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1. IIC®IZ

S DOF N - ZEMEOHEROTZDITIE, A SCEFEICED Wl 226 23R
b, S DI, IEORAEROMESRIC L0 | PURESR A2 & OF9 208 HLE R
JPESEMPARENDH T, 2D DEEKGZ BN ERBFIRMET 25 2 L AMED
AR L 725 TRV R MBOEE & S B S $1 2016 (k% 28 42 6 H 2 H HEERE)
IZBWTH, EFMERLEOFAORBELHEEZXD Z L L& TnD,
BORIEABTESR G, EEERSCR 2T 1 7 7 A VBBEF O ESK T & B 5 ic R
BHZENDD, DD, AR ONZEMEIZET HERDHERT 5 £ TORM,
UHEERLOREZRZIT D 2 ENHIFINIBHICH L THERT 2 L &bz, BE
DB LB 23t e % & D 2 L A ATRE 72— O B % jii 7o 3 R R <
THZEDREETHD,

L7l T, KAA RTA4 Tl FAEEBELZNE TILHE LN TV DEFIETFH) -
BHR RN EE-S & | LUT D ESE S O feiii 72 5 A HEtE 3 2 8LA 0 b B Bk B2

RO EHEHETRT,

BB, AHA T A A%, MSATEIE NER A ERE SR OIS, AR EME AR
RERIEG =, —RAEHEN AARBRRANRES, FredeEFEETE A A AR ik 2R
B O— A AN BRI g E 2 OO b EAERR L7z,

KGR DERRS - T TV ) A~ T GBI Z)

RG L RDRETLNE « BIBRARE 72 M e

G ERDMEROAE  ZhREdiE
TV AT (BIEHEELZ) OPEIEEGRHIT 60 530 TR
EE L, PR G ORAEMED BiF Chiv, 2 BB UUBEOE S
REf)IE 30 70 fE & CHIME T & 5,

IBRRRE 72 o iy
HNVRTTF 2 RORT U 2L EOFRHICBWT, @E., ik
N7 7V IV A~7 GBa##z) & LT11[E1200mg % 3
T [ bR AT 5,

g R e ¥ E - PAMREERRRA S




2. AFOKK, 1ERBERF

TV AT (BIEEHEBZ) (LIT, TRAL &v)H,) 1%, KIE D Genentech, Inc.
12 £ 0 Al X U7z programmed cell death ligand 1 (AR, TPD-L1] &9 ,) Ik 5%
a7 )Gl (IgGl) 7277 A0 MEE/ 7 a—FLHiRThH o,

CD274 (PD-L1) 1%, AEANIZBWTHRZMREICHI L TR | &R LY
2RER (T AR, B Ml L O = 1% 7 —T fifld) 225884 % CD279 (LLF, [PD-
1] &9 ,) KUCD80 (B7-1) &AL, ®REISELZAICHIET L B2 6N TND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), 7=, PD-L1 %, Flix Dff
EREIZ HRBLL T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 X4
THEY., PD-L1 & PD-1 241 U728 EE 1, BB PURRR A 72 T M © O BrEESE:
T D FD—o L LTEZLHLNTVD,

AFNZ. PD-L1 OHIRSMEIICKS A L. PD-L1 & PD-1 & OfEGEILET S Z L2
LV DATURFRA 7 T MIfa OB EETEE A2 B0 U, JEE O A I 325 £ & %
5 TW5,

TS OEEN S | ARFNTENEEGZXT 2 F RIE RIS b o L HIfF S,
FafE R 2 xR & LB A Fhi U, ARk, ZatE R BB ER R ST,

AN DRI I 35 < MBI DS RUSIC & 5 RIS B b b, B UIFETIC
5 WM B B, ARIOR G PR R GRICIE, BEOBRE HHIITO, RN
&= HEITIE, BB L7 BRI U7 SEPRAY A A & B A RO PR L s L il
GIZRERIBI AT BEORIEUSIC L 5 BIER DN S 5A 1L, BB R
LA OB B OTO B & 1T 5 LB B D,



3. BEREE
YIBRASHE 72 M Bilea D 7K GRISF I C Bl 21T - 72 B 72 B R RBR O s 2 7~ 9,

(A %h1]

[E PN T AHERREER  (Marble #R5%)

ALZPRIERE D 22\ IRANRE 72 M s FRoE 148 51 & )51 A 1,200 mg, VR T
F L RO U B xR OPFREG OA N R OV M 2 Bt 2 55 IR 2 i
L7,

ARABRNB G STz 48 Bl el 2 Aokt g & Le, FEFMIEE TH 5
RECIST ver.1.1 [Z 5D < B FIHIEIZ L DR ORER Q024 FETH6 BT —2 0>
F47) 3R 1DOEBY THY ., BHHERD I5%EMXMO FIRIZ, FANCHE L= BIE
ZhHE (30%7) % ERl>72 (& 1),

*1 : OARTERITFHT « BURREEE S RRER IEM YHEIN, Va XXV ] & 2l S - s i, KOO
TRIBETFAHT » RS O B3 O MR B B3R R L Lz,

*2 ¢ AHI 1,200 mg, HARTZF > AUC 6 mg » min/mL AHE B K OV7 U & F&)1 200 mg/m? % 3 i
IR (LT, TQ3W) L0 9,) T 4~6 [l Lcth (B aid iy =il oo ric L v e
Ehiz), AH1,200mg & Q3W TH#4H L7,

*3  ALTFIEERE O I W EIBR R 2R Bl AR Ak G & U T2 RRIRARBR/BRIRTTTZE1C 517 5 CBDCA/PTX
B 5 KON CBDCA &7 AE vy L OUFAEEDOREN 21.7~359%ThH 7= & #HE I TV
% Z & (JClin Oncol 2011;29: 2060-5, Ann Oncol 2015; 26: 363-8 &%) %2 &&(C, BEZRLEE 30%
L7,

#1 BRBEBRADRKVENE
(Marble 2Bk, ARIMEMEHTRIER. RECIST verl.l, EHFRYEE, 2024FE7H 6 AF—F by +27)

BB oA A BI% (%)
Efﬁrvn\m%j]% 43 f@]
CR 0
PR 27 (56.3)
SD 20 (41.7)
PD 1 (2.1)
7% (CR+PR) 27
(ZThF [95%CT*] (%) ) (56.3 [41.2,70.5] )

CR : 582285, PR : #4354, SD : €, PD : JBHEIT, CI: [FHEXH
* . Clopper-Pearson £



[Ze21k]
NS ARG R FRER  (MarbleikR)
HEFRIT48/48%1 (100%) . 1RBRIE (KK, INRTTZF TR 7 V2 X8 0L) &
DOREEIRNEE TE RV EEGL48/48%1 (100%) (2788 BT, FBLENS%LL E
DIEERIE L DREBEENEE TERVAEFERIR2O LB THh-o T,

2 FBERD 5%ULORRE L ORRBBEPIBETERVEEER
(Marble 3BR)  (REMMEIT REH])

EEERIRSY¥H (SOC: System Organ Class) KE G545 (48 i)
HEARFE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver. 27.0) Bl (%) Bl (%) BiE (%)
1B L ORI REPBRPEE TCERVWEFEFS 48 (100%) 36 (75.0%) 0
PR R 42 (87.5%) 2 (4.2%) 0
KPR = 2 —r T — 42 (87.5%) 2 (4.2%) 0
TR R 4 (8.3%) 0 0
B $ L OB F ARk 42 (87.5%) 10 (20.8%) 0
i BAE 40 (83.3%) 0 0
RINTR YN 19 (39.6%) 6 (12.5%) 0
ZIALEE 5 (10.4%) 1 (2.1%) 0
SIERR R S 2% 3 (6.3%) 2 (4.2%) 0
FH - RIERRA AR DREERE 3 (6.3%) 0 0
95 3 (6.3%) 0 0
H e 41 (85.4%) 2 (4.2%) 0
o 26 (54.2%) 1(2.1%) 0
LD 20 (41.7%) 0 0
Om4% 13 (27.1%) 0 0
TR 8 (16.7%) 0 0
Mg 4 (8.3%) 0 0
Mg LY o GREEE 39 (81.3%) 19 (39.6%) 0
£ 26 (54.2%) 1(2.1%) 0
A BRI E 19 (39.6%) 13 (27.1%) 0
FEENEAT TP BRI E 11 (22.9%) 11 (22.9%) 0
/N E 3 (6.3%) 0 0
I BRI iE 3 (6.3%) 2 (4.2%) 0
B 38 (79.2%) 28 (58.3%) 0
I 1 BR %R 22 (45.8%) 14 (29.2%) 0
At ek 18 (37.5%) 14 (29.2%) 0
TI=VT ) NTUART =T —BHI 13 (27.1%) 2 (4.2%) 0
RN TS 12 (25.0%) 2 (4.2%) 0
TARGRUBET I b Z A7 27 —8H 11 (22.9%) 0 0
U BRI 8 (16.7%) 5 (10.4%) 0
y =T NEINBET AT =T —BEN 6 (12.5%) 1(2.1%) 0
fmf 7 V7 F =8 5 (10.4%) 0 0
M7 V7 F oAk 2R — PN 4 (8.3%) 2 (4.2%) 0
72T —BHN 3 (6.3%) 2 (4.2%) 0
M7 VH YRR 77 2 —BH 3 (6.3%) 0 0
M e Y L e 3 (6.3%) 0 0
—i% - RHEER LR S ORE 30 (62.5%) 1 (2.1%) 0
S 15 (31.3%) 0 0
FEEN 10 (20.8%) 0 0
7 6 (12.5%) 1(2.1%) 0




ZERIRS¥E (SOC: System Organ Class) AFN 545 (48 5])
FEAFE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver. 27.0) Bilg (%) Bilg (%) BilEx (%)
AN MV 6 (12.5%) 0 0
Rtk L OREEE 25 (52.1%) 4 (8.3%) 0
AR 18 (37.5%) 3 (6.3%) 0
K7 A7 2 e 5 (10.4%) 0 0
K7~ U 7 AsE 5 (10.4%) 0 0
KAV o AiffE 4 (8.3%) 0
B SRS L OV SRk e o 17 (35.4%) 1 (2.1%) 0
A 13 (27.1%) 0 0
77 PIJA 7 (14.6%) 0 0
MER R, TERES k OViEhm R 16 (33.3%) 0 0
Leo<D 9 (18.8%) 0 0
fitifigide 5 (10.4%) 0 0
oA 7 (14.6%) 1 (2.1%) 0
FRRIREERE AR TE 4 (8.3%) 0 0
B, B L OWE S IHE 4 (8.3%) 1 (2.1%) 0
FEAZHE S BUG 4 (8.3%) 1(2.1%) 0
B L OYRESEE 4 (8.3%) 1 (2.1%) 0
EHENR 3 (6.3%) 0 0

7K. AFBEEFNC BV CRVEMERZRE S 6] (10.4%) . FFHEREREE - fFAR - B LR
BRA8H (37.5%) . KRGk - HED THI8 il (16.7%) . HER 3 B (6.3%) . WU
(R BRpERERE T 4 6] (8.3%) . BIFHRRERET 2 5] (4.2%)). fhfkkEdE (7 - S
—IEMEREZ Gde) 42 B (87.5%) . BHEDKEREE 8 il (16.7%) . BHERERES (JRMME
MEMERREE) 1 6 (2.1%). A2k - BCm@fiE 2 1 (4.2%) . Infusion reaction 5 5
(10.4%) . A ERISD - SEBWELF R ERIAE 32 1 (66.7%) 2NFRD Hivlz, £, 17
WEIRIE . Nk (T EAMREREE) . MMk - BERES - THER, HIEME G, O
%%, MERERIEMERE, S tEf/ MaBE, WPER M, RS - DERITHE - L¥ v
R —7 K OVEYE 3580 Do 7o, AEIVERZEBLR DL X B S5 (B R A il 52
WEED) EETENERE T,



4. FEFRIZOWVWT

AHN OG- @O 7 BE 22 - FE L, AR OB G2 Y EEREERZ BB LT
BRIZKHNT 2 Z ENMERTED, LFOO~QD TN T &z sl W THERT 5
REXTHhHD,

DO #HEZRizZHOWT

D-1 Fied (1) ~ (5) OWFNNTHEYT I THD Z &,

(1) JEAEFBRENHEET 20 A FE ISR S (BB IR 25 A2 R HE L %
B, Ml As A SRR EEIL SR BE . U S A SRR 7R &)

(2) FrEFERETRPL

(3) HOEFIRA DI ET 203 A HEEERE (S ARIREEEIE ERPE, 23 A2l
B IEbE, S AR R HERE R B 7 &)

(4) A IALFFIEEZFRE U, SRIEB L ARIEZIER 1, S RIES L E 2R 2
ST SN FHRIE2 IR 3 Ofiak B YEICAR D | 24T > TV D ik

(5) PUEM RIS LG & BN O fi gk FEHE AR D i H 24T - T Dk

O-2 Mg DA F98E K OEINE S BLRE O KIS IZ+-53 72 Fnelk & R A RO ER (TR
DWTINTEE G T D ERN) 23, Y2 OARANCET DIGROBMES & L TRE S
NTnsHZ &,

*

[ Bl fe RS 1% 2 O PIHIFHE 21E T L72121C 5 S LLE OB ATRIR D EGRHE
EIToTCWD I &, b, 2L T, BARKYEREZ £ & UZBRIESS: O
EEITOTNDHZ &,

Rl P EAS 1% 2 AEOWMINHME Z21& T L7-1%12 4 0L EOBRREER 2 A L T
HZE, 96, 3L, BRI O 2 A SR L & B Lo A9 S DO il
KHHEZ{T> T\ 5 Z &

BRI o FEAS % 2 EOFHAHE 2 T LofR1T. MassmEmyENEEs o 23 A S ik
ZEte 5L EOMRINEFOERAI T TND T &,

@ BEEADOERMEREEOEHIZONT

R A 1 B BRICAE R 2 L DS E S, BRSO OFHRE N, A - &
BRI IR OE H R OEMSEITT DI ddett, AT FRNEE LG OmE
R FEPHLATOND BRI E->TVD 2 L,



® BHEA~OIPRIZONT
@-1 Haa AR BT 5 B

RVE AL 8 S 0 A 2R BIE A AT L7 RiT . 24 WERIRSHRIRHRI O T 4 ik X
ITEEE RIS\ T, FEEL LT BIHENCIE U OB EL R OF CT % O &I ORI 2
FZRRAEORRD Y A PTG OIL, EBICKHIGTREREHISE->TND 2 &

@-2 EHRMNEFHICL DA EFGIINICBET 5 E:

DAZIRICED 2 ML OB 2 BT 2 ERIEEEVPEMERE=41 7
EEOIZEROAYT V —=0 7 HTWEIRE & @A IH T& 55— LERES]
iESNTWAZ L, 2B, BIEEHICHOWT, BABE L ZOFRECHFIICEmENT
WhHZ L,

@-3 RITEHOZEr-CRHIIZEE LT

RIWER (FEMEMEE, SRR - TR - BEMEIRE R, RIBZK - EHEO NF, P
KoV BBEIRIE . Nribleds (HRIRARRERE . R P RERR S . T EAEERERRE ) | MK -
BifEe - TR, MRIEE (X7 v « AU—JEREEA2GT) . BIEMEIE, BEEDOK
JEREE, BHREREE RMEMEMERRSE) . Bk - BRERAAE,. Ok, hEkEas
JEERE, SoZeMEifn /MR E, Infusion reaction, VAMMEEIM, CER « OFEIRITHE - O
L R =T ALFHEEP RO R rE (G ek . REWELF P ERBAME) . BT
FE O RFORYYIESE) (23 U CL Mak ik XIXUT B = B O B P % A 3 2 AT &
HEEL (BEHOZWr-OXISICE L TIRER OB ZZIT N R MMIZH DL L), H
BT 2R LE DN TE DRGNS TnDH Z L,



5. ZREMBRLLRDBE

(G20 BId 5 FH]
BIBRANRE 2 e B ISR W T, AFN, IARTTF RO U 2 xR VOGH
TG OHIEP RSN TN D,

@

)

FREICEE Y T 2 BB 2 AFN DG K O T HEIZ DWW T AFIOAZPED
MESLSNTEDLT ., AFOTREGHR L RER0,

TR BRI

[Ze At c B4 2 FH1E]
O TRUIRY T HIREFIZIOVWTITIASIOBRE N R E SN TWD Z Enb, &5 %21T
bz &,

@

AREND 35 LisBUE O BEERE D & 5 B3

BRRATOFHIIC BV T TFREICZ Y T 2 BEIZ OV T, AR O GIFHER S vpn

YD

v MOTRFRRIRBDN 2 WG EICIRY | HEICAAZHEN T LE2EETE 5,

FVEPERIR B OGO T Z OB ED & 2 B

i 5 T 2 A A C YRR % R 80 D R B ONTE B 0D S 6 i 2 <0 B e it ¢
FEOMMIZRIEMEZE LN O L BHE

H R B & 5 BF SRR L < TR B 2o & B o BE T
Ok o¥aYy:sky

ECOG Performance Status 3-4 "V 0 H3&

(ED ECOG @ Performance Status (PS)

Score
0 2 MR IRBTE D, i &R U HFAEEDHIRZR <ITZ D,
1 AR LOTEENEHIR S 228, BTRHEC, BIEHESCHE - TOMEHEITITHS 2 LT 5,
Bl BOWEE, FHIEE
2 BATARECAS DO H DY) O Z L 13T X CRFEEMAEEIT TE 2RV, AP D 50%LL Eid~Xy RALCilZ 9,
3 RONTZHDOHEDEIY O L LTERY, HHO 50%LL EE2~Xy R TimIJ,
4 LT RN, BOOHOEIY O LFaL TERY, RISy RT3,




6. BHEICERL THEE T REXEFH

O  USHHSCEZEIOIN %, WEIRGEEE DR 5 GRS 1T -5 & ARHF D Frit M OV 1Efil
HOT= DI B EFRE B L TR T 2 &,

@ JBREBIAICHES D . BE XX OF RIS fERMEE oA L, FE 25
ThoEETHZ L,

@ FEREBEWERHO~RT AL MMIZDOWT

BEMEMREN D S d Z N D DT, KFOFKGIZHT--> T, BHEIE
M (PR IRIEE, Bk, FEEVEE) ORERE K O X SR o L%, Bleiz -+
ZATH &, Fe, MBS UTHIE CT, MG~ — T —FDMRE& %S 5
ze,

AFNOPe 1L HE)JE D infusion reaction (i 2. TERAREIZ 4072 6D Tx 5
21T o7 ECBtA L, RAIE G R OARFIER G THRIT AL 24 2
ET 5%, BEDORELH0ICHIEZ3 5 Z &, 728, infusionreaction & 8L L
TS AITIE, B2 TOBBER OERDER2IZEET > TREZ o8I T5 2
s

JRERERE . 28, LMEIE RN D 5D Z ENH DD T, AFIDE 5B
PERT M O G-I R I E eI TR & (AST. ALT. y-GTP, Al-P, BV
NEEORNE) BFEETDH L,

FOR IR RE R . BIEHSRERR X OV F A RERR E R S LN D Z ERHDH D
T, ARAEIOF5-BRLART & OB G- I E RIS N WS RE A (TSH., b7
T3, b8t T4, ACTH, IfiFf 2 /v F ) — ) VEDOHIE) & FEiid 252 &,
AFNOFEGIZ LY | BEOGRERISIZERT 5 &5 2 b bkA IR BOR R
NHLPNDZENH D, BENBDONTHAICIT, B LEZFERITL U
B 72 05 & Bk 2 FF o R Rill & U Gt 2 RS W 24T\, iR D
FOSC £ B EWER D S 2355100%, AFIORIETH I, K ORIE E A
NEVEIOERGEEZEET L L, B, BIBEEERLVEOEEIZEVREIE
HOUGENFRD BV WA, BB RE R VE 2 DA O il Al oe in
HEET D,

BEETH., BEB OB ARE L COLEIERANRIT L ZENH D720,
ARFNOEGAHE T %I HEWEH OFBUA2IZEET D,

1 BUpER S (BE 1 BUBEIRIS 2 &) b bbiv, BERFBMES TV R— &
IZEDLZENRBHLOT, Ag, EL, RHEOIEROBHRCMPEE D F5H12+
SEETDHZ L, 1 BBERBEREDN -G REEZPIEL, AR ) Ul
F O 55 OME) I LEEITH Z &

@ Marble HERTIZ. BEBHMEND 24 BE TIT 6 BEFNE. 25 BHLE 52 £ Tix9
HEREIRIRE, 2T 12 BEMR CTEIMEORMEZIT> T2 L 25EIC, K
FIFe 5P IXEMMIC BB RE COHROMREITH Z &,

10
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Tab w7 GEE T Z) WHOREEFEHHEET A K74
v (REZME., 7 MY —ERE SR, BIERAZEM R E) o —
M IEIZ DWW T

. BESEIZOWT, BIRE LD E B HEER R, REPTRE T & O
BIROFE TSN () B TCEMLELEOT, T2 F, BEHE~
DOFEImGF LA LS BEWL ET,



I 1222 5 5 B
S F 7T A 12 A 22 H

Wl g R

| REEPTRE N |(HERER (R) & B
Fooal X

JE A 55 88 IR R R L R A BERR R
( N F] 4 % )

Tab w7 GEEFHEZ) WA OREERHEET A F7 4
v(REXMWE, 7 NE—MERER, BHPAEEMER) 00—
M IEIZ DWW T

R M BOEE & WHEOFEAR T #2016 (FRk 28 4£6 A 2 HBERE) 128
WV EELOFEHAORECHEEZXNDS Z ERERVIAENTZZ 2%
T, BEHTE SR A B A B SRR D 7o DT T 5 HEE T Ao
RIA42 ) #ERTDHZEELTVET,

T a2 vT B x) B2 LE SOE (BEFBIEIZ L - TH M
BIERAZ a2 b — b CERWEE X ITHEOBREFIZRS, LTFHRILT,) I
SLUTHEHT RO EFRHICOW T @ fiHEL A R4 L LT
[F ot r~7 Bz MEAOREFER#EEY A FT742 (7 b E
—MERER, JEXWME, SEZMEBYERISEER) O —HEIEIZ->W\W T
(Fn 549 A 25 HAHTEIRIREI 0925 5 2 B4 74 [ 3K )5 2 3K 0
FEEEHBEEBRHN) LV RLTEEEZATT,

Sk, T a2~ T (BEFEEEZ) ®AK SN T, JE MBS T 5
NROME-HEOBIMICAR D AR FEHO —HAEEN KRB INIZ & FITHF
W, BT A RTAEKI OBV HKELE LD T, &8N EEHK
B R OS2 maEBEC L £, WIER O REEAEET A K74
I BB E 1 OERBY TT,

Flo, Tabt~vT (BEFHEEZ) "HAORMCEOWRGTHELESE £ |
[Fab N~ (BEEz) MAOEEEREET A K740 (7 b E
—MRER, [EXWE., BEEZHES BEREEER) O —H®IEIZ >\ T
ORI 1L ZPK 20 B, T LT ITabtr~7 GEs s z) ®AIO
Bom il HHEE T A4 K7 A > (1BMEPAZEMERIRE) [>Ty (B 743 A
27 BAHTESIRIEIR 0327 9 1 554 J7 @48 E 3R D E K LR A B R 8
H) ORIEO—HMERK3 D ELBVRKELETOT, b THMEZ BN
LET, KEHRO D OREMEAREET A K74 i, BIEE 2 KO3



WEEZE3DLERBY TT,
BB, ARKBHOFELIZOWT, MEOMEZEICERERTLO T, &dl-
DH LR FT,
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B OREMERHEET A N7 4 OBETET O 175 RE)

(BB 0 1R SR 53)

IH

1. [ZL®HIZ
(%)

RE. RHA RT A 0%, SLATEE AR 3K 5 R 2R
AR —REMEARERT LLX—2ES . —ikiEFEAR
ARPEN s, —RAEFEAN B A/NR T LV X —224 0 A%
FEFE N B A/NER 2 R O AR AR E AN B AREER N EHE &
DO EVER LT,

(W)
kGl e 5 HEROH&E  @E ., AR 12 L Eo/hRIC

TT7 2 ~7 (BB z) & LTHIEIC 600 mg & %

THE L, £0#%I1L1E 300 ng & 2 AERE TR F#HE5T

%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 &
30 kg LLE : 1[A] 200 mg % 2 WG

L. IZL®IZ

(%)

B ARTA FT A %0 WSLATEE N B30 R
G, —RAEEEANBART LA X =20 —RAEFEANA

KIERERF =, BANRT Vv =" NagtHEANR AR
INEREER RO —fRAEHE N B RERNBEZOWM IO b &
TER L 72,

(W)

SR ERDHEROHE:  @FE. RAKLDN 12 HEL Eo/hRIZ
X7 2B~ T (GBI z) & L CHIEIZ 600 mg & %
TG L, £0O%IE 1[0 300 mg 2 2 MERR TR F&RE5T
50

(1) (W)
2. AFN DR EHEY 2. AANIOFE, EHER
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6. HHICE L CTRHETNEHE 6. BHIZEL THETREHR

(%) D (B%)

2) 7%74?%&—(0%%%)%%¢éh(h5 AFNE | 2) 7%74?%V—(0%%%)ﬁﬁiéhfwé A H
HRAIZBI R 2 A7 MBS T RRR R 8 5 R HRIZITBE 2+ 012470 JEE T, @%l% AR TH
%\wiw\@w\%%\%oﬁm\ﬁﬂ\mﬁﬁ#@% NN @iw M <3 E%\%oﬁmxﬁﬂ ﬂ#%

BENHZLNTEHEIITEDICEEERIEL, @Y/ NEHAICITE B &5%¢¢L\ﬁ@ﬁ@%%ﬁ5_
LB 21T 9 Z &, s
3) MFERERIEME (0.9%) BNHOLbNDH I EnHY | FFITHE | (Hrix

IBHE T OB Tid, AFBRERVEN 28 (0. 1%A) <0 Af FRERYE

% S B RAE PR NEAE (BEEE A BH) 55 O g ARAE IR 2 £ 5

HERREIIEDOFR GBO LN TWVWD, ZAHEFRKA X

T oA FEORE - PIRKEUAICHLRO N TS, K

Al G IS HFRRERECOHER | I ONC ifn B SR ME S | e




RoOFEAL, DIEIER P=a2— 0 NF—FICETTD

L

4) - 5) (W)

6) AADOEGIZEL > TEHFFT MO T L F—MREDIE
IRDEALT DA REMEDN H D . UK T L F — PR BT
TLOWURIGRER T2 IERDRICELT DB
IG5, KAOREGFIRA EE KOG L% DR
BEHELZO T, KHEREG L6, G027 L —
PEREZ MY DEMEEOISEEST L2 &, BHEICK
LT, EMOERZRL, 2D ORBIZHT 2IHENE
EEBELLRWESFETLZ &,

7)~9) (W)

(HI %)

10) ~12) (1%)

%25 CHR)
T NE—MERERBIENTA KT A4 2 2024 (ANFEFENH
RKEER S/ —RAEFEANBART LY —32E 1K)

3) +4) (W)

5 AAOEHGIZL > TAPFT HMDOT L X — % B O
WNEALT DA EENH VD | YT L — MR BRIk
THEORIREE B oo Ga . IERNAMICELRT B
b dH D, AATREGEFILEOFBEHE S Z O T, AH
BHEHINS AT AT LA —MEBR Y T 5 ERM
EWUNZHEET S Z &, BEICK LT, EROERZR L,
ZNHOEBICHT HIRBENEE LR L2V E D FES
5k,

6)~8) (M)

9) AAIOEEABRICI VT A ERERYE 5 K OMFBR Bk %
M E RN FIIE O REANBDO LN TN D, AKAIEE
P, AR ERE O HER . W NS I RS L iR o
b, DIBEIHEM =2 —a XTF—FIZEETDH I L&,

10) ~12) (%)

%5 SCHR)
T hNE—MERERZIETA KT A2 2021 (A#AEHEANH
REZER S/ —RAEFENEART LV —328 W)




BIAE 3

18 1 PH ZE M i R JR D e i FHHEE T A N T A > DWET AT CHr IH xR ER)

(BB 0 1R SR 53)

i IH

4. FEEIZHOWT 4. FEFRIZDOWT

(%) (%)

©-@ () - 1)

@ B OHEK OREIHER ~DOXISIZ DN T @ B OHE K OREHER ~DO XISz oW T

s HEHFEOARIITOHMOT LA —MERZETLHIEEIC |« WEEOEMIT LMoY LI —MEREZHETHEEIC
AR B ETH5EI1C, Y%7 LA —EREZHE YT AKENEBGTHHAIT, YT VX —EEZH YT
HIEMEEHE L, TORBEHICEAL THRELROIELY LHEMEEEL, TORABEHRICEAL THRELROELY
ST HEREINE S TnH 2 e (6. HEIZELTHEET ZTHERHNESTWNHZ & (6. EIZBELTHET
THIH, 6) M), THIH, 5) BHR),

(%) (%)

6. BHIZEBEL THETRZFHIR 6. WHIZBEL THETNEFH

D () D (%)

2) T 7 4 T7FT— (0. 1%KH) DWEINTWD, KHFIHE
BIRFIZIZBIE 2 010 T MR T PR IR 5 B iR
Ko DFEWV RS, WM, Z 0 FERE, WAL, i B M v iE 4%
DEENHONTHEICTITELICHEGZFRIEL, #Y) 7%
E 21T 9 Z &,

3) AFERERIGMVE (0.9%) BNHLbhdZ ENHY | FFITHE

IBHE T OB Tid, AFBRERVENT 28 (0. 1%A) <0 Af FRERYE

2 38 I8 RVER S EE (BHEEAW]) 5 O B RAEIR 2 fF 5

HREEREIEDO BRI BOONTVWDH, TN LIEFFEHR

TuaA REOREE - PIEREHUAICHEDO N TS, K

2) 77 47 % — (0. 1%R) BEwEINTWD, KA
HRCIZB R Z 04T MEAR T, FRUR IR, =%
Ko DEOIEK, W@, E DR, RSO BRE NH D
NS EIITE LI ZRIE L, @Y R0EEZITS 2
s

(BT %
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IRDEALT DA REMEDN H D . UK T L F — PR BT
TOWURIBIRER -T2 6 . IERAEICELT DB
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5 ARHDOEHGIZEL>TEPFT HMDT L X —MEEEDIE
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TOWURIBRER T GE . IERASSMITERT OB
b dH D, KAFREGEFILEOFEBEH S Z O T, AH
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ZTNOOREBIZHTHIHEENEEZLET LAWK D FET
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6)~8) (%)
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1. IUBIZ

@%%@ﬁ%%%é@@%%@tmdi%Hi%%m%dwtﬁE&ﬁ%ﬁﬁbgh@
S DI, IEEORFHAR ORI L0 | GUREIE S S OHF e BB ERE T 2 H 7 2 RS
m%;éh@¢%'_ﬂgmz%m%§ IR E T 5 BTN IR 2 2 & AERER O
Lo TR, RFMBUEE & UrEOARTT# 2016 (CFRk 28 42 6 H 2 ARERIIE) 1ITB W T
b, EHTIERERGLEOMA OREHEEL XD L L EnTWD

BHERT 203 5 ERMIT KEEASR AN T 7 7 7 A VBB FOEIRM & B 50N
BIDZENDD, 20D, AIMERNLZEMEICET HERD T EE SN ETOM, 4
HIEHEGOBREEZBR T Z ENHFF SN A RBEICH L CHEHAT L L & LI, BITERARREL
Lt%ﬁ%%ﬁﬁm%&6_&#ﬁ%t*mwgﬁ%ﬁtﬁzﬁwﬁfﬁﬁﬁé_&ﬁﬁg
Thb,

LMo T, KHA RTA Tl BIRBRES 2V E TITHE LTV D EFRIEER « BHFH
M-S & | DU OEIRS Ofci 7o 5 2 #EE T 280 b TR T, B2 RO ES
AT,

ASSH $ﬁ4k74/i MNIATBOE N B SL ERS G A . — BN R AR T Lv
¥ —Fa, —RAEENEN AR ST  —RAFEANBANET L —5 ) AfstENE
AHXmmﬂiéﬁoéhﬁlﬁkHK%#Wﬂ@%@%ﬁ@%&W%Lko

WG LD ERN Tt~ GBIaFHLHEZ)
REERDMENIDE - JE IS BEFIREIZ L > CTHMEEIRE 2> b a— L TE 2RV ESE
XITER DO BHFEIZIRD)
MEERDAEROAE - 8%, AL RN 12U EO/NRCET 2 ev~7 GElar#faz) L
THIENT 600 mg & F2 F4#%45- L. %@%ilﬁswmg%z Elil=agsa
BHET %,
WE . 6L E 12 AR O/NTIET 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 fHkE
30 kg LAk : 1 [A] 200 mg % 2 B
®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 &KL 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 7T miEw HET
I Ky

Higfn iz e M IgG4 &/ /7 a—F LHURTH B,
KU X

IL-4 OV IL-18 241 L7z o 7 sk, 2 TRIESOS (2 A~/ 3—T (Th2)
2 AEHIRY 38k (ILC2) IZ R ARG EETe) KON Th2 Ml oisHE L& IC %5 L,
g B OO BES 57 & —M 7 LAAXF—MREOREBICERE RS2 RicT 525
LTV 5% (Nat Rev Immunol 2015; 15: 57-65, Am J Respir Crit Care Med 2009; 180: 388-95) , =

72, Th2 #FIE<C ILC2 D3PEAET DA N A U IFKGE L ORI PEAE I FRERTE ML 2 58
. IL-4 KOV IL-

L., &8 XM R CIIREREICES T LBz TS, BLELY ., AKHFIZ
13 OV 7T IMEERKEAZHET S Z LIck, K& IRk L TREI R A3 2 &0l

GREYURE



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

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

[FRBR O]
FHEXIIEAEORAAT B A 3 (LLTF, TICS) ) ROZFDfoEEHSE A L
THay br— /L RRZ 12 bl Lo 3 EEE 1,902 i (HAN 114 iz Ete) x5
(2. ICS e N Ot > £ W BEFEV1~2 AIOF T TORK OF 0K L2 G 2729,
77 A%t R IRE b U EE R A TR R PR Y I S T

FVE « HEIX. AAI200mg (FIEID A 400mg) . 300mg (FIRIDFA 600mg) XIiE~7 7 &R
Z 2 IR T 52 W T 595 2 & LRRGE S 1L, ICS K UVE DL od RHE FIEE 1~2 #l 4 A
7Y == VRS SN HE TR T 2 2 & EREINT

BEWED EEFHBIE B 1L, 5 52 itk £ TOREEN BB EDOERIEEE L O 12 H#
2T DR YRR 500D FEV) DX—2Z2 7 A b O ED co-primary endpoint & 7%
E ST,

KGR LI HEFIE, B EOREIMEERF T, LTOREHERN-T 2 & & Eani,
(7R BPUILYE)
> HHEXIZEHED ICHROEMERE 1~2 Az 27V —=27K0 3 AL i
SEANOA TV == 7O 1A AL BRI —ERE T L THEAL TV D

> RUESHLERFEERGATO FEVL 28 THIED 80%LA T (17 5% LA NIk 90%LL )
ACQ-5 2= 778 1.5 LA I
> YT HE—)L 200~400 pg BEG% D FEVLIZ 12%LL EdockE &)Y 200 mL LL Lo Rl

PEDFRD BN D
> LHEDNICHEEEICK L TR AT a A REOR G % 1 [RILL 50 7= 330 BB ki

L0 AR L < iFREs sk =2 L

v

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

(B 2E)

HRED EEFIE R Th %5 52 % £ TOEEBHEOFEMBIRER LS 12 #
BT D 5E YRR 5010 FEV, ODX—Z2 7 4 b OB LEITFR 1 LOE 2D LB
Thy ., I EREEL AKIREL OXFELIC BT, W EEREE H RIS 2N e A EEN
D LT,

D ORERIERME B RIS (LR, TLABAY) . mA = b U = 2R3 (BUF, [LTRAY) . RRFMERMEST= D 3K (DL
. TLAMAJ), AF/L¥H o F 5

2 ROOIUIQDRIENS LB/ B OE( A BN EME L ER L2 O2F AT a4 FRO 3 AL Eokh, @2k A
F A NEOESNLE MBI LA AR IRESN D=2

S INFHY v Ta et ATV (LUF, TFP]) 500 pg/H LA E 2,000 pg/ B LA FFEY, AFD 5 OBERE T, 18 kLA
1% FP400 pg/H LA E 2,000 ug/ H L FAB, 17 5RLL i FP 200 pg/ H LA_E 2,000 pg/ H LA FHIXY & Sz, 7ok, AFICER
I} % FP O/&KGRREIL, A Tk 800 pg/H . /IR TH K 200 ug/ H TH 5,

4



#1552 Wtk F COEMENG BHEOERIEER (TT £H)
\ AFHE 75 B RRE
o (633 #31) (321 f3i))
RBlEm (N-4) 612.5 313.2
T B EEREAE ([5D) 343 342
EA R ELE ([B/ A -4F) 0.560 1.092
EEEERBIE 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, Fliv, Mk, N—2T A CRFOMTHRREREX S, X=X T A URFO ICS &, 1 FELINOEE
Wiy SO FE BRI A B AR L L, B OB i 24 7| v MERE L7zAO HERET L

#F2 512 %I

T % RUE SRR 5RO FEV, (L) ORX—=A T4 b OZEE (ITT 4£H)
P 58 AFEE 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 GO

0.3140.43 (610)

1.9370.68 (313)

TTRREEE DEY [95%FHHEIX ]
pfE®

0.13 [0.08,0.18]
<0.0001

0.1810.39 (313)

I AR (1550

a) M, File, MR HR, MR, N—2 T A RO PAFRRERE X 5y

RN—=RT A UEED

ICS A&, FflilkesR, 858 & MR RO BEAEH, X=X T A U, "= T A VfHLFE
MR O BAEA 2% & L 7= Mixed-effect model with repeated measures (MMRM) %,

FH B & 12 1T unstructured & E L7z,

R—RF A VD ICS HEBIOE S EMENTHE RITE 3 R FE 4, X—RA T A VIFOK A
F~— T — DXL B DOEAEMETHRE RIIE 5 KNE 6D EBY Thol-, 72k, ML IFEEER
Hr. FeNO IR, MiEHT XY A AF U BE, Mgk

T IgE K ONMAE =4 & % o -3 JRE
[

WS 2RIE~— D —L SN TVD,

#3 N—XTFA WD ICS AR OHELS 52 1% £ ToEEEM BB OERFEBR (TT H£H)
e AFHE 75 RRE
(323 i) (167 #1)
I S I ONED) 3107 162.7
chs% RS SRR ([R]) 210 193
AEIEEER R ([E/ A ) 0.676 1.186
AERIER IR O (B A -4E) [95%EHHX ] 0.639 [0.523,0.780] 1.038 [0.818,1.317]
T RAREEE DY [95%(EHEX ] 0.615 [0.456, 0.830]
. ARFIRE 75k REE
i (303 fil) (151 fi)
o e ONED) 2952 147.4
o A E) 31 147
MBS IR () - 4F) 0.444 0.997
AR O (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, Hulk, N— AT A VIO MBI 5y, N— R T A VIO ICS F R, 1 AELAIN O H G

WO Z BNEHR L L, BEMM ORI L 47 € v MEKE L A0 EERET L



F£4 RX—RFA O ICS AEROKS 12 #H

2B DEE KILIER B 58T FEV, (L) ©Z ki TT £H)

BERE ASFHRE 75 v R
A N—RAT A U 1.70+0.60 (323) 1.65+0.50 (167)
'ml)fsgl 512 W% 2.00=0.68 (309) 1.8520.64 (162)
R—=2AF A b DELE 0.3240.43 (309) 0.20%0.40 (162)
7T vRREE DAY [95%(F X ] 0.12 [0.04,0.19]
B EHE ASFIRE 7' R
a N AT A U 1.87+0.59 (303) 1.86+0.62 (151)
E']I?f 12 % 2.1620.72 (294) 2.020.73 (148)
N—=2 T VL OEE 0.290.43 (294) 0.1620.39 (148)
TR DY [95%EFHX ] 0.14 [0.06,0.22]

P E AR (G155

a) BGHE, Flin, MR, BR. Mk, N—2 T A CEEO M P EREREX S5

N—2 T A EFD ICS &,

ARG, PR GRE & FHIES O EAEH, R—=RA T A Ml N—R T A Ml & TR S DR B AR &
284 & L7z MMRM 1%, AHBIFEE 1213 unstructured 2 5E L 72,

#5 HNAF~v—H—DX5R) IO 52 Wtk F OB BHEOFMIEHE (TT £ ")
—— X5 AR ELER (/A (B 7R L DO
(N—=2F A ) AHITE 75 B AREE [95% 1= 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]
IR ER KL 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 AZ X2 -3 OUEIFSF T 4F 12 AR R CRBGEHSCH 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 LA k= 38.2 pg/mL A 0.600 (160) 0.904 (73) 0.733 [0.459, 1.172]
3 IREE 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 F 0.474 (143) 1.336 (86) 0.360 [0.226,0.574]

a) M IgE IRIE, NYU A AT URE, =4 X% 3 REIZ OV TSNS
b) XV A RF RO KGO EEIAENTIE . 18 IR L OB & k212 F ki

o) BeHRE, Fn, M, N—2 T A VREOMPEEREREX Sy, XA T A D ICS A&, 1 FLIPN O HEE R SO REE

AL L U, BEIRM O EAIE L 47 & v MR E LI2RO “HERET L




#6 KA F~v—H—DORENH IO 12 B RUE SCPRBRIES Goni FEV, (L) OZ L& (ITT £ )
4 &5UL%@F77HW12?®AP SRR L (29
D (N2 T A ) AEARSALLE D - [959% [ #81 )
AFIRE 7T RRE
150/uL i 0.19%0.37 (176) 0.11£0.41 (83) 0.09 [—0.01,0.18]
i 150/uL LAt 300/uL Kiifs 0.220.45 (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) 0.18%0.37 (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 BB 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 OWGETSTTEE 12 ARR CREENSCTH D,)
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) 0.14%0.39 (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 Ajiii 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 0.23+0.38 (157) 0.220.38 (70) 0.03 [—0.06,0.13]
TR 38.2 pg/mL LA | 60.8 pg/mL i 0.300.41 (164) 0.18+0.36 (70) 0.12 [0.01,0.23]
60.8 pg/mL LA _E 0.451+0.52 (135) 0.1710.44 (85) 0.27 [0.16,0.39]

SR RS (B
a) M IgE RE, RUFAFURE, oA X F 203 BEIZ OV TSR]

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 . X— AT A UIRFO ICS A, FHRER, B GEE
R R OZEAEH, RX—RA T A M, N—RA T A Ml L R O BAEA 2 A & Lz MMRM 15, FHEIEEIC
1% unstructured % 57E L7,

(2 41)

HEFRIT, AAIHE 81.5% (515/632 i) . 77 & AHE 84.1% (270/321 f4i]) IZFE®H HL, Fie
FLRIFIRTOLEBY ThoTz,

RIS, xﬁlﬁiﬂﬁd O AL, A /R BN MO AEZE, O - MO AR A0 E
PESAIIR/ 2 B A RE R SE AL 1 B ISR B, W L IRBRIE & O R RERITEE
Sz,

EEDAFFGIUL, AFIRER.7% (55/632 ), 77 LR 8.4% (27/321 i) ITRDHHIL, =
D 5 HARKIRE 4 1] GFERERHEINGE, B MELFRRERMERTIZE . 77 4 T % o — UG, FESHBATALEE
JEST RO JIE RS AR S 1 ) . 77 B AREE 1 6] P ERBIE) 12 oW TIE, RBRFEK 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 WTINOHETI%U ERD b TEEG (LM L)

AHIHE 77 A
Sl (632 f31)) (321 1))
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)
SEYA 40 (6.3) 25(7.8)
SR 40 (6.3) 5(1.6)
A TNT W 38 (6.0) 22 (6.9)
BT R 5 33(5.2) 16 (5.0)
TSN Z 5 PR 31 (4.9) 3(0.9)
BT ATS 26 (4.1) 29 (9.0)
HIBR 25 (4.0) 15 (4.7)
i B 25 (4.0) 7(2.2)
LEEEPS 24 (3.8) 16 (5.0)
PRI 19 (3.0) 12 (3.7)
kbl 19 (3.0) 11 3.4)
T LR — P 18 (2.8) 15 (4.7)
g 13(2.1) 10 (3.1)
AVER R gE 10 (1.6) 15 (4.7)
B (%) MedDRA ver. 20.0

AN IAREER (EFC14153 3R) (6 kbl I 12 mkiifi /N E)
[EBR DA ]
HHEXIIEHED ICS X OZ0Mo EMEHIE (GHE ICS OLAIMER) AL T
by hr— L RRZ 6% EL b 12 %A ORE S0 SR 408 il A4 k12, ICS KUV DA
OEWE I 1Al (FHE ICS DGEIHMER) OFH T CTORAO A MR V25 a2
72, 7T A B 2 (b BRI TR PLi RS S S v Tz,
L - HEE, KA 100 mg (EAEZLREOMRE A 30 kg LAT) 4 L <1%200 mg (HE/EXL
REOREN 30kg #8) T 7' 7R % 2 BTS2 BlL PRG35 2 & L3E S, 1CS &
VZOMOEHEHIE 1 4 (SHEICS OEAGIIMTEE) 227 )V —=V JRICHERSW-HA&
TOFHT A Z & EREINT,
HNMEIZOWT, BRI B (385 52 1% & COBEEN B EBOERFEBLFE, HEE 0]
DM B 138 5 12 RIS 2 %8 SRR3R 5.0l FEV) O TRIELC 3 2814 (LT,
[ppFEV]) D_R—Z T A b OB bR LR E ST,
KGR HBFIE, 6 LA R 12 ARWORE I ERE T, UTOREL-T 2L LS
niz,
(7RI IEE)
> THEXIXEHED ICSYROEMEEK 1 A, XIXEmHEICS DAE A7 Y —=" 7
D 3 AL I BEHDN DA Y —= ZEED 1 1 AL RS —E & Cikes LT
fEHL TS

> K YRR GO FEV, S THED 95%LL T, UTAKE KhRiEE% 51D FEVI/FVC
23 0.85 AT

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

> 1FLUNICE BEALICR L TEegMEART a A FEO®RE % 1 RILL BT 72 33 BRI
L0 ABEE L < I3Bsi ke =2 L

4 GINA2015 (Global initiative for asthma 2015) (2> < H &
8



> A7 U—=UZHRNIZ, LLTFD 1 DLl Eadi 4
e ACQ-5 2T M 150k
o JEIZ3 UL EORIEREE (PrT72e— %) OffiH
o 1 [EIPL EOFRVEREIE O A 23 D i ESE R K 2 MElR R
o HIZ 3 AU Lo ESER

(5 R]

(B 2hE)

FEFHIIE A Th 5% 5 52 W1k £ TOBELEN EHEOERFEIRITILE DLV THY
f?ﬁfﬁkﬁﬁﬁt@ﬁm@ wf\ﬁﬁ%m&ﬁ FENRD b, £7o, HERERK
FHIEE Th oG- 12 ERFIC %5 SRIEHE G-/ ppFEV DX— 2 F A b DAL
EFIRIDEBY Thol,

# 8 4 52 Wtk £ COHENMEHEOMERMEBIF

SRR X BAERH 2 IR MW SAERH © AREM ATT 4£H)
T 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]
TIRREEE O 0.407 0.458
[95%15 #E X h] ] [0.274, 0.605] [0.313,0.671]
p i <0.0001 —

a) N—R T A EEOIM P HFEERERES 150/uL LA 1% FeNO 23 20 ppb U b & HHE S Hv, ARhMED B2 it 5
EME ST,

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

&9 5 12 BRI AR SKIEIRIEEE 501 ppFEVL (%) DOX—R T A v O i
LS i 2 FUGENEN BAE ] ARER ITT 4£:H)
e AFIHE 77w R AFHE 77w REE
(236 f31]) (114 1) (273 f1)) (135 1))
N—2 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 U nLOELE | 102611607 (228) | 4.68+13.13 (111) | 103016.41 (264) | 4.62+13.09 (132)
TIRAREEEDEY 5.21 4.68
[95%/5 #E X [H] ] [2.14, 8.27] [1.87,7.49]

TR E RS (P10 3k

T LE

a) |EHE, N—AT A COERERE, #illh, RIE N—2T7 A4 OMPLHRERE, ~—ZF A D FeNO, ~N—2Z

T4 D ICS HE&
DAZHANE % 2

N—2 T A VFED ICS HEROE i HIFRATRE FIER 10, X—RX T A VFFOK AL F~—

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

Id unstructured %K E L7,

B —DXBIOER S EMENTRERIIEZ 11 O LBY ThHoTz,

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 S EE D 4E ] 2 TGS E P BAE AR (ITT M)
FHRD (B A-4E) RFIEE TSR | 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 R 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%EHIKME R,
a) BEHE, Flin, N—AT A CORERE, Mk, N—Z T A OMPAFRRERE, N—Z T A 2D FeNO F UFRBRBHARRT 1 4 LAPY o> T HE i B

DOFER AR L U, BIENR O BEREL 4 71y ML LTcAD “HFRET v
K11 A~ —H—ORGHOEYE 52 s £ COEEM EIEEOERFBE (TT 4£H)
N F~—T1—/ AN RO IR Y (/A -1F)
NR—RA T A DXy AHIEE 77 A T 7R D
. 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 LAk 0.297 (48) 0.705 (24) 0.422
. 300/pL Al [0.155, 0.569] [0.361, 1.375] [0.205, 0.871]
1 PEFERERE 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 £ [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 BLE [0.102, 0.452] [0.381, 1.737] [0.134, 0.522]
. 0.048 (55) 0.101 (36) 0.474
@ 1oF s 100 1U/mL A [0.009, 0.243] [0.022, 0.453] [0.174, 1.288]
e 100 TU/mL &1F 0.278 (212) 0.660 (97) 0.422
m [0.199, 0.390] [0.462, 0.943] [0.280, 0.635]
O sk, [ 13 95%E XM %277,

a) HBGHE, T, N—RT A CORERE, Hillk, N—2 T A L OMPLFEIRERE, N—RT A1
@ FeNO, ~—2Z 74 »®D ICS MK OGERBHAART 1 47 LA 0 B EE NG B O S8 A I & 4k
EELE L, BEMMOMEBEEL 4 7y NEKRE LA HEEREF L

(Z2421)

HERRIT, ARAIEE 83.0% (2251271 #) . 77 B AEE 79.9% (107/134 1))
FRIFX1L2DOLEBY THoTz,

X, B ooz,

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

R ILICE > Te A EFGIL, AFHE 1.8% (5271 #1) |
i,

RITERNE, AR 21.8% (59271 i) . 77 B AHE15.7% (21/134 i)

IZR b, Fix

752 AREE 1.5% (2/134 ) |

Z m o

Lmb\y) %n‘f\_o
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#* 12

WP DORET 5% RIS bW A ERE (R R EN)

AHIHE 77 AR AFE 77 'R

A (271 ) (134 1) ERA (271 ) (134 1)
AT 50 (18.5) 29 (21.6) R CR 17 (6.3) 14 (10.4)
R RGE R 35(12.9) 18 (13.4) TESHENLRS 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)
NHFE ¢ 24 (8.9) 14 (10.4) FEY S 9(3.3) 7(5.2)
A TN W 20 (7.4) 12 (9.0) R EIE R G 3(1.1) 7(5.2)
SER 19 (7.0) 10 (7.5) B (%) MedDRA ver. 23.0

ENE AR (LTS14424 A ARY 735 (6 kL b 12 AR /1)

[FRBR O]

FAESUIEHED ICS A OO BWERE (G ICS O%AI3MER) 2L T
by hr—/LREZ 6 LA 12 moR 0 B AR NKUE S0 BB 13 4 R1T, ICS K%
OO EHEFEE 1 F) (7 A& 1ICS OHRAITTE) O T CORKI DA NE & O e & Kt
T o720, FFEMRIERRE EEE 2 LR D FE i S Tz,

AL - A&, A 100mg % 2 BREFEAS L <X 300mg & 4 B (X—2T7 4 CREOIRE
2515 kg LA E 30 kg LAT) X% 200 mg % 2 #FIR (X—R2 T 1 VIREOIKEED 30 kg #) T 52
WL THREGT 52 L EEESH, ICS KOZEOoEHZEHEIEK 1 & (5HE ICS O&H&IHE
B) 2RV —= U JRCHERSNTEAB AT 2 L ERES N,

BEWEICOWT, FEFHlIE B 1355 12 BICB T 25 XIEESRE 5.8 ppFEV, O<X—
AT A B DEAV R &R E S AU TR G ) Hh oD R N B PR OO AR [ RS B LRI
HH & RRE SN,

KGR E 7 HBFIE, 6 mlA B 12 AR ORE I EEE T, UUTOREET-T 2L &S
niz,

(L7 IR IEE)
> THEXIXEHED ICSOROEMEEK 1 A, XIXEHEICS DAERA 7 Y —=" ik

D 3 AL I BEHDN DA Y —= ZEED 1 1 AL RIS —E & Cikes LT

LTS

> KB ZILIESEPY BRTO FEV, S FRUED 95%LL T, XIFKAE LIRSS 5./i1> FEVI/FVC
2 0.85 AT

> LVAELINICH BB L CRFMER T n A NEROB G %2 1L 72 33 BB ki
L0 AR L < iFRs ke =2 L

> ACQ-5 2= 773 1.5k

> M FEREREAY 150/ul LA _E X FeNO 73 20 ppb ULk

[ R ]

(F2E)

FEFHIE A Th 25 12 HRFZ IS T 58 SKHRIRHEE G35l ppFEV) DX—Z T A )b
DAL EITER 13, BIKEHEE A T & 2 InBREEE G-I o oo B A i S HEE O R BRI 14 D
LBV ThoT,

S NERE I EIEIE  BWHELT A RT A 2020 (2HS< HE
11



# 13 #4512 WIS B 558 KILER AT ppFEV, (%) DR_—AF A b OZE{bE (TT 4#£H)
B0 /B A 100 mg Q2W A 300 mg Q4W A 200 mg Q2W At
R—=RTA{ 87.00+8.01 (13) 89.67+9.02 (3) 83.67+5.51 (3) 87.29+9.05 (7)
B 512 WA 94.08+6.33 (13) 97.00+4.58 (3) 89.672.52 (3) 94.71+7.52 (7)
R—=2F A b DOE{E 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 T o BN S EE OSBRI (TT 4£F)
e 561, 50 z’zﬁjz,&h g:?jm 100 mg Q2W R 300 mg Q4W #¥ 200 mg Q2W #f
(3 1) (3 f31) (7 f51)
B (AN -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)
FELBEE 2 [m] 1(7.7) 0 0 1(14.3)
(F% (%)) 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 CRR L7 B 2 AR R e Bl & L CRgifl L7,

(Z241)

BEEGIARFBEGH2BNRBO b, ERAEERRIRISOLEY Tholz,

KR OEGHRIEICESTAEFRRZIT, BT,

FEE A ERGUL, AAIBEH 30.8% (4/13 1) (100 mg Q2W & 33.3% (1/3 1), 300 mg
Q4W #f 33.3% (173 f5)) . 200 mg Q2W ¥ 28.6% (2/7 #)) 1T D HIL, WTH HIRERIE L DA
RBRILEE S,

BIWER X, AFIF 551 30.8% (4/13 %) (100 mg Q2W #f 33.3% (1/3 ), 300 mg Q4W &t 0%

(0/3 f511) . 200 mg Q2W Ef 42.9% (3/7 %)) 1Z#Rb Hiz,
# 15 ARFIFGH)T 2 FILLERD LN AEER (ZEVERTT S REM)
HHA * ﬁjj&ﬁﬁm 100 mg Q2W #¥ 300 mg Q4W #¥f 200 mg Q2W &
(3 f3) (3 f3) (7 1)
LN 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)
PBA SR 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
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4. HEFITHOWT

RENDEIS & 7 D BT OB O G oL, 8 Thid 2 Ekw b b, F
7oy AFIOEEIZ X BEREWERZ BB L-BICRHIGT 2 2 E g zn, LLFoO~
QDT R TCEWT-THRICBWTHEAT I R&ETH D,

=

O Miskiz oW T

o RUEIMREOJERE, Rl L TR, 2L 1B (BB BT - BETA NI A X
PR SN EIR BT A R T A ) Z#A L AKFNZ O\ T O3 5% A L,
KB S B OB R OVRIRIRE BT 2 ERM (LU OWT IS 3 5 ERf) 23432
BRI OARFNCET 2IRFEOBEMTHE L L TREINLTWHZ &,

[N &8 S BB IC 53 556

AR GeFF UG 2 (EOWIMIBHE 244 T L7-%12. LT OMHEZ & T 4 FLL L ORISR

Xy

~
\

)
B

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

o AR EOSRE SN EICEET 5 T LV X —2E O RAHE

[/ R S BB H 1T 53 2 58]
EERNSLFFIAFR 2 SFOMBINHME 2/ T L72RIC, LUTF OWHEZ & Te 4 L1 LD BRKREER

ZHELTWAZ &,
o 3L EO/NRBZIEORIHE
IR

o 3FLLEORE BT DT LV X 2R DO IRIRIHE

@ B OESRREE O REIZ >N T

o BRSNS ORI - RANEOEFIIEROEIO, HEFLNIEE LIBAIC
S PR & s B A O TAT 5 T & D R R A B T 00 R 28 o
WHI L,

© APHERTCRIEH~OXISIZ OV T

o AP AmOT LAF—MIRBEATLBEICAFER G T LHEIC. Y%7 LY
— MR 2 Y D EA & ERE L ORBEHEICHE L TR USHERZ T L 4123
EoTnpHr e (6. REICELTHEETRESHIH, 6) ZH),

o T T T4 T7F—FOMM EOEEICEHE S VZEWEMIT S LT, MR s U T B E

PR OREFIVEZ A9 5 BEAT & U BWER ORZBr-CxHSIC B L TSR OSSR 2%
L E DI ZRALEDN T E DEHIRE S TND Z &,

13



5. BERBLRDEE
REOEEICOVTIEIART B A FEE ZOMOEMEREDT R T 72 APHAT
HEDREFTHDZ 2R LI LTI 5 2 &,

[T HSNT (RA)]

B G- OBEEDOUWIZHT- > TIE, LLTICHEST 2BETHHZ L 2T 5,

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

2. HHEMTEHED ICS & 2o EHEHSIE (LABA [EAHZETe]. LAMA (Bl& Al
ZEiTe), LTRA, 747 4 U UEEAD 20 L Chay ha— KRR &V T v
BHVEAT 0 A FEORGEN VLI EEEALFIC | B L& 723484, 72720, BH
®=D ICS L OPFIE, BRI LY ICS ZmAEIEET 5 2 L BRIEAEIC L 0 IREET
HD LN SN HAEICRD,

(GE1) WET - BEAA FIATlE, UTOHEAD B 3 DU FYST 54, ITENZD, ME%E, Atz
FES BN AIZ 1 [EILL EDSE, 2y hu— L RREERINLTWVS,
. RSN (B RO 2338 1 |2,k
HHEEVAPRER O AN 1 [E1 2L E
B 2 S TIRENIRA & 5
IR RERE (FEV, R OE—2 71— (LLF. TPEF))) S THRUE XA Ok BIEO 80%AH
PEF ® H GH) NEER 20%LL E

[FBFRRIZHOWT (NR)]

BB DOBEEDHENZHT- > T, LLTICHEET 2R Th D5 Z & 2T 5,

1 /NARE BB - EETA R T4 U ESBIL KESHEOMEZR N 72 ST\ 5,

2. WHEIENED ICS & ZOfoRHEHIE (LABA (BEHZ &), LTRA, 747
4 U UBREERFD) AL Char hr— A RKAR D T o R T o4 REORE
BN B B2 1 [P E&E =356, 72720, PHED ICS k5 LTk
D, ZOMOEMEHIKLE LT LABA 0 L T i WEBIRADE Iz OWTIL, Ehf
IZX Y LABA 2032 Z L REWERAZIC LV REETH 5 LM S - HEI1ICR S,

(FE2) NRRE L BIRIR - AT A RTA TlE, T 1 A ORETOFEMIBN T, UTFOWTIL0IEH 3544
THEHAE, 2 =L REEERSN TV,
MR GEEIRPKRZE Y, BERIEIC —IBPEICERD SN D00 I OMGAZ R &) ANEIC 1 | E
B & e AT GRIE) A 1 FIELE
HHAEORIR (KMORE, EBRTXpnway) BNAI1ELLE
B HIEEE DA A A3 1 [|I2L

[ =IRIZ OV T (A - /N IEE) ]

RFNFE R0 2 RIS B S 2 A A~ —H— (I AFEREREL, FeNO, il 4 IgE %)
DENEWIGEIIAF OEIMER R ZVMERNZ S 5 — 7 TARWEGE S IZIIARFI OB ER 147
IZFF DAV W ATREME DS R ST 5, BUREAUTIE, RAID IS & 7 5 BE 2B IRT 57200
INA T~ — T — OFEIEEITAFAE L7V AFNC L DTERBRGIC Y T > T, YA A ~—h
—% 1 DL ERIE L, 2O EBERMEEZ BB L7 ET, LT 21253bLnWekBE 2 58H
WZDRHEHETHZ L, ok, KAIONGEEE 2315 & LT MEERRERIZ 1T 2 6200 5
AT REFNILL FTO B0 Th D (3. BRMKEST),

14



6 Ll b 12 skl (EFC14153 #R) 12 mLA . (EFC13579 7A5R)

2 FUJSE MG B ITT 4K
(1fn. P AFERERER S 150/ul LA 1= XX FeNO 73 20 ppb LA ) (2 BIRAEIZBAE T 2 A A~ —h —THE S TR

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

AFNOBGFRFABRIZ BT A2 (B 5-Bhatk 52 ) 2 E 2, &REMAR 14
R & B ZINROMEREITV. RO SN WG EIITER R G EHT 0L I
THZE,

15




6. REIZBRL THERETN&EHFH

1.
2.

1)

2)

3)

4)
5)

6)

7)

8)

9)

10)

11)
12)

AFN O A3 LIBBIE OB EED & 5 BFIZ OV TIARKI OB 5N EEZTH 5720,
BH LN &,

T T 4 7% — (0.1%A0) DEWE I TN D, REIEGRHIIZBIE % +212470,
MER T, FER RS, Eisse. DEWV, IER. WM, # 5 R, WAL, mAs P Es
DEFENHBOENTHEIITEHICRG A2 RIE L, UL EEZIT 2 L,
TFERERIENNE (0.9%) M LD Z ERnd Y | FRCHEIRIEF O B8 Tld, FRREkYE
Jifige (0.1%ATH) CLFBRERIE 2% M AF 2 A ZEIESE  (BEEERA) S OBERAEIR % 18 5 4F
FREREIEDFBLL O DTN D, ZHOIIRO AT v A REOHE - HIERELIAMC
HRD BTN D, AFEGFIL, R OHER, I N IS RIERE ., ER O
by DIBSIHER = 2 —a RF—5 kBT 52 &

ARG HOAET 7 F o ORI, BEMEPHERIN TRV OTREITSHZ &,
AFNL IL-4 e OV IL-13 ORLEMERIC LY 2 BIGEISE 2 I 5, 2 BE s & I3 %4
UYL 3T B AR TS RE IZ B 5 L TV D RTBEME DS & 5, T4k BUBL B L2 )E LTI,
AHN e 59 AN a A BURGE DI 24T 5 2 & B DA G-I F A DL &k
Z L, JUFAEBRIRIC X IR BN 72 5 g, FAE BN IR T 5 £ TARKIO -
—WRphiEd 52 b,

ABNDOBHANZ L > TEPFT MO T L AF PR B OTEIRNE LT 2 ATREMER H D Y
BT LR PRI 2 R A Bo TG A ERARIMICE(L T o2 BTN b
%, AROBREGHRER R M OKRGTIEZEOKBER G GO T, AFEGT1L, &
27 LAX—MEBE YT D ER & EUICEEEST 5 2 &, BEICH LT, ERiO
ERe< . ENOORBIZHT HREANRZELE LWL EET L2 &,
AFNIREICHE & TV 5 KE S B OFAECIE IR 2 0 0 SRR 3 2 384 Tl A2 VW ¢
SEDOFRIEIZH L TUIEA LT &,

KRN OB GBIER 1T BRER A 2 v b e — AR B XIIE L LA 1T, Effo2E s
ST X BFITEETH L,

FEMIAT v A MEEEZZ T T EBEITBW T ARAIEGRIGHICAT oA REEZZIZ
HFiELenZ &, A7 a4 FEOBENSLERGAITIE, EROFE T TR~ 1217
L,

AT SCEITIN A LG AR TE A DR 2 BB (2D E AAFI DRt f OV IEE FH o 7z
DTG AE B LTI 52 &,

AHF|ORMPZ #GE L, BEMMRFTFHEMRT D &,

B OG- OFRMIT Y T2 - T, EiEOZ LA EEICHRT L, BE T OR#EE It
L CHBZ2EE., Ak OREEET 52 L,

-
—

[51/>c#K]

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

IS DOF N « BEVEDOHERO T2 DI, I STEFICESWEEIERERIRD NS, S HIT,
WAEORMEHIFOMEANT LV | JUREIRLE O FH e B EREIT 2 A7 2 EIRL KRB SN HH T,
INOOEEL A BN LT 5 BFITHEUICRMET 2 2 ENRBORBE L o> TEY | REMBGEE
EWHEDHATTEF 2016 (Fpk 28 4F 6 H 2 HEFRIRIE) (28T, FOBTAYE IS O M H] o foi bk
ERHZEEINTNAS,

HHEMWF 263 2 EEMIL, EEERSCREME T 1 7 7 A VBB FEOEIEM E A SRR 5 2
EWBDDH, ZDD, ANMER DLV T 2B WA o0& IN D £ TOM, YakEHEM O BEL R
ZTFDZEPMHEINDBEICH L TERT S &b, BWERANRE LBRICLE 2 xtihgd &5 2
EINFIREZR—E DB A - TR TR 5 Z LA EETH D,

L7z > T, RAA KT A4 Tl BIRBEESC N E TICHE LTV D EFRIRZN) - BH2a R &S
&, DUFOESEG OFE e a2 HET 2800 O LEREM:, B2 R OEEFEERT,

I, AKITA BT A A%, WSIATBOE NEIE M ERE IR O PR, ASEENEN B AR ER Y, — K
FEEANBART LV —20 0 —fBAEENEN HA/NET LV X —328 0 AR A B A NERH A K
O— it E N B ARBRIR I ERHES OO b EAER LTz,

MR EIRDERS : T2 ~7 (BB Z)
RELRDDEIPR « BB CORA 0727 b v — 1%
RELRHMEROAE  BH . AICITT 2 8 ~7 GBI z) & L THIENZ 600mg & T#H 5L,
Z D% 18] 300 mg % 2 WHEE TR FEET 5,
W, A% 6 WA EO/NRIZIZT 2 B~ (B iR z) & LTREIZED
TUTHKTHEET 2,
S kg LAk 15 kg A ¢ 18] 200 mg % 4 HHFRE
15 kg LA _E 30 kg R ¢ 18] 300 mg % 4 ¥ [E 6
30 kg ULk 60 kg i : #IENZ 400 mg, Z D&% 1 [8] 200 mg % 2 H[H
60 kg LL_E : FIAIZ 600 mg, Z D&i% 1 71 300 mg % 2 i ke
Bk R 5E ¥ T oSt




2. AFNDORE, TERSEF

T a B~ T GEIE /L) (LUF, TAHI]) 1%, Regeneron Pharmaceuticals, Inc. 23 Al|#. L 7=, Interleukin

(IL) -4 Z RO IL-13 ZHERERERL L TOD IL-4 ZHFRT V7 7 (IL-4Ro) 7= MIFEA L.
VA RToDHIL-4 KRWIL-13 29 LIy VPV REZHET 8B FHEZ b N eG4 £/ 7 rn—F L
iETH 5,

IL-4 XOVIL-13 24T Lo o 7 VRERR IR, 2 BRIESUG (2 AL 3—T (Th2) Mife e O 2 B E 2%
U o8gR (ILC2) IZ XA aETe) MO Th2 MlOIEMHE(LEICHT G- L, 7 b E—MEREER & OMtoo B
T 57 hE—M/ T LR —MRBORBICHEERER ZR T EELLNTND (T b E—MEE
RCIEITA RT A4 2024 (DNIEHEENEAN B AR ER S/ —BRAEENEANBART LV —52 f{) . Nat
Rev Immunol 2015; 15: 57-65, J Dermatol Sci 2017; 88: 167-74), F£7=. Th2 fifa=C ILC2 3PEAT HH A b
A ANTEFRL B ZFEE L, REREMEZ RV EORBEET L2200, 7 FE—1H
R CIIRENY 7T RIEFIZE LD RSV T56F 20 Tn5, BLEXD | RENL,
IL-4 KON IL-13 OY I UmiEw lET L2 2 ik, 7 hE—PERERICH L CHREDRZRT 2 &
BHIRF SN D,



3. [ Al
1) BEFHRIR CORA 53727 b =PRI EJ (N) 0 2) [/ UhIR) DGR A 21T - 72 3272
HRRFBR DRI 2 7R3,

1) BEFRECHRARTH2RT e —HEER (BRA)
(1) A7 aA FAMZEGN EEEILFEFE AR (R668-AD-1224 7X5R)
[RRBR O]
Medium potency (HARKD B TIZA br 77 T XY T L) LEDO AT 1A RAVHEE (LUK, TTCS))
THREARS2T FE—MERBE (BEGIE 700 #]) 2212, TCS OFH T TORFI DA ZIER
TRMERFTT 2720, 77 B AR RIEVE (L B G MO TRER FR s A AR, SKE%O 14 HETHE
i A7,
ARBL, BEH (528) KONBERRAY (12 ) XviskEiv, AL - AEE, A% 300mg (FE
600mg) % 2H#FA L <IX1EMRE LT 78R E 2l THETHZ L ERESNTZ, XR—AT A
BED 7 B LA BRI S —ERA BRI Z AT L EBESN, X—A T A UREL D TCS 1AHE %
BAtA L., Z Dk, WEBBPICR L7 ICIZh kT 5 2 & &Sz, 2 i B LRI 2 #8E ks HEL L
TS EITid, BFTREID e L STz,
5 16 B OEIC L D2 2BGHIA 27 (LT, TIGA)) 21 FND_"—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 BekE LI oG (LU, TEASI-75 2% ]) 75 co-primary endpoint & &
niz,
KGR HBFIE, I8 WA LT ME—MEEREE T, A7V —=0 TRIZULF OREHEZR -9 2
Llani,
(L7 IRIEE)
> CKERERESR - ZWENET 3 ELL LR’
> IGA 2A=7 3LLEEASI 227 16 LA B AREREICHD DT b E—MEERIFEDEIE 10%LL F,
B O 9 FERUERIA A 77—V (BT, TNRS)) A 27 OfgmfE O 41 3 Ll k

> 6 WHLUWNIZ, TCS THRA+STHLEDORENH S : WA+ &1L, Medium potency LA D
TCS (MBS U THhNT =a— U UHFAHEE (LUF, ITCL) BN Z2472< 8 28 AR
WA SCETHER SN REHMMOWTE W T O, HHES L TH S TR ETEEIMENME
WIRRE (IGA A =17 0~2) ZHERF C& 02 & EERS N, 5 6 W AMICT FE—PEEERIC
XD BB PRI ORI B 5 BE D TCS TRRAR+4r & Aip EinT,

DR G I DIREHMED B O EBALIZ K L C Medium potency @ TCS % 1 H 1 [EI4MH L, DI L7141 Low potency (AARDSFTIZY ¢
—I~IT T LY TATHET D) O TCS IV A 1 B 1E 7 ARSI, PIkT 2 &L Shis, R LESEE. Medium
potency @ TCS B BT 5 Z & & SiLiz, Medium potency @ TCS THERP LAaWGA X, HeMEE2E B O L, High potency (HA®D
SHTEINY =R bur 77 7 AHRET5) UbLo TCS 245 2 L L&,

2 RBeFiaPEiL. High potency LA LD TCS, #&H AT 1A REKOIERT v A FYEGIEIMHISENEM O E THEHR L Shiz, BoFiak
ELTROAT A FIEE L IFIERAT A RHIEGEIHIZEO G UIHGR T ONIZ GG 1RO R G139 1L S, Y805
TRRIEDFAEEE G-I OB O 5 (FLL EXTEHIEROER NS 1 4 AL R L2 %ICIERIEE 5 2 HHT 5 2 L3 fReE Sh
7
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[#5 5]

BHRIMEOREANT IR EML, 2 BERIE&RGRE (Q2W #f) 106 1), 1 BREIME&RGRE (QW BE) 319 il O
TR AREE 315 BlOF 740 Bl TH o 7=, £7o. RO SEMIZ, Q2W B 110 . QW AF 315 6 &
ONTTvREISHTHo T,

(F2h1)

HMED co-primary endpoint T 2% 5 16 HE D IGA=1 FE R KL O EASI-7S ZERRCRIZE 1 O LB
ThY, 7T EREEEARFREL ORHEIZBN T, WTNOFEEB IZB W T HHGEHFIICAE R E

PO B, 7T BRI T D AH 300 mg D 1 B BIFEEG K O 2 8 BB 5- O BRI REE S vz,

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

Q2W At QW A 75w AREE
IGA= | ZERE 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 D [95%FHEIX ] 45.7[35.7,55.7] 40.8 [33.7,47.8]
p 2o <0.0001 <0.0001

% (%0

IR SR IR IE BT Non-responder & L7z,

a) MUK ONR—R T4 VIO FIEE (IGA A2 7 3 Xit4) 2 Liz Cochran- Mantel-Haenszel i /&

b) 7T EARREE EARBIHOLBIZI T 5 H BAKMEE TN 2.5% ERETHZ LT, REDSLEMZ R

T2, ERAEMIHMEEB OHERBIZE 2 LBV THY ., WITHOFHMEEB IZB W THAFIREN T Z
Y AREEE BRI DMEMFED Hiv, $&h5 16 BHE LK, &5 52 HtkE TRERLEIFOLNT . AKHIHK
Hikwe o X o GtEidiafR T o b0 LB b7,

2 FERAETNIEH OHER (FAS, NRI)

A H Al 2 Q2W #f QW A 77 Ak

4 8 15.1 (16/106) 15.0 (48/319) 7.0 (22/315)

R 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 A 53.8 (57/106) 57.7 (184/319) 24.1 (76/315)
EASI7S 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)

ot 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 i 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%Lh FikdE L =g oElE

b) % HFENRS A 27 O H N OB LN _R— R T A > 564 S IR T L o4

(%2 4pE)
BEFGIL, Q2W FE91.8% (101/110 1)) . QW #¥ 88.3% (278/315 f5]) . 77 & REE 88.3% (278/315 #i))
5



IO B, ERHFLRIIEIDOLEBY ThoTz,
FETIE, QW BE 1 6 (ZilEde) ISR b ny, 1RER3E & OREBMRITIEE STz,
HERAEFSIT, QQW A 3.6% (4/110 f5l) . QW #E 3.8% (12/315f4) . 77 &HREE 6.3% (20/315 fi))
IO BV, ERFGIIT PE—MEER QW EE 1, QWEE 1, 77 AREE 1) Thoi,
HUEIZE > 7oA EFGIEL. Q2W £ 2.7% (3/110 #) . QW #£2.9% (9/315 i) . 77 & AHE 8.3% (26/315
#il) 1ZERD b,
BITERIZ, Q2W Bf 33.6% (37/110 f51]) . QW B 35.2% (111/315 %), 77 & AREE 30.2% (95/315 f3i]) (2

B BT,

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

Q2W A QW A 75 & AREE
L (110 1) (315 #) (315 1)
7 e —E R 51 (46.4) 111 (35.2) 179 (56.8)
BLIRTH S 26 (23.6) 66 (21.0) 64 (20.3)
BEEENT SI 16 (14.5) 61 (19.4) 25 (7.9)
7 Lo X —PEREIESS 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)
[T 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 5H5k)

[FABR DA 2]

Medium potency (HADZZIATIIA hu 77 7 AN T D) LLED TCS TR+ L&A
FOBBREND TCS BHEEE L2V M E— MR BE 2RI, AR OH IR O et
L7120, 77 B ARRHREE AL BB RIATEA LB Y AR, KE%O 10 ETE I,

ARBIL, B (1638) KOMBHGRAY (128) Xoigsksiv, Ak - A&, A%300mg (Pl
600mg) % 2 WAL <X 1 EERXILT 78R %E 16 WK THET5Z &&ﬁiémtouax74/
KE> 7 BLL BRI —EMAEORBINHEZ AT 2 2 & ERES L, it 2 e ER DS HHEBL L 72 BR I
RATRIEID RE L STz,

516 % D IGA=1 ERHE L O EASI-75 #4373 co-primary endpoint & SAU72, x5 & 72 2 B 13
181 LT FE—REREHF T, A7 V—= U JIFICLL N ORI 2 & & S,

(FE7p BRI TE)
> CKRERJERT S — 2 WENE T 3 L ERTC2H
> MAXn73uLfmmxz7qu;¢%ﬁ%K£@éTb5~@&%%%%@%éumui\

K OYNRS R 27 OfmEfEOERE 3 LI E
O RFIREIT. SV VB L. 7 HBLLERESE L C b+ BUG LW ISR IS D BB TR IR A 5 57 5 BRSO ROF TR S HERE S
Nz, FREEE IO REE EOBEHIC X 0 BERIRGE IR TR T E WG AL, H]gh potency (HARD/ZEHTIIRY —Abmrv 7 r7 5

IZHY T 2) Lo TCS XUTEH ISR L 2 RFAR A B L Lz, MR E LTRIAT B A REXITEIWIEAT A F
PSR B SN2 E . IRBEEOHR TP IE S i, SRR ORI G- 2 bR OF) 5 L1 L %Iz
FBIY 2 Z &N FREL Sz,

6



> 6 W HUWIZ, TCS TR+ LM EOBH %NS TCS MHERINRWEORENH D -
BRAASr & 1%, Medium potency LA D TCS (WMEEIZ)E U T TCL 23800 2472 < &6 28 A
A SCETHERR SN 2 B EWIM O WTIEN G OB, A &G LT R TRETEEE DMK
VOREE (IGA A2 7 0~2) ZHEFFCX7enZ L L ERSINZ, L6 W ARICT b —MRERIC
XD R PEIRIR OGN B 5 B S TCS THIRA+5r & Al Sivlc, Lotk EoMm &1L, 155
WZEDR_"RT7 4y b RREIZ Y R 7 (BRI, WBUESUG, B2 SEZENE, B8 o %)
LEFEINTZ,

[#5 5]
BN DT XIS EEM I, Q2W B 224 B, QW B 223 Bl K NT Z v REE 224 BilDE 671 Bl T - 7=,
LMD RENIL, Q2W BE 229 ], 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 IR 4 D LB
THY., 7T BRBELSARFREL O HEBIZBNT, WTFNOFEEBIZB W T ORI A B R E
RO BV, 7T BRITHT 245 300 mg D 1 @R G- KO 2 @8R5 OEBME DS REE S vz,

K4 516 WEOIGAS 1 FEEE N 'EASI-T5 iE1E (FAS, NRI)

Q2w R QW #f 7T Rkt
IGA= | ZERE 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 SR TR X Non-responder & L7,

a) MUK OR—2 T4 VIO TEIEE (IGA A2 7 3 Xt 4) %JE& L7z Cochran-Mantel-Haenszel 18 &

b) 7T EARHEE EARBIHOLRIZE T 2 HBAKMEE TN 2.5% ERETHZ & T, MEDLEM LR

Flo. ERADMFHIEE OHBIIER S OL BV THY . WTNOFHEEE IZBWTHAAIN T T &
Az RS A 2D bz,



&2 B ARMETE R O (FAS, NRI)

PFAfZE H AEATEH QW Bt QW ¥ 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 1 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 1 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 %Y 8 3 20.5 (46/224) 27.8 (62/223) 4.0 (9/224)
16 1 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;;g%% 8 i 33.3 (71/213) 33.8 (68/201) 8.5 (18/212)
" 16 1 40.8 (87/213) 40.3 (81/201) 12.3 (26/212)

% (#1550

R SR TE B E Non-responder & L7z,

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

b) % HFENRS A 27 O B NIREAE DB FEEIRR— R T A b4 HULHET Lizgg o4

(& 4ME)

HEFRIT, Q2W BE 74.7% (171/229 f51]) . QW #f 69.3% (151218 f51l) . 77 & REE 66.7% (148/222 1)
IZRRD LI, ERFRIR6DLEBY ThoT,

WLEITRO o T,

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

HIEICE ST AEFRIT, QW B 1.7% (4/229 i) . QW #f 1.8% (4218 f3i) . 77 EAREE 0.9% (2/222
Bil) 12RO BT,

BITEFIE, Q2W Bf 29.3% (67/229 ) . QW Bf 31.2% (68/218 ) . 77 L REE 18.9% (42/222 fil) 123
b,

F 3 WPIHORET 5%LL LICEBINTED b EES (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)
SLIHERZS 27 (11.8) 26 (11.9) 22 (9.9)
SRS 21(9.2) 11 (5.0) 13 (5.9)
BSOS 19 (8.3) 41 (18.8) 13 (5.9)
T LIVER MRS 12(5.2) 8(3.7) 3(14)
G 7(3.1) 12 (5.5) 7(3.2)

Bl (%)

2) BEFIRECHREAR TS 7 Fe—HEER (MR)

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

[BABR DA E ]

ITAT LXIEA R T 7 T ADTCS THHRAF 70 EH% 6 7 ALLE I8RO T b —MER
B (HEEFI 60 B) ZxI5:2, TCS fFH FTO 7 7 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 BLIRE, AT 57K
AL 3 FEONT PR NWRERET) Mol S, —EERKESHOME - HEIX, X=X 71 VI

8



DOEBREITS U HE - R (E7) TAAIIIF 9 RE2R FHRET 5L ERESNT, HFEHRTEER
HHClk, “HEERBESHOBRGHICLIOT, RRIZEREIS UL - AR (R7) CTRTEETLZ
& & ENTEH RN=ATF A D14 AL LT SR T —E M EOREANANELHENT 22 L L Sh,
N—=R2 T A D 14 BEINSGHE ST TCSIEFROZ B L, WA OUERBLT I U T, k425 2
Ll INd, £, JBREML (HfH) EEOYIEIC L0 RFTEEDD ATRE & STz,

K7 REROAFMOMIE - HE

LS - &

5 kg LAk 15 kg i 200 mg Q4W

15 kg 2L I 30 kg il 300 mg Q4W
30 kg LA I 60 kg Kiifi 200 mg Q2W_(#JI=1 400 mg)
60 kg LA 300 mg Q2W (%151 600 mg)

5 16 #RF > EASI-75 RN FERHIHE H & Shv7e,

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

MR- 2 & & &,

(7B PUILE)

> 1AEULERT E# 6 P AULE 1 R OHAIL 3 A ALLERD &7 MRS LB S, 27
U —= 0 ZIRROKRE R R P2 — 2 W MR B S & 2l

> IGA 227 3LLE, EASI 227 16 LL b, RREMEIC HD DT MR ERIFEDEIE 10%8 % O
FAEME IR U2 D FEICER D A a 7O EE O EHEA 4 DL L

> 6 WALNIZ, TCS THRA T THLEORSEN DD IRA+ L. I T 4T AXTA r Y
77 ZADTCS (WIS U TTCL 2 OFH) 207 < &b 28 HREIDUITMT CE CHERE S D R E#K
B3, m A L CHEAEOER L OHERE, 5 L < I35 BIGEMEMEVIREE IGA 227 2 LLF)
RERTE RN EEERSIN, L 6 WAMIZT bE—MERERIIIT D 2HPEIRRO TN
b D BED TCS TR+ & i STz,

(5 2R]
(B 2hE)
BEED EEFEE H Ch 5 %5 16 BIFIZEIT D EASI-TS ERRIIE 8 D LBV THY, 7T R
EARFNHE L DX BV THFHFINCA B RZEDR D biv, 77 B ARBEI 2 AEIRE OB

Y Bl 16 MOIERILE R 5 H~OBATIRE L OB G- 32 T LA O & fa g RBERFIZ BV Tk, RERIERS RIS Uk - HETRE572
Tkl EN, kBRI ESBIME (15, 30 it 60kg) % EIA15 3 ILEEET 5 2 (6] Flal 554 13H % - AENSEE I,

S HEEMEREENACI T A T A7 T ADTCS 2 1 A 1 BIBAIT 52 & & &, BREOMENL (M, . RIE, Aess, KEZER
FALEE) XX T4 T LY 7 AD TCS OffeH N ZETIZ ARV EE X LN AT, RS ERM OB ESE, TCIA2 10 1
[F@AA$ 5 Z ENFREINT,

OIGA AT W2 LA FIZR -T2 GE1E, ST 47 527 7 AD TCS O AMEZE 3 NS L, WENHER IGA A7 7230) Lk
THIETEZ L L &NT, WENFHRLEZEAIE, 3T 4T L7 7ADTCS DEAZHETHIZ L LN,

D IFT 4T LY TADTCS ZH A L THHRADE LB T 25AICE. A har I XIRY —R ha 77 7 20 TCS (Hi.,
JE R R ORISR LTI TCD) 245 2 EAHFRENTZ, A ey T XIRY —Z ha 77 52D TCS 12 L D RGHEHEE 7
A ke L C O IEIR OB EN R WEAITIE, 2FMAT a4 REUIEHHIEAT o1 FHREIHEE S Z7axRY > A LF
P—h, 23T ET TN, THFATY %) OFERAPTFRESND, REMRFREL &5 L2 561%, IBBRE0#k 5
EHIETS L L &N, BIRE TR, EFMHRFIRORERSG S 4 BWE UL 5 oW R o IR ARG L7211k
WG OERANHE L Shiz,

& 1% 6 7 A LI L 6 AR - Bk, 02 NRS A7, 6 bh b 12 i : 22 NRS 227, 12 i b 18 Bk : © 9 FENRS 2=
7o WG 0~10 D 11 BeFEOHUE LA A 47— L,
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AEES N,

# 8 FEWED EEFEMIEE Ok (TT 4R, NRI-MI)

ARFIRE 75w AREE

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

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

p fE® 0.0304

% (B0 . #5 16 WU OF AL ESE R OOF AR IERE SUIRBOATRIR 2 2 T T2 s . AFFRICE VIR

Ze IR U 7o R i NSRS U R IS X A M ERMENC XV IRBRZ Ik L7aiRE 1 ) v L AR —¢

S, ZOfoER (COVID-19 #&Tr) TG 16 BRFOT — X NRH| & 72 o256 1F, SEMTIBIC LV

SES T,

a) N— AT A VRO (A% 6 1 H LR 6 R, 6 kL 12 BEART 12 5% LL ) KON 6 mRLL B 12 A
DBEDR—=ZAT A4 O IGA 227 (3,/4) #EHIKF & L7- Mantel-Haenszel 14

b) N—A T A UREOEN (£ 6 1 H LR 6 s 6 il b 12 AR 12 s LA ) KR OV6 mkLL b 12 s
DBREDR—AF A4 BEO IGA A2 7T (3,/4) %J@HINF & L7 Cochran-Mantel-Haenszel #: &

Flo. ERAHMRHEER 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 < IBOATRIE A BRMG. SJUIAEFSR, AoExanss L < IXREREIC X v iREe Fik L
TR E LI ) L AR A — L &, TOMOBH (COVID-19 2&T) 12X 2D KIMEIXZ mifise
FICE s, BHENZ VARV H—0E|G % Rubin'srule & 0 #HEA L, FUSMG D V2 B 4k
HHENZ,

a) #5116 HUK GEERERLSH) IXEEIE UM - AR CTARARIDRS Sz,

(Z24ME)

TEERBEEIICBT D EEFRIT. AFIE 63.3% (1930 F) . 7T wAREE 59.4% (19/32 #1) 1T
S, ERFREIELI0DOELY ThHhotz,

RO FIEICE TG ERZITRO Lo Tz,

HIERAFFRIIAFIRE 3.3% (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 ) 123D BTz,

F10 WINDORET2 FILLLICRO b AEER CHERRGH, LKeVEmS4EH)

AHIHE 75 ARRE

ERA (30 #i)) (32 f)
T L VX —PEAEEAR 4(13.3) 0
-MHEE SR 3 (10.0) 7(21.9)
FEEL 3 (10.0) 0
[1JPEA~ L~ A 2 (6.7) 0
S 2 (6.7) 0
e 2 (6.7) 0
] 1(3.3) 2 (6.3)
7 b E—MERER 0 2 (6.3)
i 2 AL 0 2 (6.3)
B (%)
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552 £ TOOARFNEGBNIT DA EFLIL. 85.5% (53/62 #) ([T b, FRFRIFE 11O

LB ThoT,

FEC R OG- PILICE > AEFFRITED b Rho T,

HEELAEFRIT, 3.2% (2/62 i, KigFIGR, HEEXRA - ZENEREDE) (RO B, WTiLh iR

& DRFRERITEE Sz,

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

F 11 2B IR OB ERL (BhG 52 M E T, LAV RER)
A 12 5051 AFI P 5551

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 L VX —PEREIRSE 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 YeE R 2(3.2)
=5 3 (4.8) I R ERISE 2(3.2)
2 3 (4.8) BRI 2(3.2)
RASH 3 (4.8) b 2(3.2)
NEEi 3(4.8) P B2 ok 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 ERE TR G AN O HRE 52 ME T, ZEHEMRKGMICT T BAREETH VD IEEMRIER B G- TAA

DG SNTHERFE 1T 16 LRI 5 52 1 £ TR b A HFEFLENLI ST,
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4. FFRIZDOWT

AFNDENE & 72 D BE OFIR K OB Gk O IL, WUIIThNn s Z EnRkdD oD, 2. AFID
BEICEVEEREERZREBL-BICKHST 2 Z EBNNERT-H, LTFTOO~BDFT T a4l
RIZBWTEAT A R&ETH D,

O  HEERIZOWT
AFNOFEEHRZ1T IGA A 27X EASI A a 75O YECT—ELL EORBITENEEZ AT 57 b e—1k
BEREF L72D 20, 7 b E—HEERICET 2@ IER B R, MR EEEFMATE 52
ENEETHY, 7 ME—EEROWRE, il TH, 2l B (3% 7 FE—MEEELRD
WA RTA ) ZEIL, BHNZOWTOF7misz A L, 7 b E—MEE R OZ K &k OVEH
IHE T DEM (FROWTNNICEE ST DEM) RNYZZEBORFICEAT 2EEORLE L L
TREIN TS Z &,

< [EATEAF: >

T OWNTINOEEL w23 Z &,

[ AT b E—MERE R EF IG5 T 256]

(7) EMFFEUSE 2 FEOMMBHE 21E T LI, 5 FEL EORERBZEOERIHE 21T> T\ 5 2
Lo

() BEARFFIGE 2 FOMMHEZE T L72RIC 6 FU LOBKREREZA L TND 2L, 95, 34
PLEIZ, 7 NE—PERER 2B 7 LA —BEOBRIMEZ T o TW\WA Z &,

NIRRT b e EREE ICRET 255]
(7) ERRFFESSE 2 FOPMBHE ZE T L72RIC, S FU EORERZROBRIMEZIT-> T\ =

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

o J3HELLEDOT FE—MEEREEGTT LIV =R ORRIHE

RENORE R FE % DR L A EZ T 572D ORERTBHRAEENFEE LN TND T Eh
b, Uik Z MU EM TE DM TH D &,

©@  BENOEIELEFREEOMH IOV T

BURARZEED D DA « LEMEEFEOHKZNFEROFHC, AFFERVIELE LG E ITHEE RS
EHRIE T 2 HRINNIAT O T L O ERMFREE, [EHOEHINESTHD 2L,
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®  AHHEATCEWEH~OIRIZ DN T
Wi S EOA T DT L —k
REEZMHYSTHEMEBE L, Z0
(6. HHITEEL THETXEHIH, 6)

AT D HREICAR 2R ET DA, YT LV X—
Vi B %Lf%ﬁ&oi%%xié%ﬁ# %5 TNBH I L
ZH),

A3
e i

TFT7 47 F—FEOMEM EOERICRE SN RWEMIZ G LT, Hakhiak T B R R 0 F
PPtz A4 HER & EHE L, BWEHOZBRCISICE L TRE R OSR 25200 15 B IS Y72 ALE )3
TELEHBES>TND Z L,
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5. x5 L7 HHEE

(i NI |
BHEOEEDHMNH = > Tid, LTRSS T24% 6 W AL EO/NEUTRABRETH D Z & 2R

T5, Flo. MNEOHEFERESkg L ETHD Z L2 HbE CTHEGRT 5,

1.

T NE—WRERZIFETA RTA L 2BZICT bE—MEEROBEZHN I TNHEETH

5L,

PIRIEANRIRIC X D1 YT F ARG ond, —EL EoRBEaE Y2645, LA

T A FAHES D VY = 2— Y CHESNHIKE ST 2 B0E, B2 RPTERERE L <i34a

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

DEHTHT NE—ERERBETHDH Z L,

Q) 7 hE—MERERZIETA RT A4 CHIEEIOLN U THRIND AT oA RAHIE (A :
Abrr 77 AU NI T AT AT AL RNV =a— ) VIHESNHIEEICL D
Y72 2 HITD 6 1 AL EfT> T,

b) L FOWTNIZHiEY T HIREE,

e IGAXa7 3Pk

o EASI 227 16 LA ESUTEE OJLFEHICTRWRIEZ (L5 iz &2 HT 556 (HRE LT
SHEROD BEASI A7 3 2.4 LU b, 7T FOSHAIL 4.8 LLE)

o (RERHEMEIZEDDHT bE—HEERFEOEIS 10%LL

[# 5 DfkEC & 7-- ]
AR ORI BT 2 H 2R (% 5800614 16 WS 2B 2. BEBEID 16 K £ T

(ZIBROEDF BNV EIE, AFIORGE2HTIET 25 28, £ KARRSG PITEH RN RORERS

1TH9Z2 &,

ShiZ, AT aA MRSV = —U UHEANEE L OOFHIC LY H5REOHF (6 7 A

%L LT 5) BROMR GO NS EITE, 2 BHRIES LA AREZE @O S Tv
5 LR Lc BT, ARG O—RR IR ZRETT 5 2 L

7R, IERMNEM UARE G A — R L L7 BEOT N E— R EROFRICEE L, BEOREEZRE

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

1)

2)

3)

4)
5)

6)

7)

8)

9)

10)

11)
12)

AREND RT3 LIRBUE OBEERED & 5 BFIZOWTCUIARF OB G PR ERTH L7200, &5 L

WZ &,

TF 7 4T F%— (0.1%A) MHE SIVTWD, BRI GRHIIBIZEZ 01TV IEE T,

FEDRIRIEE, B, O F W, AL WM, Z SRR, WL, MM IESE o A%ﬂgght%
ITEBICEEE R L, EEREEITH L

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

AAH) SOUFBEERMEZ 38 ME S MEP SENESE (BEEERB) S5 DREPRIEIR 2 £ 5 A B BRI INIE DI B

BOHLNTWD, ZNHITRAAT 1A FEORE - PUERFLSMI RO b TV 5, KFlRE

X, GFERERELOHERS W N M RS, FER OB L, DIREGIHELR V=2 —r 5 —%

WCHEET L Z L,

KRB GHROET 7 F o OFFREIL, BEMDPHERINTWRWOTHEIITHZ &,

AHNT IL-4 K OVIL-13 OFLEERIC LV 2 BUGES & 2 Il 92, 2 BUSa i 3 34 Bz

K5 AERBHESREIC B G- L TV D ATREME DS & 5, AR BB ISR L Tl AAI 2555

AN A AR R G DIRIR 21T 9 2 L, BEDPARF G PICH/ERERZE Z L, JUF/ERIRIc XD

TR 055 B2 IE, AR RE T 2 £ TRAIOR G52 —FRh k32 2 &,

$ﬁ®&5 ;ofAﬁﬁém@7v»%~ﬁﬁ$@ﬁ%#ﬁm¢éﬁ%ﬁ#%D\é&?vw
— MR BT DU ERE B T2 E ., RS EHICE L, MEETIIETICELBE

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

57 LR —ERB Y T S EA EEUIEEET S 2 L, BFICXI LT, ERiOF R, £

O OHFEBIZKTT DIHERENELZELE LWL FFET 52 &,

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

FOSNHAREEEFH L THWSD Z &,

IRIZBWTIEIT AT L7 TADAT aA RAVHETHREATOEBFITK LT, KD

BEAZBBTHRNCA ey 77 G Z2DAT A RAAVHETORELEETH 2 L,

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

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

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

REWE OB L CBMHTS 2L,

AANDOERLS Y R 7 EHFTHEL G L, DM FEAER T2 2 &,

H OG- OFMIT Y 7o > TiE, EOZ YA EEIHET L, B3 XL ORER 15 L ChEy)

REE. IR OREEZT L5 &,

55 XCiHK)
T PR R DI A KT A 2 2024 (ARSKERIEA A AR GRIES / —RAHEA B AT L%
%2 i)
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1. IZFC®IC P2
2. AANOFE. (FRET P3
3. BRI P4
4. FEERIZDOUNT P8
5. &GRSR LM DEE P9
6. WHIZEEL THETNEHH P10



1. IITHIT

I DA N « ZRMEDTERO T2 DIZIE, I SCEFEI DWW B 23Kk 5 i
Do DI, ITEORFEIFOEAT LV | FUREIESFOFF S RIENETF 2615
EIMPEKRINLF T, ZhODEEKLAZEICNEE T2 BFITHEUNCHRMET 2 2 &0
BIEX DR L 72> TRV | R MBOEE & O HEATTEF 2016 (FRk 28 4F 6 J 2 H R
iE) IZBWNTH, FHEEGLEOMEAOREIHEELND Z L ENTWND,

BHERT 264 2 EEME, FEEERSL 2T 0 7 7 A VBB FEOEREM L 5
MR D ENDDH, ZOTD, AMMELNZEMEICET A ERN+0EHEINDETO
M, UHZEELOBELZRZT L5 PRS2 BEZICH L THEMNT 2 & &bz, BIE
HIDFEEL LT BRI B xS & & D 2 & S ATRE 7R — & DB 2 jis 7= J I B CIEH 3%
ZENHETH D,

L7edio T, KITA RT A T BAREIES ZHE TITE LN TV D EFHTR - B
A LIS FE-D & | LU OO R385 D it 7o 2 HEME T~ 2 810 b B 2R B | B 2 5 RO
BHEEE T,

I ARKTA RTA %, MSATEGE NEIE SRS ERR ST . — M ERNE AN B AR
TR, —AEEVEN BART LV —22 R O—iAEEE N B RERRNEHEZ O 10 b
EAERL L T2,

WHBRERDERN T2~ (EfsTHRZ)

REERDMREIRR « 1B MEPAZEMER R BEARR COORA 2B ITIR D)

MG LRDEROHE W%, RAICIET 2 ~7 (B #iz) & LCI1H300mg %
2R TR TG %,

LB T VAP S | 2wt in




2. BAIDFR, 1EFERF

Ta T (BETHEZ) (LR, TAA]) X, Regeneron Pharmaceuticals, Inc. 738l #
L7-. Interleukin (IL) -4 SR MONIL-13 S RE AR L TN D IL-4 /KT V7 7 (IL-
4Ra) 7=y MIFEA L, VT RTH D IL-4 HNVIL-13 I Lizv 7T viniE & E
T ohma Mz B N 1gG4 €/ 7 a—FAHKRTH D,

MHLFFREERE O Z 1L U &35 2 BIRIERISSC, #fEb, VE7 V7, BT
MR ES o, BIEAEMEMZEER (LLF, [COPD)) BHICRIT 2 HERFREAN T 1t A
WZIXIL-4 KOVIL-13 3B 5-9 25 & S TEB Y | FRT IL-13 1%, BrEok, #E KUt AZED
JEUR] & 72 2 PRHI A T Al & OSKHEIR W TeE 2 S & i 2~ 2 & 3 ST % (ERJ Open
Res 2022; 8: 00576-2021), AFE, IL-4 KOVIL-13 DY 7 FouniEaE T Z Lick v,
2WIPRIEAH T D COPD IZHf L CTHERIR 2" 2 L 3fifE s b,



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

FE B AL [A) 2 I AHEAER  (EFC15804 3U5k)
[FRBR O]

RRFEEMMESI= YU 38 (LUF. TLAMAY) . RRHEEMAME B2 #lEE (LA, [LABAJ)
KOWART mA R (LR, T1CS)) DOOFHRETHRA 472 COPD #9314 (AA
AN 13 B EETe) ZX5I, AROFGINEROLEMEE R D720, 77 B R REES
(b= BB MR TRE R bhisa R 3 326 X Tz,

k- AR, AFI300mg L7 7 A% 2 BTS2 &L FRETHZ L L &N,
A7V —=270 1 7 AL R GRERWIFM % U C LAMA, LABA X OVICS (ICS 235 &
DAL LAMA KON LABA) #—EM&THFHT L Z & & siizd,

ANMED FEFHMIE E 1%, TEEIUIEEIO COPD HHA X FOFEMFBEHE L I
77

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

(= 7B PRILHE)

» 10 pack-years DL FOMEIEZ 95

> RE ISR 4% O FEV/FVC L2y 0.70 Riilin>508 LR 54 O FEV, 8 T
HHED 30%H8 70%LL T O PHZE Z 1 5

> A7 U—=2 KD MRC BV A7 —/L T Grade 2 UL k=

> MAAUET 1 FELANICHSEEED COPD ##EA N R 2 LA E (956 1 ENERHERT
0 REOEGNMIETH-72) NTEE O COPD A X A3 1 [Pk S
TWT, D7e< &H 1A COPD HE A X2 MX LAMA, LABA KONICS (ICS 73%%
S2OHAIE LAMA (N LABA) OOFFFIZRILL =2

> EEVEZAALRTO 3 7 ABIC LAMA, LABA KOV ICS (ICS A 20A 1 LAMA KO
LABA) OFfEZZ T TBY, 227 V—=V 70811 B AU —EHETRE S
QA

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

D1 BIOEEE T 2 [E0 5D COPD HEHEA X2 MMEIK, FEARTEEO A EFENTIR S, SHEEEOLAIZIE,

~7uT4 RRFAWEORE 28 HRIOFEHALOEHEAT 04 FEOKE 6 BREOFERANTA SN, RAKY T
AT 7 —F 4 [LEK (roflumilast) K NT A7 4 VU NFA 7 V== Hi6 WA B2 T—ERABETERESN TV
A BIRD BLERERIZA 7 UV —=2 7 1 A —EAETELE SN TWEEEE, ZREERARTIR SN, Fi-.
AR ORI S LT, LEIZS LTIV T7 ZE—/)L, levosalbutamol, £ 77 ha b’ oA, A 7T kbt v s,/
SR RIERE B2 RIBCERIAHI T T LT 2 U o OGN TR L Sz,

EEVEAT A FIE (AN, §IRN., BO#E5%) IREROREEZLE LT 5, GBRETEMC LV Esh
7= COPD H§fEA ~ > |

B U < IXRRTRHEES, BaLEE TO 24 Rl 2 B2 281882 ME L 5 IR TICE - 7= IR E(LEIZ L D
FLERE N7 COPD A X b

2

3



[FE 2]

(A1)

BENMED EEFHMEE CThd 5 HEEE ILEE D COPD HHEA X2 b OFERMIFEELRITE 1
DEBYTHY , REBE L 7T B RBEOR EI B W CREHFIICA B R EZDRRO i, 7
7 BRIk D AR OB RGE S e, 7o, AR Emeiiz®kk
DTHY ., AFBETIE, 77 B AREEE LR 2 UEE S b,

K1 PEEIIEED COPD A~ P OERFEH K (TT £H)

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

a) BEHRE, M, N—2 T4 VHED ICS mAEOHEHAAMR, A7V —=2 ZEEOMBERYL (FRWEE
SENLDSN) | R=RAT A URRORBEREE (RUESIEEIRE 5% O FEV, O TREIC KT 2 E1E)
FONAR 7 ) —=> ZHi] 1 FELIN O RE L EE O COPD B A X holal$k (2 [LLF, /316,74
BILE) Z@iBAESE U, s L= Bssiif a4 7'y WAL LA “HRIFET L

b) A EAKMEM 4.9%

#2 EANERHEE O (TT £H)

- AFI 75 v RRE
A T
BT (463 1) (468 9l)
= 1.28+0.45 1.32+0.46
AT (462) (468)
Beh 12 WRRCEB TS 0.14+0.37 0.06+0.30
SUE SRR Rl D R—=2F A pbOELE (444) (437)
FEV, (L) B 52 HREZ BT D 0.14+0.39 0.05+0.32
R—2F A b DOEE (421) (418)
B 5 64 HEE BT D 0.0820.36 0.03+0.32
NR—RATA b OEE (410) (415)
NS A 48.6?4? 61)6.95 48.5(24;:81)7.77
SGRQ#e~ =7 B 52 HEFZEBIT D —9.44+18.38 —6.22+17.61
R—=ZF A D DOEE (410) (398)
SGRQ A= TN 4 DL LikE LT~ . 52 51.2 43.4
W OEIE (NRI) B (237/463) (203/468)

b FHE AR (FED . BE % (B
a) PRI DRGNS 14

2 BIGAEIZBE S B3 A~ — T — DX %@%\%I@$£Vﬂiif@cmmi$ﬁ
AR N ORI R O S 12 8RBT 558 K IERE 5810 FEV, OD_X— 2 5 A
y#%@%ﬁ%ﬁ%3&@%4@&%@f%oﬁo



#3 2 BPIEL

G B A A — T — D Ky BI D EERE T HEEE O COPD H#iHE A 0 h OERGEEER (ITT 4£H)

2 WIS 5 /A A — 5 — DIy R Toemm | eaks 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 AR 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—=Z2F 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 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) ERE, H, X=X T4 VO ICS EHEOERAHE, A7 V) —= 7 HOBERNL GRBEE 2L, X—2F
A URFOBRBEIEE (RE LRI 5% 0 FEV, O TREICX T 2814) KA Y Y —=2 7R | FELLINO PR L E
FED COPD HifiA X bl (2 [BILATF /3B 74 [ELL L) G5l 3 20 EEICBE T 2 2505 Br<) e L,
S U T- BRI 2 4 7 & v NES L LIZAO EHEFET L

F 4 2 RRIEITBEET 58S A~ — T — DRI OE G 12 WRHZB T 5508 KLERE 5-a 0
FEV: (L) OX_X—=27 A Vb0 ki (TT £H)

o _ AFIHE 7T AR RE T RRHEE D

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

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

27 ) —=r 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 0.23+0.44 (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 LAk 0.2210.45 (183) 0.100.37 (175) 0.114 [0.035, 0.194]
NR=ZAFTA 2D 100 TU/mL A 0.10%0.29 (187) 0.0610.30 (194) | 0.039 [—0.017, 0.095]

I35 8 1gE 100 TU/mL LA I 0.1910.43 (234) 0.07%0.30 (217) 0.105 [0.040, 0.170]

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

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

N—=RAT7A 2D

tfi (723 ng/mL) il

0.140.37 (213)

0.05+0.30 (210)

0.092 [0.031, 0.152]

Ifi3& H' PARC hofif (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 vy hATH 202341 A 19 H
a) EHRE. Fln, ML FE, IR, X—2XT7 140D ICS AR, A7 U —=1 7 HEEOBRERIL, %ﬁmﬂ#5&0~~;<7/r

¥ DORE SYERESE 5-51D FEV,, WONZARZANEMA & UTEERE— KBRS, X—2A T 1 VDK
—RPEiE R 2 AL S & L7 MMRM

B SARIREE S 5RO FEV,

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

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

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

A A TR, DEMEY g v 7K 1B, 77 8REE 1.7% (8/467 B, AMERFEE AR,
BRI AR A 5 S IR OAR4, COVID-19 fifige, ik, =ik 2 0 5 FoE, SR, BuiE
P g w7 DZESRIES 1 B) ICERD BTN, W B IEREE L oK BERIIEE SN
7~

HEQRAEFRIT, AAIRE 14.0% (65/464 151]) . 7 F v HREE 15.6% (73/467 #il) (238D 5
oo 20D HARAIRE2 B (Hlide, MEBUHRARIES 1 ) 1%, 1R5RE & ORI EERITSGE S
IRno T,



BHPIEICE > T A ERERIL, AFIRE 3.0% (14/464 ) . 77 BAREE 3.2% (15/467 f)
IZRD BTz,
BIVERIL. ARAIEETS% (35/4644) . 7T BAREE3.9% (18/467H1) 123D Hivi-,

£5 DTN OFET 2% ISR SN AEFR (R REM)

ARFEE 7T v RRE A TE PR

L (464 f3) (467 ) L (464 1) (467 i)
IR 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 YL 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)
B 19 (4.1) 23 (4.9) % (%)




4. HBRRIZDUWNT

AR DS & 70 D BE O O Gkl OHIWT L, WENATHOND Z ERROBND,

EJ/eN Kﬁ@&ﬁ’ibﬁ%ﬁﬁﬁﬁ%%ﬁbk%’ﬂﬁ?é:kﬁﬁgﬁk@\HT®®
~@DFTRT &I HRIZB N THENT & TH D,

@

HEERIZ DT

COPD D¥pifig, i & T4, Wi, 16 (5% . COPD (IBMEPAZEMEMIRE) W L1h
WOT=ODHA RT7A4 v (LT, BIETA RTA421)) 2BAL, AFZONTO+
IR A A L, COPD OB M K OB T 5 EAT (L NIZEZS T D EA) 25, M4
R OARFNC T DR OBEEE L L TRESNLTWDS 2 &,

ERG IR % 2 FOPIIHE ZE T L2122, LT OWHEZ &1 4 L0 LR
BREALTNDZ &,
o 34LLE® COPD IZBT % ME ZRFL 2 D B IR
X%
o 34ELLED COPD IZBHET 5 7 L L X —2 5 O BRIRHE

@ BRENDOEELFREHOMEHIZOWVNT

BRI O OFNME - ZeMFEOIRFHFEROEEC, HEFEPEE LTELEIC
WO %It & W EBE L HEONT O 2 EEOEIELEHRE B, 15 H O 23
TWAZ &,

Q@ BHHERUEIEA~DRISIZONT

AT 2D T LXK B EH T L BE AR EZBRGT AT, YT LL
— PR B A T A ER LR L. FORBEIICE L RS RO E ST AR
HINESTNDHZE (6. EITBELTEETREEIH 6) 2R),

TFT7 47X —EDFH EOFEEICEHE SN -EWER IR LT, Mikhnak X II T
R OB 2 A3 5 EM & EE L, BIEHOZW-oxH S B LU TS L O E
0T, EBICHEY R E N TE DIEREINESTNWD Z &y



5. BEXRLRHBE
[BE @RI HOWT]
G- OBELE ORI HTo > T, LTI YTHEETHD Z &2l d 5,
PR IA KT A %5522, COPD DIEEZMIN 2SN TW5,
KB LRI, 5.4% D FEV| 23 THIE D 30%48 70%LL F ORIRHZELE LD,
LAMA, LABA XUV ICS (ICS NEET DAL LAMA LT LABA) % 3 7 HEL EOFH
LTW5,
4. WEREQEE (D () 2E I EILLE (95 1 EITZEHEHAT oA NEOEERLET
botz) 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 P AFERERE S 300/uL LLETH D,
N R Y NE Y T — a3 VRO RIEIZ T 2 EEE MER S AL, @I
I STV D,

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

(FE2) PHEEOHE  £MAT a4 FE (FHRN, #IRN., RO%E5%) IR EOR G2 LE L

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

[ 5- Dk & 7= > ]

WHNDBIEITA BT A L EE2DH I, AREREGPOEE, PR e T— a2zl
& LTt e Bk ke 35 2 L, ATTORE, AT U & L7z AT EHEOK
T GUIETYRIEOMGERILZ R T 2 & & IS KERMED 2 &b 12 KU 52
Z B2, IERRE KR OMEERIRE O UGE, SVEHEEORIVRILE 2 #EE L. BEOIREBLRE
FINZHEIZE LT, 2RO DNRWERITITEBAR L G ZHIT RN E 2T 52 &,



6. HEIZELTHEEITNEHHE

1)  AFNORRZH LiEEE OB D H 5 BEIZOWTUIARF OB G RN ERTH H 720,
BehH Lz b,

2) T 74 T7%T— (0.1%A) NS STV D, RFIE GBI 2+ 1270,
MR T, PRV RS, EREA, DE WV, R, WM, Z 5 R, WL, i PR s
DEFENHONTHGEIITELIZHRGZRIE L, BURAELITI 2 &

3) AFEREREEANE (0.9%) d HbI D Z L RH Y | KRG IR T O BE TIE, fFRRERE
Jifige (0.1%AM) CUFBRERTE 238 A 2 ME A SERERE (BEFERBH) S OERAIEIR & £ 5 47
FRERHEME DRI LRO SN TND, THHITRAO AT v A REOWE - P IERELISMNC
LD HINTWD, KA G HIL, GFRBEREOHERE, W N IMERIERE, e O
b, DIBEBEOHER V= a—a N F—ECEET5 2 L,

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

5) ARANLIL-4 KOV IL-13 OFLEERIC LV 2 BGEIRE 2 IH4 5, 2 B nE T %
Az UYL T3 2 A ARBA RS RE ICBE 5 L TV D ATREMEN & 5, Zr s R 1T L
T, AR Z G35 ANC %A RIEG ORI ZAT O 2 & BB DARAIRE 542 7548 Bk
Pzt 2 U, Prard iR X D IR B 72355020, 2 e 3 B3~ 5 & TAA
DG ARk T 5 Z &,

6) AHIDELIZ L > TAEUT HMDT L F—MEERB RN T 25 ATREMRH D |
WELT LV XIS 2 RIER 2 B o oG E . IERDAMICE(L T 2%
nbbdd, RAOEGMRBEES L OEGHIEHOEBERSLED T, RAIERG 2
O, AT 27 LR —MRBAI Y T HEA & @EEICEET 5 2 &, BEITK LT,
ERIOFE R, ZNDOEBIZHT DIRFENEEZ AR LWL 5 fFETLHZ &,

7)  ARBNIBEICHE X TV 5 COPD OSSR 2 M0 T3 5 KA Cld /e no T, &
PEOHEEC R LI Lz &y

8) AKIOHEERMBBITIERS T b r— L REUTE L 5mAI0E, EMoZEELZ
AL BEICHEETLZ L,

9) EMiRT oA NEEEZZTTWHIEFICIBNT, AFIEGEEBBICAT oA RiEE A
[CHIE LW &, AT a4 REOBENLE LG, EMOEE T CHRaI2iT)
Z &,

10) IRFISCEIIN %, BLEIRFEER DIRAET 5 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, ZEMERFIFHEZMRT 52 &

12) ACEGOFERMIZY > TE, EiOZ 42 EEICHRGF L, BE T3 LTt 2%
B, IR OEE AT 52 L,

[51 A k)
COPD (12VEFAZEMERER ) ZWr L IRIEDT- DDA NI 4 5 6 i 2022 —xt-HEANR
ENIZIVE e
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