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1A 2 HORsE 21 (R RFAE AL

BENUALZ J5, FEL SR 12 BRI 24 B2 B E#E 1GA Wik
2 0/1 DAR G =2 iR B DY RO AT — ok, U RRIY IR .
TEBENLAL I X 5 W] R HT N B AN R I R, Fed 220 ZEAT JU B Pty T B B 1)
7RG I R B T Ak SR S R R TR T S . BENLILS 12-24 JH, HZER
TP B IGA PR IEE] 0/1 AR EGE =2 R Ui IR B & ] I bt B
IGA Vi3] 0/1 LRk =2 Rrvi a8 m) 2 % (i RIREESME 7 R 1.5
vs 0.7, p<0.001). Ut4h, BEVLALIG 12 i, A ICRPIHE R IGA ¥4 0/1 H
=2 FiiE (O3 HN 31.1%F0 14.3%; p=0.001) A1 PASI90 N2 (435K 48%A0
23%, p<<0.001) [FEE LElm T S el s, FAEMYULE 4 B Hms sl
TIPS R DR PURIT B E Z M NERAEES (AN 111%A0
9.0%), FHAEFENAIE 24 BRI HAE (WK 3). END R B GURh
ERTINRPREE T, KW B2 4
A 3: WEHMBLER . NP 0 FZESE 24 § NAVIGATE HikE|
IGA TFMER (0) BREE (1) DK IGA BEZEDN 2 HHZRA
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ZARE AL 2 A A UL (N=534; 55 0. 4 K 100 mg, 256 8 B—0)
A A ICEAHT (N=514; 55 0. 1. 2. 3. 4 AN 300mg, ZJaf 4 H—7%0) A
7o PNBIT AL IR IRGG 20T A1) R 26 44 JH .

ARG IR R AE 5 L BREHOIRER TS 9 AN BE— 20 F A2 BSA N 20%,
th A7 PAST 344 18, 24%H3 IGA 149 NEE.

PG 3= B2 fHI 2 48 JAIY PASI 90 %, v ZEAF LB T Rl A U R
Bt (84.5%vs. 70.0%, p<0.001). PASI N & # L W 6.

x 6: ECLIPSE F ] PASI MN& &R
ZIREBIE (%)

ISP (N=534) HEAILEPL (N=514)
FEAR
2 48 JAIF ) PAST 90 N 451 (84.5%)* 360 (70.0%)
REBREAK
12 JRNEE 48 FEIF ) PASI 75 N 452 (84.6%) ® 412 (80.2%)
25 12 I PASI 75 % 477 (89.3%) ¢ 471 (91.6%)
25 12 JAI PASI 90 M2 369 (69.1%) © 391 (76.1%)
%5 48 JE i} PASI 100 M2 311 (58.2%) ¢ 249 (48.4%)

@ R p<0.001
b B p<0.001, LR p=0.062
¢ AMEIEXWSR TR .

2 48 JH ) ZEAT U RPN B AT U R T PASI 90 WA F LK 4.
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o3 JEPE L R YRR AT M . EX I A, 78 B2 E LR R FE T
HPT (100mg, 250 R 4 FILL R 2 J54E 8 B—Ikeh2h) BB, Bavibsz
R R HE 51 VOYAGE 1 1 VOYAGE 2 W W82 2 [P E AR, . BEA 323
5N 16 FINIER] IGA Y20~ 0 88 1 32388 LUl LA 56 16 &I A 5] PASI
90 M& I IRF LB, WELSAFEE 16 FHEE] IGA ¥4 0 f5238 3 LLflFl
%516 JHiA 5] PASI 100 N &F 32 LUl

TTEAJURPTA S 16 FIRTIAE] IGA PF43°8 0 5 1 8¢ PASI 90 M52 #
ELfl (AN 595 5 80.6%F1 75.8%, p<0.001) 2357 T 2B AA (A& S
B 0%) . A ICRPTAE 16 FRTIEE] IGA W8 0 3203 L 2% & T
LRFIHE (56.5%F1 0%; p<0.001). =5 16 JE A F] PASI 100 N2 1K) 52 18 & HL
FEA A (50.0%) B2 m T ZEGFIH (0%, p<0.001).

TR 0y 4 A0 12 J, AT IGUER B BRES S 5 (SIAQ), T 6 4
k2R 1 GERMEGE. BIRIEZR.. Bi5. RSN 5 R EmE R &
RN, B 2 e A (A 1 DA Rt B B S T R D, BL O (%) &
10 43 (Reld) MGG iR 22 R 8 2R R . 7R85 12 &, “ B3R
WREJE” P15 8 9.18 (10 Fon “AEHERD, “MHMEREME" K- F13
N 9.24 (10 Rorx “EERL . 5 12 AW PR IEE N 8.43 &
9.84,
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ZEER

I IO R AR B TE I [gGIA Bifk, AlEEMES S A& 23 (IL-
23) ) p19 WAL FFAHI Y IL-23 ZARFIAH BEAER . 1L-23 & —Fh RIRFAER)
MR T, S 5155 1 IRE R G [N o iy ZE A7 JC SR P4 g 28 40 i 7 A Ak
PRl (R RE T -

FETF 2R AR R LM, A TVRIT HIKCF, o 2B 35 0 Bt vl R
B 2R M5 TL-17A. IL-17F R IL-22 /K. X K30 bric ) 5 247
TR R W PR R8O BRI HL ) 2 8] B 5 &R AN 58 457 28

FEA
AR

FEVERR R B 2 IR N a7 i 287 LT 25 me/kg 5, RILBIXNAEE S
Hrsem (L mgkg 11, N ARAKHETEFE MRHD 1) 15 %), #EVEIK RS 2
W R T AR 100mg/kg 5, RIBIAEE HSEWEM (LL mgkg
i+, A MRHD ] 60 %),

TEMRB G AT & G Ve I B BB RS T A, R UR B B AR R AR A
UG R A R G Tl R P, IR 1 L, 10 mg/kg A1 S0mg/kg ZH (LA
mg/kg 11, 775128 MRHD [ 6 £551 30 £5) %A 3 RAMIRIHEAFIET. . XLk
B R B AN B . ST AR 6 H RS, R L5 287 0 TR %
PIThRE K B B9 K B R .

PR e 28 KRR B B AL v A ARSI B ZE AT

(#3711
LITL
il RS2 1 BRSNS 100 mg 25%)5, (R4 2520 5.5 RN ZEAT
PUr¥) (£SD) MIEKREIEEIRK (Cuax)» 4 8.09 £ 3.68 meg/mL.

550 JAMEE 4 LA 2 JERE 8 A — BN ES 100 mg HEFTILHIUE, £
5 20 I A IR PUMIE R A BRR A . T L st i, “F¥ (= SD)
FRAS IS & ZE 27 SC R PIIRE N 1.15 £ 0.73 meg/mL A1 1.23 + 0.84 mcg/mL.

S g B 2 AR PR RIE S 100 mg W ET UG, HEFT IR 40t
AR FEAS 29N 49% .

Pl
AT, RS2 Rk g 20, BRI ER (V) EETE

This copy of the document was generated on 18 Mar 2022 Page 14 of 25
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60403 Version: 2.0 Status: Effective Effective Date: 18 Mar 2022 (EST)

%14 7-10 L.

AL
W AR AE T ZE AT U BT D AC A o ZE A U R TR 9 NJRAL 1gG mAD,
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21N 17 K, FERHORE SR EEHLN 15-18 K.

2tk AR L
FEAE FEAZ 1 BB HUIRHR 97 2B P BB NS 10 mg - 300 mg 2545,
T FE AT ICEBUN A B B FR i (Crnax £ AUC) (19301 b B B30T F 751 & PR 386 m A7)

ZERH

RAEZF BE I L IR LRk Tl ZE A TCR UM AT R 25 1K3h 77
T AT 1384 FIBEHOIRERE R B E T, 70 BlEE =65 &, Hh 4 HIEE =75
%o RHRARENIE R, 5 <65 B BFEMLEL, =65 % B 1) CL/F f5{ET
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1o R PR 8 R ' 2 RE BORT 0 R 4 403 0 oy 26 73 T B BT 2454030 0 22 R i 1) 6 33
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FrRigte; [FRE, BT 1gG mAb EELHM A AN R, TUHAR A2
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WESF LAY 100 mg FEFHR, TIRERIF 4 283,
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	有生育能力的女性
	VOYAGE 1和VOYAGE 2
	总体皮肤病
	在VOYAGE 1中，对于接受连续古塞奇尤单抗治疗的患者，从第52周至第252周的PASI 90应答率保持不变。对于第0周时随机化至阿达木单抗组且第52周时交叉至古塞奇尤单抗组的受试者，从第52周至第76周PASI 90应答率增加，之后维持至第252周（见图 2）。
	图2：  VOYAGE 1开放期访视时获得PASI 90应答的受试者百分比
	重要事项
	检查纸盒
	检查纸盒上的有效期（“EXP”）。
	选择注射部位
	洗手
	通过观察窗检查液体
	旋转和拉下底盖
	取下底盖后5分钟内注射药物。
	放在皮肤上
	垂直向下按压手柄
	一边下压，药物一边注射。选择合适的速度下压。
	注射过程中，请勿抬起预充笔式注射器。否则针套将锁定，不能递送全部剂量的药物。
	完成注射
	垂直向上拿起
	扔掉用过的预充笔式注射器
	检查注射部位

