA+ L. I T 4T AXIA r Yy
77 ZADTCS (MBS UTTCL 2 OFH) 247 < &b 28 HREDUITMT CE CHERE S W D R E#K
B3, m A L CHEAEOER KL OHERE, 5 L < I35 BIGEMEMEVIREE IGA 227 2 LLF)
RERTE RN EEERSIN, L 6 WAMIZT bE—MERERIIIT D 2H PRI O TN
b D BED TCS THRAFIr & Hlp STz,

(5 2R
(F2hE)
BEED EEFEIE H Ch 5455 16 BIFIZEIT D EASI-TS ERRIIE 8 D LBV THY, 7T Rt
EARFNHE L DX BV TRFH PN B R ZEDNR D biv, 77 B ARBEI 2 AEIRE OB

Y Feh 16 MOIERLE R 5 H~DOBATIR L OB 5 32 T LA O & fa g RBERFIZ B\ Tk, REBIERS RIS Uk - HETRE572
Tkl EN, kB ICRESBIME (15, 30 XX 60kg) % EIA15 3 ITEEET 5 2 (6] Flal 554 13H % - AENSEE I,

S IHEEMEREEANACI T A T A7 T ADTCS 2 1 A 1 BIBAIT 52 & &S, REOMEAL (Em, 1. BB, Aess, KEZER
FALEE) XX T4 T LY T AD TCS ORffeH N ZETIZ ARV EE X LN AT, RS ERM OB ESE, TCIA2 10 1
[F@BAA$ 5 Z ENFREINT,

OIGA AT N2 LA FIZR -T2 GE1E, 3T 47 527 7 AD TCS O AMEZE 3 ENIS L, WENHER IGA A7 7230) Lk
THIETEZ L L &NT, IWENFHRLEZEAIE, 3T 4T L7 7ADTCS DEAZHETHIZ L L SN,

D IFT 4T LY TADTCS ZH A L THHRANE LB T 25AICE, A har V7 XIRY —R ha 77 7 20 TCS (Hi,
JE R R ORISR LTI TCD) 245 2 EAHFRENTZ, A ha I XINRY —Z ha 77 52D TCS 12 L D REHEHEE 7
A [Efkfee L C O IEIROWEN R WEAITIE, 2FMEAT a4 FEUIEHMHIEAT o4 FHREIHEK S Z7axRY > A LF
P—h, 23T ET TN THFATY %) OFERAPTFRESND, REMIRREL &5 L5613, 1850k 5
ZHIETS L L &N, BIRE TR, EFMHRFIRORERSG S 4 BWE UL 5 oW R o IR ARG L7 I12ih5R
WG OEMANHE L Shiz,

8 1% 6 7 A LI L 6 AR Bk, 22 NRS A7, 6 bh b 12 Fi : 22 NRS 227, 12 i b 18 Bk : © 9 ENRS 2=
7o WG 0~10 D 11 BeFEOHUE LA A 47— L,

9



AEES N,

# 8 BFEWED EEFEMIEE Ok (ITT 4R, NRI-MI)

AFIRE 75w AREE

¥ 516 HIFFIZI 1) B EASI-75 R 43.3 (13/30) 18.8 (6/32)

TTRAREEE DFE [95%CI] @ 25.1[3.3,46.9]

p fE® 0.0304

% (B0 . #5 16 BURNOF AL ESE R OOF AR IERE SUIRBOATRR 2 2 T 2R s . AFEFRICI VIR

Ze iR U 7o i QNS BR S ST R IS X A M ERMENC X W IRBRZ Ik L7 iRE 1 ) VL AR — ¢

S, ZOfoOER (COVID-19 #&Tr) TG 16 BRFOT — X NRH| & 7251256 1F, ZEMTIBIC LV

SES T,

a) N— AT A VRO (A% 6 1 H LR 6 R, 6 kL 12 AR 12 L ) KON 6 mRLL B 12 A
DBEDR—ZAT A4 O IGA 227 (3,/4) #EHIKF & L7- Mantel-Haenszel 1

b) N—A T A UREOEN (% 6 1 HLLE 6 s 6 mLL b 12 AR 12 s LA ) R OV6 mRLL k12 s
DBREDRX—AF A4 BFO IGA A2 7T (3,/4) %J@HINF & L7 Cochran-Mantel-Haenszel ¥ &

Flo. ERAHMEHEER OHBITRID LB ThoT,

# 9 ERAMMEFMEE OHER (ITT 4, NRI-MI)

EASI-75 R IGA (0/1)7ERRE
AHIRE 77 R R OARHKIREY AHAIRE 77 B AR AAIRE Y
43 16.7 (5/30) 0 (0/32) 3.3 (1/30) 3.1 (1/32)
16 43.3 (13/30) 18.8 (6/32) 10.0 (3/30) 9.4 (3/32)
52 3 62.9 (19/30) 56.3 (18/32) 37.8 (11/30) 43.8 (14/32)

% (Bi%%)

DFAES IRIEIRA U < ITRBOATRIE A BRMG. U EESR, AoMExanss L < IXREREIC X iRE Fik L
TR E LI ) L AR A — L &, TOMMOBH (COVID-19 2&T) 12X 2D KIMEIX S mifise
FICE s, BHENZ VAR F—0E|G % Rubin'srule & 0 HEA L, UGG DAV BB 4k
HHENZ,

a) #5116 UK GEERERLSH) IXEEIE UM - AR CTARIDERS Sz,

(Z24pE)

“HEHEREGMICET 2 EEFERIT. AFIRE 63.3% (1930 F) . 77 EREE 59.4% (19/32 f) 12588
S, ERFREIELI0DELY THhotz,

KOG R IEICE TG ERZITRO Lo Tz,

HIERAFFRIIAFIRE3.3% (130 #, RimlEIHR) . 77 B AREE3.1% (1/32 ], COVID-19) 1278
BN, W HIRBRIE & OREBEMRIZEE I,

BIVERIZ. AFIRE 16.7% (5/30 1) . 772 AREE9.4% (3/32 ) 2@ BTz,

F10 WINDORET2 FILLLICRO b AEER CHEERRGH, KeVm4EH)

AHIHE 75w RRE

ERA (30 #i)) (32 f)
T L VX —PEAEEAR 4(13.3) 0
-MHEESR 3 (10.0) 7(21.9)
FEEL 3 (10.0) 0
[T~ L~ A 2 (6.7) 0
A 2 (6.7) 0
B 2 (6.7) 0
W ol 1(3.3) 2 (6.3)
7 b E—MERER 0 2 (6.3)
i 2 A 0 2(6.3)
B (%)

10



552 £ TOOARFNEGBNIIT DA EFLIL, 85.5% (53/62 #) I[ZiBd b, FRFERITE 11O

LB ThoT,

FEC R OG- PILICE > AEFFRITED b Rro T,

EELAEFRIT, 3.2% (2/62 i, KigEIiGR, HEEXRA - ZEEREDE) (RO B, WTiLh iR

& DRFRERITEE Sz,

BIVERZ. 25.8% (16/62 f7l) (238 HiLi-,

F 11 2B IR OB ERL (BhG 52 W E T, LAV RER)
A 12 5051 AFI e 55451

L (62 ) e (62 9l)
- mREE 22 (35.5) HORIEZ 2(3.2)
JEEA 12 (19.4) A~ LA 2(3.2)
COVID-19 10 (16.1) Fill S eS¢ 2(3.2)
T LV — PRSI 10 (16.1) ELCES 2(3.2)
itk 5(8.1) FERIIE 2(3.2)
{5 3 (4.8) SIS 2(3.2)
B FLIERE 3 (4.8) R Y E R A 2(3.2)
=5 3 (4.8) I P ERIBUE 2(3.2)
2 3 (4.8) BIEET) 2(3.2)
RASH 3 (4.8) b 2(3.2)
NEEi 3(4.8) PEfib B2 2% 2(3.2)
FEI 3(4.8) i3 2(3.2)
BT 3(43) QL1 1 FE B 2(3.2)
B (%)

O ZHE MG ARBIRET D o EERE TR GA O HRE 52 ME T, ZEHEMKGMICT T BAREETH VD IEERIERE G- TR

DG SNT-HERFE 1T G 16 LRI 5 52 8 £ TR b A HFEFLENLI ST,

11




4. FFRIZDOWT

AFNDENS & 72 D BE OFIR K OB Gk OHIWrIL, WUNIIThN S Z EnRdD oD, F72. AFID
BEICEVEEREERZRBL-BICKHET 2 Z ENNERT-H, LTFTOO~BD T T a4l
RIZBWTCEAT A R&ETH D,

O  HEERIZOWT
AHNOFEEHRZIT IGA A 27X EASI A a 75O YECT—ELL EORBIFENEEZ AT 57 b e—1k
BEREF L72D 20, 7 M E—HEERICET 2@ IER AR, MR EEEFMATE 52
ENEETHY, 7 ME—EEEROWRE, &Kl TH, 2l B (3% 7 FE—MEEELD
WA RTA ) ZEIL, BHNZOWTOFo7milz A L, 7 b E—MERE R OZ K &k OVEH
IRE T DEM (FROWTNNICEE ST DEM) RNYZZERORFICEAT 2EEORTEE L L
TREIN TS Z &,

< [EATE A >

T OWNTINOEEL w23 Z &,

[ AT b E—MERE R EF IG5 T 256]

(7) EMeFFEUSE 2 EOMMBHE 2 1E T L2, 5 FEL EORERBZEOEKEIHE 21T> T\ 5 2
Lo

() BEARFFIGE 2 FOMMNHEZE T L72RIC 6 FU LOBKREBREZA L TND 2L, 95, 34
PLEIZ, 7 FE—PERER 2B 7 LA —BEOBRIMEEZ T o TWVA Z &,

NIRRT b e EREEICRET 255]
(7) ERRFFESSE 2 FOPMBHE ZE T L72&IC, S FU EORERZROBRIMEZIT->T\\5 =

Eo
() BEMGFFIRGE 2 FOMIWHE ZE T L7212, LT OWHEZ & e 6 FLL EORRRRRERZ A L T
HZ L,
o 3R LEO/NERZREOEIRIHE
NS

o J3HELULEDOT FE—MEEREETT LIV =R ORRIHE

ARENORE IR FE % DR L A Z T 572D ORERTHRAEENFEE LN TND T EM
b, Uiz Z MU EM TE DM TH D &,

@  BENOEIELEFREEOMAH IOV T

BURARZEED D DA « LEMEEOKZNFEROFHC, AFFERVPFLE LILEE ITHEE RS
EHRIE T 2 HROINIAT O T L RO ERMFREE, [EHOEHINESTHD 2L,
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®  AHHEATEWEH~OIRIZ DN T
Wi B EOE T DT L v —k
REEZMHYSTHEMEBE L, Z0
(6. HHITEEL THETXEHIH, 6)

AT D HREICAR 2R ET DA YT LV X—
Vi B %Lf%ﬁ&oi%%xié%ﬁ# %S5 TNH I L
ZMH),

23
s

TFT7 4T F—FEOMEM EOERICRE SN RWEMIZ G LT, Hakhiak T B R R O F
PPtz A4 HER & EHE L, BWEHOZBRCISICEE L TRE R OSR 2 5200 15 OIS Y] 2 AUE )3
TELEHBES>TND Z L,
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5. G5 L7 HHEE

(i NI |
BHEOEEDHMNH = > Tid, LTFICEYT24% 6 W ALLEO/NEUIRABRETH D Z & 2R

T5, Flo. MNEOHEFERESkg L ETHD Z L2 HbECTHERRT 5,

1.

T NE—RERZIFETA RTA L 2BZICT bE—MEEROBECHIN 2 ENTNHEETH

5L,

PIRIEANRIRIC X D1 YT F ARG ond, —EL LoRBEEE P26+ 5, Tx

TuA FAHES D VY = 2— Y CHESNHIKE ST 2WB0E, B2 RPTERERAE L <i34a

FYREWERICE D, Zh b OBSIESNNHED I K DI O 03N T, —E L Lo BISEE

DEHETHT NE—ERERBETHDH Z L,

Q) 7 hE—MEEERZIETA RT A4 CHIEEIDLN U THRIND AT oA RAHIE (A :
Abrr 77 7R LE NRIT AT A TAYL) RNV =a— ) VIHESNHIEEICL D
WY 7RI 2 HITD 6 1 AL EfT> T,

b) L FOWTNIZHiEY T HIREE,

e IGAXa7 3Pk

o EASI 227 16 LLESUTEHE OJLFEFICTRWRIE R 1L 5 iz & HT 556 (HRE LT
SHEROD BEASI A7 3 2.4 LU b, 7L FOSHA1L 4.8 LLE)

o (RERmMEIZEDDHT bE—HEEERFEOEIS 10%LL

[# 5 DfkEC & 7-> ]
AR OEERRBRIC BT 2 H 2R (% 5800614 16 EFS) 2B E 2. BEBBID 16 k£ T

(ZIRRSOEDF BNV EIE, AFIORG 21T 5 28, £ KARRG PITEH RN R ORERS

1192 &,

ShiZ, AT aA MRSV = —U UHFEANEE L OFHIC LY H5REOHF (6 7 A

AL LT D) BROMR DGO NS EIZE, 2 BHRIES LA AREZEA @O S Tv
D L AMER LT BT, ARG O—RR IR ZRETT 0 2 L,

R, IERNEM UARE G A — R L L BEOT N E— SR EROFRICEE L, BEOREEZRE

FNCHNR L TARIR G2 BT 25613, [BEERIZOWT] @2 25 Heidnu,
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6. WHICERL TRHET & HIH

1)

2)

3)

4)
5)

6)

7)

8)

9)

10)

11)
12)

AREND A3 LIRBIE OBEERED & 5 BFIZOWTUIARR OB G PN ER TH L7200, &5 L

WZ &,

TF 7 4T F— (0.1%A0) MBHE SIVTW D, BRI GRHIIBIEZ + 01TV IEE T,

FEDRIRIEE, B, O F W, AL WM, Z SRR, WL, M MIESE o A%ﬂgght%
IFEBICEEE R L, EEREERITH &

ﬂ@%ﬁMEGW%Mm&%bhé_kﬂ%D\%_ﬁﬁﬁﬁﬁwﬁﬁfw;ﬁﬁﬁﬁwﬁau%

AAH) SOUFRERMEZ I8 M S MEPI SENESE (BEEEARB) S5 DREPRIER 2 £ 5 AF B BRI INIE D FEBL

BOHLNTWD, ZNDHITRAAT 1A FEDORE - PUERFLSMC RO b TV 5, KFlERE

T, GFEREREOHERS W N B RS, FER OB L, DIREGIHELR V=2 —r /T —%%

WCHEET DI L,

AR GHROET 7 F o OFFREIL, ZBEMDPHERINTWRWOTHEIITHZ &,

AANT IL-4 KOV IL-13 OFLEERIC LV 2 BIGR S 2 392, 2 BUSa i i3 %A Bz

K5 AERBHEBSREIC B 5 L T D ATREME DS & 5, AR BB ISR L T, AAI 2555

AN A AR R G DIRIR 21T 9 2 L, BEDARFGPICH/ERERZE Z L, iF/ERIRIc XD

TR 055 B2 IE, AR RE T 2 £ TRAIOR 52—k 2 2 &,

$ﬁ®&5 ;ofAﬁﬁém@7v»%~ﬁﬁ$@ﬁ%#ﬁm¢éﬁ%ﬁ#%D\é&?vw
—MER BT DU ERE B 725 E ., RS EHICE L, MEETIIETICELBE

n%&éoKﬁ@&ﬁ%ﬁﬁE%&U&5$¢%®F$£@%€@T KA G- B AOF

57 LV —WRB YT S EA EEUIEEET S 2 b, BFICRI LT, ERiOF R, £

O OFEBIZKTT DIHERENELZELE LWL FFET 52 &,

AT v A RAMNHIEEICRIE D BE ZFRE | IRRARIZII A T 0 A4 RIS OHURAES K

RO HAREEEFH L THWSD Z &,

IMRIZBWTIEIT AT L7 TADAT aA RIAVHETHREA T OEBFITK L TiE, KD

BEZBWBT HRNCA ba 77 T Z2DAT A RAHETORELEETHZ L,

E%X?D4F%%%§ffwé$%’%wf\Kﬁ&@%%%ﬂX?D4F%%%K$EL

RNZ b, AT uA REOBENSLERIGAITIL, EMOEH N THRAITTI 2 &,

WA SCETI % %meiﬁﬁﬁﬁﬁégﬂémﬁd%$%®%ﬁ&@ﬁ£ﬁ%@twmﬁg

REHE OB L CBHHTS 2L,

AANDOERLS Y R 7 EEFTHEEL G L, DR FEAERT 22 &,

H OG- OFMIT Y 7o > T, FEOZ YA EE IR L, B XL ORER 5T L ChEy)

REE. IR OREEZT L5 &,

55 1K)
T NP R B A KT A 2 2024 (ARSKERIEA A A GRIES / —RAHHEA B AT L
%2 i)
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B &

1. IZFC®IC P2
2. AANOFE. (FRET P3
3. BRI P4
4. FEFRIZDOUNT P8
5. H&EGXREMLDEHE P9
6. WHIZEEL THETNEFHH P10



1. IITHIC

I DA N « ZEMEDTERO T2 DIZIE, M SCEFEITHE S W B 23Kk B
Do DT, ITEORFEIFOEARIT LV | FUREESFEOFF IS RIENEF 2615
EIMPEKRINLF T, ZhODEERLAZEICNEE T2 BFITHEUNCHRMET 2 2 &0
MBSO L 72> TRV | R MBOEE & SO HEATTEF 2016 (FRk 28 4F 6 J 2 H R
iE) IZBWVWTH, FHEEGEOMEAOREIHELNDL Z L SN TWD,

BHERT 26 2 EEME, FEEMERSL 270 7 7 A VBB FEOEIEM EH 5
MZHRDZENbD, ZOTD, ANMELNZEMEICET AERN+0EEINDETO
., UZEELOBELZRZT L5 NS N BT L THEMNT L & &bz, BE
HIDFEL LT BRI B ekt S & & D 2 & N ATRE7R — & DB 2 jiws 7= J I BE TIEH 3%
ZENHETH D,

L7edio T, KITA RT A T BAREIESL ZHE TITE LN TV D EFHTR - B
A LN FE-D & | LU OO R FE 5 D it 7o 2 HEME T~ D @810 b B 2R B B 2 5 RO
BHEEE T,

I ARKTA BT A %L, MSATEGE NEIE SRR ERR ST . — M AERENE AN B AR
P, —EEVEN BART LV —22 R O—iAEEE N B ARERNEHEZ O 10 b
EAERR L TZ,

WHRERDERMN T2~ (EfsTHRZ)

REERDMREIRR 1B MERAZEMER R BEARR TR+ 2B ITIR D)

ML RDREROHE W%, RAICIET 2 E~7 (B #iz) & LC1H300mg %
2R TR T 575,

LB T VAP S | 2wt in




2. BAIDFR, 1EFERF

T a7 (BETHEZ) (LR, IAA]) X, Regeneron Pharmaceuticals, Inc. 738l #
L7-. Interleukin (IL) -4 SR MONIL-13 SRE AR L TN D IL-4 /KT V7 7 (IL-
4Ra) 7=y MIFEA L, VT RTH D IL-4 H NV IL-13 I Lizv 7 s & E
T hma Mz b 1gG4 €/ 7 a—FAHIKRTH D,

MHLFREERE OB Z 1L U &35 2 BIRIERISSC, #fEb, VET7 V7, BT
e ES o, BIEAEMERZEER (LT, [COPD)) BHICRIT 52 HERFREAN T 1t A
WZIXIL-4 KOVIL-13 3B 5-9 % & ST Y | FRT IL-13 1%, BrEoB, #E ORI AZED
JEUR] & 72 2 MRHI A T Al & OSSR W TeE 2 S & i 2§~ 2 E 3 ST % (ERJ Open
Res 2022; 8: 00576-2021), AFE, IL-4 LOVIL-13 DY 7 F g E TS Z gk v,
2MPRIE A AT 5D COPD IZHf L CTHERIR 2" Z L 3fifi S b,



3. ERERERE
18P PAZEMERT R B (BEAFIRIE CRORA 0 7 BFICIR D) OAGRRFIZFHI 21T - 7= E72 B
PRERBR D R 2T,

FEI B AL [A) 2 I AHEAER  (EFC15804 3U5k)
[FBR O]

RRFEEMMESI= Y 38 (LUF. TLAMAY) . RRHEEMAME B2 #lEE (LA, [LABAJ)
KOWART mA R (LR, T1CS)) DOOFHRETHRA 472 COPD BF# 931 4 (AA
AN 13 B EETe) 22X, ABEOFGINER DL EE R D720, 77 B R REES
(b= BB MR TRE M bhisa R 3 326 X Tz,

k- ARIT, AFI300mg L7 7R % 2 HEME T2 ML FRETHZ L L En,
A7V —=270 1 7 AL ERID SRR % # U C LAMA, LABA X OVICS (ICS 235 &
DAL LAMA KON LABA) #—EM&THFHT L Z & & siizd,

AWMED FEFHMIA E 1%, FEEIUIEEIO COPD HHA X FOFEMFBEHE L I
77

R LI HEBEIL, 40 LA L 80 LA T D COPD & T, A FOREHEEM -+ 2 & & &
77

(= 7B RILHE)

> 10 pack-years DL FOMEIE A 95

> KE IR H4% O FEVI/FVC L2y 0.70 Rl o508 LR 54 O FEV, 8 T
HHED 30%H 70%LL T O PHZE Z 1 5

> A7 U—=2 KD MRC BV A7 —/L T Grade 2 VL |

> MAAUET 1 FELANICHSEEED COPD ##EA N M3 2 LA E (956 1 ENERHERT
0 A REOEGNMIETH-72) TEE O COPD A X A3 1 BBk S
TWT, D7e< &8 1A COPD H A N2 MX LAMA, LABA KONICS (ICS 73%k
S2OHAIE LAMA (N LABA) OOFFFIZRIL L2

> EEVEZAALRTO 3 1AM LAMA, LABA KOV ICS (ICS A 2DA 1 LAMA KO
LABA) OFfEZZTTBY, 227 V—=V70811 W AT —EHETRE S
Tn5b

> A7 Y —= ZREOIM I ERERELAS 300/ul LA L

D1 BIOEEE T 2 [0 LD COPD HEHEA X2 MMEIK, FEARTEEO A EFENTIR S, SHEEEOSLAIZIE,

~7uT4 RRFAWEORE 28 HREIOFEHALOEHEAT 04 FEOKE 6 BREOFERANTA SN, RAKY T
AT 7 —F 4 [LEIK (roflumilast) K NT A7 4 VIR V== 7R 6 WA B2 T—ERABETERESN TV
A BIRD BLEWIERIZA 7 UV —=2 7 1 A —EAETELE SN TWEEEE, ZREERARTIR SN, $-.
AR ORI S LT, LIS LTIV T ZE—/)L, levosalbutamol, £ 77 ha b’ uAh, A 7T kb’ v s,/
SR RIERE B2 RIBCERI A AT T LT 2 U o OGN TR L Sz,

EEVEAT A FIE (AN, FIRN., BO#E5%) IREROREEZLE LT 5, RBRETEMC LV s h
7= COPD H§fEA ~ > |

B U < IERRTRHEES, BaLEE TO 24 Rl 2 B2 281832 ME L 5 IR I E - 7= IR E(TLEIZ L D
FLERE N7 COPD #HE A X b

2
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[FE 2]

(A1)

BEhMED EEFHMEE CThd 5 HEE ILEE O COPD HHEA X b OFERMIFEELRITE 1
DEBYTHY , RFBELE 7T B RBEOR EI B W CREFFIICA B R EDNRO b, 7
7B RICKT D AR OB RGE S e, 7o, a2 Emeiiz®kk
DTHY ., AFBETIE, 77 B REEE LR 2 UEE S b,

K1 PEEIIEED COPD A~ P OERREH KD (TT £H)

B5RE AHIEE (463 i) 77 Ak (468 1)
AERIFE B 0.788 1.113
TIvREEE O [95.1%FHEX M ] 0.708 [0.583, 0.861]
p fE " 0.0005

a) BEHRE, Mg, N—2 T4 VHED ICS mAEOHEHAAMR, A7V —= ZEEOMBRERYL (FRWEE
SENLDS) | R=AT A VREORBEREE (RUESIEEIRE 5% O FEV, O THREIC T 2 EE)
FONAR 7 ) —=> ZHi] 1 LN O R RE L EE O COPD B A < holal$k (2 [=LLF, /316,74
BILE) Z@iBAESE U, s L= Bssif a4 7'y WAL LA HARIFET L

b) A EAKMEM 4.9%

#2 EANERHEE O (TT £H)

- AFI 75 v RRE
A T
BT (463 1) (468 9l)
= 1.280.45 1.32+0.46
AT (462) (468)
Beh 12 WRRCEB TS 0.14+0.37 0.060.30
SUE SRR B-RiT D R—=2F A U pbOELE (444) (437)
FEV, (L) B 52 HRRZEBIT D 0.14+0.39 0.05+0.32
NR—=2F A b DEE (421) (418)
B 5 64 HEE V2B D 0.080.36 0.03+0.32
NR—RATA b OEE (410) (415)
NS4 48.6?4? 61)6.95 48.5(24;:81)7.77
SGRQ #6227 B 52 HEFZEBIT D —9.44+18.38 —6.22+17.61
R—=ZF A D DOEE (410) (398)
SGRQ A= 7N 4 DL LikE LT- 5. 52 51.2 43.4
WA OEIE (NRI) B (237/463) (203/468)

A FHE AR (FE) . BIE  % (B
a) IRBRIEOFMTEND 14

2 BIGAEIZBE S BN A~ —h — DX %@%\%I@$£Vﬂiif@cmmi$ﬁ
AR N OAEMZEERER RO S 12 8RBT 558 K IERE 5810 FEV, OD_X— 2 5 A
y#%@%ﬁ%ﬁ%3&@%4@&%@f%oﬁo



#3 2 WMPIEL

G B A A — T — D KB D I RE T HEEE O COPD A 0 h OERGEEER (ITT 4£H)

2 WIS 5 /A A — DIy KR Toemm | eakes oL
R 0.79 (463) 1.11 (468) 0.708 [0.583, 0.860]

2y —=r 7 HE D 500/uL A 0.78 (307) 0.98 (295) 0.797 [0.637, 0.997]
I R AP IR ER A 500/uL UL E 0.40 (156) 0.85 (173) 0.512 [0.350, 0.748]

. . 20 ppb A 0.71 (238) 0.85 (253) 0.854 [0.663, 1.100]
N=ATA YD FeNO 20 ppb B | 0.60 (190) 1.00 (186) 0.639 [0.460, 0.888]
NR—=Z2F7 D 100 TU/mL ¥ 0.73 (194) 0.80 (211) 0.908 [0.689, 1.195]
1375 S TgE J 100 TU/mL LA F 0.59 (244) 1.10 (230) 0.574 [0.432, 0.762]
NR—=ZTA D Pl (151 pg/mL) Kl 0.71 (233) 1.00 (223) 0.702 [0.538, 0.915]
Mg ed Z R 3 RE | PR (151 pg/ml) Sk 0.61 (223) 0.88 (242) 0.720 [0.540, 0.960]
R=RAFTAL D i (723 ng/mL) il 0.70 (222) 0.99 (231) 0.669 [0.512, 0.876]

1fiL 5 # PARC o (723 ng/mL) LA E 0.63 (230) 0.90 (228) 0.762 [0.573, 1.014]

[\l (B1%0
a) WERE, H, X=X T4 VO ICS BHEBOERAHE, A7 V) —= ORI CGRBEE 2L, X—2F
A URFOBRBEIEE (R SILRIEE 5% 0 FEV, O TREICX T 2814) KA Y Y —=2 7R | FELLNO PR S E
FED COPD HifiA X bl (2 [BILATF /3B 74 [ELLE) G5l 320 EEICBE T 2 855 <) ZaZs e L,
S U T- BRI 2 4 7 & v MES L LIZAO IEHEFET L

F 4 2 RRIEITBEHET 53 A~ — T — DRI OB G 12 MR BT 558 LR 5-a 0
FEV: (L) OX_X—=2F7 4 U b0 ki (TT £H)

o _ AFIHE 7T AR RE T RRHEE D

e R (463 1) (468 1) o5l e

LR 0.141+0.37 (444) 0.06£0.30 (437) 0.080 [0.038, 0.122]

27N —= 7D 500/uL A 0.10%0.32 (295) 0.0510.28 (274) 0.051 [0.004, 0.098]

I R AP IR R A 500/uL UL E 0.230.44 (149) 0.07+0.34 (163) 0.137 [0.056, 0.219]

. - . 20 ppb A 0.09+0.29 (226) 0.02£0.23 (236) 0.066 [0.019, 0.112]

T ATA L DFNO 20 ppb LA I 0.2240.45 (183) 0.100.37 (175) 0.114 [0.035, 0.194]
NR=ZTA 2D 100 TU/mL Al 0.10%0.29 (187) 0.0610.30 (194) | 0.039 [—0.017, 0.095]

3% 8 1gE J 100 TU/mL LA I 0.19+0.43 (234) 0.07%0.30 (217) 0.105 [0.040, 0.170]

R—=ATA D e (151 pg/mL) A | 0.140.35 (224) 0.07£0.30 (204) 0.063 [0.006, 0.119]

MAER =A% -3 JREE | Pgefif (151 pg/mL) LLE | 0163038 (213) 0.05+0.30 (230) 0.097 [0.035, 0.159]

N—=RAT A 2D

tfi (723 ng/mL) il

0.140.37 (213)

0.05+0.30 (210)

0.092 [0.031, 0.152]

Ifi.3& H' PARC hofi (723 ng/mL) LAk | 0.15£0.36 (220) 0.07%0.30 (219) 0.068 [0.008, 0.128]
EEME AR (B, T—F Ay AT H 202341 A 19 H
a) BEHRE, Fln, MR FE, IR, X—2F7 140D ICS AR, A7V —=2 7 HEEOBRERL, %ﬁmﬂ#5&0~~><7/r

 DRE SYERESE -0 D FEV,, WONZARZAANEMA & UTEERE— KBRS, X—2A T4 VO
—RPEiE R 2 AL S L L7 MMRM

B SARIREE S 5RO FEV,

(‘2 4=Mk)
BEFRGL, KREIRE 77.8% (361/464 1) |
EREEERIIRSOEBY ThoT,

7T AREE 76.4% (357/467 ) 1ZERD B,

FETIE, AHIEE 2.2% (10/464 i, ZAVEFER A4, COVID-19, gAY, M, o hFEis
BatEo B, BT ERCE. oM AN, Wik, 2R, e 4 5 Gl

A A TR, DEMEY g v 7K 16, 77 BREE 1.7% (8/467 B, AMERFEE AR,
BRI AR A 9 S IR OAR4, COVID-19 fifige, ik, =ik 2 0 o FoE, SR, BuiE
P g w7 DZESRIES 1 ) ICERD BTN, WL B IEREE L oK BERIIEE SN
7~

HEEQRAEFRIT, AAIRE 14.0% (65/464 151]) . 7 F v HREE 15.6% (73/467 #il) (238D 5
. 20D HARAIRE2 B (Hfide, MERUHRARIES 1 ) 1%, 1RBRE & ORI EEBRITSGE S
IRnoT,



BHHIEICE > T AERERIL, AFIRE 3.0% (14/464 ) . 77 BAREE 3.2% (15/467 )
IZRD BTz,
BIVERIL. ARAFIEETS5% (35/46441) . 7T BAREE3.9% (18/467H1) 123D Hivi-,

£5 WINLOFET 2% ISR NI HEFR (R REM)

A EE 7T v AR A E 75 R

L (464 f5) (467 ) L (464 1) (467 i)
ERUEEEDS 44 (9.5) 45 (9.6) & 1L 17 (3.7) 28 (6.0)
S 38 (8.2) 33(7.1) fiti g 14 (3.0) 19 (4.1)
&R 37 (8.0) 46 (9.9) B 12 (2.6) 12 (2.6)
COPD 28 (6.0) 28 (6.0) IR 12 (2.6) 5 (1.1)
B AR RS 26 (5.6) 30 (6.4) EES 11 (2.4) 2(0.4)
T 25 (5.4) 17 (3.6) =5 9(L9) 12 (2.6)
R 25 (5.4) 16 (3.4) ARG G 6 (1.3) 11 (2.4)
PR B 22 (4.7) 10 (2.1) L] 6 (1.3) 10 (2.1)
COVID-19 19 (4.1) 26 (5.6) Bl 4(0.9) 11 (2.4)
RUE Kk 19 (4.1) 23 (4.9) % (%)
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AR DS & 70 2 BE OB O Gkl OHIWT L, BWENATOND Z ERROBND,

EJ/eN Kﬁ@&ﬁ’ibﬁ%ﬁﬁﬁﬁ%%ﬁbk%’ﬂﬁ?é:kﬁﬁgﬁk@\HT®®
~@DFTRTEHI T RN THENT 2 X&E TH D,

@

HEERIZ DT

COPD D¥pifig, i & T4, Wi, 18 (5% : COPD (IBMEPAZEMEMIRE) W L1E
BWOT=ODHA RT7A4 v (LT, RBIETA RTA421)) 2BAL, AFNZONTO+
IR A L, COPD OB M K ONEHRICHT T 5 EAT (L NIZEZS T D EA) 25, Y4
R OARFNC T DR OBEEE L LTRESNLTWDS 2 &,

ERFF IS % 2 FOPIIHE ZE T L2121, LT ONHEZ &1 4 L0 LR
BREALTNDZ &,
o 34LLE® COPD IZBT % ME ZREL 2 D ERIR
X%
o 34ELLED COPD IZBHET % 7 L L X —2 5 O BIRHE

@ BRENOEELFEREHOMEHIZOWNT

BRI EN O ORI - ZeMFEOIRFHFEROEEC, HEFEPEE LTLEIC
WO %It & W EBE L HEONT O 2 EEOEEMLEHRE B, 15 H ORH 23#
TWAZ &,

Q@ BHHERUEIEA~DRITIZONT

AT 2D T LXK B EH T LBEICAREZBREGT AT, YT LL
— PR B A T A ER LR L. FOREEIICE L RS RO E ST AR
HINESTNDEZE (6. EITBELTEETREEIH 6) 2R),

TFT7 47X D EOFEEICEHE SN -EWER IR LT, Mikhnek X IIuT
R OB 2 AT 5 EM & EE L, BIEHOZW-oXH S LU TS N O E
0T, EBICHEY R E N TE DIEREINE S TND Z &y



5. BEXRLRHBE
[BE @RI oW T
G- OBEL ORI HTz > TX, LATICEYTHEETHD 2 &2l d 5,
PRI A KT A %5552, COPD DFEEZMIN 2SN TW5,
KB LRI, 5.4% D FEV| 23 THIE D 30%48 70%LL F ORIRHZEE LD,
LAMA, LABA KOV ICS (ICS NEET DA 1L LAMA LT LABA) % 3 7 HELEOFH
LTW5,
4. WEREQEE (D (D 2EELLE (95 1 EITXEHE AT v A NEOEENLET
bolz) XIXHEEEOHE D (B2 24 1 B EGED, 202507k Eb 1 EOHEE
IZ LAMA, LABA K ONICS (ICS A2 D54 1L LAMA KON LABA) O FFHHIZREL
LTWa,
I R AR ER S 300/uL L ETH D,
N R Y NE Y T — a3 VRO RIEIZ T 2 EEE MER S 4L, @I
FEh STV D,

(1) BRATA RTA 2T, #EIZOWT, TR O, 0O, Fi APk - Efgo
HIBLD 2V I TR 4580 WEHOIRKEDOEE N LE L R 5 KEE V5, 7272 L, A (I
Ko OOARE, A, FILRZERIEZR &) BEATT 25813, EROEBIIZMO 27 5,
BHROGELH D] LENTND,

(E2) PHEEDOHE  £MAT a4 FE (FHRN, #IRN., RO%E5%) IR EOR G2 LE L

HRE DR ABEH U < IRRIRHRED,BBSLE R T O 24 Rl 28 2 D8R 2 B & DI,

[ 5- DOk & 7= > ]

RHNDBIREITA BT A L EE2SH I, ARREGPOEE, PR e T— a2l
& LTt e Bk ke 45 2 L, WTTORBE, AT U & L7z AT EHEOK
T GUIETEYRIEOMGERILZ R T2 & & bIC HKERMED 2 &b 12 KU 52
Z B2, IERRE KR OMEERIRE O UGE, SVEHEEORIVRILE 2 #EE L. BEOREBLRE
FINZHEIZE LT, 2RO DNRWEAITITEBAR L G ZHIT RN E 12T 52 &,



6. HEIZELTHEEITNEEHHE

1)  AFNORRZH LiEEE OB D & 5 BEIZOWTUIARF OB G N LR TH H 720,
BehH Lz b,

2) T 74 T%T— (0.1%AK) NS STV D, RFIE GBI 2+ 270,
MR T, PR RS, EREA, DEV, RK, WM, Z 5 R, WL, i PR s
DEFENHONTHGEIITELIZHERGZRIE L, BURAELITI 2 &

3) AFEREREEANE (0.9%) 3d LD Z LR H Y | KRG IR T O BE TIE, fFRRERE
Jifige (0.1%AM) CUFBRERTE 2236 A 2 ME A SERERE (BEFERBH) S OERAIEIR & £ 5 4F
FRERHEME DRI LIRO LN TND, THHITREA AT v A REOWE - P IERELISMNC
LD HINTWD, KA G HIL, GFRBEREOHERE, I N IMERIERE, e O
by DIBEBEOHER N —a N F—ECEkET 52 L,

4) AHEGHOED 7 F o OEMIT, ZEEPHER SN TWRWOTET S Z &,

5)  ARANLIL-4 KOV IL-13 OFLEERIC L Y 2 BGEIRE 2 IH 5, 2 B nE T %
Az UYL T3 2 A ARBA RS RE ICBE 5 L TV D ATREME N & 5, Zk s R 1 0% L
T, AR Z B G3 DANC %A RIEG ORI ZAT 5 2 & BB DARAIRE 542 7548 Uk
Yt 2 U, Prard iR X D IR B2 72355021, T2 L 3 B3~ 5 & TAA
DG ARk T 5 Z &,

6) AHIDELIZ L > TAET HMDT L F—MEERB RN T 25 AREMRH Y |
WELT LV BT 2 RIER 2 B o oG e . IERDAMICE(L T 2%
nbbdd, RAOEGMRBEFEELOEGHIEHOEBERSLED T, RAIEG )
O, AT 27 LA —MRRB ALY T HEA & WEEICEEET 5 2 &, BEITR LT,
ERIOFE R, ZNDOEBIZHT DIRFENEEZ AR LWL S fFETLHZ &,

7)  ARFNIBEICE X TV 5 COPD OISR 2 M0/ IS\ T 5 KA Cld /e no T, &
PEOHEEC R LI Lz &y,

8) AKIOHEERMBBITIERS T b u— L REUTE L 5mAI0E, EMoZEEZ
AL BEICHEETLZ L,

9) EMiRT oA NEEEZZTTWHIEFIZBNT, AFIEGEBBICAT oA RiEEE
[CHIE LW &, AT a4 REOBENLELRGEICE, EMOEE T CHRaI2iT)
Zé&,

10) IRFISCEIN A, BLEIRFEER DIRAET D BRME 1T D & ARHI O Kk K OVl E46E FH o
oI R A+ B L T BERT 2 2 L,

11) AAID RMP Z#GE L, ZRMERFIFHEMRT 52 &

12) ACEGOFERMIZY > TE, EhiOZ 42 EEICHRF L, BE I3 LTt 2
B, IR OEEE T 52 L,

[ 51 3crik])
COPD (12VEFAZEMERER ) ZWr L IRIEDT- DDA RT 4 5 6 i 2022 —xt-HEANHR
ENIZIVE e
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