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YL 4 HK: Dupilumab Injection
POEPHE . Dupuliyou Dankang Zhusheye
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B i
AuhiEH T 12 2 KA EFHDEMp NG B M 4E iy, K.

1) Zrh-m i E N R E (ICS) Ba oAt zms 3 25 a7 e 4
EHIAER A 2 BURAE LR R T4 41 B 3 infn/sl oy S — AL
(FeNO) JHEr AHRHIE) 1 BERG B35

2) T IR R o 2 R P ) 1 i 6

[0 ]
300 mg (2.0 mL) /32 (F7e s 448)
[HEHE]
A it 8L R B TS RO 2 WO RN T S B I BT AR R AR T
il
e L 2 %6

SN

A RN B2 A A B WD BE T 600 mg (300 mg VSTV, 4k AAEH
JA—Ik%F 300 mg, [ FiESAZ.

JL#E (6 N-17 %)

6 MHE 17 5 )LEEFH MR EVE LR 1.

R1: 6 MTHES DM 6-17 5 )LERFN IR BE R EL R ICETUENBE TS
ZHE

6 MNAES B ILEBRERNALHE
hE BRI » MR SRa 2
S5kg &/MT 15kg 200 mg  (—7 200 mg JEHHED Q4W
15kg Z/MT 30 kg 300 mg  (—71 300 mg VESRD Q4W
6-17 % )L EBENELHFIE
B HIHFI R JERE T *
15kg &£/MF 30kg (600 mg  (H§77) 300 mg 358D 300 mg Q4W
30 kg &Z/MF 60kg  HMO0Omg (FHF 200 mg FEHH ) 200 mg Q2W
60 kg K LA I 600 mg (P71 300 mg JEHR) 300 mg Q2W

TR 6 MH RS BNV R 9 ) LE BE R, AHEREE AU e &
*Q2W — BFMH— K QAW — B —IK

A ity T 5 BN 55 41 R o SIS [ I 455 o A8 P A1 PR 605 1 e £ I Pl 3D
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O (2 VA QS R T L AP 8 T N1 N £ { R 7 M e o= R S A

AR TTRENAE R R 16 IR TR -G R A IR YT . — B AEIIRIRTT
R BB K T RESAE 16 Ji G KSR YT PRI TG 05 . 5 A dhiad T 14
girfl, BRI AT
Z RS

HEAF N BB AT A S TG 7 B2 600 mg (300 mg VESFPRIKD, 4% LLEE
P — % (Q2W) 45F 300 mg.

v it T 5 S 5 4 R B R A5 1

ST Im RS & T2 Kk 24 FVRIT I . ARaiRIT4s
PEEEE 24 JH 5 Jo RO B N RS IR TT .

BT

JRAFIB DA (12 ZRELLED

12 % R UL RN /DA 8 3 (R R v LR 2,
F2: 12 5 RULERARIE D> EBER B 1SR AR TR SR

AL Filh -y JE 82>

400 mg (Fi7 200 mg FEH D 200 mg Q2W

1 AR B Jo il R A e s A6 B o o R RS I B % R 7R

600 mg (71 300 mg V57D 300 mg Q2W

TQ2W - "Ik
LTk
B2 A

A B BN ES KRR EAR S, LT A ) 5 K DA I XIER Sh o 2R
A NBEAT VRS, AR T B

BESZ e AR S OB — IR A

XtF 400 mg RIARTTE,  NAEA [FRTES HAL B TR X 200 mg A

XFF 600 mg WARTTE, NAEAN ] RIVESS SALEE S IR 300 mg A

ANV GBI N8R N 1 AR N T RV IVAR o0 5 NIE T R S S TN
10)5°7; 7S
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EBRYT TAERM N GOATT G R, BB CLEATER A M, 8 b EEm
EPNR#ITE Y. 12 5 RV EH/DEMHEERIC RPN, @1 H BN Lt
A BAE RN E T /£ 12 Z LR JLEY, NMEEF N RG . 44T,
MAR PR AL B B R A B (RSCR R, XTEFER/EGE NG, R4S
2 A A AR S 5 I
EE 24

B E —IRE A BB —IRGE 2R, TERIG 2 H G 7 RINAN RS
7y, REWERLWSZTR: AR ET RIS HIGE 7 RN ERAN RS
7y, SRR TN M RIG AR R,

BEDY JE —IRE 2y R d T —IRB 25, RIS H G 7 RINANTR4S 2,
IRIE K E RS E 25Xl iR geE I 2 H )5 7 RINSERRFN B4R 2, M7
O G B N A 2R .

FER N
ZHEBE (265 %)

NFEZERE, ARUGAERNE (I DEKRZGED.

B LIFEA 2

B P B R R A R N T B RN A A R R R e A
HAR L CRAKRZED.

ViE 47
O AR AE T S R4 3 8 R B (L DRIRZ5EE D .
E

AN VO R LY B7 98 BN BB 3 Bl TR BN BB B 12 & K UL B AT
B /DG B EARPE A FE RS E (L DIGRZAELD.

6 N H % 17 RN 9% B R 4R 77 8 200 mg Q4W (Skg /0T
15kg) , 300mg Q4W (15kg &/NT 30kg), 200mg Q2W (30kg &/ T 60kg)
F1 300 mg Q2W (60 kg LA ) (L& 1),

ENEYSIv
L VEIFIREE

FEIRF VA B 58 8 Wi A1EL B3 VO 5 B I IS 1R B A S Az e bz
FELLTE. K R PRI S5 S I BUESE R . K. DR
2 RIE R VAL A BRI 22 o 8 FL eI ROAE TR 5 (19 53 A AN RS ML S BB R 7
E 7L SRR SO A T S N AT P AR R S I 9] (L K
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BB AT 12 WRENL. 2RI IR PRI T . IXSERE TP R AL X 32
FEERICHPURTT T 4,206 Bl 63, MR ZRGINGITH 2,326 B8, KBLT
PN e o G T

% 3 Y TR RS E o AL 3 A Im R AN/B BT e 2 s
MR FIA RN, LT 405 W (21/10). % W (=1/100 £<1/10).
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“HRAS B AN D a2 2R AR A B R W T
ERERIVE R R TT A, BB IS R AT IR AR L, B A R A L
kB L ER

R B R NAHIR
Vi g

a5 24 e A TR USRI 2K AL 9/ LR T A S N 513
L [EEFEHD.

SRR BRI HF

5/ 58



FERFNPE R RO TErh, 5L, RS2 dhia T IR R B2 28 i B
BB I R R AT T vt o K8 0 KB PR 45 B8 28 B I8 A Y o U ) % i
o TENW 3 FIKBITFBUIEE K (OLE) FERiPERE RIFF (AD-1225) Hi, 4
I 8 A7 L 98 PR A A 40 45 A 22 TR 7 x JE AR I AP Bz 8 7F 7 v 8 R I B 470 2 R A
Bl AEGEVEFES B, BEM M R HT A 45 R R R A 2 e T 2 AL, (B
TAHF NI R 78 B OB B AR o RS EEE T R T H o R AR 205 B o
RN R T, TSR A T RSN 2 TR AL 1) 405 I 9 R A7 i 98 A R 1A L
AL (O CEEFID.

I

1E 16 JERE R B 96 I B 2596 7 BN A, BRI JC B i 2 1 iR 2 i
FHufil<1%, ZRFIHIRE LW<1%. 78 52 FRR R R7 28 11 B R G S i +41
BRI RE (TCS) AR FLH, FEERICERPI+TCS A2 B2 i til
0.2%, ZEFHTCS HifE LLHIN 1.9%. kAR 3 F£1KE OLE # 5T (AD-
1225) HERFFFEGE

Vot

1E 16 JAREN A B2 4 0 R 256 7 ABF TS R, 222 1.0%00) B )
HEYL, EERDIURPIAA 0.5%M B E G M E Y. 1R 52 JERE R R 2 1
CHRONOS BAWFF A, ZRFNHAG 0.6%1K) B Rk ™ FHkye, Rt
HA 0.2% 1) 54 7™ B L 7 R YL (1) R AR AR 3 R K] OLE 7t (AD-
1225) HHREFRRE -

FESE YRR Im R BT 7 0 2 e IC S B v, 5 22 HAE, A WE
2RI e A R R A ARG . A 2 A PRI B e b, BEEADC i A
RN AR A 7 E IR B LB O 1.3%.

TEBENG G R 78 1) 22 e s, 52 BRI A, A g3 B2 )
TP B ARG R AR N . 7 24 B et e idm b, BEER L R BT A
IR 1.0%A 1.1%0) 38 KA E &G, 1F 52 & QUEST #5iH, &
ARG A3 9 1.3%M1 1.4% 1) B3 ) ™ 5 R
IEIE MR T 2

TEARE RV B 48 B AN E0&E RO Y, AR SR T B A BRR T R A
R TR T R 4 B T B 2R P M AR G B vy o FERF FRIR 97 B, WE IR PR At A v
HT B BN B2 OK S, FF ELZEBENG TS R i 5 (TRAVERSE) Hiik & 22 58
K F. KM OLE W50 (AD-1225) 1, #5520 A, ~F35 MrEER Mk 41 g /K
PRI, JEHYERKIR 3 4. SREFM, 45 HEZIT R (PRIME
AT PRIME2)  H A UL 5 21 ~1- 1) 1f W8 TR 14 4o 240 i o258 o

Pk, BEEMICRPTIRTT B IR B RS RR TE LA g 2 (>5,000 4
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fid/meL) HIELH]<3%, ZREFINGIT B#<0.5% (SOLO1, SOLO2, AD-1021,
DRI12544, QUEST 1 VOYAGE; SINUS-24 Fl1 SINUS-52, PRIME #il PRIME2;
TREET A #43#1 B #43) (W [AEFEEFHDTID.

TEWEFE AD-1539 H1, 8.4%1 A FIJC B bTia I 7 B i TRy Bl g
FRIERIZH G 2 (=5,000 408/mcL), ZEFNATT BE AW E, PARERYERI4N
MO TF LR VR IT BAZE AR PR R R LR DA R .

nYk=4

76 BRI 2 323 TR F R 1 4E 22 R0 IR 56 (CHRONOS) ),
F£ R JCEHT+HTCS 300 mg Q2W 4. FEERIJLHHI+TCS 300 mg QW ZH A2 /&
FIHTCS ZHF O A M AR A ZEFAE GO FET: . AREFEME DU ZE RN A B
) RAEZHHN 0.9% (141D, 0.0% (0 #]) F10.3% (150,

SEraar R 8, Adh il e BAT R R
PR (ADA) [NEF ASUWA M I REE . e tEslih Rt

R N1 B 4% BN LB RE R 4% 300 mg Q2W 45 24 7 A R A
BPL 52 [, 29 5% B 7 AL B RDJU BT ADA; 29 2% H IS ADA M,
29 2% T ARIBUAR . 7R LRI T 300 mg Q2W 24 L5 TS A &
G BRI EAHT 200 mg Q2W. 200 mg Q4W EL 300 mg Q4W 16 J& 14 M
PER R LE B (6 NH-11 ) SR THLINZ R . /£ 8] OLE #f 4 (AD-
1225) W, 4352 B A G iR 7 KA 3 AR M B 46 e N BB w8 B AR L
H] ADA W o

RE N B 98 T /DA 2R 2 FE R G Bt 300 mg BY 200 mg Q2W 44 # )
%, B 16 F, 29 16% SR PiPiiE: 29 3% HIMFFE: ADA B, K
21 5% NPT

I i B 2 7 R ) G B BT 200 mg Q2W 4824507 &, R4k 52 L 40F 9%
FEPUEEE R TGP ) 4% ILEFSE ADA [N, 29 4% R FIHTAR .

TEZEFAS, TTRFERBANFN, &2 4% 5 BIEEFR IRy
RFATE; 29 2% B34 ADA RN, 29 1%4G T k.

1052 52 B2 G B 0RN 22 50 ) 5238 38 R oG 0 2 ) B AR i B K 22 i - 7E 352
B2 R BRPTIR T B2, R G B v R P B I P A A I
FIJCHRHTIR BB (L DIRPRZ5E D

FEIRHEHELS 2507 A2 PSR Lt BT, DT 1% EE R &
FEFF) ADA [N, R ZBEAT ARG, ah, A 1 BIEm EE A 1) S
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R (<0.1%) B A ADA (WL [EZFID.
YREYN:
e L1 B &

RN R IEARIREE T, £ 6 NH-5 DA 6-11 ) LHEBEELL 128 17 %
T/ o 2 B 1) 22 A PERFAE 5 AR AR o

FOERMNEER R BE (12-17 3)

1E 250 %1 12 28 17 % WP EE R dE A N 1 2 8 R B T (AD-1526) 1, X
RS AT 22 VBT PR . BEUT 2R 16 JH 102 4 AR IE 5 R N B A8 BN
A T ) 22 A TR AR AR AL

JLERRERE R EBE (6-11 )

W9 AD-1652 YA\ T 367 Bl 6-11 % B s N Jz 28 FR s, ok B S ) I B 4
22T TiPE . FESRICEPIHTCS HAES 16 J& 122 MR 54 v
FZ 9 RN DA B T T B 2 A TR AE AR AL, o 7E L EE AN T 20 5 Fp oW %2 21 1)
MR BPT K 22 A VR AE 5 7R M i A8 RN BB 3 TP 82 B A 1IE — 2

JLERNEE R EE (6MNH-S5%)

E—TIINT 161 61 6 N HE 5 % h 22 8 B RE N B2 28 52303 I T
PRAG T RGPS TCS 18T %4 (AD-1539) o FEEF| G i k& TCS
EXEZRNEFEHESE 16 B2 R SR N KR AR LEZRE (6-
17 %) Wt 78 A BT W82 30 1) 22 4 PEAF R AR AL o

BERR
FAERE (12-17 8)

NI 52 ) QUEST WFFILAIN T 107 5] 12-17 B F/DAERERG B, WEE
B 22 A TERFE 5 N B 22 A TR AE A B

78 B R B (R T IOPE YT R F 5 (TRAVERSE) Hh3Eg N T 89 il F5 /b 4F i
o N EEERDURPU K A AT T VM. SRR R, BEB UK 96
J&l - TRAVERSE W} 5% 1 35 R JC SR (0 22 A MR RFAE S 7E 52 A 1 W iy S B 1A F 9
(QUEST) HUWL5E 2 () % A MERFE— 2o

Kzaek
1R N P R 4
LEFEERIEEH+TCS (CHRONOS) WFFEHT, RSN fz 4 B 52 JErh
M2 IE SRS 16 BRI 1) 24 TR IE—8. 75— TP UM 2E KA 7%
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(AD-1434) FiPh 7 SR IS PiE 6 NAE 17 B s ERe N 7 % B
(A B 22 Atk o BE VT 22 56 52 R IR R A B R DC B bt ) 22 A VERFIE S AD-1526.
AD-1652 Fl AD-1539 W7 FRAE S 16 JE B W82 31 () 22 A R E AL . 76 )L AN
b I 52 B (17 R T BT ) K A 22 A PR R AIE 5 7 R PR 7 48 RN B R U
B [PRFIE— 3.

HE—T=1. Zdt. JFRMEEK (OLE) #F7R (AD-1225) W, 1F 2,677 %4
HEERE T AD BN RIS T SRR E R A A MK %M, 300 mg &F
Ji2525 (99.7%), Hrh 357 BN TER T 270 148 I IT . A 70 H o 22 21 (1)
3 SRR 22 A PR S5 0T BT 7 rh R 85 1) (1) B 5 R T BT 2 A PR R AR R AR —
o

W iy

TE N 96 FIMK 2 AR 7t (TRAVERSE) H, BE5RJCHbT i 22 4k
FAIE S5 7E 52 J (i S PERE 7T (QUEST) L #2 21f) 2 A PERFALE — B

HERE 2R
A R s N R I R ¢ — UL PRI 8 (AN R W

EFC15116 /&—5U 16 AR T B 12 FBEUT . BENLAL. XWUE . BRI IR
I PRAFEFC, B VP VAT A 165 151 Hh 5 22 2 58 AR o7 1 B2 4% Jl 2 KB 3 R RAORN 22
At o A FUALEE B b [ RSN FE S G BT 2 PR S BRI AR X
NAALFEE AL RN, CRAER 8.5%) 44 (9.8%) BRI (4.9%). kJE
(2.4%). LR E (8.5%). THR (2.4%). KT (3.7%).

P [ B R RN B R = H#IG R 7L (EFC13995) HH A B W

EFC13995 & —Ti g 24 I HFENL. E . AR, USR5,
B 7E 25 R B B8 R PR B R G BRI RO e At . 5 RO MR AT
(QUEST) —3, EAWFHEA KA R KNGS .

€359

XS it i P BT B At A AT iR A AR A S N AR A
[EEHEN]
B M i A R A

Z A T T SRR B i SRR . ARAH TR S S
BREHREmER.

RN
IR A SR N, GERRBGR &AL, WAL RIS FIAS 5T 638 =
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AT o AdhZE2G)E, Rk R 2T R I H A 4R 5 (0 L3 9 / L8 9 S S5 451
EH RN, O MR I BRI /K A L7595 / 037 o3 1 S RE PR 491 . 72
TS A it J5 5 R 3 05 AL B P K ik A A RS TR AL 93 8- R AN RS CILEAS
RSN

W& TR e 40 P 38

O T 9 o S A B T T O A B 4 5 B I D 2 M I
(EGPA) [ IE R AMHTERY 4 R ¢ PRI/ BivE BB MR o 2
ST RELI L LB A PE R L BRI . DEJF R R SRS . %
AT 5 T 2t T L 4 B PEE R PERLAT IO 2, T IHE 2B &
VR A 2 2 1L 9 OB R M A P 4 L 26 0 PR, K097
L P4 B P RO V6T . T il R E TR A R B %,
(RS tte. FR, A S M B8 SR 2 A

LSS

CLAMIR Sk B AR S T 0. % e I IIL-4/IL-1 345 5 £
S TR AN 04 S0 G S0 8 o 55 15 FE U S 0 564 L7 T A
FARTHERT AT o AR L B AT W B 2, 5 FLRS U sh ity
JERBL, MBI LA AT, B . S LRI H 16-11% )L
AR T BB

G R A IR R AR

ZEJEE R AN RAR R A LA SRy T o AR, BB TR RE B R B
P BB R T A 28 B R S AR AL By CUnARA B D (AN R B2 DD

AR 1] L = 55 N S 75 3B R BCEB AL IR B AEAR o 3232 A iR T I 8
R A SR e AR HENR T AN BE R, B s A R SR (AR AL RAECIR U 45
ZIRAHEE (W IANRKMD.
R B2 o R

AT IR IR, 8 20 RS 1k 4 B R AR O AR B R .« &
W B B NAE BRAE iR TN IZ TR o W R 5 R R e AT A B P U
PR/ B35 B 5 A e B MR B o Bl 42 1 IR 7 S T K

27 JERE LA BN KV AT A 4 B AR B SR ], 3 AR VA A
Wl B gt (B 2R SE AP NP IR 0 508 (W DR RZGE D

B IR B R

FEREREAREO N, B52A IR TT HA 5B (1) B8 AN R el s 1R
WG )T I S e A ARG, RLAF AR & I 0 1
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BT R

AR T, NIRE G [ B A TG T AR ER TR 1, RN I R A 2 R A
RO PR 2 A PEART R SAEA R IR TT AT, J8 8 I AR =4 A S e 45 R 76 i
T RRCEE V7 € BT 40 o 19 0 e PR B SRR 32 A iR 7 1R B8 40 1 175 2 v ek
BRI LR IR S . OVFAh T XF Tdap el (BEA A WA E H % =0k
D) MU 2 BR T 2 MR v ) e g L DI BAR AT D -

R

At 200 mg 5 300 mg FIEEPIIIET 1 mmol (23 mg), BIEEACAE
s

Xt H BERRAE DA% BE 71 B R0

AR it o 2 B e A AL A E 70 TC RO B AT LA AN T
ELfiZt s

FEER ST B, RS-SRS .
[ Zd R AL E 2]
PSR

AR EE BRI AR giEES NS, IV TR IR B
oA EFEN (L (AEGED. ARy %i@kkﬁ#ﬁ%%m% S
IgG Pk nl gt AL hefE, DA g ] Be N BHA R 2 & e L. RAIEY]
TERAESR 2 KT IR LR RSN, A T R SR YR ST TR A

U e

W ANTE A o A E N FL PR B RN 5 2 SR, E O RIBHE 1gG 74
TREFL A il 2 A5 LR BE LR IR B LR AS SR YT Y g L 25 R REFLMR IR )L
B ) 2 Ak USRI A BER A 2 AL

LB
NI TR B E T 158 (L (2 HEEED.
[JLEMZ]

A At HE R T 6 S K RAE JLEE AT RSN A B RS A B %5 T LS RAE 1
[HZHEYL UARKRMNMY DERZGE T A DR 5% .

AERAE 6 AN LUR H ML B 78 ) L3RR R A 22 A R R iR R BN

AEEAE 18 % LU R S5 W VEFES ) LB R 1 2 e YA 2k M R BN, e T
P %8
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A AER 12 2 R UL R DS N e, P L& RORE LA & 1
[ARKMY DlsARZERY A1 Dl AR5 1.

AR b PRI M ) L A8 (1 22 A ME AT R0 T R 5T
[ZERA]

HERZG B0 77 57 00 M R R B 8 o AR i 2 B % R A0 A AT AT i PR LI 52
m OO D RZGE D

(25 EAEH ]

FEAE AL 300 mg BRIk, 3% 16 FRIT IR R RVE B R B 1
WHFe, PPN T RN . & 12 ARG A S, BE RN Tdap 2 H (T
AR AU R ERTE 2 W (T AR, IHAE 4 J J5 1RAh S
IO o A f I LR 22 TR 2 R A xR DA e AU A5 9K oK T 2 MRS v IR DA S
EARABL e FEAF T A AR 52 BB v ANAS b 2 8] (AN RAR AR

DRI, B2 A i 7 (14 £ AT (]It B o B AR 2 v - R T T A5 2.
W OEEFI].

TE— TR N i A BB IR R 7 7, A T A% CYP R 254%8h 112
(PKO BIRZ M M 78 WU B 3088 T R B A Xt CYP1A2.CYP3A.CYP2C19.
CYP2D6 8% CYP2C9 iV H A 1l FRAH < B 521

[(ZYdE]

Ak 5 ETRFRIATT 75 IR LI &, N IR R A A
AR SARAESCER, 37 BRBUE M X RERTT o

[R5 ]
FE R B

JEE R G BAPRE — Fh 4 N BT B TR (1gG4 L), w5 A/ K-4 (IL-4)
FMENZ-13 (IL-13) ZHEEEWILZR) IL-4Ro AR 7145 A T 6] 1L-4
FIL-13 BIME 516 S BRI B pr@Ead 1 A 2R 1IL-4 (5 546 S, @ u
Rz AR IL-4 A1 IL-13 (5 54 %

IL-4 A1 IL-13 NS0 RAE R RERG . REMMER 2. BESFEREEEN. B
T 41T £ 857 A6 RN 5 15 1 B2 R WL 1) B B2 i 43 o A SE VS I T R IE TL-4Ra
(I Fhan 2R (. AE KA. FERRRIANMT . EMELN A WREELniE . b R am i
MOIRAHMDD AR MEA BT (e 2R RAEAERR . A =M. A0 7. B 7).
R FH P32 ) s B0 L BBT TL-4R o, AT 40051 TL-4 AT IL-13 41 AR R 1155 S 10 28 P I M
G RRMBE T BIETF. —EHEA IgE MRG (H2E SR IR P
1 AL 8 AR 78 4 B A
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ppiEa

FERF B R 98 I RS ) B JC PR 7 20 I 2 B S e AR s ik
FE E SE LR B, dn B AR ALS AL a1k R T (TARC/CCL17), IMLif & IgE FlifiE
U R R TgE . TEARE N1 B 98 RN RN D AE i3, 78 B R L s vty 4
MEZRN LR EEE (LDHD FRAK, X2 — P05 B Bz 98 595 1 31 A1 7™ B 2 FE A
KIEDIFREN) o

FERSNFNT D RN B E b, 5B, FEE RGP h0 2 FRAC T IR
RIG PPN 28 S AR KT (FeNORL K REFR PRI 40 et IR 1--3 1
IgE. B PEIgE. TARCHIE E S H AR KE ). 200 mg Q2WHI300 mg
Q2W45 24577 51 M2 B SORE A WIFR EWII T AR FEAR Y . AR MIBIT2R 5, B
IgB N FEECNZENR 2 A1, X HABR EP I EE S KA KT o X RN AR HEA
BIT IR EAFAE

RS

A TERE R B2 98 J8 3 | 45 1T IS KR A RN B g RR 3 I 254K 80 1 2E R AE AR
BLo
Tk

FRN IR R (SC) {3 4F 75-600 mg FIFE AR & J5, 3 3] ifiL 375 WA 55 1 A r
AR 3-7 Ko BT BHAZGAE) 12 (PR MTHfiE, [ RIESAS G, hitA
it IR LT AR DR FH BEAE SRR LR 7 98« &5 1T MR FBE N J8 3 2 (AR ABL,  YE LA
61%-64%.

IR % 257 5 600 mg, Fifi f5 300 mg B4 i — IR 45 24, 8GR IR 25 24 711 & 400 mg,
b5 200 mg T JE — IR 2524, 5 16 B BIRRASWREL . fEIRIRIREEH, XN B
W JE 25T 300 mg FHlE, FRASHIKREEFIIELSD JE[N 60.2 £34.7 £ 79.9+41.4
meg/mL; BNEEJE 25T 200 mg )&, TR 5HLSD Ju N 29.2+18.7
% 36.5+22.2 meg/mL.

kit

AR PK TG TH A S AR AR LN 4.6 L, RUIAM EZ 3 AifE
M R G .

G /Lid

RIEATRS R R AT T, DUONAS & — PP a5 TS i 2 B A /RN
AN .

HER
A% i AL AT E AR LR PR AR I B o AERCRIRIEE T, A f Bl AR
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AP E AK R EHAT R, MAERMGIRER, JELMMA IL-4Ra #8450 S 1
TR . 7E 300 mg QW, 300 mg Q2W, 200 mg Q2W Bt 200 mg Q4W Kk
AN EAA)E, B PK TR, B EARFREI T PRI AL 18] 78 A
DEZIRE RN 9-13 , £ 6 E 11 K 6 % LU N JLEZRE 0 BN AE
DALY 1.5 5 2.5 5.
2R AR LR

T AR LR M B, DAV FE — B ] 2 1 Th AR o 1 S o e i B o B R R v
SRR (75 mg-600 mg) LA 175 w38 im b g i 77 88 i
RERR B

15

TR PK AT s AR IR A i 4 B B B A AT IR IR A B LRI
]

Fih

WRIE AR LR B 122 08T, FRAKWBNAM 6 2 17 % JLEZRH 1 E
FITCHRPUIERZE. /£ 6 MHZE S PLEZIAE W, TEPRRME FR K
B, EASEREENFIET RN .

ZHELE

£ 2 W5 Ve FE W U B 3 302 BRI HEmE T e, SR 1472 BRe R A B % A
FRRAGIRTT, K3t 67 Bl FIRAE 65 % 8Ll b BEIRBHE B MER
R B AR RN B 2 R 2 e VE B T 257, 65 % ML EREH AN
AN AE DUR E A2 15 5 R R I RONLAN ] o

£ 152 GIERA SR IT A YEREZ B, 37 HIEEFRAE 65 58l
F. 8 BIEFHFERAE 75 DL L. KEFERAPRYT RS 7S SRR
HEFAAL .

TE 1977 B35 A WG TT BB BB b, 240 638 FERTE 65 Z kL I, 39
BI7E 75 ZakPL b XS GEEYZH BT R 22 A VE S BRI 7S NFEARARL o

JLFIN B
R R 2

012 B 17 BRI R F D RE R 200 mg (N T 60 kg) BR300 mg
(60 kg K UL L) BHE—IRAZ (QeW) i, FEMEFRII GRS IKIE Y
f £SD A 54.5+27.0 mcg/mL.

206 2 11 BRI B 46 )L B R 3252 200 mg (30 kg K LL B BiEF
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VU425 300 mg (30 kg LAR) I, BEEAIC GRS IR EAMELSD 70908
86.0+34.6 mcg/mL F1 98.7+33.2 mcg/mL.

6 NHE S5 BN R LE B 300 mg (15 kg /T 30 kg) B4
200mg (Skg &/MT 15kg) B —IR (Q4W) 42, FEEFIJCHRIIIRAESR
W 51H +SD 43518 110+£42.8 meg / mL F1 109 +50.8 mcg / mL.

SiriterEE
FIARBE A MAEL TIEFEZ LB R (<18 %) tIZyish IR L.
I i

212 517 % Bl T /D AE B 1252 300 mg Y 200 mg BE R B — IR A 25 (Q2W)
W, EERIEARRESAIRELMESD 455~ 107 £51.6 meg/ml Fl
46.7 = 26.9 mcg/ml.

7

LA PR D HTAfRE s AR IR A 42 B 28 g A7 AR T R AT 75 L5
M o

Vg

VEONFRSEREDUIR, S St PUUIAS 2 R 22 S22 R T B o R BEAT Il ARATT FE VAl
FFAS 3 06 A il 25 AXB) F1 52 I 52

B

VRN BT REDUAR, A S TUIAS 2 5 28 525 1B TR B o RBEAT I PRAJE FE DA
B R A i 2 ARE) A IR o AR PR 3BT AR R IR R R A X AR
G B B F A I PR SURISENT o AR f £ ™ B B B SR T I BORHR A TR

iz
FEVR B (1 32 H T AS S IR RIS, X7 ROR P A AT T LR

55 352 ) 0 BT v B DU R = AR A T B R G R B R . D BB
F PLAR I B ) 52 AR AR 21 T 37 B R G R

251050 77 FE

7 ] i R R N 32K R B R T Y A B 200 mg. 300 mg A1 600 mg J,
i 3) AL FE WA E I SE IR IR) A 7-8.5 K. LY Hh Th RE M RO B BT ok
WIE (Cmax) 735N 254, 37.2 F1 77.3 meg/mL, FEF &AL ELEHIE . AUC
1 AUC ast LA T35 Le s 19 77 2038, AUC W9~F3ME 735314 425+ 807 A1 2150

T
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mcg-day/mL, AUCius F-FIME 5779 402, 792 F1 2110 meg-day/mL.
WG
CYP ZH%: A&

R iR%: ]
ReRLYE B2 2 R B3

AR, BE . 2R P58 (SOLO1, SOLO2 Fl
CHRONOS) H Al 1A i BL24596 97 LA A& A1 FH Bz Joa 25 [l It (97 5 Fn 22 4 1tk
A 2119 HlFERTE 18 & K UL I R EERNMER % (AD) B35S, &
2 E RNV R 96 SUNTIF LS SR PR (IGAD PF43=>3, 12 AU ™ S AL
fR2 (EASD 5r>16, &AKZ R &ERE (BSA) >10%. Ak EIX =I5t
PG 2R ) AR BRAE A A FH 259097 RO A2

TERTA =TT 7, B3 1) 7E28 1 RESZWIUGFIEN 600 mg [ -5 F] 0
Pl (300mg, PIKIEST), SRIEREMNE—IK 300mg (Q2W); 2) 7EH 1 RiEx
WG & A 600 mg HIEEH R BT, FEfERH—R 300mg (QW); 8 3) %2
FHUCEC R 22857 . FERTA ST, RSB LT (SC) FEFAZ . 7 Eh)
TCVETN 52 (P RF L B2 JEREAR ) o v 28 5 AR A 70 385 1) P 4 S2 A R0 T (L

e AR A FH B TR A [ it B 4 B PR e B I 1D o 3 2 AN ROR T I R N AR Y
.

SOLO1 W FENIE T 671 HliE3 (224 F1H:52 GG YT, 224 4552 5 5 7]
JEHPL 300 mg Q2W V8T, 223 452 BE - FIJCHHT 300 mg QW ¥RIT), JRIT A
109 16 .

SOLO2 WFFE NIk T 708 5 835 (236 HlFa2 2B HGTT, 233 452 i F)
JEELPT 300 mg Q2W VAYT, 239 452 RGBT 300 mg QW RTT), 1Y R
BN 16 JH .

CHRONOS HFFRENIE T 740 ] (315 BlHE2 2B F+TCS 1697, 106
B2 B RIJLEST 300 mg QQWHTCS ¥AYT, 319 BilE:ZEHRIJLHEHL 300 mg
QWHTCS ¥897), 1IT AN 52 Jil . 52 A S B ARG TCS 1838 A
FEL TR bR AL TT 58 o 30 oV s 1 A FHAS s & i B B 40 ) 77 (TCD

AN

TERTA =D B R i, P R L R E LR 16 FIRT IGA 0 5 1
CERR B LTERRD H 0-4 IGA VR4 20 R 2 s ], EAST 2/
M 75% (EASI-75) BB LB ARG 45 A 5L 220 16 i EASI &
/D ESEE 50%F0 90% (435119 EASI-50 A1 EASI-90) f i LLl . HsE R B d s
PR (NRS) W& )5 Jel D A2 BE DL Re B A% B2 96 PF43 (SCORAD) BAKH
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oy HARREZ S AR B EEZ 5 (POEM). 2 m AE 15 = fe 2
(DLQID) FIEE e AL ER (HADS) P HRLE S 16 FNTFH21k. 78
CHRONOS HFFH, IEAESS 52 A RS 7 R

AR AL

EHZ5VRITIE A F (SOLO1 A1 SOLO2), AT IAIT I H4EH N 38.3 %,
IR R 76.9kg, M 42.1%, FIN 68.1%, WA 7 21.8%, BN (5 6.8%.
TEIXLERF T, 51.6%[1) B # 228 IGA P43 N 3 45 (FHEE AD), 48.3%MH) 344
2 IGA VE N 4 (B AD), 32.4%M i BEAE 32 4 G YRy i FRvGTT . &
25715 EASI Y743 N 33.0, FE405% % NRS A F¥ME N 7.4, 34:°F1 SCORAD iF
43N 67.8, 32871 POEM ¥4 K 20.5, 3£ 28714 DLQI & 15.0, 3287145 HADS
SVEIN 13.3,

TEERA TCS 5T (CHRONOS) H, P iR T AR FIFH 371 %,
R E 745 kg, MES 39.7%, BN 66.2%, WAL 27.2%, BAL
4.6% o LEIX TR T, 53.1% M0 E FELR IGA 1¥F4r A 3 43, 46.9% M B3 28 IGA
TN 4 5, 33.6%H0 B BT 2 & S M g i Fia T« BE4F1Y EASI T
GrN 32.5, JELRJERFE NRS N 7.3, HEZk°F3%) SCORAD 1453 66.4, K451
POEM 17434 20.1, #2571 DLQI N 14.5, F:£8°F-1 HADS &P AN 12.7.

I R B2
16 JF B 25767 #HF78 (SOLO1 F1SOLO2)

7E SOLO1 1 SOLO2 W7, MIELZEE 16 B, SLEANHAMEL, FENL5
fe & A SR T I BB B A R L9 2B 2 SEE IGA 0 B 1 N . EASI-75 /8%
JZIE NRS 38>4 70 (WFE 4.

5B AL E ML 2 A% S T 0 S0 2540 S L S8 ST
NRS MG (2 SUNRAER 2 Fsi4 45 p <001, ERAGITH, M
NRS I8 1% L BIAR . JERE NRS 3 H B P B 2 2 2

1 A 2 rAlE s T HIEL 256 16 JEF ) EASI P25 40 F 43 LAl NRS
SR

K4 516 AERELGHRTHRITHER (FAS)

SOLO1 (FAS) * SOLO2 (FAS) *
ZR | BEFR | BERR | =B | EEAR | BEERL
Vil BHi300 | HH 300 7 HHL 300 | HPE 300
mg Q2W mg QW mg Q2W mg QW
BEHIA A BESE | 224 224 223 236 233 239
7
IGA 0 8¢ 1°, W% | 10.3% |  37.9%° 37.2%¢ 8.5% 36.1%¢ 36.4%¢
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FHH e

EASI-50, NZ&# | 24.6% | 68.8%F 61.0%¢ | 22.0% | 65.2%F 61.1%¢
EFza

EASI-75, ME#H | 147% | 51.3%° 52.5%¢ | 11.9% | 44.2%° 48.1%°
Byt e

EASI-90, N&#H | 7.6% 35.7%¢ 33.2%¢ 7.2% 30.0%¢ 30.5%¢
Byt e

EASI, HAEZR |- -72.3%:¢ -72.0%:¢ - -67.1%¢ -69.1%¢
LS P E S | 37.6% (2.63) (2.56) 30.9% (2.52) (2.49)
tt (+/-SE) (3.28) (2.97)

SCORAD, K3tk - -57.7%:¢ -57.0%:¢ - -51.1%¢ -53.5%¢
1 LS BB E | 29.0% (2.11) (2.11) 19.7% (2.02) (2.03)
sk (+/-SE) (3.21) (2.52)

JXPENRS, HIELL - -51.0%¢ -48.9%¢ - -44.3%: -48.3%¢
LS PR | 26.1% (2.50) (2.60) 15.4% (2.28) (2.35)
4rEe (+/-SE) (3.02) (2.98)

FLEEENRS 17 | 212 213 201 221 225 228
o4 EEHE

JEFE NRS (£ 123% | 40.8%¢ 40.3%¢ 9.5% 36.0%¢ 39.0%°
>4 ), NE

FHHH o

LS =fg/N—3i%; SE =hrifkiz

s oS (FAS) BIERTARENL > HIN B

bR E XN IGA 0 8 1 C9ERR7 B LFERR”) B 0-4 IGA Wor B> 2 7 .

© 2 I ANRUBTT BRI R I B AR R

4552 FIE, AT BRI, BRI BAL  B T £ BE R E NRS VP iE>4 4
(P<0.01),

°p {£<0.0001.

& 1 SOLO1* #l SOLO2? (FAS)" B 5t b EASI HELR K FHZLE 2t
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SOLO1 SOLO 2

e o
g g 5 30.9%
+ +
A A
= =
o o
o o 67.1
80 -80 L L
4] 52 4 &6 8 10 12 14 16 0 2z 4 & 8 10 12 14 [
5| 5|
—— [EETIEE I 300me Q2W, FESIT (N=224) —— EEFIIEM 300meg QQW, TEHT (N=233)
& ZEF, EESM (N=224) —B— 2R, FEA (N=236)
LS =i /h i
8 IESTRRL I R, B AN RO YT B R B ) B U AE R B
b W e (FAS) BIERTA REAL 4 B .
& 2 SOLO1* fl SOLO2?* (FAS) B fi ¥ NRS HEL KPR E 57
SOLO 1 SOLO 2
< -3 -15.4%
g‘j 26.1% ﬁ o
B~ B
c.ﬁ S 44.3%
= _sop # 60
,mI ‘U]I
70 70
80 . 80 i
( 2 4 8 1C 12 14 16 ] ? 4 () 8 10 12 14 16
A &
—a— EEFIEH 300mg QQW, FEHT (N=224) —o— EEFAIEM 300me W, EBHHT (N=233)
- EEF, EEoF (N=224) - EEF EEatr (N=236)

LS =t/ 3k
SIS A S I R BT, 2 ANRGR T B R B 1 B N AN A .
b NTEE (FAS) BIEATH BN Hr B
SOLO!1 1 SOLO2 W4 (IR, s, Mhnl. MiEMERIEIT, AR R
FIFD RTRIT R E BARWE R NBESE R —3

52 S TCS 975 (CHRONOS)
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MIELLETE 16 B M5B 52 B, 52@AN+TCS dAHE, FENL AL 2 B8
4T 300 mg Q2W+TCS A JT 1 83 i 2 A T K LA A 25 ST IGA 0 B 1 W%,
EASI-75 Fl/B0J%HE NRS o35> 4 4 (L3R 5).

5ZEFHTCS HAHLL, ML E SR B Hi+TCS B E BEE
B LU i 35 SE PR E NRS IV 503 (g SCARTESS 2 B >4 435 p<0.05),
TEBAGIT I, %% NRS N& B E M LI 4k 2E9 0 . JEE NRS 2 11 B 5 v e
FZ 98 B WARAE 1) 043

K 3 FE 4 435157 T4 CHRONOS BFFTH B2 4 52 AN 1) EAST 43t 2%
SEIARALE 2 EL AT NRS 828 A8 2 L

#+ 5 CHRONOS 5 A R BELE M TCS* 25 16 AR 52 AT RER

#16 A (FAS) P ES2 R (5B 52 AR FAS)

ZE | BEAL | BEFC | RE | BEAT | BEAT
7l + LN B 7l + B LN
TCS 300 mg 300 mg TCS 300 mg 300 mg

Q2W + QW+ Q2W + QW +
TCS TCS TCS TCS
BEYL A B E S E 315 106 319 264 89 270

IGA O B 1¢, MEHT | 124% | 38.7%" 39.2%" | 12.5% | 36.0%" 40.0%"
st

EASI-50, MZEHTD | 37.5% | 80.2%f 78.1%F | 29.9% | 78.7%f 70.0%*
bt d

EASI-75, NEEHS | 23.2% 68.9%" 63.9%" | 21.6% 65.2%" 64.1%"
tt d

EASI-90, MZEEHEH | 11.1% 39.6%" 43.3%f 15.5% 50.6%" 50.7%"
kt d

EASI, HZZH) LS - -80.5%" -81.5%" - -84.9%:¢ -87.8%"

PHBE L (+/- | 48.4% | (6.34) (5.78) | 60.9% | (6.73) (6.19)

SE) (3.82) (4.29)

SCORAD, HZH:ZH - -63.9%" -65.9%" - -69.7%" -70.4%"

LS P24 B 75 36.2% | (2.52) (1.49) | 473% | (3.06) (1.72)
(+/-SE) (1.66) (2.18)

JEPE NRS, HIELM - -56.6%" -57.1%" - -57.0%! -56.5%"

LS P24 B 75 30.3% | (3.95) Q.11) | 31.7% | (6.17) (3.26)
(+/-SE) (2.36) (3.95)

BLGESENRS 3FH>4 | 299 102 295 249 86 249

HEEHE

JXJE NRS (23E>4 19.7% |  58.8%F 50.8%F | 12.9% | 51.2%" 39.0%"
), NEHEBD G

[

LS =/ —3ik; SE =hrifEiR
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P R S AN R PR B TS SR, T SOV RS AN A 1 b 22 R A 1 75
> 4o HrAE (FAS) G4EFTABENL I B . 28 52 JA I FAS B8 FT A 76 E 2 Hrkuk H A
IR — RN ) R

¢ NEEE SN IGA 0 B 1 C9FRR B LFERR) H 0-4 IGA 14 F#I> 2 73 1
2k A NROR YT BB B R ) B A AR

<5 2 FR, AL BRI, BRI R hi Al B A T L R RE NRS W GE>4 4
(P<0.05).

p 18<0.0001

¢p fH=0.0015

b p {E=0.0003

ip {E= 0.0005

& 3 CHRONOS* B9t (25 52 i FAS) PEASI HELRK PO E

CHRONOS

. ' | '
L - w [ —
- =] =] (=] =] -

-60.9%

HEELEHI LS T (%

-34.9%

0 2 4 6 B 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46 48 50 52

0

R 300mg QQW-TCS, T EAH (N=89)
WEARTCS, FE4 T (N=264)

——
——

LS =fz/N ik
SIS A R R BT, B ARG T B B 1 B N RN A
b2 52 JE 1) FAS B3 AT A 76 B ik H 2 mr /b —4FE Rl 0 i B .

& 4 CHRONOS* B9t (25 52 JH i FAS) P NRS HEL K P E 4
CHRONOS
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-31.4%

B LA LS T (%)

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 456 48 50 52
A

R

—e— FEFICEIT 300mg QZWHTCS, EHE4H (N=89)
GREFTCS, EESH (N=264)
LS =fz/N ik
SRS UL I EE MR, B2 AN ROR YT B R EE ) BN RN
b5 52 JH 1 FAS BHEFTA 7L = E 0 Mk H B2 5 2 /b — Rl 4 B2 .

CHRONOS W40 (fREH. FE. PERl. FIEATS 5697, Az imslmD
HIVRIT RS B AR 5 NBESh R — 2

I ZETCET 1 A BEIY 2 B A3 B HE S T 2167 A8 I T 54
(CAFE %)

CAFE WF RV T EE AD B 1 A A L 22 857 (GREA 1 TCS) 1597
16 JEABARIFT 2L, XU 3 DR R A RE 78 B HR TS« BUATY 52 A 3R BR
AR AR BB R EAEH .

A 325 Bl NIk, Ho 210 BB AR R TR, 115 BlEEHE
E22 EAE ARG T AR ERE TR FIYER N 384 &, it 38.8%,
FEZE 1 EASI 40N 33.1, P34 BSA N 55.7, RE20J% % NRS B FH1E N 6.4,
FL25 715 SCORAD 43N 67.2, F:48°FH) DLQI A4 13.8.

TSRS 16 A2 EASI-75 B el .
F 6 ML T 16 JE CAFE W70 B RELL &,

# 6 CAFE IR P EEMREL KL R

ZEN + | EEARRG300 | FEIEFRILES 300
TCS mg Q2W + TCS mg QW+TCS

BEPLA AR B2 HE 108 107 110

EASI-75, N&EEH A 29.6% 62.6% 59.1%
EASI, HAZM) LS 3784 -46.6 -79.8 -78.2

B (+/-SE) (2.76) (2.59) (2.55)
JESE NRS, HIELMTIEN | -254% -53.9% -51.7%
B (+/-SE) (3.39) (3.14) (3.09)
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SCORAD, HZH:ZM LS 13 -29.5% -62.4% -58.3%
BAH I (+/-SE) (2.55) (2.48) (2.45)
DLQI, HZH:41) LS 1357324 4.5 9.5 -8.8

(+/-SE) (0.49) (0.46) (0.45)
(p {E4<0.0001)

£ 52 J§ CHRONOS 5t 1, 80T CAFE W7 NBER B WA, B2yl
FIICEHT 300 mg Q2W 1EITHIEE A 69.6%1ES 16 AR k%] EASI-75, TMi#E%
LRI B EA 18.0%i% %] EASI-75; 55 52 JAW;, 32 A 6Pt 300
mg Q2W IGIT I E A 52.4%15 5] EASI-75, T2 27T B EA 18.6%
18] EASI-75. fEiZ &Y, FEEFIEHEST 300 mg QW Ja7 4 A1 B fva T 41
JEE NRS H LA H 7 LLAEEE 16 /373 8-51.4%F1-30.2%, 1E2 52 JH 4
A N-54.8%F1-30.9%.

JTRCIAEFFRAIFF A (SOLO CONTINUE #17)

N T VAT R 4ER AR A, #E SOLO1 Al SOLO2 W5t 32 A Sk T
16 A 35230 IGA 0 5% 1 5 EASI-75 (1524 7£ SOLO CONTINUE Hff 51 H F B /L
oylic, FREEATESMG 36 AR RBRRAGYT, CUAEINIE 52 R BT AE
J7. TE55 51 5 52 RPPAL & .

FEH EEL EH S BEASI WP AHRT SOLO1 F1 SOLO2 HfF 7% 28 (1 H 45 tb A8 4k
FEHZL (55 0 &) FI%E 36 B2 IR £ R, PLAIEZN EASI-75 BE h i 36 JE It
{I5ik EASI-75 B I H L.

k4452 SOLO1 A1 SOLO2 #ff 7t v AH A7) & 7 RiGIT (300 mg Q2W
8 300 mg QW) RN ZERR I PR SN ) e A ROR, T HAR T & T RT3 LA &=
s 7 28R B

X7 M4 52 i SOLO CONTINUE HF 78 10 3 BRI R B4 5,

% 7 SOLO CONTINUE PR H EERRELX KR

R | EERIJLES 300 mg
Neg3 Q8W Q4w Q2W/QW
N=84 N=86 N=169

HIEELEL
EASI V¥ AX BERFF TR RN 20 U84k, | 217 6.8 3.8" 0.1
TEFEER 55 36 Ji 2 (M) LS “F372840(SE) | (3.13) | (2.43) (2.28) (1.74)
FLLE T EASI-75 B ES 36 FR ik | 24/79 | 45/82*% | 49/84™ | 116/162""
EASI-75 2# K H 7, n(%) (30.4%) | (54.9%) | (58.3%) (71.6%)
RBIREA R
FEFELRIN IGA(0,1) B T4, 28 36 JHI "
IGA RV RFFEIELAG 1 4 bR 3 (1288/663) ﬁg 6;‘; 4(16/2661) 8(’2/7 1022)
BHrE, n(%) ' ' ' '
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TEFEZEIT IGA(0,1) B3 T4+, 5 36 Bl | 9/63 21/64% | 29/66™ 68/126™*
1535 IGA(0, D EE H 70 b, n(%) (14.3) | (32.8) (43.9) (54.0)
TEFE LRI I IR PE NRS<T s T4,
VR NRS FIIEESS 35 inza 4 | D000 | #BL L AUBST ) STII6E
BB ETAL, n(%) - (70.0) | (55.6) (49.4) (33.9)

P<0.05, *P<0.01, **P<0.001, ***P<0.0001

f£ SOLO CONTINUE #t5tH, WMEEAITH HIL ADA BHIERMAE 52
V] G 2 T = e A VAYT R LA ADA: QW: 1.2%. Q2W: 4.3%. Q4W:
6.0% Q8W: 11.7%. FFELEIT 12 K ADA KB: QW: 0.0%. Q2W: 1.4%-
Q4W: 0.0%. Q8W: 2.6%.

FEI IR HE 19 1 I ) A IR 7 2 e

TERRZVRIT T FE (SOLO1 #1 SOLO2) w1, 25 16 JER, H2EFldtuse, &
A F) I BT 300 mg Q2W 1 300 mg QW 4150 il (5 25 B3 1 BB RS B IR BA &
AD X BEERRFNEE AR A2 vE B8 1952 (B POEM A1 DLQI B iF 0 g ). 5%
B, MIELZREE 16 B, RMGAHPHEEZ LHEHE POEM Fl DLQI
S I TR PR B AR (BRI 38 U >4 3. Ak, 52274
FHLL, 5516 WY, FEXERIE P4 HADS S0P 6 B A A FE AIMAR IR 5 2
. EFEZE HADS £EJEEL HADS AR E&REr>8 40 CEEREEIMAR M FHED
(B THEY, HRAMEME, 5 16 BRIt pid b G E £ i &
153 HADS £ [EH HADS 5 1FE/r<8 (W% 8).

R 8 516 AN BEHALEFELHTHHMARELRER

HIIRIT
SOLO1 % 16 ARt SOLO2 %% 16 ARt
zR | g | BER | =B | BER | BER
Vil JLEHL | UEH Vil JuEpl | Bt
300 mg 300 mg 300 mg | 300 mg
Q2w QW Q2W QW
BEPI A EEHE 224 224 223 236 233 239
DLQI, HHELM LS ¥y | -5.3 -9.32 -9.0° 3.6 9.3 9.5
A4k (SE) (0.50) | (0.40) (0.40) | (0.50) | (0.38) (0.39)
POEM, H 2 LS ~F 5.1 -11.6° -11.0° 3.3 -10.22 -11.32
¥4 4L (SED 0.67) | (0.49) (0.50) | (0.55) | (0.49) (0.52)
HADS, HZIEZ 1 LS 3.0 -5.2b -5.2b -0.8 -5.12 -5.82
¥1AR4E (SED (0.65) | (0.54) 0.51) | (0.44) | (0.39) (0.38)
igﬁDLQI 24 HEH 213 209 209 225 223 234
DLQI (Etif>4 53), M o o/a o/a o o/a o/a
e 30.5% | 64.1% 58.4% | 27.6% | 73.1% 62.0%
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FLE0f POEM >4 98 Z
HE

POEM (3%>4 73) , M
EHEE

223 222 222 234 233 239

26.9% | 67.6%" 63.1%* | 24.4% | T1.7%* 64.0%"*

BLLHT HADS £EE 175
>8 B HADS #IESF4>8
HIEZEHE

ik % HADS £ &
HADS I 7r<8 15
H, %

97 100 102 115 129 136

12.4% | 41.0%* 36.3%° | 6.1% 39.5%* 41.2%*

LS= f/h3fi%; SE=trifliR
ap {E<0.0001  °p fE<0.001

EHCA TCS HF7C (CHRONOS) 1, 2 52 I, 52 #A+TCS 4,
B FJCH4T 300 mg Q2WHTCS Al EF|JE H Pt 300 mg QW+TCS 2173 1) & 3%
HGE T B E R PR UL AD G BERR R (g FEAH OGRS B E MR (F POEM
A DLQI MAiEr ). SR AAt, MILLLEEE 52 B, BEEFRIE #8300
mg Q2W+TCS A1 300 mg QW+TCS 554, A% £t % POEM Al DLQI
S5 H A W PR R SR BRI R P PF 29 380 SN >4 53D« 6 Ak, 5 2 BRI+ TCS
AL, 2552 FRE, RIS 300 mg QQWATCS 1 300 mg QW+HTCS ZH i
HADS & 173 17 5 1 A2 FE AR IR B 25 /b . fE LRI A5 HADS £ 8k
HADS A8 72X IF5r>8 75 CHEREEINHRIFHED MEE TR FE i,
52 BRTCS dAHE, 55 52 JER B RIJC P 300 mg Q2WHTCS #1 300 mg
QW + TCS 44 T £ L 8 ik 21 HADS-# & F1 HADS-1ARE/r<8 (S W%
9,

& 9 CHRONOS R H A S AEBE TCS 36975 16 AR 52 AR FHMREL SER
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fEREE A TCS
CHRONOS % 16 At CHRONOS % 52 Bt

TR | BERIL | BERDL | 2B | BRI | BRI

BAHT 300 | BPHE 300 5l BAHT 300 | EAHT 300

mg Q2W mg QW | +TCS | mg Q2W+ | mg QW+
+TCS +TCS TCS TCS

BEVI A A EESHE | 315 106 319 264 89 270

DLQI, HIEZ&MLS | -5.8 -10.0° -10.7 7.2 -11.42 -11.12
P4 (SE) (0.34) (0.50) (0.31) (0.40) (0.57) (0.36)
POEM, H 2 5.3 -12.72 -12.92 -7.0 -14.22 -13.22
LS P44k (SE) (0.41) (0.64) (0.37) (0.57) (0.78) (0.45)
HADS, HZ}:4H) -4.0 -4.9 -5.4¢ 3.8 -5.5¢ -5.9°
LS P71k (SE) (0.37) (0.58) (0.35) (0.47) (0.71) (0.42)




FLEH! DLOI >4 1Y

300 100 311 254 85 264
BEHE

DLQI (i3E>4

W), R 43.0% 81.0 %* 74.3 %* | 30.3% 80.0 %* 63.3 %*
AN =

BLEM POEM >4 [

312 106 318 261 89 269
BHEHE

POEM (3%>4

) . BT 36.9% 77.4 %* 774 %* | 26.1% 76.4 %* 64.7 %*
77 > =

HLEH HADS £1E
iF4>8 B HADS #I
RS >8 BB EH
&

148 59 154 133 53 138

iA % HADS £EE
HADS 4834 <8 26.4% | 47.5%° 47.4% | 18.0% | 43.4%° 44.9%3
A A

LS =f/h . 3ik; SE =hpifEiR
2 p {E<0.0001

b p {E<0.001

¢ p 1€<0.05

HFEBA 16 ABRERITHA (EFC15116)

EFENIAL . RS« 2B A IBHT 5 EFCL5116 T, YA T SRt ey
BT E R EE AD BUEEE TS 7 et 165 ZEFHDL 1. 1
BE ML 7> BC 4252 FE S R JCH AT 300 mg J7 RS (SC) B 2 AL 25—k (Q2W),
1 R¥E3Z 600 mg B far 77 E B VUL 22 /&7 SC Q2W o W FLRFSN [ (045 16 J&
YEIT BN 12 JE BT

165 44 v 5 28 25 43 B AL 20 B 42 52 B2 B R ht (N = 82) Bl &7 (N =83).
SEYJAERE N 30.6 %, SEIIMRE N 68.7 AT . T1.5%1 3 2 B, 28.5% & i
I JEFH LR IGA VW3 =3. - RIC R HTA M 2 ERH 1IGA V=4 11E
FHHHET IGA V=3 HIERE LW, 43.6%NF ) AD (IGA iF/3=3), 56.4%N
HF AD (IGA TF4r=4). AT B34 1) EASI ¥F43 15 =16, EASI ¥4 A 33.2,
F& R G B P2 AN 2 BRI BT TR I R FR 2RI (B NRS 15y =4, HE 5
BE (>70%) MIFELIE(ERE NRS=7. FHEE AD B 1 BSA HA 54N
55.0%, HFTH BE RS AD 2 BSA=10%. 99.4%[195 AT 41N 57 i 2k
] BV 9T [ AN 78 0 o 135 B 28 DLOL 20 0N 18.3, P35 5528 POEM 43 20N 233,
MRS, WWITHRPTA AD PR RRAFEALL, AP EREE AD.

R, 5REGIAE, MIRLRIZE 16 M, SRRyt &
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P IGA O 5§ 1. EASI-75. B{3&J% 5 NRS=4/3 43 EASI-50 F1 EASI-00 f) 3 LL
B E . S5%EGME, VLR SR ICRPIA R B FH S 2 FEE NRS
o =4 BRI, 5 BONAA L, MIEZL ] 16 A, FEERDURSIA
BFAEIRFE NRS H 70 A4 BASI VF4r B 40 th2 46 AD 32 J& BSA 1 H 4 HhAR
1« DLQI 224 A1 POEM Z846 77 TH HLAS T 25 BRI ek (S W3k 10).

R 10 EFRBEFHEENRERELRNES - BREET AR

29} ZRF Q2Wa| BYEF L HHT 300| HILZEHIKESR
(N=83) mg Q2W? (95% CI) be
(N=82)

16 LR IGA N0OE 14 (54| 4(4.8%) 22 (26.8%) 22.0 (11.37, 32.65)

R, HEHELRIK=2 i EE

Eb 451l

16 JH, 52| EASI-75 74K 12 (14.5%) 47 (57.3%) 42.9 (29.75, 55.97)
(EASI W B4 PEAIK=T75%) 1)

B

FELE R 16 i, B HIEEEFE NRS| 4 (4.8%) 32 (39.0%) 34.2 (22.69, 45.72)

P IE PR =4 5 ) 5 E g

FELE R 16 i, B HIEEEFE NRS| 8 (9.6%) 43 (52.4%) 42.8 (30.26, 55.34)

JAF A PR =3 5 ) 2 g

H G E %% NRS & FEEMIELL [-21.13 (3.610)| -48.59 (3.026) -27.46 (-36.927, -

FIZE 16 AR H 4 A4k 17.990)

H A B NRS J& I MIELL | -1.64 (0.272) | -3.84(0.237) | -2.20 (-2.920, -1.478)
FI5 16 ARk

EASI PF4r WIELRBIEE 16 B RIE 2 |-39.44 (4.936) -75.23 (3.879) -35.79 (-48.249, -
thAZ 4k 23.325)

%516 J, 1% EASI-50 (S53EZ6H] | 24 (28.9%) 58 (70.7%) 41.8 (27.96, 55.68)
ELE 3 =50%) 1) i3 LL

%16 A, IAF| EASI-90 (534 | 5(6.0%) 33 (40.2%) 34.2 (22.44, 46.00)
ELA 35 =90%) 1) E 3 EL 4

AD 2 BSA H 7 U MEEZ BIEE |-19.25 (2.557)|  -37.76 (2.126) -18.51 (-24.936, -
16 JH 11224k 12.091)

DLQI MIEZFIZE 16 JH 172 -5.06 (0.701) | -10.33 (0.625) | -5.27 (-7.124,-3.421)
POEM MAEZLZI5 16 Ji HIAEAL, -4.04 (0.788) | -12.89 (0.685) |-8.85(-10.915,-6.781)
H U {E B NRS JE-F3(E MFEZL | -4.75 (1.802) | -15.65 (1.818) -10.90 (-15.904, -
B 2 FBA 7 AR 5.895)

o ST T EBIA G A, B T IR B A B AE (%), 5T Hith
2, B TLSHME (BRAEIR[SED
b T LLIAE s, ERAEIES . N TITE ML S, 2R N LS WEER.

° FrAPIE <0.0001
KR R EDERE (12-17 )
TE 251 %1 12 28 17 & hEE R f B N 2 R (AD) FH/DE B E TR L .
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BENL. XUE . ZZBFIGHRET TR (AD-1526) , Mot Bt B 259697 (1097 50%
GARVEHAT VT o T B 22 R AR A B 4 0 XN AD 93 A8 BEAR Tl v BIF 7 e A
PRAL (IGA) VE>3 GUEFEEEH N 0 & 4), B H A ™ EFEE 55 (EASD
PEr>16 (BRI 0 2 72) , &K RAEKR IR (BSA) 210%. ANEATTEHE
K B35 BRAE XS A 259097 3R 2

BEEZUTH P —MAZGTR: 1) HEHEELLIAE<60kg I, 51 KE
MR R PUILEF 2N 400 mg (200 mg P RES) , Z JE A 200 mg 9 i — X
(Q2W) 5 MBHILLLARE>60 kg B, 5 1 REEFICHEPTYILE A EN 600 mg
(300 mg PIIRVES) » Z 58 300 mg BHE—k (Q2W) 5 2) iwli#H L
WRE A, 25 1 REESFICRIYIIEFTIEIA 600 mg (300 mg HIIER)D , 2
J& N 300 mg FEVYRE—IK (Q4W) ;5 3) AHUTERRI 2. X FIIE bt s 2575 0
NER (SCO vEST. Wi GITCIEMN Z IR, ERF A E ke T o] Rvrd
BHZANRIRIT o W2 ANRUBIT I BB AR

AHFF ARG FIFER N 145 %, HAAREN 59.4kg. HA 41.0% 92,
62.5%ANHEAN, 151%RTMN, 12.0%NEN. LA 46.2%0EEH T 1GA
LVPorN 3 o (R AD) , 53.8%MIEA L IGA N 4 7 (FEE AD) . P
¥ BSA 25N 56.5%, 42.4%1) 835 BEA e 52 0 4 Sy Ve S s I FRVE T o FRER AT
PSS AR B FREL (EASD 1F4r A 35.5, JELR PRSPl &
F (NRS) A 7.6, FEL-VIFRERIMHE R K PE7r (SCORAD) A 70.3, HEZk-F-15 %
LI B A IR (POEM) 43K 21.0, F2R-F 1 )18 B o A8 15 R &35

(CDLQD A 13.6. SITH 92.0%M E#H B Z /Db —Fh & IF i BURE; 65.6%01
BEEHSEMHER, 53.6%M B FHH N, 60.8%MEEH EWITM. 5| EEL
RONBERZLAR 16 A IGA 0 8t 1 (957 a8 LR HiEZR D 2 711
B DL Sk 2] EASI-75 (EASI 2032 270 75%) B el . HABPPIN 45 R
G HIELE 5 16 JHIEF] EASI-50 8¢ EASI-90 5z bl (EASI B HEZ 5
A/ P08 50%EK 90%) « ARFEIEAE R NRS W75 1) & FE4z LL &% SCORAD &
KHTE S AL . HAth R B S AFE B R ZE 22 16 & POEM J& CDLQI 3431
SR

W Hc s &
DR N B R BT FUER 16 JRTT RE R 11,
R 11 FOERMMEERBRAE 16 AR EERICEIUTHER (FAS)

AD-1526(FAS)*

Z R JEXFI ST B4 200 mg (<60 kg)
#1300 mg (>60 kg) Q2W
BEPIH B 852 822
IGA 0 8¢ 1°, NEEZEH LI e 2.4% 24.4%
EASI-50, MZEH AL © 12.9% 61.0%
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EASI-75, MEEHEHLLC 8.2% 41.5%
EASI-90, MEHHLL© 2.4% 23.2%
EASI, #EEZH) LS P E | -23.6% (5.49) -65.9% (3.99)
S (+/-SE)

SCORAD, k[ LS P2 | -17.6% (3.76) -51.6% (3.23)
tE S (+/-SED

JXPFE NRS, BIELLH) LS P4 | -19.0% (4.09) -47.9% (3.43)
tE S (+/-SED

JEFE NRS (I03>4 7)) , NEH 4.8% 36.6%
Byt e

BSA BIELN) LS B A S | -11.7% (2.72) -30.1% (2.34)
bt (+/-SE)

CDLQI, #HEELZN) LS T4, -5.1(0.62) -8.5 (0.50)
(+/-SE)

CDLQI, (M3%>6 73) , NEH 19.7% 60.6%
B4k

POEM, IELZI LS P41k -3.8 (0.96) -10.1 (0.76)
(+/-SE)

POEM, (23%>6 70) , N&#H 9.5% 63.4%
[Epae

o EOHTE (FAS) & FraRENLES .

b RIEF IR IGA 9 0 B 1 C9ERR7ECLTHERR™) « 0-4 70 IGA B3R T FE>2 7 I il #
¢ B AN T B A B EE 1) B AN AR R R SRR RN R B2 4 0 R
58.8%#11 20.7%)

FT A 1 p {<0.0001

BEAL e 2 22 B R 2 i) B 5 R R e sepr B AR B, 7R BN RUR YT (AN B
KA L 4 B R R [ I . B4 B MR A SIS [ A s 55D ) R B R
(O3 5N 58.8%F1 20.7%)

BEML 7 e 22 2 3 R C S P T i R S5 BN A AR b, SRR NRS PRs g
3 G SXCHFAEEE 4 R SCIMGE>4 4, 4 3 p<0.001) [ 87 LU B B s,
1M ELEE NRS M 38 LU 7R B AN Va7 WA b B (LI 5D o % NRS
O Bl AR N Rz 9% 2 AR AE 15 B D3

B 5 AD-1526 B L HZEE NRS E>4 4 HFDEBEHLH] 2 (FAS) P
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100 p
—8— EEFRIER 200mg 3 300mg Q2W (N=82)
POT | o= zmm ovess)

v I E
-~
Q

T
o~
o

%

36.6%

o
Heo-oo? 0000 o o005y
0 2 4 &6 8 10 12 14 16
A

SEEST RN R F BT, S ANROE YT B R 1 SR E N RN
b iTEE (FAS) GFEFTA N2

FE RGP A 2 R L, 25 16 R EE IR RER . AD S HEAR
R FEAR A 15 R B 520 (H POEM. SCORAD il CDLQI ¥4 #7&) ¥)155
A 5

TFRAEIE R T (AD-1434) VAl 1 2 5 BEATE EE 2 R JT A Bt AT 36 )
EEEE AD FHAFEE T EEMITEGURIYYT 2. AR T s &
W, 25 16 A BLRIR AR SR ot Al — ELFFEE 25 52 .

KRtk & )LEEE (6-11 )

7 367 19 6-11 B HF MM 7 98 CE SN IGA $F43=4 43 [0-4 4y 23R ] . EASI
53>21 53 [0-72 43 R I RIEAIK BSA 52 B>15%) JLE 520 TR £ At Bl L
WE . AR (AD-1652), X EEHFIICRGTAE FH TCS 1697 197 ZOR1 %2
AMERAT TV o NIEAHE T S8 B3 BEAE XS AN 259097 3O 2 o $ B 2Rk

(<30 kg; =30kg) W ANHBATHZE.

FE - RICEEPT QQWAHTCS 4 HH 2k B <30 kg MR FEER 1 REEZVILEH
& 200mg, SRSETEEE 2 AR E 14 452 100 mg QQW 2544, FRZAAE>30kg 1Y
BFLEEE 1 REEZWIUEH & 400 mg, AAJSTELE 2 25 14 JA#H:5 200 mg Q2W
Y75, TOWRE AN, FEER]IE T QAW+TCS Ao B HES | REEZHIA
F & 600 mg, RIGTEL 4 JH 25 12 452 300 mg Q4W 2524 . ARIEH 7T 1k
JE ] R VF B 2 ANRORTT o« R SZANRURIT R AR B .

EARW R F, ZIREPHER AN 8.5 %, FAIKE N 29.8kg, 50.1% N,
69.2%NEN, 16.9%HNBN, 7.6%NTINN. FELH 5 BSA Z 2N 57.6%,
16.9%ME /3 & 42520 4= B MR AR SRS s i 7). kA, FEZRES P15 EASI P43
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N 379 g, REHEERFEFSECEEIMEA 7.8 45 (0-10 38R, FLTH
SCORAD ¥4 K 73.6 43, 2:48 POEM 11414 20.9 43, J:28-F14 CDLQI M 15.1
I5e SMUHE 9LT%IMZARE A 20— MEH IS BUIERIE; 64.4% M EE A &Y
. 62.7% 1 A HoAt B, 60.2% 1) 2838 A ik Bt £ 9% | 46. 7% 1) B3 A M

WA FEL S RMNRELLE S 16 B IGA 0 5 1 (“T5K%” 5 “)LFiE%R") H
Mg R 2 i B E L BIAIA B EASI-75 (EASI SiER/D 75%) BE A,
HABTE 45 /04515 3] EASI-50 Al EASI-90 ) &2 LU (EASI AHXT T3 48 20 5
e 220 50%F1 90%) .« EASI P NIEZL 255 16 AL 73 b, DLA HHUEAE
JEFE NRS Ml ERRFEIREREE (>4 oes) . HAREZA S NEEL 2 16
J& POEM ¥4 Al CDLQI $F43 [K)°F 251k,

WAy 2
12 FILLARE 3 Z 5 T R E T R4
R 12 B AD-1652 2 16 BB B L RIJLEBAH TCS BT &R (FAS) @

BEXFI I R BRI | =B
H +TCS B +TCS
300 mg 200 mg
Q4w Q2We
+TCS +TCS
(N=122) (N=123) (N=59) (N=62)
>15 kg > 15 kg >30 kg >30 kg
IGA 0 8% 1°, & #E % 32.8% 11.4% 39.0% 9.7%
EASI-50, MZ#E%C 91.0% 43.1% 86.4% 43.5%
EASI-75, NZ&H % 69.7% 16.8% 74.6% 25.8%
EASI-90, M2 H % 41.8% 7.3% 35.6% 8.1%
EASI, XTI T-H4 1) LS “F35% -82.1% -48.6% -80.4% -48.3%
54k, (+/-SE) (237 (2.46) (3.61) (3.63)
SCORAD, HZHZiM LS P48 -62.4% -29.8% -62.7% -30.7%
1% (+/-SE) (2.13) (2.26) (3.14) (3.28)
JEFE NRS, HIHELM LS Py -54.6% -25.9% -58.2% -25.0%
1% (+/-SE) (2.89) (2.90) (4.0D) (3.95)
S YAN
§fCNRS (P24 900, B 50.8% 12.3% 61.4% 12.9%
BSA, HIEZM) LS %14k -40.5 217 -38.4 -19.8
(+/-SE) (1.65) (1.72) (2.47) (2.50)
CDLQI, HA:Z M LS ‘P -10.6 -6.4 9.8 5.6
(+/-SE) (0.47) (0.51) (0.63) (0.66)
4 Y
C%?/I;QI’ (B2 91), NE 77.3% 38.8% 80.8% 35.8%
POEM, HIEZEMH LS 37281k -13.6 5.3 -13.6 4.7
(+/-SE) (0.65) (0.69) (0.90) (0.9
POEM, (K3#>6 7)), NEH% 81.7% 32.0% 79.3% 31.1%

a MTEE (FAS) B3EFTE RN .
bNEAEENIGA N OB 1 C “TER” 8 “JLFER” ) HEE.
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© BARZANIURYT B SR B 1 B E AR
CIEEE 1R, BFEER T 600 mg FEEAICEGT (W DiGAKZE]T D
CFES 1R, BMAEHEERZ T 400 mg (BEZRIAE>30kg) FEMAIICHPT.

HEEF+TCS MLk, RN Foi sz B EMITHRPIH+TCS MEE+H, EX
ELAG 0 56 3 SEB T I B NRS o83 CE SCNEE 4 RN BGE =4 70). WL 6.

K 6 AD-16522 HFIE(EIRFE NRS iE>4 41 ) LEZREH B (FAS) P

100 p

—m— EE R BT 300mg Q4W + TCS = 15 kg (N=122)
F0F | e EIHTCS = 15 kg (N=123)
g0 b | —a—EEFA BN 300 mg Q4W + TCS = 15 kg (N=122)°
~—k=Z R F+TCS = 30 kg (N=62)

FHEMEHA (%)

@ TEIT R S R BT, B ANRUR T B SR B 1 B N AE R B
b AorHTEE (FAS) BLIERTERENL > B .

CTEH 1R, BEERZT 600 mg EEFILEGT (W DIGKRZE] D

dAES 1R, BEER T 400 mg (FELRKE>30 kg) B HHT

SR, 16 AR, EEFDCRiTH L ENE T EERE IR, AD
Kot FEE AR FA) 52 1) A 4 R AH 20 A 1% i &=, 33 POEMLLSCORAD #1 CDLQI 343l &:

TR SEKAHR 7T (AD-1434) 745 T BRI B R IS B Pi+TCS e R IR
(14 F B 2 B PR N 7 9% ) LB SR R BT SR 2 Ak o AR AT B R
TEER 16 AR IR R IR &5 0] — ELRFEE 250 52 . B2 A G PT 300 mg
Q4WHTCS HIFBor B3, Yifsisih 2 B FIJCHPT 200 mg QQWHTCS K, &
NP IER RS . BEUTE S 52 FA B T R R P 2 A R IE S
AD-1526 Fil AD-1652 WEFCHHESS 16 FEI W83 1 22 4 A AE AR AR o

KRR LILEEE (6AMHS5%)

1E 162 BIFEEERE AD (F XN IGA 1F43>3 4 (0-4 383K ). EASI 14
>16 43 (0-72 /r&E3R) FEK BSA ZE>10) W6 MHZE 5 & )LEZRE TR
TR0, BENL. E . AR (AD-1539), 4G T &8 G #4i
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Be& TCS F T )LE 2 197 RO 22 4k, Horp 125 6132483 1IGA YF43 M 4 47,
NEE AD. NIEARL 54 2R3 BEAE A AN 259097 A 2 o 3RS0 Rk
(>5 £ <15 kg fI>15 £<30kg) FMANHBHTHE.

£ R JCET Q4AWHTCS HH IR E>5 22 <15 kg HISZIAE RS 1| REER
WIUETE 200 mg, SRJETEEE 4 A5 12 JAEZ 200 mg QAW 252, HEZBik#E>15
<30 kg MZIRFER 1| RECZWILATE 300mg, SRIEFEE 4 AR 12 MR
300 mg Q4W %52 . MRHEH T e il SRV B B2 b RURTT » M2 b A
ST IR E I AFEN B

£ AD-1539 tf, SZRFE-TFIHER N 3.8 %, TAAEEN 16.5 kg, 38.9%NKL
P, 68.5% NN, 18.5%NEN, 6.2% NN A . FLLLI-T15) BSA 5% BN 58.4%,
15.5%BEAE 4 a5zt 4 G PEE AR e ge 3 7. Beab, FEERETF15) EASI ¥4 AN
34.1 43, B HBRERIVREETES FFIERN 7.6 73 (0-10 &R . SitH 81.4%
ISR E S I D — P B IE; 68.3%K 2R EH Bt 52.8%M %k
HHAEE 441% 05288 GBI L5 . 25.5% M523 B M .

IR B IL LR PR AL AT R E N AD N2 [ B A A Eb i

R E B SR NFELE B 16 J8 IGA ~ 0 5L 1 (958 &R, &2
B3 2 43D AR LI ART EASI-75 15218 tef] (EASI 25G3E 20 75%).

W &
AD-1539 55 16 JEIT 30 4E R ILEE 13,

F 13 AD-1539 B 528 16 BB EEFI L EHIERA TCS BTG R (FAS) *

3 R G A | 2 BFIH+TCS | B3 ) B | 2 FH+TCS
200 mg (5 2| (EMIEIT | PL200mg (5| CHEFEERERMN
<15kg) 8300 | A #E O | E<ISkg B | M K & A
mg (15 £<30| (N=79) 300mg(15 & | B (N=62)
kg ) <30 kg )
Q4WI+TCS Q4WU+TCS
(ERIT A ( 5 & HF N
) (N=83) PERZ R AHED
a (N=63)
IGA 0 & 1°>¢ 27.7%¢ 3.9% 14.3%f 1.7%
EASI-50, M % | 68.7%° 20.2% 60.3%¢ 19.2%
H%©
EASI-75¢ 53.0%¢ 10.7% 46.0% 7.2%
EASI-90° 25.3%: 2.8% 15.9%" 0%
EASI, X} T3 | -70.0%° (4.85) | -19.6% -55.4% -10.3%
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2R 1) LS ) %48 (5.13) (5.01) (5.16)
k. (+/-SE)
B 25 AN/ 9% FE | -49.4%° (5.03) | -2.2% (5.22) | -41.8% (5.35) | 0.5 (5.40)
NRS, HEZM
LS “F4 1L %
(+/-SE) *

B 2 TN/ 5% JE | 48.1%° 8.9% 42.3%! 8.8%
NRS (%34 43)

C %

B3 AR OB & | 2.0° (0.25) 0.3 (0.26) | 1.7¢ (0.25) |0.2 (0.25)

NRS, HEZMN

LS #5754k (+/-

SE) *

B R IR | -3.9° (0.30) | -0.6 (0.30) | -3.4% (0.29) |-0.3 (0.29)

NRS, HEZMN

LS #5754k (+/-

SE) *

POEM, HH: 4k |-12.9¢ (0.89) |-3.8 (0.92) |-10.6% (0.93) |-2.5 (0.95)

1) LS #3738tk

(+/-SE) *

s 2oMrEE (FAS) BFERTA RN SZ K

b NEEE N IGA N0 5 1 C9ERBR B T LTERR) M52 .

S ANKUR T CLER AN B R JC B BT 2 A 63% 1 19%)  BRECHE SR 2 14 52 i iR

NAERIZ

G 1R, ZREEZT 200mg (5 £<15kg) 3¢ 300mg (15 £<30kg) EEFII 8t
%Y,

°P{H <0.0001, ‘% X PfH <0.05, ¢ X P{E <0.0001, "4 L PAH <0.005, ‘% X P{H

<0.001

*EPERESE R

52 EATCS dARL, FERENL BB 32 B R JC B 5+ TCS B E S, &
B ZEFRYVIRFE NRS 7 HHUS PR e CE SCNRAES 3 IR iE>4 75, 2 X
p<0.005) FREF Ll 25 vy, JF HAERENATT ], ERZERNVEE NRS BA
W25 1R ER o B A 4k S 18 0

FEX TR, J@id CDLQI (85 % 4 & 5 &) A1 IDQOL (77 4 6 4
HZE 3 ZWEE) g, BRI RpEEncsE 7T 5@ RN AEmfE. £F
FIGIT NBEF, 522 @F+TCS 41 (-2.5 f1-2.0) MHEL, FEEFIIEHH+TCS 4 (-
10.0 #1-10.9) MEZF% 16 F K CDLQI 1 IDQOL 3401 LS “FHA8 L5 K

(p<0.0001) . 7 5 5 H¢ 4 B 96 A B H W82 3 CDLQI A1 IDQOL A AH AL 4 2

TR KA 7T (AD-1434) P45 T REAE S0 B R G B Pi+TCS s AR5
(A HP R 2 B R N R 48 ) LR BB 3 S B RO 22 4 . AT 90T RO R R
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FESS 16 A M BLAIE R IR 2 vl — ELRFEE RS 52 . BV 52 MM EE T E
T RJC RPN 2 A ERAE S AD-1539 BE T LS 16 J& I ISR 21 (1 22 2 PERFAEAR
ko

SR EE

SEERPII S 2 Tt . BEAL. W ZEFIHR . N 24 EHF5E (PRIME
A PRIME2) VAL 1A i B R R DA S 5 MR ok 1 00 . 7E 311 5114k
F Ak 75 2536 7 8 AN 78 4 B s U A AR T 25969716 18 & 80 B 4517k
FEZ (PN) AN B IR, B NAM TR EESE 1 Kl 7 KW EIF WI-
NRS VF5r=7 45, KRR Jo/SONUE A/ R T S S F E 2 /0 20 /> PN Jikt . idE N
T, R R A I AT 60% (FE7E AD. it & 4/ S gk g | 17
Wity BB I B 52D, BBATE IR AD FIZ2iE AT 10%, FEREE AD
SEHEBRAREZ —

PRI FiH, SEARE RS 1 RFES2 B NS BRI JC S 4T 600 mg (300 mg
FEHWIO, BEERHE—IR (Q2W) 2457 300 mg FF4k 24 i, B,
FOVFAE BN IF 5 IR o Ao e A P CR 3 71 i 700D /855 &2 P &% TCS 8 TCI.
FOVF 42 5 A8 SR R G 3R AL TCS/TCT B TANRUAYT , B2 M RURTT MR TN
o

FEMCEIRE A ST 2 N5 R1EFR: WI-NRS Al IGA PN-S. i WI-
NRS W0 3E (BHK) =4 320 e, IGAPN-S0 8¢ 1 (AH24F 0-5 45
) W2 ], DUAARYE EIRARHER F] WI-NRS F1 IGA PN-S N2 1520 #H
EEAF SR VA T 25

WI-NRS it 0 (ToREFE) 2 10 (BREIZURE) pHERTE, ZRMHZ
mRIEE 28 24 /N NS RIZURE CRFE) MIBREE. S5 T s e
PR (IGAPN-S) &%, BidfiH 0 &) &4 (HE) 15 HERNEL

T I B, ZRE FIERN 495 &, HAREAN T1kg, 65%N
2, 57%NEN, 34% NN, 6% BN TR, 355 ZURFER 7T
fHEF (WI-NRS) N 8.5, 66%FA 20-100 N4 (FhEE), 34%E#E 100 Mg
T CHEED . 1% 523038 75 B2 0 A A2 R B Pu AR 2, 4k e Ve e B
() Sk A FH X L 245 0) o 43% A RE LI B0 58 G SO R VR B 98 ik Bk B
R/ SE RN BRI B D .

PRIME F1 PRIME2 BT 2045 R IR 14 DL 7. B 8 AT 9.
% 14 PRIME F1 PRIME2 H B ¥R 5 BB AT 2 45 5

| | PRIME | PRIME2
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R | g e i;;” RERAIA
ZRGT | 300 FE R RZREF 200 Vit
(N=76) | mg (N=82) ME AR
(95% Q2w
Q2w , (N=78) (95% CID)
=75) | ¢I
o5 24 JEI WI-NRS #:5:
s (B >4 70 . o | 42.7% . o, | 42.6%
Zik 18:4% 1 600% | 78 579y | 195% | STT% | 9.1, s6)
(PRIME E#2 /5)
9512 JEI WI-NRS #:5
s (B >4 77 oa s | 292% . ., | 16.8%
ot H ] b 15.8% | 44.0% O4i%&azum 37.2% 23.312)
(PRIME 2 F &5
5% 24 JI IGA PN-S iy . ., | 283% . ., |30.8%
omimzngpe | OV [P Tasamn | P70 164,452
95 24 JEI WI-NRS #:5:
;%‘24 }%Hﬁ‘ IGA PN—S?'\j 9.2% 38.7% (164, 428) 8.5% 32.1% (131’379)
0 8¢ 1 32k L) b

a REFXT PRIME B2 SV TRE

b BEAE RS2 ANRGATT BT SR EE 1) S E N T B

A 7 £ PRIME H1 PRIME2 &R B #EFR H B WI-NRS 53>4 /1 IGA
PN-S N 0 8L 1 IS5 i 2383 He )

100 =

90—

80—

—— R BT 300 mg Q2W, PRIME(N=75)
-0 SR BHT 300 mg Q2W, PRIME 2(N=78)
--o- 5], PRIME(N=76)
-o-- ZJE7), PRIME 2 (N=82)

70—

60—

50—

SR ] (%)

38.7%
32.1%

LS

T 8.5%

K 8 7& PRIME H1 PRIME2 H &R (B3R P WI-NRS >4 4 45T 1%
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FEBRRANZRE

100 —
. - e e #4300 mg Q2W, PRIME(N=75)
20 | O pr AL 300 mg Q2W, PRIME 2(N=78)
20 - - @ 5, PRIME(N=76)
-0 ], PRIME 2 (N=82)
70
X o 60.0%
~ 7 57.7%
= 50
B
40 -
du
304
B | - IR S X174
20 P L T 18.4%
wqd 7 S
0_ ==
1 1 I 1 1 1 1 1 I 1 1 1 1 1 I I 1 1 I 1 1 1 I 1
BL1 2 3 4 5 6 7 8 9 10111213 14 15 16 17 18 19 20 21 22 23 24
JE
& 9 7E£ PRIME Al PRIME2 HfB} [A1##8 IGA PN-S 5 0 8% 1 A 32k
# el
100 =

—— R 300 mg Q2W, PRIME(N=75)
909 | -o— EEFIJLEH 300 mg Q2W, PRIME 2(N=78)
- ZJ5], PRIME(N=76)

80 | o &7, PRIME 2 (N=82)

70

60—

ZARE B (%)

B F DENMBRARE (12 B RUE)

W g BRI i T H L0 5 3 TSI [R] 9 24 22 52 JAMIBENL. XUE . 2R
SR, SPATor 4. 2905 (DRI12544. QUEST M VENTURE), JLiHZEd#
2,888 5l (12 % KA ). s NZHARME R IF RN WG R 1 R 4 g s oA 2 4 4%
SEAEVIFREY) (40 FeNO 8 IgE) /KA 2K . BERq 167 45 R ok 2 B 5 5 X
NG TR M b 4 3G 22 >150 41 fE/mcL A1/8% FeNO > 20 ppb. 7F DRI12544 F1 QUEST
F 50, T 1 AR 0 2H 5 BT 355 P TR 14 R 41 R >150 AT>300 41 fiid/mcL,
FeNO>25 F1>50ppb.
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DRI12544 Hft 5t 2 — T 24 BRI EHRE I, LR85 776 #ilEE
(18 & Je UL b)) fEH -l IR A VERS B Bz (ICS) K3k B 2RI ah 7l
(LABA) [+ 5 FE B i g N B SE Hh, 06 5 0 S B 22 BT 5 EE VP AR o
FFA SRR AR ONLLR A PR W B MR 20 i Je Fo . 2 B SR A K
) HEE 12 B FEV) (1 B HJIRFRAERD (L) 8L, TRX) 24 J& 2R
R RE VAT 3 PN B s B A R AE AR R AR AT T VRAN o JRAR I 2 R I g PR
PR FEWEH AR g AT T 0

QUEST #5702 —TUNEA 52 A SIEMERF 7L, 16 1,902 BlE#E (12 % &L
D, (107 BT 1,795 BIRN D FREEvE B B, 0 SR G ETIT
5w aIAT TR, AN BT N AE (5 b - R N M R R R

(ICS) JeZ/b—Fhfzs il FH 2 J5 B s ) AN B3 . R B SURTE SR AT

CONZEL R A% R ] g R P 0 00 i % oA 2 7R 8 FE MR B /KT ) Fh 52 R WL 30 Py 18
Wi S R AE AL R A 2 DA KR 12 JE SO R AIET FEVI BURZR R4 . AR
T FEE 28 1L WG TR TR A 11 0% FeNO /K 3E4T 1 2043 #7

VENTURE & —BifE 210 1] 2 Y 58 5E AW hn 540 35 2 7K 1 A 52 PR il 1 B g
BE P RAT RN 24 R UIREE B PSR BRI AT, AN BB TR A AR E A
E A E IR NPERE B R (1ICS) R &E/D—Fisfl iy List, & H Ok
B R . TERmIEHIART OCS FIRHAT R . B 7ERT S0 75 gk LA
AN 24 (EAERENG 4R R O R, 7E OCS I (58 4-20 D, &3
OCS FI &R} 4 FIBEK—IK. WFFFEL LN 20 FZ 24 FAAR O IRME 57 i
FOE AR T B R A

X 3 TN A Geit S A FL 2R A5 E W R T 2R 15,
£ 15 BERGIERBT AL O it 3R A LR AFIE

B8 DRI12544 QUEST VENTURE
(n ="776) (n =1902) (n=210)
FHER (F)  (SD) 48.6 (13.0) 47.9 (15.3) 51.3 (12.6)
L% 63.1 62.9 60.5
AR A% 78.2 82.9 93.8

2 Mg FF 2RI 1] (4F) , 34{H+ SD

22.03 (15.42)

20.94 (15.36)

19.95 (13.90)

AR (%) 77.4 80.7 80.5
i — 4 P34 2tk R /E+SD 2.17 (2.14) 2.09 (2.15) 2.09 (2.16)
E7fE ICS FHZ (%) @ 49.5 51.5 88.6
FLLR I 25 24T FEV, (L)+SD 1.84 (0.54) 1.78 (0.60) 1.58 (0.57)
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FEYIME (%) (£SD)

S DRI12544 QUEST VENTURE
(n=776) (n =1902) (n=210)
FELEHS FEV, S HUHE E 7 L 60.77 (10.72) 58.43 (13.52) 52.18 (15.18)

%Al (£SD)

26.85(15.43)

26.29 (21.73)

19.47 (23.25)

(AD %, NP %, AR %)

(8.0, 10.6, 61.7)

(10.3, 12.7, 68.6)

P19 ACQ-5 ¥4 (£ SD) 2.74 (0.81) 2.76 (0.77) 2.50 (1.16)
¥ AQLQ ¥4 (£SD) 4.02 (1.09) 4.29 (1.05) 435 (1.17)
RERME 52T % 72.9 77.7 72.4

(7.6,21.0, 55.7)

¥4 FeNO ppb (£SD)

39.10 (35.09)

34.97 (32.85)

37.61 (31.38)

HA FeNO ppb 58 %

>25 49.9 49.6 54.3
> 50 21.6 20.5 25.2
-4 54 IgE TU/mL (£ SD) 435.05 (753.88) 432.40 (746.66) | 430.58 (775.96)
SV 35 ik 4 1 T A L A T 3 350 (430) 360 (370) 350 (310)
(£SD) 4iffd/mL
H EOS HIE#E %
>150 4 fd/mcL 77.8 71.4 71.4
>300 4ilfig/mcL 41.9 43.7 42 4

ICS=M N TERE 7 i3 FEV =1FH IS ER ;. ACQ-5=RNg 4l 7] -5, AQLQ=RH2E
TR s AD=4E M VE R 2% NP=£. B A; AR=1F 8 & % ; FeNO=ITH 5 — &L %; EOS=

1L P PR 240

@3 R I B0 i AT N AL A A AP - i R RICS Y R o SR ICS 77 & A 45 B H i

500meg i ¥ A BRI 259 o

Ky 2 ERAF

DRI12544 }% QUEST #f 7t 7 L F JC Pt 200 mg q2w B 300 mg q2w 4 [7)
W My B R SVt A R A 3R 5 2 R AR L 3 R B 2l 2 B R IEAE YIS E)
i g R MR 4 I BG FeNO e /K~1 iy, LN S R AR 28 PRI FE R (3R

16 & 17).

# 16 DRI12544 & QUEST Bt A EE S RIERAER (LSRRI
F 227K F>150 F1>300 408/ mcL)

LM EOS

>150 Ziffd/mcL

>300 Zff/mcL
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B My R AR/ 22 B My R AR /4R 22
N RER | REERW | & | N REZR REZEL | K%
95% CI) | {H(95%CI) | % 95% CI) B (95%
CI)
HrE B R SERTE
DRI12544 B 5%
R | 120 0.29 0.28° 72% | 65 0.30 0.29¢ 71%
L (0.16, 0.53) | (0.14, 0.55) (0.13, 0.68) | (0.11,0.76)
200 mg
Q2w
g R | 129 0.28 0.27° 73% | 64 0.20 0.19¢ 81%
= (0.16, 0.50) | (0.14, 0.52) (0.08, 0.52) | (0.07,0.56)
300 mg
Q2w
R 127 1.05 68 1.04
(0.69, 1.60) (0.57, 1.90)
QUEST R
R | 437 0.45 0.44f 56% | 264 0.37 0.34f 66%
I (0.37,0.54) | (0.34,0.58) (0.29,0.48) | (0.24,0.48)
200 mg
Q2w
R 232 1.01 148 1.08
(0.81, 1.25) (0.85,1.38)
FE R | 452 0.43 0.40°¢ 60% | 277 0.40 0.33¢ 67%
L (0.36, 0.53) | (0.31,0.53) (0.32,0.51) | (0.23,0.45)
300 mg
Q2w
IR 237 1.08 142 1.24
(0.88, 1.33) (0.97, 1.57)

ap{H =0.0003, bp{H =0.0001, pfH =0.0116, p{E =0.0024, °p fH <0.0001 (LXfLH
PEHHT IR, S2BGRM S EA G2 30 5 T4 3 p {E<0.0001

F 17 QUEST W5 F#%FE LR FeNO /KPP HFINHIEG B S RIERER

bEvig B SR AR AE FEAR %
N | REFE©O5% CI) | REFHO5%CI)

FeNO > 25 ppb

JEE RGBS 200 mg Q2W | 299 | 0.35(0.27, 0.45) 0.35 (0.25, 0.50)* 65%

Ee syl 162 | 1.00(0.78, 1.30)

JEE RGBT 300 mg Q2W | 310 | 0.43(0.35,0.54) 0.39 (0.28, 0.54)® 61%

2R 172 | 1.12(0.88, 1.43)

FeNO = 50 ppb

JEE G T 200 mg Q2W | 119 | 0.33(0.22, 0.48) 0.31(0.18, 0.52)® 69%

2R 71 | 1.057 (0.72, 1.55)

JEE G B4 300 mg Q2W | 124 | 0.39(0.27, 0.558) 0.31 (0.19, 0.49)2 69%

bl 75 1.27 (0.90, 1.80)

a 4 X p 1H<0.0001

7t DR112544 2 QUEST B 5T a0 drrh, #2532 B8 FIJE H4T 200 mg 57 300
mg 2w [P, [RIBENG A S R VR S BN ERBER/ B R e B Em 0 FE T
25.5%F1 46.9%.
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V2

DRI12544 50 J¢ QUEST #F 7t , 25 12 S EY sKkAMER AT FEV, K
PR 2R LB IR IR = ST ier o 52X 2 B JORE AE W bm 76 4 a1 g IR A R 4
Mk FeNO 32K Pk, H FEV) B & (38 18 £ 19).

FEERICERPT (200 mg £ 300 mg) B IR% )G, FEVI i F Al fE 2 A
LS o3, JFREIREF R 5 24 A (DRI12544), £ QUEST W7t A ] fRFF £ 25 52
Ji CILE 10D,

& 10 QUEST BRIt X SEY HKFME T FEV: (L) BEE RIFEB AN LT
B2k (PEER ML L 2R 7K SE>150 F1>300 ZHffl/mcL, FeNO>25ppb)

QUEST: IMFEMRHERZIM  QUEST: MPEERMERZIM  QUEST: FeNO >25ppb
>150 4 ffd/mcL >300 4fffd/mcL

FEHF 47t 300 mg Q2W(N=310)
300 mg Q2W(N=277) FEHF 4t 200 mg Q2W(N=299)
200 mg Q2W(N=264) . 7 300 mg Q2W(N=172)
Q2W(N=142) H 7 200 mg Q2W(N=162)

FESFIE 4 300 mg Q2W(N=452)
: {5t 200 mg Q2W(N=437) 3

i
s o
b n

L& Maan Change +- S (L)

& 18 DRI12544 Jx QUEST FFFEH 28 12 X[ EY KA BT FEVI BZLR K
SEIARAL (LSRR ok 40 o 35 2% 7K SF>150 F1>300 48 ffd/mcL)

BT FL U EOS

>150 44 >300 4 ffl/mcL

Jf/mcL

N MXTESE | GREFAREER | N | EXTEL | 5SREFHEEN
B LS 5 A LS PR MLSFHA | LSTFHER
L (%) (95% CI) L (%) (95% CI)

DRI12544 T 5¢
& 3 R B 120 0.32 (18.25) 0.232 65 0.43 (25.9) 0.26¢
200 mg Q2W (0.13,0.33) (0.11, 0.40)
& 3 R B 129 0.26 (17.1) 0.18° 64 0.39 (25.8) 0.214¢
300 mg Q2W (0.08, 0.27) (0.06, 0.36)
2257 127 0.09 (4.36) 68 0.18 (10.2)
QUEST 5%
i X B 437 0.36 (23.6) 0.17¢ 264 | 0.43 (29.0) 0.21f
200 mg Q2W (0.11, 0.23) (0.13,0.29)
S el 232 0.18 (12.4) 148 0.21 (15.6)
i X B 452 0.37 (25.3) 0.15° 277 | 0.47 (32.5) 0.24¢
300 mg Q2W (0.09,0.21) (0.16,0.32)
227 237 0.22 (14.2) 142 | 022 (14.4)

ap {H <0.0001, °p {H =0.0004, °p {E=0.0008, 9 fH =0.0063, °p{H <0.0001 (Z%f% HiH
AT, 5ERMEY A AR ) ;- T4 X p fH<0.0001

F 19 QUEST HFR H#3E£% FeNO KP4 KI5 12 FFIEE 52 XS ET 3%
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fF F BT FEV1 B P35k

VBT F12H E2HF

N | MXFERLE | SREFMHEE | AXTFER | SZEFIHEERER

FILSFHA | LSFHER |HLSFHA| LSFHER
L (%) (95% CI) L (%) (95% CI)

FeNO > 25 ppb
FE R B g | 288 | 0.44 (29.0%) | 0.23(0.15,0.31)* | 0.49 (31.6%) | 0.30 (0.22, 0.39)?
200 mg Q2W
2 157 | 0.21 (14.1%) 0.18 (13.2%)
FE R I BBt | 295 | 0.45 (29.8%) | 0.24(0.16,0.31)* | 0.45 (30.5%) | 0.23 (0.15, 0.31)?
300 mg Q2W
2 167 | 0.21 (13.7%) 0.22 (13.6%)
FeNO > 50 ppb
BE R s By | 114 | 0.53 (33.5%) | 0.30 (0.17, 0.44)* | 0.59 (36.4%) | 0.38 (0.24, 0.53)
200 mg Q2W
skl 69 | 0.23 (14.9%) 0.21 (14.6%)
BE R s B | 113 ] 0.59 (37.6%) | 0.39 (0.26, 0.52)* | 0.55 (35.8%) | 0.30 (0.16, 0.44)
300 mg Q2W
skl 73 | 0.19 (13.0%) 0.25 (13.6%)

@ 4 X p 1< 0.0001
£ i 4 7 I 22 R TR 75 4 )

TE%F 24 J& (DRI12544 J VENTURE #t50) FlEE 52 | (QUEST, % 20) Xt
ACQ-5 F1 AQLQ M & R IR B S HEAT T . MR BB TR 3% 0.5 B
% (ACQ-5 BEEIEVEE N 0-6, AQLQ N 1-7) « ACQ-5 M AQLQ H - Al fE 5
2 JE LGS, 7 DRI12544 #f 50 ml R4 42 24 ], £ QUEST B 78 Hh ] PR $F
% 52 J& . 7€ VENTURE HF 77 i 22 31 1 254 &5

20 QUEST HF 5 28 52 AR ACQ-5 }2 AQLQ M&R

PRO V=g EOS EOS FeNO
>150 40 ff8/mcL >300 4/fd/meL >25 ppb
N NEE Y% N RLEHE (%) N R (%)
ACQ-5 JEE T BB 395 72.9 239 74.5 262 74.4
200 mg Q2W
gl 201 64.2 124 66.9 141 65.2
JEE T BT 408 70.1 248 71.0 277 75.8
300 mg Q2W
L 217 64.5 129 64.3 159 64.2
AQLQ JEE T BB 395 66.6 239 71.1 262 67.6
200 mg Q2W
LR 201 53.2 124 54.8 141 54.6
JEE T BT 408 62.0 248 64.5 277 65.3
300 mg Q2W
sl 217 53.9 129 55.0 159 58.5

[ RBESS ST B ZE IR E I (VENTURE)

VENTURE i FCITFAr 17 B3 A G S0 245 455 2 10 RO B o 8o ol D R
FEEAFIE IR 150 JrA7 B E W T ARG HT 7 1 AR S R 220 6 M H o 1S
R, SRR AL TR BT RE R BI(EON 11,75 mg, EIFRIJLEHTAN 10.75
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mgo

TEAZ24JAR 7024, S RDC Rt 5 B b, B 2R E CGE X
NI AR KE B R R T = 2 D3R 9 T 59% (R R JT B T4 R
T 2L B s St R AR A R AR R 4 N 0.65F11.60; KA R EUAE L 0.41[95% CI
0.26,0.63]), 24 LA EY KL ATFEV 55 3 28 i /K ~F 58 iy (B 1) e B
Tort b 22 LS -2 2 5 50.221[95% CI: 0.09-0.34L1) . XFAHThAE . I HRKE
JR R T J Ry St R AR DD R s K B, 527 SOREAE AR B (LI ng
FRIERI 4. FeNO) 4R /K-F Tk . VENTUREHF 5 IR AT ACQ-5 % AQLQ#HT T
A, BRI 5QUESTHE 7T AHAL

I EWbR EV) 5y JE2 57~ ) VENTURE B 58 45 B 0L 21,

21 BERILEPIXT OCS FIEREEKEM, VENTURE R (PSRRI
JaZ 2R 7K F>150 F1>300 40 ffl/mcL, FeNO > 25 ppb)

H L1 EOS F 2R 1M FeNO > 25 ppb
>150 48 /d/mcL EOS
>300 41
Hd/mcL
iRy ki ZRF | BERALE | 2R | BEAtE | &
300 mg Q2W N=69 Hi300mg [ F | H300mg | F
N=81 Q2w N=41 Q2w N=57
N=48 N=57
FERE (24 A)
OCS BRELII FREE N
L S 75.91 46.51 79.54 42.71 77.46 42.93
b7l W N e
e (%)
EZR (% 29.39b 36.830 34.53P
[95% CI]) (15.67, 43.12) (18.94, (19.08,
( fE % A 54.71) 49.97)
JEHRPT vs.
G
H oCs 7 100 50 100 50 100 50
BRI LW
AL %
FH O 28R
B o b
100% 54.3 33.3 60.4 31.7 52.6 28.1
>90% 58.0 34.8 66.7 34.1 54.4 29.8
> 75% 72.8 44.9 77.1 41.5 73.7 36.8
> 50% 82.7 55.1 85.4 53.7 86.0 50.9
> 0% 87.7 66.7 85.4 63.4 89.5 66.7
OCS il & & 12.3 33.3 14.6 36.6 10.5 33.3
R T
AR A B H
W 5E 15
H ocs H 100 50 100 50 100 50
7l & o AL A
eIt 2R R
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FLR 1M EOS Fe LR 1 FeNO > 25 ppb
>150 41}i/mcL EOS
>300 20
ffi/mcL
iRy ki ZRF | BERALE | 2E | BEANE | &
300 mg Q2W N=69 Hi300mg [ F | H300mg | F
N=81 Q2w N=41 Q2w N=57
N=48 N=57
AL T &%
0CS il & & 12.3 33.3 14.6 36.6 10.5 33.3
T B BT
T, HRAE
iEH WA
L
WERS (B4 )
oCS &~ 77 44 84 40 79 34
P2 <5 mg/ R
1) £ A
tk A b 4.29¢ 8.044 7.21°
(95% CI) (2.04, 9.04) (2.71, 23.82) (2.69, 19.28)

a MR YE L B[] 45 H PR AR TR A -4, © 44 S p /B <0.0001, © % X p 8=0.0001, 44 X p 1€=0.0002

KE7 B % (TRAVERSE)

TEFFRCEY R 70 (TRAVERSE) R pFAh 7 B R JC B AE 2,193 45 A 2 5
A 89 Bl DA EFH R K e e, HyhaFs 185 F A LARKE B i &R
O B ey B BEAE 2 5 B ROJC Pl Rk 3% (DRI12544. QUEST A
VENTURE) FISABE (L 4.8 9. I I BEL S 3T R80T TG, 556
PR IR MR B 25 AL, FFRPER IR 96 Ji . 7E T IRME 57 o B 2% i v 19
Wity B N B TR, RV B AR T IRORRE B SR B ) s B 1k 25 24, HBENSG e AR +r
s> B Th e Fr B Kk 96 F .

LA o[BI 2 R = B e BES (EFC13995)

AR TR — T 24 FAE). 3 B BENL. XE . BRI, AT AT,
BEER A bREIR T 7 2 CRNERE B i R [ICS TG 2220 — Fhdsfil 254D
Ja BERGAT IR SRR R B A ENE =12 & (Rrek e BB b, PPN B R0
PUE N YERR I NG YT 007 80 22 A o B 6 7 SR BRI 52 8 W B ML o0 B 3 52
THJCHPT (200 mg g2w 8% 300 mg q2w) BRULHEC 2 EFNEIT « FE& SN
12 JER, SCREY KIS ZHT FEVIL B M4ax 484k, JCx B4 S HG
24 Ji ACQ-5 BHRL A4 .

A 486 112 iRE (ATT ANBE) #EFEHL: FERIJC s PTaR A 242 ], 2208
FEAARL 244 1], HA R OCS 4E4F 2 FEM R4 200 mg q2w 2H 205
151 52 1% F VL L 1 22 B2 1) 209 1152403 - OCS ZERFiRTT I ABEELHE 35
B2 ARG HPT 300 mg q2w 2 17 4, VUHC ) 2254 18 . W HE
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RN 84.8% NHEIN, 152%KHEHEIEE. BEAUL AR FRAIFER R 52.0 %,
57% N, 86.4%32 R\ FE IS I H3fI & ICS, 13.6% 52 135 13 H it &=
ICS. 69.8%M152R#H 2 /DA I —FhRF SR B M o b — SF I 55 B S R A
715 (SD) IRECH 1.5, IbAbh, 47.5%M2REE L —F 2D AN —IRFEE
FEBEIR YT BURIZ B2 1) W i B R e R A A

WA R T PRI 32 IR S H B R gt S B E B IRRE
N . 1E 2 BAERMA OCS 4ERFGI7 NBEd, S @mdmit, fEEp]
JUEPT 200 mg q2w VAYT AT 2 G I D e A R R ) (LR ER 22, B 11,
12), B 2 AR XS FRIR T 62.0%, FFAEIR T A& AR 1 R0 o & Sk
RAEEAF It A XU EE[HR]=0.359 [95% CI: 0.195 & 0.658]). X T{# ] OCS
HEERIRIT NS, SR BRI G BAPT 300 mg q2w R 97 AT 22 B 7 40 52 383 1
I T e A 1B 42 1) e DL S BN e R AE R B AR AL . dE BRI 2R AR Wb
YKF J2 ICS FIE#HT T WA (LK 13, K 14),

R 22 REREERF T ERL NG E R IREL KBS - Type 2 non-OCS CGR
B OCS 4ERFiRyT Y 2 BURRERY) Wl AT

2H R EXFR BEEFREH200mg pfE
1.14 mL B Q2w vs ZEF 1.14
q2w 200 mg mLq2wH) LS BEZE
(N=209) 2w (95% CI)
(N=205)
FELL
512 R EY RIS R FEV) (L) B3 0.06 (0.04)  0.37(0.04) 0.31(0.23,0.39) <.00
ZIAEAL 01
WELER
%24 ACQ-5 BIL LR A4k -1.09 -1.29 -0.20 (-0.35, -0.05) 0.009
(0.06) (0.07) 7

B 11 58V RANEZAR FEVI(L) B 12 XREY HKFEHRI FEVL (L) BE
BE BT B E LR 1 LS M EZ B MREERELE LS HEZEE (MMRM

(MMRM EREHFEZE 2 AN HEREAEERSE 12 ARNEHE) -FH
E1{E) - Type 2 non-OCS BElg A#E  OCS £RFIRITRINEE
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045 o %M L4 mLg2w

040 o AR 200 mg q2w

LS (SE) BfE

—a—
0do
0354
i 030 i
: oz
2 0204
§ 015+
- 0104
0054 E
000 &
o
BL 2
RN
L 198
AR 194

BL: JtZk

B 13 WA

191
194

L il

184
184

030 % =
025 /

020+
015+ /
010 g
1 o QA 1
000 &
005+
r T T T
” BL 2 4
RN
g LHLA 114 mL 2w 198 191
HE & F 47 200 mg g2w 194 190

BL: JtZk

FEV1 (L) 8L WHZRME- Type 2 non-OCS BEMG A B

WA
18 & 180
18 180 18

186
187

BREMRESYE XNELAE 12 AXX[EY KAELH

WE
FREN R R AT 1 (10091)

<03
»=03

TR PR R A 2 (1079/L)

<0.15
>=0.15

PR FeNO HF (ppb) S
<25
>=25

2]

BEEARANE S

NGB N BRI LS ik 95 C1 ENNEE
91 82 0.18 (0.07, 0.28)
113 115 0.41(0.29, 0.52)
30 26 0.24 (0.05, 0.42)
174 m 0.32 (0.23, 0.41)
44 44 0.17 (0.03, 0.31)
160 153 0.35(0.25, 0.44)
T
-

B 14 TLHSHT: & ICS FIEAKFE L HIE LA 12 AXSEYT KNS
FEV1 (L) BELZRZIRMNE- Type 2 non-OCS Bl \Ff

WE
Xk 10s NEXT

22

R A EIA 4 v
R R 4 vs. %

N N BRRRRI LS oo 1 ENHEE

LB 28 24 0.40 (0.15, 0.64)

LbL 176 173 029 (021, 0.37)

SRR

LS Fyfi

(ZEHE]
2y
FE R B
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FEERIC PR — R e N ERUA (1gG4 BD, B 5 AN %4 (-
4) MENER-13 (IL-13) ZAE GWILZH) IL-4Ro I ELA7 Ry 5 45 6 T 40 )
IL-4 FIL-13 (15 546 5. BESAIIC bt [ B2 IL-4 5 5165, JIF
I 10 2 A2 AN IL-4 A1 IL-13 15 545 5.
IL-4 FIL-13 St SRR BN« RRRLTE R 58 . 181 S R PR R B, 1
FR 20 M P A8 RN 45 TP RO ML 1) B LA B o RSV S W] 3R TL-
4Ro [AZ AR AL (e JERGNAR. PEERRIANM. EMEanfe. #egim. -
NN, MORANA) RPN (e A, B A=, @E T
FALE IR T )0 I B R G BT LT IL-4Ra, AT IL-4 AT IL-13 40 A 1%
SRR, B RRAME T BE T, —8EM IgE MREG H
72 P A G B P IIAE FATLAR v A 5 4= WA
HHEPFAR
b3 i
AR I BNV BE RGBT I SR A s ST, B0 S BE BT AATR T
NS DNA sk,
A FEER
P RN BB TV S R ik 200 mg/kg/ L HOHT IL-4Ra [RIVE ST, R
SHEFARE . A &K B0 T TSR B IR PR IR .

IR BB A B RG22 i, B RSP IL-4Ra [FIYEPTA 100
mg/kg/JE (VL mg/kg 1, Jyi K N5 E MRHD ) 10 %), fFEHA 2 6 H
W EAT R L5 45 29 AE I AR -G AT 25 M B T SR TE S 22 DIREER )% 2 K
BIA R0 .

BoE ik
AR S Wl I8 VA B R T BB I B0 1
a9

T 2~8°CHEG . HRIG, BRI

B AR T R (2~8°C), VRS AN RAFE RSN, AREHEAT R
o

BN EEEN T HEABMEE 2~8C). A NHREE, 1k
(<25°C) :AF M A7 14 K, ZEe A7, HA ] R R4 A7 (2~8°C ).,
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UNERAE 14 R A A BAd AR BB I 25 C R 57
(B3]

2mL (300 mg) HEE T H —AEEAFNE LA RTEN & (1 2
BRBEES) o, TR S A Sk R 7 e E

BRI 1 S &M 2 &
[(FZoH]
36 M H .
[ AT AR #E]D
7520230034
[t 51
2 i HIES . S20200017
[ EWmHFATRFAEA]
4 FR:  Sanofi-aventis groupe
VEMHbE: 54, rue La Boétie, 75008 Paris, France
B 2wt : 75008
HLiE5i%: 800(400)-820-8884
W3k: www.sanofi.cn
(474 ]
WM& FR: Sanofi Winthrop Industrie
A= HihE: 1051 Boulevard Industriel, 76580 Le Trait, France
MBS : 76580
HIE S i9: 800(400)-820-8884
Wdk: www.sanofi.cn
[HEHNEKEAN]
FFR: FEHEEE CPED BEARA R
Ak A6 AR X 112 5 7 2
BB 2t : 100022
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HLiE5i%: 800(400)-820-8884

M. www.sanofi.cn
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FE R LB HvESR 300 mg

CEA KB R B A R4 EAURH
155 PR A 2 A A 4 B U W 3 A0 A 2, DA U b 2 S
25 R
LA Sk 47 T 8 A S
Al dil=

TR &

]| S g —— &3,

FEAF 85
Bk

Hiw@-

HERFR

PR E N RN I P 7E SRS 48, 2 300 mg H T4 2= BB R 1Y
FEERIIC T OB RS « BRARRE A BT AL A U b AT i 55 )1,
BB EAT G MNIERA A 12 2 LU R DFEERIA G,
U RN St 45 29 B R B T . AR 12 B LT LE S, MilE
PRy EHER A 2/, T4 S BT A ] i .

HRERET DAL WA RS HEZ K EESR — R4

FORHI BT A BV N SR B 0T S Al ) 465 s TE A A P VR S 4 1 77
%o

BEIE S S A B

PSRV S 2% B v LR S A )R T R, TE DA TS A
AR MR R O BOR PR [ 3, VB0 E RS 25

FERER IS 2 BT, VB0 ARl AL ZEAT -

BB AHRTE S

Ek P E
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TE ) LR a T

NP IE RSN R G, AT AGES S HA — DM kB E, 1
EEM R, HEkP R E S B8RS E k.

B AL ZEAT
TEE R AR &

W B R RIJC 5T
Rkt a% B T LB CIE IR AR g 7 .

R R RES ST RO RN, JFHE 2°C-8CHAF R AT UKA
Fro

W SRR T =R (<25C) MR 14 K. R ETFEMN
VKA TR B B S, BRSNS B AU H Y, A
14 KA E ] EEEFITE T

ARAT I8 20 PRA8 0 5 4%

B IS 25 o

B VRIS % -

B S S B TR E S R TT .
15 BUKESS
RALIES A B AL, WA E P E S 25 .

ﬁxﬁ@%ﬁﬁﬁzﬁ,%@ﬁTﬁﬁo

ﬁﬁm%&%%%%@%@%%ﬁﬁﬁ%,%@ﬁmo
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B2P: &
FORIEAT AT T U -
FEERITC T ITE AE ST 4%
1 B RE
1 MRERE LA *
B A GBS P IR 12)
G UFER I HI Wb
B
R A ROWIR -
FS A 15 O IR B AR i AT B

ﬁxm%ﬁﬁ%waﬁ,%@ﬁﬁﬁﬁﬁo

ﬁh%@%i&?iﬁ?ﬁﬁ%ﬁm%&

B3IL: RE
VST S R T ML 2. M ERIEE B NEN LB R ERE D,
ER: BARESE RS, WAEFIE.

ﬁxmﬁﬁwﬁéﬁﬁ%,ﬁﬁﬁﬁﬁ%ﬁ%ﬁ,%ﬁﬁmﬁﬁﬁa

MEEH

ik
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B4 FFF45 4480 (300 mg FEAR)

A 300 mg VEST AR B TR B> 45 08, R EIE .
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ﬁx%@ﬁﬁ&ﬁ\mﬁ¢ﬁm%E%Tmmﬁﬁﬁo
Ax%%%ﬁ%%ﬁ?%%ﬁ%%ﬁﬁo

ﬁx%@%ﬁ%ﬂﬁﬁﬁ?iﬁ?ﬁﬁ%ﬁuﬁ%

B BE

RSB AL o
AT DAVE ST 2 KRB ES O, LB B 5 JEOK 2 A ) IXC IR 4b
W FA NG IR, R DA B R .
BEUC ST S B A

Ax%@ﬁ%ﬁ%%\ﬁ%ﬁﬁ%%ﬁﬁﬁ%Kﬁio
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M 5 TR EERA RS
B U EE A RS
Fok: B

THE VR

R RS B4 R 1B v S AL
TS AL R R

A\ E SRR 270 B R AR S I AL B R TR S R AL

BI1H: f
FHRAES AT, FELETHBENTH, Ik T EE.
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ﬁx%@%ﬁ@ﬁﬁﬁio

BT £ G ST RIE S 2459

= =

B8 &
WIEI 7R, R S AT 46— 5 k.

s
\\

FEow: FmA
FEESL LUK ZY 45° 1 Ff BE 58 A4 N FE AL ) B2 kA
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B0

JBORR R R BB AL o

PEAE ZE RTS8 H AT R HE, ELARE S S
VERE: BESIRL 2)— L8[ 7y, SEYIE R

115 BgARE

FATFIR-E IERE AL 24T, E R LB 3 Bk, 285 ME S EBRALHCT v 4t
A o

i, B LR ER B A A A AR AR R S A

A\ BRKEEN = L.
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A\ MG, B EEIESERALE R

H125: KB
v S AR AR I B T DR R g R

A\ BRKEEN = L.

IR RARE T ) LEA S AT
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