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KORTHERTH BB EORAK 2 HEGTH I L,

OISR A7 & O AEIE S #HEE %)

5.5 BEDHFIBVT, WAAEEE GEAT oA FUETAERES)
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9.1.5 BIRMBEEREN) XV 52HTHHEE
[11.1.731&]

9.1.6 BRIF R AL XX v U T DEERIIBEEREE (HBsHE
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FEHTEM AR HBY DNADE= 5 ¥ 74479 7 &, BEIIF 4
AV ZADFREHAL DB FERDOFEHUTELT 52 L0 AFNTL D
BREIF 27 4 W ADOFEHALD G E N TV 5D, 2B, HBsHuE X
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16.6.2%:M1]

9.3.2 BEXIIPEEOFHEREDH 28%
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9.6 RILiF
AAPEG IR L BV EDEFE L, Ty TR ABATT
LT EDNHEENTWD, AFIOE FFUTHFAOBITIIAY TH 5,

9.7 /RS

(BEEIY 7~ F. BEMERA. XREEEH S LV EFHEEH
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WO/NESEE R & LRI ER S N T v [17.1.14,
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R TR IRl & i L CHRE R BRPYES O EHL DR
BEOLADPBOONT WS, £72, 7 hE—MEE %, EEMEK
WKy O — ik iR L2 R R Tl 65m bl LI
BWT, 156mgl 1A% & i LT, 30mgl 1% 5 CEERA
EHLDFHERD EANFEDSNT WS, [1.1, 1.2.1, 2.2, 8.1,
11.1.1Z8]

10. tHHEfEA
AHNTZFE LCCYPSATIR# s b, [16.42]
10.2 HERAEE (BERICEET S 2 &)
S ER BRAER - H5E T W - fabE T
CYP3A% b BT % A | ARH OIS EA-37 | CYPSARLE/E IS
£+ oarv— LBENEDH D, T L) RHDOZ )T
) rFEL ZRERBMEMNT 28551 7 ¥ ARKTT %
yoyAuxA 8% [EHERORHEIERT |20,
TL—TTN— 5Tk,
[7.5. 7.8, 7.11, 16.7.1%
il
CYP3A % i #3532 A | AR A o 1 b i BE A3 T |CYP3AFHEAEHI S
V77 Yy L. ERFEOBZNIE| L) EKHD 2 ) 7
HNNTEE ¥ Hbo PEMTHEEIZE T ¥ A0 8T 5
Tr= M U BISEEOZ LT =5 |72,
A4 g bX) VY StV r3dnI,
John's Wort, £~ b - ¥ 3
=YX T=1) G
[16.7.121]

1. BfER
ROBENDDSbIDEHHHOT, BgEEHMFTO, H
BRI SN T AT 57 & MR R AT 2 .
1.1 EAGEHER

k11,11 BERPHE

WIS (4.8%). WK (1.1%). ## (BEARW) FoHEL
BYE (HAURGER &) bbb, BN ez -8
BBENDD D, KEGHIEE & BY9E 2 B LA,
BYSET Y PO —VTED LI hLFCEHEGEPIET LS
Lo [1.1. 1.2.1, 1.2.2, 2.2, 2.3, 8.1, 8.2, 8.4, 9.1.1-9.1.3,
9.8, 15.1.1, 15.1.3, 15.1.5, 15.1.7, 15.1.9, 15.1.11, 15.1.13.
15.1.15, 15.1.17&H]
11.1.2 SHEEZFTL (0.1%Ai)

BHEDRD LN G2 kT 5 & & B, X
CTHOMAZFEMT 5% LT BIg L., B RNEZIT) I
o [9.1.821H]



11.1.3 FRIKFHD (2.8%). UL NERDY (1.7%). AEFOE
>iEd (0.5%)
I ERBUAR KN Be G- Bl da R, 1000/ mmPAii 12 7 o 72 A1 iE.
1000/mm*Ph k& 7% 2 & THRA| OG- 2 P52 L,
U Y SERECAHIPE GBI 500/mmiARi I 7% o 22 A 12,
500/mm?Ph k& 7 % F TRAOE G- 2§52 L,
NE 7T EARFT G-I 8g/dLAMIC & - 725A1TIE,
8g/ALLL L& 7 5 F TARA OG- 2 H T4 2 L,
[2.5-2.7. 8.35:H]

11.1.4 FFigaem=
ALT k& (2.8%). AST L& (2.2%) SONFEREREzD S b
NaBENDDH 5, [8.1051H]

11.1.5 BEMAR GHEARD)
FEE, WK, I PR B S O WP BRI A0SR L B AR
O ONTHAEITIE HR X R A WHBC TR A I OV i
W AMAES R EBL., KAlOEG 2T 2LEdlioa—F
YAF AR E OERNZW (B-D7 VA Y OHESE) & FREIC
ATGEY) 2 LE %17 2 &o [9.1.981]

11.1.6 BRiRIMARZEARAE
MigeredE (0.2%) K OESHEIRIEE (0.1%) 2°dS5bhd 2
VBB [9.1.48]

11.1.7 BIARIIEERIE (0.19%AiH)
EHIRE P EIIR e 8 &2 b R & L 2B BR I B W, BhIRmAg 28
BIEDAF 15t GBI BV TDARD SNz, [9.1.58H]

*11.1.8 EE L BHUE
TFT47F T — (HEAW) ROMEEFE (0.1%Ki) 28
HobNLBENND L, [2.1B1H]

1.2 ZOMORER

10%LL 1 1%~10%A i 1% A1
L% _ Bl BOW (R B
(a0
RSE - I bk -
e RAGEKY (BMERIR | SELRE (DA VAE|OEY vV
JEde, WEBEJE, A V| Sk M TS| S
AVEMETR S, RIRBHZE, |, RERE XK E
PRI RIS, (&) . HAMA L X Z
MRS, L v 3 BRI (B V R A, B
MHEE 25, WHERAE 25, [NV RZ, ANV R
SOB G, 7 AV AR MR S, ANV R IR
OB R, gt BMERGE BV, R
U, RISRRESE. RAREBHA AL R A AL
%, MRS, &7 | XA AV ARG, 1
ANV AVEHEE S, 7 A V| EANVRAZ &), A
AN SRR ED) (YT VIO BEK
B K OV S GERMSE. SEKE. K
ik AR K& o) | A BN T
3895 GRLBEMERCE. B HE. LA
- LR, BRI, (K. g
BEIR B IR 5. 5 | FLUEIE
VERE B, &9 FEVER 95
BRI % )
AR R - U -

*| AR L O _ _ FE A (F
AR ke s)
—f - ek FEBG T
R 55 T OV 3 _ ENspeReai
LR SAREIN
i R A A it CKLES, @avzxr|imby 2z

o — )V aE (A 3 |42 RIIEE.
B L A5 o — )V HEN % & | RN

). mRImAE (IR H

FE, KILE) K&

H¥gn%E i)

R OFBEUE S, WEY v~ (BGHIHL.364E (hifi) obes
PE7— %), SRR (BT HRL.324E (hgefi) oReEMT—4).,
% BAENGEIVE 2 A5 A AT AETEARSEVERAST ¢ (B G- IT2. 004 (i Jufi)
OREENET— %), Xk 27 & R HER R g (50
0.874 (o) o#atky—5), Mk Gx50H0.824¢ (o
i) ORaEET—5), BBk (x5 0m1.004 (hifE) o
FEWT—%), 7 FE—MhEE % (BGMM2.574 (hufl) o%se
P — %) WEERE % BGHIML.664 (hilfl) oty —4)
By u— 2 ($5010.9394 (hiufl) oRatks—5) ZHR

L. AHEDBEEDSTETE R WHRIIOE,
T=FIHDWTHI L,

14. BALDEE

141 FHFARNBFOETE

€73-1)

WL TR LW &,

14.2 FHAZAEOEE

(EeAl)

14.2.1 PTPUEOFHEHIIPTPY — b SWO LTRSS &9
RET 228, PTPY — MORAAKIC L D O SLAHEH BRI
AHIA L, I3 2EILE B S U CHERRTH 55 0 B 2 A 0HE % fF
BTHIEDND A,

*%14.2.2 AT L w0 & ) ICHBE G Z OS5 4R
TAHIE,
(RA®
*%14.2.3 AANIR MV EEGZOFTFLNTLZ L,
*%14.2.4 DT 2 BHE LI ZORELEHEIIRET L L,
- BB, 60 H LIS L. i S e o 72 30U BEIET 5
ek,
RO YT ERR VI MNT T 8T Y =1 LA,
RMVZHSICLTERZREYVRD, H5752 &,

15. ZOMOZEE

15.1 BRER(EAICE S 1B

(B8 V< F)

15101 i) v~ FEZ MR E L THRBRIZE T 2 AH
15mgPEENT (RH. 53lR) 12T, HEZIEGYEDFBIR
133.8/100N - ETH o720 [1.1. 1.2.1, 2.2, 11.1.1ZH]

15.1.2 i) v~ FREFEZFR L LS THERBRIZE T 5 AKH
15mgPFEIpT (RH, 53BR) BT, FEREIERE £ K <
TEERESE DO FEBLAZ0. 91 /100N - FETH o 720 F 75 B
DFBRRITEDOLEBY ThHo7zo [1.1, 8.7, 8.8ZMH]

R B HIRR O FEBURDL

YRR O

15mgQD¥% 5-# (2630%1)
S5 — T (/100N - )
Iz R [959% 5 i1 1]
0~67 H 10/1226.3\ - 4F 0.8 [0.4, 1.5]
6~12» H 6/903.4 N - 4 0.7 [0.2, 1.4]
125 H~ 6/522.9N - 4 1.1 [0.4, 2.5]
GZEEHERE &)

15.1.3 WEMEVERIEI S0 2 0h R & L2245 ITAHRBRIC B B A HI15mg
BEARAT (B, 2380 2B T, EERRYYEDOIEHEIZ2. 30
/100N - SETH o720 [1.10 1.2.1, 2.2, 11.1.15H]

15.1.4 WZHEPEBIET KB E 2t R & L7258 MAHRERIC BT 5 A H#
15mgPF AT (R, 23R) 1B T, FERAIE Y S % b
VERESS D FEHHIZ0.7BI/100N - ETH o720 [1.1, 8.7, 8.85M]

(HEEEIEEME 2B T 2 EE ISR R)

#%15.1.5 ZHMICINEINE 2 A 3 2 FHAEER R R E 2 4 &
L7245 T AHERBRIC BV 2 AR ) 7 <~ F B# 12 5eA]15mg % 1H
1 5.0 & MR E o mEEhBgE#E R (KA O15mgtiLm™) A9
N5 EFMEN7AREX G OO BT, HE LK
GRE D FEBIFIXL.61F/100N - ETH o720 [1.1, 1.2.1, 2.2,
11.1.18H)]

$%15.1.6 2 I EIE 2 A 2 a2 s 2 0 4 &
L7245 T AHERBRIC BT 2 ARH O A O 15mgtl 1 5™ DT ic B
WO, FREAER E % B CEMEE OB R o 72, (1.1,
8.7, 8.8

REAE S i /- & B OMAEIM S HERIET )

15.1.7 XHeie 2 572 S 2 R R HERI BT R 2 G & L7238 TAH
BRI BT B AKN5mg DN () 2BV CEEZRIEGIEDT
BIHIX1.10E/100A - 4ETH o720 [1.10 1.2.10 2.2, 11.1.1%]

15.1.8 XMIEHE &G 72 S AR PR MER S 5 & 0 G & L7245 T
BRI B 2 KHN5mg DT (B 12BWwT, Rl
T4 % B < EMEIEES O FEBIFRIZ0.461/100N - SETH o720 [1.1.
8.7. 8.8%K]



(EEME#RX)

15.1.9 M VERME SR E 2R & L7248 I/ AR % OV 48 T AR
BB 2 ARHN5mg DT (M) 128\ CHE 2 &G 0583
ZZNZN0M IR 6.01E/100A - 4 (9B, COVID-19BI#E D b
DIF3. /100N - 4E) Tho7zo [1.1, 1.2.1, 2.2, 11.1.15H]

15.1.10 BREVETHES B E 2 A G & L7245 T/ A SRR % O T A
ARERIC BT 2 AKH 15mgDFENT (B Tid. FEE A 8 i =
B & PRI SE O FE BT Z 20, 461/100 A - 48 K UF061/100
A #ETHo72, [1.10 8.7, 8.8%8R]

(B EAR X )

15.1.11 EMBEEEIREEE 205 L LS THRBICB I 24K
HI15mgD AT (F) 2BV TR 2 BYYE O JEH132.911/100
A ETHotze [1.1. 1.2.1, 2.2, 11.1.15]

15.1.12 EAHIBavEBIIR S 2 xh 5 & L7248 MAHRRERIC B U % ARH
15mg DT (B <3, BRI % b < EVEEE 0 %
HEIE1.261/100A - S TH o720 [1.1. 8.7, 8.851K]

(7 hE—MHEE %)

15.1.13 7 b=V R EH E X G L& L7 MAHRRBRIC BT 2 A-H]
15mg K O30me Pt AT (RH. 3B 0BT, B2 K
DOFEBIHIZ15melET2.45/100A - 4, 30mglET2.9¢F/100A - 4E
Thot [1.1, 1.2.1, 2.2, 11.1.158H]

15.1.14 7 MY =L B2 R & U758 TAHGRBRIC BT 5 AH]
15mg f O30mg BEA AT (. 3kl (2B, FEEER g
9 2 B EPENE RS O FE B 1X15mghET0.361/100 A - 45, 30mght
TO.261/100N - £ ThH o720 [1.1. 8.7, 8.85IK]

GEBMXEBER)

15.1.15 MR 235 & L2 8 Th/MAHRERIC BT 538 Ak
FINCAHI45mg 8 (3ikER) K UN16:EM (2585 : #5-8:E I
FCHRINGEZER L b - A, TIC8EE) #5 Laiks
FERTIC BT, HEREGSEDFHFIL T 7 1 RM B 5Tl
10.81F/100N « 4ETH > 72DIxF L AHISHE % 5 f U168 1% -
TEZENZENI. /100N - 4E S 0°2.61E/100N - ETH o720 b/
MAHRRERIC BV ) 2B AFFFINA A5 mgIZ L ek L, 45 AHAER
(TFERD) 1BV AR RN AR A 5mg K O 30mg % 5 5- L 720
FEFTIC BT, TR EGSE DRI T T R Tl6.214/100
N AETH o720 L. 156mght&HET4.91-/100A - 4E. 30mghf
AET3.0M/100A - £ TH o720 [1.10 1.2.10 2.2, 11.1.120H]

15.1.16 SBERES %2 %35 & L7245 T b/ MAHEERIC 35 1) 5 38 A g5
FEUNCARH45me % 8HE M (3FRER) K U168 (2585 : % 5-8:Hk;
TR 2 0 L 2 hr o 72356, EICSEM) %5 L2tk a
AT ICBWT, EBYEEORBUI 2 Ao 720 HIMHREBRICBIT 2
AN ARA45mglc X Ve L. SRR () °B
VT B MERRR NS AR 15me J O30me & 5 L 72 DB AT Ic B v
T IR R % b < EMEIES O 5 BIERIE 7 T £ R EETIX0.8
BI/I00N - 4ETH o 7=2DIhF Ly 156mghtAH#ET0.561/100A - 4E,
30mgBEAHETL.0BI/100A - £ TH o720 [1.1, 8.7, 8.85IK]

(yO—>9m)

15117 70— VBB 2R L LS NS ARERBRTT I &
RINIAH45mg 2 128 BHE 5 L 72581 BT 2 DA (2505%)
IZBWTC, BEEREAEDRIIRIE T 7 £ R 12EM %L TlE7.9
E/100N « SETH > 72D1zxt L. AFHI1238 B 5-T1x9. 374/100
N ETH o720 B IHEE AR LR CAKA5mg D 128 13 5-
XD RS A R L. 8 MRS T T 5 &R, A
#15mg X 1330mg % $e5- L 72 B & (B, 13k 128w,
T 70 S O R BIERIE 7 5 L K BETIRT.21E/100 N - £ TH o
7201Zxf Ly 16mghE&#EC4.00:/100 N - 4. 30mght&#ET5.7
/100N - SETH o720 [1.1, 1.2.1, 2.2, 11.1.158]

15.1.18 7 u— i EEZ R L L2 E MBS AR LR TT I
AR A AAN45mg % 128 3% 5 L 72 B B 2 PRE AT (23
B 2BV, R OFHUI 2 dr o 720 45 AT A 5080
TAAASMg D128 %512 & 0 BHRIUE 2320 L, 4 A E
e T 7 7 R, AR15mg X d30me# 5 L 72 DAt
(B, 1B B, JERMER HE % B B o563
T T RHETIZ0.761/100A - S TH > 7201k L. 15mghf

G HETO.4B1/100N - 4F, 30mghr & #ETL.561/100A - 4 TH -
7z [1.1. 8.7, 8.8&MH]

(ZhEeHiE)

15.1.19 LIMERFELOY A7 WNF %43 LMY v~ F BE &5t
S & L2JAKIHER b 7 7 ¥ F =7 7 T 2 BRE O HEAL R R RO
AR BFEEHMIEE TH A EE OIS RFSR (Major Adverse
Cardiovascular Events: MACE) J OVEVENES; (JF S0l Rz 89
<) OFBFIIOWT, TNFREARICHT 20— Fit
(95%fE X ) 1x2n21.33 (0.91, 1.94) KU1.48 (1.04,
2.09) THY. BUEFXE LRIZTFOREL TWiEgt~—y
Y1.8% A, TNFHERREWS T 2IEHUEPMAEE N o722
EDRMESNT WD, T2, AFITH, EMTRBZEOHREHEICS
WC, DIERFEROFHSBD LN TV 5, [1.1, 8.7, 8.858H]

15.2 FEERARERBRICE D 1
RANGTAKEMEH 24T 5 2 & 9 5 5005 M O3 iR~ 55 28
ZRAZTWREMED D O . JERRARERTIZ Y 2 EREOR OVRILER B
DOWAEFEIN A FERHENRK 2 k2R (B HUE
(FriE) 7 &) ALz,

W) x5BT H O RN D30mgtl Y & 5 L7290 % & A,

% BIE IS BV % A9 2 A AR VR SR B S 2\ 03 2 KGR B I A
D15mgtl4wTH %,

16. EYHRE

*%16.1 IMAERE

16.1.1 BEKZS
TEHERE R 2 HEHI7 . 5~30mg % 2SI HEIE 2 13 G- L 72 & X o3
WENEINT A — % & TRIORT? GHEATF—%),

F1: GEH R O S O B E 8T X — ¥

sga—y e | o (o (o
Coe (ng/mL) i .60 a7
Tmas® (h) [1;;2.0] [1‘(3);2,0] [1.3;2.0]
AUC= (ng*h/mL) (5114.50) (5293457) (ﬁg)
i (h) T wm) 6.0

I (BREfR )

a. Wufifi [ie/IMi — de kA
b. FAPEIME GO RS

16.1.2 REHS

HANBESETY 7 < 7 BE 2 §EH] 2 1 H 17 .5~ 30mg 2 M Ik SO
OG- L7z & & OEFIRBICH T 2HEWEE ST A — 513 TFED
EBYTHY ., HGHRKRAO DN CTERIRBICHZEL, FRIT

ZLALRD LN D729 (HRAT—5),
2 FUR ARG O E HIRIB I B 2 B E/ ST 2 — 5

g a-y Optn) | T W (o

Cos (ng/mL) Rt 159 .9
Toos® (h) nodo | (e | [Lodo

AUC? (ng - h/mL) (52;,2@ é?g) <ggg>

P (BREdR )

a. WYL [f/IME — R AiE]

b. $eGRkE () @ 24

5 AR ER O 7 — & % I\ 72 BHE SR B RE AT 2 & 58 &
N7z, HA NECBEVERS S S 8 12 8EH) % 1 H 1l 15m g BUE #1145
L7z E0EFREBIIBI L7235 2 F =7 O I A p g
(haefii [90%fEHEX M) 13, Cmax 42.4 [28.5, 52.3] ng/mL.
AUC: 365 [259, 542] ng - h/mLT® - 729,

EERRER D 7 — & % A\ 72 B SR W B RESRAT 22 S S iz,
Z BB % A9 2 HAR AR R B 4B (AR
& U T3 ~6mg# 1 H 205 X 13§/ 15mg % 1 H 18] SAERR 1%
L7z E0EWREBIIBIU D935 ¥ F = 7 O I p B
(Fpoefii [90%EHIXHIT) 1. Cumax 49.1 [34.4, 78.0] ng/mL.
AUC: 335 [247, 458] ng + h/mLT& - 72",



X2 72 & e R FRAE B E S R T 50T B S B e
PEFHE g LML CTBY ., I VERHE IS % & G 8 ITAHER IR
RO T — % & 7 BHE B B REfFAT 2 S e Sz, HANR
FZFEH 2 1 HN5mg RASRE 14 G- L7z L SO RIBIC BT 5773
¥y F =T ol (PO [90%EHX ] 13, Coex 42.0
[30.3, 51.0] ng/mL. AUC. 443 [359, 608] ng - h/mLTd 729,

85 1/ WARER AR SRER O 7 — & & HI > 72 BEAE F SR W Bh RE AT 20 © 3
SNz, HARNEE M 2B 1258/ % 1 H 110l 15mg IR #%
35 L7- & 2o HIRBICB T 2 787 2 F =7 oMb higEdE
(PO [90%fEHEIX 1) 1. Cmax 40.0 [34.8, 53.4] ng/
mL. AUC: 416 [337, 494] ng - h/mLTd > 727,

8 MAHERIRRER O 7 — & % I 72 B FSE W B REMAAT 70 & 3 2 S
iz, HARNEMBaVEBIIR 28835 2 8e/) %2 1 H 11 15mg AR RE I
PG L7722 EOEFIRBIIBIT 5 785 ¥ F =7 O Ik i 5
(h i [90% M5 HIX M) 1E. Cumax 55.8 [44.6,60.4] ng/mL.

AUC: 481 [354, 617] ng - h/mLT» - 72%,

WRRER D T — & % I\ 7o BEAE HSE M B REFAT 2> S 38 ST HA
A7 M=V 8 2B 2 s Al 2 1H 1 15mg X 1Z30mg AR L1 $%
B L7 L EOEFRBIIBT 2087 Y F =T omEhgE#HER (hg
fii [90% X)) 1%, 15mgPeG-FFCTCmas 34.8 [24.9, 43.4] ng/
mL. AUC: 370 [231, 535] ng * h/mL. 30mg#%5-k CCumax 72.6
(57.6, 85.2] ng/mL. AUC. 643 [422, 1130] ng - h/mLCT&H 72",
HAR NS 9 8 2 8e#) &2 1H1E15mg.  30mg X id45mg AR
L5 L7z EOEFIRBICBY 5788 v F =7 ol g e (4
Pl [90%IEIUIXH]) 13, 15mg 5 TCmax 46.1 [37.8, 55.3] ng/
mL. AUC:358 [302, 535] ng * h/mL. 30mg#%5-HFCCmax 92.6 [71.9,
143] ng/mL. AUC.737 [451, 1260] ng - h/mL. 45mg#% 5% CTCuax
133 [99.1, 185] ng/mL. AUC-114 [761, 1663] ng - h/mLT®H->
7—:10)0

FRRRER D 7 — & & F v 7o R H SR W B RE BT 20 S 2 S 7z
AARANZ 0—vmAEIsEAl 2101 15mg. 30mgXi345mg
FAERIRG- Lz 0@ BERBIIBT 2787 v F =70l
SerpE g (e [90%E X H]) (&, 15mg$5-1 T Cmax
53.4 [38.7, 81.0] ng/mL. AUC. 369 [264, 592] ng - h/mL.
30mgd% G- TCmax79.1 [51.7, 115] ng/mL. AUC. 618 [274,

872] ng * h/mL. 45mg#t G- CTCmax 113 [90.4, 253] ng/mL.

AUC: 940 [597, 2318] ng* h/mLT&H - 721",

%*%16.2 TRIN

16.2.1 BREDOHE

fidt B B 4200 12 e 41 30m g % 2 I I EEFE I 1 B IR T4 5 L
7l & ZEMERE L IR L CAUCe M O Crnax S L2 1129% 12 1N39%
HWinL 722 MEAT— ), REREESEC6H I §Ei/45me %
W AR MR G- L & &, 22l & bt L CTAUC=
U Crmax DS NEN26% L V60%HE I L 721 (SAEAT—4),

16.3 2

INRE Y F =T MIBERAKAGEII2%TH 72, T8F Y
F =7 O/ MAERERIZL.0TH V) MERE O ME 5l ~ 0%
TERRETH - 72 (n vitro)o

16.4 X3

IRF Y F = TIECYP3A4IZ X AR & . CYP2D6D % 5-b b
ITPICRD NS, 737 ¥ F = T OIBEH TR ILRITER
L5, BEHEERAZ e NP S, vy v F=7
DOREACANT MRS RE D T79% % b 7213 h —EEMINE
DTNV Y BERAERDIN13% K O — R IN% O BBRKDT . 1%
M SNz I Y F = T ORBHEHEACHD RO ST
WIS (i yitro ROHME AT — %) [10. 5]

16.5 #HEitt

XY T F =T OREMNI BT I I BRI L8~ 14K T
oz ARG IZ1C-Y 8T v F = T x RS
L7k &, BG5BURED24% DRI, 38%ASFH 2 8% 3 F
=T REARE L CHEE S . 34% M & L CHElE S e
617 (BEANT— %)

*%16.6 HENERE2HI 2EE
16.6.1 BikpeEERE
I35 T F =T DAUCSIL BB IEF B E (eGFR:90mL/min/
1.73m*PL k) IR L <. B (eGFR:60~89mL/min/1.73m?%). H
1 (eGFR:30~59mL/min/1.73m?) K UEE (eGFR:15~29mL/
min/1.73m%) OEFERERERERE TENZN18%. 33% M U44%
Motze UNTYF =T DCmald, FHEREIE RS & B R RERE
BB CHRETH -2 GHEAT—%), [7.6. 7.9, 7.12, 9.2

ZI]
#3 1 SEAI15mg IR T 51 DI TITE K5 A — &

RS A—% R s R T
() (6f1) (6f51) (561) (6f1)

311 32.5 28.2 33.7
Crux(ng/mL) (11.8) (10.2) (8.05) (5.96)

. 18 25 15 35

Toa® (b) [1.0-6.0] | [1.5-6.0] | [1.0-6.0] | [2.0-6.0]

270 323 361 341
AUC- (ng-b/ml) | 7 7) (90.7) (86.9) (63.2)
11.0 10.5 10.4 8.63
T2 (h) (5.51) (7.00) (11.2) (4.43)

S (B (%)

a. W [H/ME — k)

b. PRI BRI R )

16.6.2 FTigERE=ERE
IRE T F =T DAUCIE AR IE B WS & L L <, R
(Child-Pugh/3#A) K UHEEE (Child-PughsrJB) DT #fE
[ =R R T T N28% e U 24% 570 5 720 WY T F =T D
Coaxlds WFBEREIE W 8B & Il L €. RIENFRE AR B ©
WEIFRFREE, BT R BB S R TlI43% M 0 o 720 FLEENTAR
RERESERBRYE  (Child-Pugh%#HC) 12B1T 2 BRIFER L TV
W (A EAT—%), [2.4. 9.3.1. 9.3.28]

#4 © GEAI15mg IR G-I O Y B RE/ ST R —

Ko A5 T W e
() (681) (681) (5#1)
Cras (ng/mL) e 6o o0
Toes® () [1.?}2.0] [1.?;;0] [1.;);51.0]
AUC- (g bvml) | 15 )
T {b) @ wen) 418)

Tl (BEERE)

a. M [/l — KAl

b. FAIEME (BEDALE(R )

16.7 EMHEEER

16.7.1 SERAELP INE L F T OEMEREICRIT T HE
In vitroRBROKER, w37 ¥ F = TIZCYP3AAZ L D FLEF s,
CYP2D6D %5 b NIRO LN B, I ¥ F =7 DI
T IS RIT TR B TRIIRT WEAT—%5), [7.5
7.8, 7.11, 10.231]

5 PHHEEDS Y Y Y F = T DY BE T T

TRTVFETD
EMBE T =5
—— BEHER | oy Fo T, | RN IR O
B wog | e | PR foostEmERE)
BRI/ B
Coms AUC
bhagy - ﬂ’;‘l@g 3mg 0| oLm 1.75
(CCYPIARLE) | i B [1.55-1.89] | [1.62-1.88]
e ‘f‘g);“é 12mg | 049 0.39
(W CYP3AE) oOH M EATL [0.44-0.55] | [0.37-0.42]
1055
| 6. 12X1324mg
o | 25mg/ 8% 0.97 0.99
— K21
ARRVETE I ey | B 110 10,861,007 | 0.95-1.06
431 "
V77 EY Y| 600mg 12mg 12 1.14 1.07
(OATPIBMIE) | MM i [1.02-1.28] | [1.01-1.14]

a. wNF VT =7 Mk B



BHEREEY BT O AL D . pHIHEEH (RIMH. 7o b >
Ry THERER L) RCYP2D6EBIANZ, w35 v F =T DHEY
BRI E RITES Sho iz 9,

16.7.2 IINE S F T HAEOEYEREICRITITHE

TR Y F = T NI O Y BRE ST T T RIORT

BEANT—%)0

AAHNSmMgtk G-RIC BT 2 12O ERR, BELAERLR. K
BHEOP G-I R S 72 FEHLO NFRL O FHE &2 DT ORIC
RL7z0 FHEIGEo7zEIEH @CBILLE) & AHI15metes-
FECHRINIEAR3H] (6.1%). GFHRERRAE2H (4.1%). AAI7.5mg
P 5T RN A5 (10.2%). FIEALVRZ26] (4.1%) THo
720

6 1 IR T F =T HSEDOSE BRI S35 FK2 G120 E TOFEFROME (LML)
BEHZED ES A -
SEWTIE T A — 5 15mgl 7. 5mght 7 7R
" BE%E |y yFoT |, | AR " 57.1% 59.2% 49.0%
B BHR | BER PR [o0% ] s (28/49) (20/49) (24/49)
B/ e 2.0% 2.0% 0%
Conan AUC RIELATESS (1/49) (1/49)
T s W 45mg B O Gk 2.0% 0% 0%
(gpg ng) Smg e |19, 07 0.76 %o B (1/49)
E34 [l TR M [0.69-0.831 | [0.69-0.83] T
T2N25 YD | 5mg ﬂﬁé o | 0w 0.67 17.1.2 ER£FRER : STHAT > 4 Lfb. —EEH. HBERER
(OATPIBHH) Hifal 01 [0.63-0.941[0.56-0.82] SELECT-MONOTHERAPY (M15-555:%E&)
B — <75 N AN Ay N
T R 30mg 0,58 077 iEﬁﬁ.ﬂi@i FFLFH—F (MTX) ’Cx)jﬁ'%‘T‘l“JJ e D
(OATPIBILE) H[A| 1H 1] 24 [0.79-0.971[0.70-0.85] BE{EO) Eaﬂﬂ D) ‘773“;%\%%;@%& Lf:$§']$5ﬂ?355#@MTX
—— Eim A BB HRB A K L7 (HANE&E). AAI5mEX
T2 b5y 0.08mg LE 15 2|, 0.96 aln 014- 111 o 1330mg (1H1I) @ BMFRENDL) Y B2 5 & MTXARE H AR
GEngex) | T 14H 0.89-1.02))1.04-1. W R B L7, AHII5meik 5B 51T 5 14850 ACR20 &
SR | 0lmg | 0me 0.9 0.96 R (EEAFMEA) @ MTXEGRICHATRE . atsm
VAZ VA N2.% oy 1H1H 22 [0.87-1.061| [0.85-1.07] B AT AT B L7
(RELIBAES) 140 it i S R T
085 | ¢ o 1424me %3 1 5 14O ACR20, 50/ 0708 % (FASHF)
A by o | BmEAE T o g | 103 114 AA 5mght MTXEE
PELED| e [0.86-1.231{0.91-1.43] 67 7% A1.2%
4381 ACR20 Urztske ) )
(147/217) (89/216)
7724 | 200mg 45mg 1.05 1.04 MTXEE L 0% 26.5%
(CYP1A2JEE) Hi | LHLE 18 [0.97-1.141|[0.95-1.13] [95% fEMEX "] [17.5. 35.6] -
1310*3 H Pfiic < 0.001
778Y4 % | 150mg me 0.87 0.92 s 41.9% 15.3%
(CYPZBGIED | M % 0,790,961 [0.87-0.98] ACRS0 e (91/217) (33/216)
— . 22.6% 2.8%
;jx PP omg 143”1“% o | 130 1.35 ACRT0 et (49/217) (6/216)
(CY}))217)6T%/””‘) Kl LHT [1.13-1.50] | [1.18-1.54] % (BIKD)
= - a. /Y LARY ¥ —Hiseik
FATFFT—AH | 40mg 5mg 0.78 0.98 b. BT I 7205% (1K 1]
(CYP2C194L%) ] }IEE}IFEEJ 18 [0.58-1.051|[0.85-1.13] c. {RERFENMHIE THEE L 72Cochran-Mantel-Haenszel i
) g AANBmett 5B B 5 MO A EHG, TG A A5 HE,
JINZ N o ~ . " . R
ooy | e | s 8 L RO S I o LA E IR0 NBRORIHE & DT O
QEL B FUTR L 720 BBIGDE o LB (2% 1) &, KB

Y RY Y F = 7 R B

17. BRERELIR

171 BHHERVCRLMICEET 2R

(BEEiY I < F)

1711 ERHER : SIb/MHET >4 Lk, ZEEHR. H&HR :
SELECT-SUNRISE (M14-663:%5%)
— & M i D csDMARD CTHYA 4572 HEEFE D> S HiE D H AN
i) w<FEEEZHRE LT TR H B ERILERR % 5
it U720 csDMARDSEA T, A&#]7.5mg. 15mg. 30mg (1H1[H)
N7 ReHG Lz, HG12EFEOACR20 R (T
i H) X TEROLBY TH Y. MBI =G BEER
DFRD NP

%1 : J 5128 O ACR20, 50 070854 (FASHR)

a.

AHA AHA e e
15mghf 7.5mght 77X
- 83.7% 75.5% 42.9%
E= K
ACR20 B (41/49) (37/49) (21/49)
75 REEE D 40.8% 32.7% B
[95% 15 HEIX [ ] [23.5, 58.1] [14.3, 51.0]
P < 0.001
65.3% 40.8% 16.3%
ACRS0 g (32/49) (20/49) (8/49)
34.7% 20.4% 2.0%
26 a
ACR70 B (17/49) (10/49) (1/49)

% (BI%0
a. J Y VARV T =Mtk
b. A EAKHEM 5%, Cochran-Armitage? i )P E

a6l (2.8%) TH o7z
Fd - BG40 E TOHERROME (LRI R4EM)

AFHI15mgh MTX#
e 47.5% 47 .2%
HERR (103/217) (102/216)
- 5.1% 2.8%
ERTHERR (11/217) (6/216)
RS ORG-HIRIC 3.7% 2.8%
EofFEREL (8/217) (6/216)
% (BI%0

17.1.3 EEEFERR : SIHES > 4 L. ZEGH. LEHR :
SELECT-EARLY (M13-54555%)
MTXIZ & % G HREERDS 2o W iR EEE 20 & FE ORI ) v ~ F B
Zxtgel U722 ARH il G o MT Xt e — B ML i sk i %
Fh L7 (HARANEET). AAI7.5mg (HAADOMA), 15mg.
30mg (1H1[E) IIMTX%#5 L7z, ARREO E AN 325l
T H I, 51281 O ACR20 UG 3 0% 5-24:8 IR O modified
Total Sharp Score (LLF [mTSS)) OR—2 54 5 DZAL
HTholo AH15meik 5 HB1T 51238 ACR20 S
(EEFHMMEH) (&, MTXBGHICHRTE L, BN aiE
ZENRD NIz, Tz, 248K O BEEREAE R % T R L OXHE
A2 37 (mTSS) THElli L7458, MTXBEZ R TAKTOHE
MANE L FEHER 2 A DR 7,



5 1 $e 51208 D ACR20, 50, 708035 U9 5248 OmTSS DN — 2
T4 O OEALE (FASHR)

AHI15mgh MTXH#E
75.7% 54.1%
3
ACR20 B (240/317) (170/314)
MTXHE: & 03 21.6%
[95% AZHIX ] [14.3, 28.8] -
Pfic < 0.001
N 52.1% 28.3%
E=
ACR50 B (165/317) (89/314)
. 32.5% 14.0%
ACR70 S (103/317) (44/314)
mTSSOR—2 5 4 » 0.14 0.67
06 D%EAbE © (279) (264)
MTXH: & 03 -0.53
[95% A5 X [H]<] [-0.85, -0.20] -
Pt 0.001

. Y VAR Yy —Hiseik

. IEBL A 12 HE D 72 95% 13 TEIX [

. BBRILN IS TH AL L 72 Cochran-Mantel-Haenszel #5€

L BN

. WRTEH T AT 1

. WBRENEHIS A F R T WIS T A=A T4 Ve A w3 53
SR (ANCOVA) EF IV

6 1 512381 D ACR20. 50, 700353 K U5 5-24 38R OmTSS DX — 2
T4 b0 i (FASHEN) HARANE 4

o A0 o

AF)15mgh AHN7 . 5mghf MTXH:
85.2% 85.5% 57.1%
M
ACR20 S (23/27) (47/55) (16/28)
MTXEE & D7 28.0% 28.3% ~
[95% A5 HEIX "] [5.3, 50.7] [7.7, 48.9]
. 66.7% 60.0% 21.4%
Eoal]
ACRS0 B (18/27) (33/55) (6/28)
o 51.9% 34.5% 0%
Yy 2 3a
ACR70 S (14/27) (19/55) (0/28)
mTSSDN—Z 5 { » 0.24 0.95 2.64
06O b ¢ (26) (51) (26)
MTXEE & D7 -2.40 -1.69 ~
[95% 15X 9] | [-4.45, -0.35] | [-3.47, 0.09]

) vV AK Y ¥ —Hise:

L BT D 7295% E HIX [

Y Nt S 2T

. WRIZH T AT

RANSmgtk 5-HEIC B 2B DA EHHG, B A EHL,
EBRIE OB G AL RS 1 EHLO NB R OBIUEE LU T O
FITR L7z AHI7 5Smgde 58 (HARAOR) (2B} 224800
FERG, TELAEFR. BREORGTILICE S HES
GO NBROFBEI AL, Zh2h436] (78.2%). 561 (9.1%)
L OBl (9.1%) T -o7zo K3 GHECTRIBEDE Do 72RIE
A Q2%LLE) &, AFNSmgGHTT I =TI bT VR
7 =T —EHMISH (4.7%). EAERY1B (3.5%). T A%
SXUMT I/ VI VAT 2T —BHWMELTELLOR (ZhZ
N3.2%). Iz L7 F vk AkEF—Eoihn, Frh e,
WG O ) ) k) NIETH (ZhEh2.2%) . AFH
7.5mg¥ G (HARANDOR) THEINER L TN 4G (FhZ
N7.3%). FRERYE. EALVSRR, RS E L O TR 43
Bl (ZNZFN5.5%) THo7zo

K7 G24WE E TOFERFOME (LT GER)

Ao T

AFH)15mgi MTXH
64.0% 65.3%
TERR (203/317) (205/314)
g 4.7% 4.1%
ERTHERR (15/317) (13/314)
HBEE D G RIS 4.4% 5.1%
o HERR (14/317) (16/314)

% (%)

17.1.4 BHRB  ENIHS 4 L. —EEH. LBEHER
SELECT-COMPARE (M14-46555%)
—EHEOMTX (15-25mg/#) TRRA 5320 FEESE A & T
D) I FEEEZFRE LT T ERROERE (75 2%
7) W EERILEGASRE F L 72 — @R OMTXBEH T,
AF15mg# 1H1E#HYS-. 74 4~ 740mg% " EEIC—EZ T~
B, V375 RE2HG Lz, AHll5mgtk 581281 5128

B ACR20 Yot (FEEHMHA) &, 77 LRSI
T s BRMFIN A FAEDRD bh 72,
F8 : $£ 5120 O ACR20, 50K U705 (FASHEM)

A#HN5mght |75 A~ THE MTXH#
] 70.5% 63.0% 36.4%
B
ACR20 ik (459/651) (206/327) (237/651)
75 KRB D 34.1%
[95% AZ X [P] [29.0, 39.2] - -
Pfitic < 0.001
v 45.2% 29.1% 14.9%
ACRS0 B4 (204/651) (95/327) (97/651)
24.9% 13.5% 4.9%
2 Ka
ACR70 g (162/651) (44/327) (32/651)

a. ) Y VARV T —Hisek

b TEHL I D\ 72959 5 I 1

c. bDMARDGHiifi#¢/if Tl L 72Cochran-Mantel-Haenszel %
RANSmgt 5-HIC BV 22608 O FEF G, B2 A SRS,
BHEEORGMIEICE > 2 EHL O NE R CREBE G2 DT
DFRITR LTz BBEIGBTD - 728EH QL) 3, 79
=UT I NT VAT 2T —EHIM2060 (3.1%). T ANTF
VEET I NI VAT 27 —EEImeH (2.5%). RELKIS
Bl (2.3%) KU LT F > K AR FF—ERIM136 (2.0%)
Tholz,

9 #5261 F TOFERZOME (REMEWNT IR ER)

AHFN5mglt |75V A~ TR TR
64.2% 60.2% 53.2%
=54
HERR (417/650) (197/327) (347/652)
i 3.7% 4.3% 2.9%
.
ERTHERS (24/650) (14/327) (19/652)
HEIE O G H RS 3.5% 6.1% 2.3%
FohERG (23/650) (20/327) (15/652)
% (%0

1715 BB SNIMES > F L. —E5H. HBEHER
SELECT-BEYOND (M13-5425£8%)
AWy BB AR BT v~ 738 (BLF TbDMARD) THIEAR
T IR 2T o 72 ERED S EAEDO B ) w7~ F & % %t
G L 7z—EMEDcsDMARDSE TGO 7 5 L R - H
MR % F0i L 720 csDMARDBHH T, A#]15mg. 30mg (W
FTNHIHINED, UET T ReHS5 Lo AKH5mete 5HEIC B
B12BBFOACR20 Wik (FEFHEN) & 75 R 5HIC
WARTE L MEHFEN A BATRD S,

F10 : $:5-12:8M 0 ACR20, 50 070835 (FASHR)

AFHI15mgh 75k R
v 64.6% 28.4%
ACR20 B (106/164) (48/169)
75 R DR 36.2%
[95% 15 X [1°] [26.2, 46.2] -
Pfiic < 0.001
v 34.1% 11.8%
fia
ACRS0 g (56/164) (20/169)
o 11.6% 6.5%
S a
ACR70 St (19/164) (11/169)

% (BI%0

a. J Y VARV T —Hlisgik:

b. IEHSAZ DN 7295%1E HEHIX [

c. M%hTdH - 72bDMARDHI A THi 4% L 72Cochran-Mantel-Haenszel

Mese

AHN5mgH GBI 12O HEHL, EHELAEEL,
HHEE DB 5 ISR - 1A FEHLO NF L ORBEAEZ T O
RITR L7 BHREEGE» o 2EIER 2% E) 1, EAGERE
HeoBl (3.7%). IREFEA K OTELSF] (22 n3.0%) TH o7z,

F11 : $e 512080 F COFERLOME (REMRHTHR4ER)

AFHI15mght 75k R

55.5% 56.2%

HERR (91/164) (95/169)
. 4.9% 0%
WELAERR (8/164)

BSOS H RS 2.4% 5.3%

EoFEREL (4/164) (9/169)
% (%0



17.1.6 BARBR  FEOIMHES 4 L1k, —EEHR. LBEHER:
SELECT-NEXT (M13-5495%8%)
— & H 1 D csDMARD TR A 457 HpAGE A & HiiE O BIET U =
SRFBEEMNRE LT T R IR I E MG 2 I L
726 ¢sDMARDHEHI T, w84 ¥ F=715mg. 30mg. 77 tK
(WFNRBTIHIM) 285 L7z. AF15melt 5281 5 12K
DACR20 s (EEFMEEH) 3. 7J 2 REGHICIERT
T MEHFI e A AR P,

#12 1 51288 D ACR20. 50 U708 353 (FASH)

AHI5mght 7F AR
63.8% 35.7%
MEa
ACR20 =8 (141/221) (79/221)
7R RBEL D 28.1%
[95% {FBUX H°] [19.1, 37.0] -
Pﬂﬁr < 0.001
N 38.0% 14.9%
A
ACR50 cfifse (84/221) (33/221)
‘ 20.8% 5.9%
SFga
ACR70 353 (46/221) (13/221)
% (%)

a. /Y LARY Y —liscih

b. IEBLGANC D\ 7295% 5 HHIX [

c. bDMARDYi i:##/#E Tl % L 72Cochran-Mantel-Haenszel #5E
ARAN5megix SR BT H 12O FERS, EERAHERS,
HHEE OB 5 ISR 5 7oA FEHLO N ORBIEGEZ DT O
RITR L 720 BBEEDE» o 728N 2% 1) &, EL9%)
(4.1%) K OHEIESH (2.3%) TH o7z,

F13 B 512N F COFERROME (ZEMFITSER)

ARH15mght 75 b R
56.6% 48.9%
TERR (125/221) (108/221)
o 4.1% 2.3%
ERSHERR (9/221) (5/221)
BB D G RIS 3.2% 3.2%
EoltHERR (7/221) (7/221)
% (BI%)
(EREHRAEIR)

17.1.7 EEERHER : SIHES > 4 4k, —EFH. HEBHRR

SELECT-PsA1 (M15-5725E8)

1FEHE L F D csDMARDE: (csDMARD 2 O'PDEARHLESE) CTRIH
AN AIANT 45T 3 o 72 FPEEAE A © T O T B Pz ek B 1 2%
B (IR BASBEA L, MBS L) &%
EL727 T RRUERE (75 A7 7) dRZEHEHILER
Bz L7z AFSmg#1HIMES. 74 ) A~ 740mg% 2
SERC I FHeS, 37 SRz 1H1ERS Lo &#]15mg
BB 5128 OACR20 SR (FEFHEE) &, 7
TR HRTE L, HEHEN A EESBO ON
7oy BHEZWNIC D HEATOWHIC oW TR, 24EOmMTSSO
R=AFTA P ODOEAEDNT T v RGN TARAI5mg
PG TR AIICH NS o 723, [5.280]]

14 © #5128 D ACR20. 50, 70233 U 5-2438 8 OmTSS D X —
AT A b0 bE (FASHER)

AH5mght | 75 A< TH| 7T EEKEE
70.6% 65.0% 36.2%
fEska
ACR20 s (303/429) (279/429) (153/423)
7T kRO 34.5%
[95% A= HlX R°] [28.2, 40.7] - -
PAiic < 0.0001
N 37.5% 37.5% 13.2%
FWa
ACRS0 g (161/429) (161/429) (56/423)
. 15.6% 13.8% 2.4%
ACR70 g (67/429) (59/429) (10/423)
mTSSHR—2F 1 » -0.04 0.01 0.25
A5 OLEfLRS © (391) (384) (372)
TR D -0.29 B B
[95% fEMEIX["] | [-0.44,-0.14]

% (%0

a. /Y VARV F—Hlisgih

b. IEHAT TN 7295%1E HEHIX [

c. csDMARD:OIHAE D] 45 48 T# %% L 72Cochran-Mantel-Haenszel
Mese

d. F/N_Fk

e. MRIBIMTFNT:

ARHFNSmgdk 5B p24l o B, EHELHERSL,
BRI ORGSR ILICE 5 A EHRLO AFB OB EEZ LT
DFRITRE Lo BHEEGHE Do 728EH Q%) E, 1
VT FURARFF—EHIN28H (6.5%). EAGEEG2451
(5.6%) TI=VT3I/ VIV AT xT—EHIMISH (4.2%).
TANGEUET I b VA7 =25 —EEIM3H (3.0%). K
e K O A MERIRASEL0F] (2 2h2.3%) TH o7z,
£15 ¢ BG240IF E TOAHEFROME (AT SR

A#HNS5mght | 7F) A< TEH | TS5 EREE
e 66.9% 64.8% 59.6%
HEER (287/429) (278/429) (252/423)
N 3.3% 3.7% 3.1%
s 7 g2
ERTHERR (14/429) (16/429) (13/423)
BB OB 5k 3.0% 5.1% 3.1%
ol HERG (13/429) (22/429) (13/423)
% (B1%0)

17.1.8 EEERARE : FOHAT >4 Lk, —E5HK. HEHR:
SELECT-PsA2 (M15-5545%58)
A7 { & HIAIODDMARD TRIEAR |43 I ARMZE TH - 72
SERE A D HERE OV Bh PERZETE B 2 (MBI B 5 A3 BY i DA
E. MMM E) AMRE LTI e R AMB RS
Mok kB & 920 L 720 A#I15mg, 79X (WFhd1H1mE)
G L7. AH15meik 5B BT 51280 ACR20 B
(EZEHETEE) 2. 77 v REGRICHRTRE L a2
KRS S ®,

%16 : e 512D ACR20. 50, 70835 (FASHEH])

AFHI15mgh 75k K
56.9% 24.1%
sk
ACR20 g (120/211) (51/212)
7T RBEE DX 32.8%
[95% 15 HEIX [H°] [24.0, 41.6] -
Pffic < 0.0001
] 31.8% 4.7%
B
ACRS0 B (67/211) (10/212)
v 8.5% 0.5%
ACR70 Bt (18/211) (1/212)

% (%0

a. /Y VARV Y —Hlisgik

b. IEHLG I HD N 7295%1E HEIX [

c. csDMARDZ: OO O 1Tl % L 72Cochran-Mantel-Haenszel

MesE

ARFN5megte 5-HEC B 22080 f HEHG, BELAHERL.
BHEE OB G ISR o 72 GFHFLO NFIL O BLIEG 2 LT O
FIR L7z BHEGH R 2o 7281EH (2%LLE) &, R
Je6f (2.8%) FUEAEH AR (2.4%) THo7z.

EI7 : 524085 F TORFEFROME (VRN 54 H)

AFHI15mgh 75k K
] 64.0% 65.6%
=4
AERR (135/211) (139/212)
P, 5.7% 1.9%
ERLHERR (12/211) (4/212)
HEHEE DR Gk 7.1% 5.2%
oA ERG (15/211) (11/212)
% (B1%0)

(SREERIC BB 2 B § 25 F IR R)

*%17.1.9 EEERHER - 5 1. IEE#HRHER : SELECT-YOUTH

(M15-3405#%8%) (jRCT2031220577)

LB GBI A T o A R M R AR e Lz
IEERIER R 2 EhE L 720 AABRICHLA AN S 7= liecs o
AR S E DY 74 4 Tid, Vo< M FETBED
% BB S M AR MRS SR B B 468200 (67.2%) U~ M A NI
T 0% B S AAEVE R ST B B 222000 (16.4%) . SR
DB R ARV SEVE RIS 221801 (14.8%) T ON4 By T AEVE
YRR % GEBIVERIET & % PF 9 2B o 4 B I AR 3 e b
) 261 (1.6%) Tholze RRBRTIIEAMMY v~ F R
FZEER15mg 2 1 H 1% 50 & FARE o miEhigH#EE RA®
15mgtiYat) 254 5N 5 &Pl S N7 AREX 55 0w % &5
L7z0 WA D15mghl Y &z 5- R 0¥ 5- 128K D ACR Pediatric
30/50/70/90/100 IS5 % LU T D FITR L7290, [9.7.2818]



18 : $5:128 D ACR Pediatric 30/50/70/90/100 i3 (BRERYIH %
L THRADI5mgh i 2 4% 5 L 724808 O A % & LITTHN)

P 5128 15
ACR pedi 305055 91.5% (97/106)
ACR pedi 5050153 87.7% (93/106)
ACR pedi 70REH 73.6% (78/106)
ACR pedi 90BLIG 42.5% (45/106)
ACR pedi 10053 29.2% (31/106)

% (%0
a. KIAE S I EAE % 72 As Observed AT

AH OB D15mgH M ) B G0 FERG, R LA ES
% WHEORG PRI E > HEREONBBEOEHEGE T
FIRT o FEBEEHE o 2HEM (5% 1) (&, LIHsE%E
1961 (15.6%). L5GEIEGB (7.4%) . JEE8HI (6.6%). i
7B (5.7%) ROELTH (5.7%) TdH o7z

F19 - BHOFERROME (LR GAER)

AR
98.4%
&R (120/122)
s 13.9%
ERCHEER (17/122)
HBEE O GRS 4.9%
FolHEHRR (6/122)

% (1%

1) GG H O RRA O30meghl G & x5 L7290 % & e, %8,
% BISIZIG Bh & A7 9 B A5 AEVEAE TS 1 B 50 981k 5 % AR ER AT VR
AD15mghlb#TH 5,

ERERE - & B OB EHEBIETX)

17.1.10 EEERARER : SOHET > 4 Lk, —EEHK. &R :
SELECT-AXIS2 (M19-9445KE% Study 2)
JEATF A FUPLSEAESE (nonsteroidal anti-inflammatory
drugs : NSAIDs) TRIEAT5 IR E TH - 7205810 X
PREEHE 2 72 S 2 WA VE B HEB S R BB 2 R E LT T ¢
A EE MBS Z ML 720 A#15Gmg. 79 € R (v
FTNHHIHLIN) 285 Lize AF15metk G-I BT 2 14RO
ASASAORIE (EZEFMIEH) 3. 79 v REGHICHRTH
 BRTEN e AR EDSTRD b7,

7220 1 #5148 D ASASA0 B (FASHMH])

AH15mghE 77 A
. 44.9% 22.5%
ASASA0 e E (70/156) (35/157)

7T RBEE DE 22.2%
[95% {5 HAX [°] [12.1, 32.3] -
Pfitic < 0.0001

% (BI%0

a. COVID-19IC X 2 KM 7 — % & WIS 5 7o 01 E ERE T Z M AR A
120 YV VARY T —Hlistik. ASASAOBUSHIEUI USRS SHI L7z,

b. RIEDOFBUNEMEICHRL X5 (MRIFT RS Y /hsCRP>ULN, MRI
Fridd ) /hsCRP<ULN, MRIfTi7% L/hsCRP>ULN) #%#Jg& L7
Mantel-Haenszel® 750

c. AHEARETMS5%, RAEDOFBBEIHRL XS5 (MRIFIHD D/
hsCRP >ULN, MRIfTi& 1) /hsCRP<ULN, MRIf &7 L/hsCRP>
ULN) % & L 72Cochran-Mantel-Haenszel# &

P 552 ) ASASA0 SIS 1E. AH15mgd% 5-5ET62.8%
(98/156%1). 75 L KRB T42.7% (67/15761) THH . AH
15mg®D EMF 512 & 2 BRI EOMEFFAR S iz,
RANSmgtk 5-FEC B 5 14GEFOA EHG, B2 A EHL,
HREOFGPILICE > 2 EFZO ABROFEABEGZ DT
DFNR L T20 EBEGD Do 2BWER (2%LL 1) 13TEmH6H
(3.8%) TH-o720

F21 e 514N T COLEHLOME (RZEMRITNS4ER)

ARFHN15mght 75 b R
] 48.1% 45.9%
A

&R (75/156) (72/157)

- 2.6% 1.3%
ERLHEER (4/156) (2/157)

R OG-k 2.6% 1.3%
EolHEHG (4/156) (2/157)

% (BIE

AFH5men™ G- S AR G-I B0 5 1 FHHR OB
G1362.2% (178/286%1) THh iz, HELAERLORBIE AL
6.6% (19/2861). IHERFE OG- HIEIZ R o 72 ERRORBIE

134.2% (12/28661) Tho7zo FEBEGDE - 728EH (2%
PB) 13, RMHEHIE8H (2.8%) JOVBURGH] (2.1%) THholz.

11:2) COVID-1912 & 2R T — & Z WP § % 70012 L F e 2 Ml Ak A
72 YV AR YT —Hiliggik. FOSBIEII OS2 B L 72,

1E3) S2EWFIZ T 7 LR AR ) H R 7B D & E o AR
#1344.0H (P351H) .

(BE 1&*%?*&&)

17.1.11 EBEERARR : SI1/0#H87 >4 4. —EEH. &R
B& SELECT-AXIS1 (M16-0985%5%)
JEAT A FHPLLIESE (nonsteroidal anti-inflammatory
drugs:NSAIDs) CTHIERTH IEARMETH - f’bDMARDC
X BB O e WIHE T ORI TR EE AN R L LT
T & AR R E ML BGAER E M L 720 AF5mg. I LR
(WFRBTHLE) %5 L. AHAI15mete 5B 5 14581
DASASAOFINE (FEFHMEE) &, 77 e RGBT
B MEMFHI A A ATRD H P

22 1 e 514381500 ASASA0 K U206 (FASHER)

AFK)15mghf 75 & R

e 51.6% 25.5%
ASASH0 RibHE (48/93) (24/94)
TS REEE DE 26.1%
[95% 15 HEIX [H]] [12.6, 39.5] -

P < 0.001
64.5% 10.4%
ASAS2) RS (60/93) (38/94)
T REE DE 24.1% B
[95% A 1] [10.2, 38.0]
% (BIE%)

a. /Y VAR Y -k

b. Cochran-Mantel-Haenszel #E
AHI15mg% 58 O P 5-64HEE 0 ASASA0 B & INASAS20
BOSFIZZNZENT2.0% (67/9361) KUT79.6% (74/9361) TH
D BRI GC X 2GR MEOMFFAIIR S Nz,
7«!—‘%’]15mg?§25‘ﬁ$ BT BI4EEOFEES, HELHERE,

BRI G E - 2 HEHFL O NBROFEHF G2 U T O

?E R L7ze BBEGHE o 2E8ER (2%L 1) &, i
L7 F VARARFF—ERMAB (4.3%). LINEEE, 75 =~
T3I) M AT7 25—, &3 A5 a—)VIE & OGE
26 (ZNnEN2.2%) TH-o7z

#2231 ¥ 5 14BN E TORERZOME (ZEMERIT L)

AH15mght 7 F kK
62.4% 55.3%
HERE (58/93) (52/94)
et 1.1% 1.1%
ERLHERR (1/93) (1/94)
HHESE O Gk 2.2% 3.2%
ol HEFSR (2/93) (3/94)
% (B1%0)

ARANSmg e G- S N7z RPMPGHERIE (2B 2 FERL DR
BlE41380.2% (146/1821]) Th o720 HEL G EHFOFRH
#A136.6% (12/18261) EBSEOHG PILICE 72 EF R
DFEBLEE136.6% (12/18261) THo7z0 FHEEHHh o7z
BIWER (5%BAE) 13, M L7 F ¥k Ak ¥ — BHI1446)
(7.7%) JO° LG8 %104 <5 5%) T o720

17.1.12 EFEEERER  BIES 4 L1k, ZEEHK. EEHER :
SELECT-AXIS2 (M19-9445%E& Study 1)
NSAIDs}. 0'bDMARDIZR L CHRIFEAR 45 % i Bk o st v 4
MERBEZRNR L L7 7 2RI H R a2 20t L
720 KHlbmg, 77 R (WFhb1HIN) &5 L. KH
15mg# G- BEIZ BT 5 1481 O ASASA0SUG SR (EEFFmEE)
F. 7T AREGHICHARTE L MEHAN A A EESRO bR
ts&))o



2624 P 5143 O ASASA0 K 20553 (FASH)

2T - P52 F TOMERROME (LM X )

KAI15meht 75 AT FHAI15mg + TR+
. 44.5% 18.2% 26 HCSH M BE 523ACSH I
s sta
ASASA0 I (94/211) (38/209) I— 96.7% 91.6%
75 AT D 26.4% B (202/209) (106/112)
[95% 15X ] [17.9, 34.9] - i 23.0% 21.4%
P < 0.0001 ERLATERS (48/209) (24/112)
v 65.4% 38.3% BB DT GRS 17.2% %5 9%
\\}‘ﬁd .
ASAS20 R (138/211) (80/209) Fo A EES (36/209) (29/112)
75K E D 27.1% B % (%)
[95% 15 X 1] [17.9, 36.3] TE6) TEMEAMERE © $ 5 128K 2> & $ 5528 K5 F ¢ oo 1 S EHI ME B IR 2%
% (%) DS OFEIRDFRD S v, 20, BEREHETmIICHE S

a. JUBHFIZCOVID-19C X B KMl 57— % % WIS 2 /- I L Elise ik %
MARATE ) Y VAR Y F =iz vl Lz, RISBIEIER
IEEEA SR L7z,

b. Cochran-Mantel-Haenszel &

ARAN5megix G- HIC B 2 14O FERS, EERAHERS,
HHEE OB 5 IS E 5 72 A FEHLO NS ORBIEGEZ DT O
FITR L7z BHEEEH o EEH (2%LE) &, IFdhEk
WARECH (2.8%) TdH -7z,

25 BG4 X TOMERROME (LM 54 H)

ARH15mght 75 b R

40.8% 36.8%
HERR (86/211) (77/209)

o 2.8% 0.5%
ERCHEER (6*/211) (1/209)

BEEE D G H RIS 0.0% 1.4%
Bo e ERR (0/211) (3/209)

% (BI%)

a. ABIOCOVID-19B D T 2 A EHR % &

F4) VAR YT =itk

TE5) 147 L R S AFNIY) Y B A7 BE D Gt AHIEHEIH

476.9H CF¥fiE).

(EMREENAR %)

17.1.13 ERERRER  FOHET 4 L. —EEHK. LBEHER :
SELECT-GCA (M16-8525K58)
507 LA - OB I S IO E BBk B 2R L L
727 L ARNB - EERIERSRE £ L 72e R—2F4 2 TD
BB EA T4 FO#%E5REE20~60mg/H (FL F=v v
fii) & L. A#F15mg# 1H1A & 26;HMOFIR R E AT a4 Nl
WO X7 REZ1H 1R &2 M ORISR E AT a4 Ntk
BEM %45 L7z AAI15mg & 26 M OBIB X 710 4 Nl
PRS- BEC BT % P 5-520B I\ W fRAMERRTS 2 3B L 72 BB
OEG (FEFMEH) 3. 77 bR E2BMORIEREA 70
A NG PGB L I L O <L MM e A AN &
n7=1,

26 © B¢ 5-52 B WF I TIEMERF 21 L 22 BRF OB G R OEIF R EA T

TR A T 0 A ROy 2857 LT\,
(7 hE—HERBL)
17.1.14 EREERRE : FOHEZ 4 L. —E5H. HEEHER .
Measure Up 1 (M16-04555%)
2504 FHHRIZELLIEY 70 ) A AN HAE THERA TS
Thotz, 7 ME—MWEER (AD) 10§ s d kB A ¥
By AZHVHFRE DRI IHELE C & 2o W SRE A & TAETD T
12/ Ll EOADEE T 230 G & U777 1 KB T MR
B difti L7zo A#K15mg. 30mg. X772 REZIHIEES L
7o FG 16K B 2 TEFFME H OEASI 75% K UVIGA-
AD 0/1F0 %85 LB g 0BG I TROEBYTH Y, ITT
FENZBWT, 77 v RBE L I U CARAI15mg & 0°30mght ¢
RPFEICHE EICE - 72, [9.7.32 1]
328 : $2516IFICEASI 75, vIGA-AD 0/1. #WHONRS 4P L%
W LR 0BG ITTHED)

AA0mehE | AA5mglE | 77 wAR
. 79.7% 69.6% 16.3%
EASI 7o (227/285) (196/281) (46/281)
75 R D 63.4% 53.3%
[95% fSMEXM] | [57.1, 69.8] | [46.4, 60.2] -
piite < 0.001 < 0.001
. 62.0% 48.1% 8.4%
VIGA-AD O/LEBE| (177 95 (135/281) (24/281)
75 R D 53.6% 39.8%
[95% fSMEXM] | [47.2, 60.0] | [33.2, 46.4] -
Pfii* < 0.001 < 0.001
2 HONRS 4L F 60.0% 52.2% 11.8%
BT (168/280) (143/274) (32/272)

FERFEIZICOVID-191C & KMl 7 — % Z B3 2 72012 % Fflisc i & fldk

KA YV ARY =g TN Lz, BRABILERED S

HH L7,

a. Cochran Mantel-Haenszel#f5&

b. WADNRS 4L EOUFE: X=X T4V DIRED PP ADNRSH AL,
TH 7N BT By BEEDOHPDADNRSHN—AT A ¥ 54D, FYGE

729 £ 516 ICEAST 75, vIGA-AD 0/1, »WADNRS 4D ki %
R L 7o od e ITT_A%R?)

4 FoRMmEER (FASHER) AFH)30mghE AFH)15mglE VAA N
FAl5mg + 7T+ - 31.5% 74.6% 12.1%
263HCSHF R EE 52SHCSHT I EE EAST 751 (49/58) (47/63) (7/58)
TEIRMERE & TERK L 78k 46.4% 29.0% 75 CRREE DE 72.3% 62.5% B
B oHa (97/200) (33/112) [95% fE KM | [59.8, 84.8] | [49.0, 76.1]
T EREELE DE 17.1% . 70.7% 16.0% 6.9%
[95% fHIIX 1] 6.3, 27.8] - VIGA-AD O/LEWCH | (1) (29/63) (4/58)
Pt 0.0019 75 AR D 63.4% 39.3% B
AR EA 704 Ko [95% fE XA | [50.5, 76.4] | [25.6, 53.0]
HA 1615.0 2882.0 ' :
SRS (i) me me PWHDONRS 411 58.9% 49.2% 10.5%
% (F1%%), CS=RIREATaf K U3 Bl 3R (33/56) (30/61) (6/57)

a. ERFIICOVID-19IC X 2 KMl 7 — % . ix Btk 2 Lo o #
JSHEICKT L C100mgk M 2 2 &S EORIEREA T, F (7L F=
VUL RS OHH]) B HROTF — 5 2T 5 72015 Eilise
WERMBMIAATE) Y VAR Y =iz Tl Lz, ER L7
BIBULER A S HE M L7z

b. Cochran-Mantel-Haenszel #5€

ARFHI15mg & 268 ORI E A 7 v 4 Nl e G-I B
B G52 MO FEHL, EELAERL, BREOHRG PRI
BoHERFLOANBROEHEEEZ D TORITIR L. F3LE
BAFE Do TZEIVER (3%LA L) &, EMIIgEEEIIR 421061 (4.8%) .
IREEIEGLOB (4.3%) . FAREERGETH (3.3%) M OTIEAIL A
2761 (3.3%) TdH o720

FERERIZCOVID-19IC & KM T — % 2 WPRT 2 70128 ERSEEE & LA

KA Y VARV Y —HisedE R M OTEN Lz, EREIEILERE D S

FH L7z,

a. T (120 18R AM) OITTHMH

b. WADNRS 4L O X=X T4 ¥V DIRRED PP HADONRSH4LL T

THoHERINCBIT . IEODWHADNRSAN— AT A ¥ Hh 540 1l

PH16HEE ToOFERES, EELAERR, HBREOR S
WICE S HFEHGO NP OEBREEG %2 FTRIORT, et
TN GAERNIC B CRBIEIA AT 2 7280 (5%LLE) 1.
AHN5mghtlfl NI230mght T X (EnEN15H (5.3%). 3661
(12.6%)) OATH o7z



30 1 G160 T TORHHREOME (LA REM)

34 P16 £ TOHERROME (LMY S 4EH)

AHI30mgh AFHI15mgh 75 & R AH#I30mghE AHI15mghE 75k K
73.3% 62.6% 59.1% . 72.4% 66.7% 62.7%
HERR (209/285) (176/281) (166/281) HERR (215/297) (200/300) (190/303)
- 2.8% 2.1% 2.8% ,A 1.3% 2.3% 3.0%
RILAERR (8/285) (6/281) (8/281) ERLATERR (4/297) (7/300) (9/303)
TBEREE ORG-S 3.9% 1.4% 1.3% B OB 5Pk 1.3% 1.3% 2.3%
oA ERES (11/285) (4/281) (12/281) o EHR (4/297) (4/300) (7/303)
231 1 516K TOHERGOME (FAEREVERNT S EF?) #35 1 2516 £ TOHEHGOME (HERLVERAT S 4 =)
ARAI30mgHE A H15mghk 75 b R AH#130mghE AHI15mgh 75K
o 70.7% 63.5% 16.6% . 71.7% 61.7% 51.6%
HERR (41/58) (40/63) 27/58) HERR (43/60) (37/60) (32/62)
" 0% 1.6% 1.7% ot 0% 1.7% 0%
ERTHERR (1/63) (1/58) ERSAEER (1/60)
BRI OP Gk 1.7% 0% 1.7% R OG-k 0% 1.7% 1.6%
ol HERL (1/58) (1/58) ol HEHG (1/60) (1/62)
a. ZHEEWRBG NSRRI S 2 LD B2 72 E A4 (125D 18k a. ZHEEREGINHRBRIER S 2 1D B2 724 (1220 L8k
i) HEH i) 4R

17.1.15 ERERRER : SNHES > 4 L. —E5H. LEHR
AD Up (M16-0475%5%)
AFaA FAJIFIZE L 1E s 72 1) A ZSHH S CRISEAR T4 C
B otz UTADISH T 2 G HEERE % A9 % e D & FHE™
TI2 U EOADEF S 2R & L7277 & Kl il Mt
B EFEN L 720 AT 0 A FAVHFIBER T CAAII5mg. 30mg X
377 REIHIAES Lz 5 16ARIC BT 2 FEFHEH
DEAST 75" [t OVIGA-AD 0/1%19 % 5E 5 L 7= 8B o #4413
THEOEBYTHY, ITTEMIIBWT, 77 RBEELT
ARAN5mght K O 30mght CHRAHFMICH FICE 2> 722, [9.7.3
2]

#32 1 516 HFIZEAST 75X UVIGA-AD 0/1, 2@ HDNRS 4Lk Lok
e E LR oflG ITTHH)

AFHI30mght AFHI15mght 7T R
77.1% 64.6% 26.4%
EASI 75 (229/297) (194/300) (80/304)
TR D 50.6% 38.1%
[95% {3 HIX ] [43.8, 57.4] | [30.8, 45.4] -
Pfl? < 0.001 < 0.001
N 58.6% 39.6% 10.9%
vIGA-AD /1R (174/297) (119/300) (33/304)
7T LR DM 47 .6% 28.5%
[95% 15 HEIX ] [41.1, 54.0] | [22.1, 34.9] -
P < 0.001 < 0.001
HWAHDNRS 42 1 63.9% 51.7% 15.0%
YRR (186/291) (149/288) (44/294)

FERFIZCOVID-191C & 2 Kl 7 — & 2 MBS 2 72012 & Tl 5 & A

KA YV ARY ¥ —HigeiE 2 TEN Lz ERAIBILERRL S

L7,

a. Cochran Mantel-Haenszel#f %€

b. WADNRS 4L EOUE: X=2F 4 ¥ DREDOHPPADNRSH 4L L
THo7AEINCBIT B, BEDHPWADNRSAN—AT A ¥ HAY, R

33 1 516K IZEAST 75 UVIGA-AD 0/1, 2@ HDNRS 4Lk Lok
BB L B oE e ITT_A%HEP)

AFHI30mght AFHI15mght 75 & K
i 84.3% 63.3% 30.3%
3 =
EASI 7o (51/60) (38/60) (19/63)
VEET Y Y 53.1% 32.7% _
[95% fEHEIX ] [38.8, 67.4] | [16.3, 49.0]
. 67.4% 38.3% 11.2%
_ =
VIGA-AD O/LER | (4 60) (23/60) (7/63)
PRSP 55.4% 26.3% -
[95% A=K ] [41.4, 69.5] | [12.1, 40.4]
PWAHRDONRS 4 I 51.8% 45.6% 21.3%
U R (29/56) (26/57) (13/61)

FERARIZCOVID-1912 & 2 KM 7 — & & WLB3 % 722 % BAliso I & Ml A

RATE D VL AKR Y —HlistiE R W CTER L, BRI ER RS S

ﬁ;‘ﬂ L7z
CHAE (12D R 18RRI DITTHR

bi HWHADNRS 4L LD N—=2 54 ¥ DFED D ADNRSH AL, L

THoEPINCBIT 5. FEDOHPWADNRSAIN—Z T A ¥ H 540 ik

5168 F ToOAERR, BELAERS, BREOHRS Pk
RS 7-HERLOANBIROEHEE % TRIORT . BT
FEEMICBNTEBREEDED o 28EHR 6% &, K
F15mglt T SE27H (9.0%) . ARAN30mght T 3661 (12.1%)
FOTAEA R Z166] (5.4%) TH o720

117) EASIZ 2751600 E. vIGA-ADZ 2 733U L, Je OREERE 1
5 ADIRZEDEEDL0M L S OEH DIRED W ADNRSD X —
AT A YOI EAL. L

1E8) 12/ UL 18 Rl O3 A3 A 40k g UL o B F

1£9) EASI 75: {5 ik EAEREREL (EASD) D75%CL 3%

1¥10) VIGA-AD 0/1: 73V 57— b SNRBREAEENC X 5 W5 34l

-7 ME=WEHEA T (VIGA-AD) 25031 TH Y. 2o
—ATA4 EHEEL T2/ L— FU Lk

GEEMXEBR)

17.1.16 EREERER : FOIMEF 4 Lk, —E5H. &R
(BB AR - M14-23458&8 Y 7 X 27 1 2R U'M14-675545%)
BEAEIRIE GRRI 7 X 7 4 FOVIREA, e i e 3L e e
A7 a4 RATEWANERAD) CRHRR T XEIARHETH - 72
ESEMD S ERE (Adapted Mayo A 2 75-9, 22 N#EH 7 X
a7 H2-3) OEFEHAEE (UC) BEEZWNRE LT TR
B EE IR A L 720 A OSHEIE. ARA45mg L ix
7T REIHIEES Lz, $#%5-8:HKIZ Adapted MayoA 27
12 X BRI E D FEME 2 i 72 X e r o T2 BT, TACSHER,
AEt16:EEAA45meg % TH1RP G L7z, FEFHliEHE TH 588
D Adapted MayoA I 712 X AR EMRIITEOEBY .,
WTFNOREBIZBWTH 7T L RBEE L CAK45mghE TR
FHFIICHBICE o 7289 9,

#36 : $¢ 5-8 I D Adapted Mayo A 2 712 & AR EmMFR (ITTH

ﬁ'll))
M14-2343R5% M14-675R5%
HTAYT 42
AH45meht | 77 LR M | KH45meht | 77 LKA
A;a:‘,’:‘z,gego 26.1% 4.8% 33.5% 4.1%
st | (53319 (7/154) | (114/341) | (7/174)
T eRRE DR 21.6% 29.0%
[95% {5 | [15.8, 27.4] - [23.2, 34.7] -
Piiti’ <0.001 <0.001

% (%)

FEWCRIZCOVID-191C X A KM 7 — % Z WL 5 722 % Al 5o 1 & # A

AATE I VUV AR Y T =g e O THEM L7z, ERBIE (n) 1 33ERER

PrHEM L,

a. Adapted MayoA 2 7 22LL FC. SESHELLLFADOR—ZA T4 &l Z
7\, RBSZ2%0, 22 WS RS 7 2 2 7251 F (fsstk 2R3 i
BiewiE

b. R=25 4 VEORIEREA T4 FOfiH (0 iz L),

F 4 Yo Adapted MayoA 27 (7TULF XII7#), NX—2 54 /H%W)
AR BN B IREE (R B AERE & O 2 SR
BB IE 22 L) 12HE > TE% L 72Cochran-Mantel-Haenszel i 2
AFH45mgte SR BT 5 58K F TOHEFH SR, EELAE
HG, HBREOBRGHINCE > AEHGO NBR OB EE%
TRIIRT , H&5-8EIEFE TORBEEGIE - Z-8I1EH (3%LL
F) . M14-234iBRy 7 A % 74 2Clid, M7 L7 F VKA
A F—EHIN3H (4.1%) KO PEREGEA 1061 (3.1%) T
B9, MU-6T5REATIE. AP (4.1%) RO 7 LT F
VARARFF—EWIN2H (3.5%) TH-7z



K37 HAFERFI BT A EFROPE

P 5- 8y F ¢
K#lA5melt | 75 KR
MI14-2343 ER 7 X 5 74 2
) 56.4% 61.9%
=o=cR
AR (180/319) (96/155)
ERLAERR e o
BB OE G E 5 72 1.9% 9.0%
fEHG (6/319) (14/155)
M14-6753k5%
52.9% 39.5%
HEER (182/344) (70/177)
i 3.2% 4.5%
ERLATERS (11/344) (8/177)
BB O GPIRICE S 7 1.7% 5.1%
HEER (6/344) (9/177)
% (B0
5168123517 5 Adapted Mayo A 2 712 & 5 RS

13, M14-23438%% 7 2 % 7 4 27T50.8% (30/59%61), M14-675
ERT45.5% (30/6661) T - 72F9, #5875 168D
AH45mg/45mghi BT 247 EHG, EE LA EHL R HR
OB H IR o o EFRIE, MI4-234RBY 72 ¥ 7 4
2C52.5% (31/59%1). 3.4% (2/59%1) K 00% (0/59). M14-
675 B T41.2% (28/68%1). 1.5% (1/68%1) K T2.9% (2/68
B) THorzo HGSMIFA S 16D FBLIE G A H o 72 BIE
H(B%LLE) &, MI4-2343 k47 A % 74 2Tld, k7 L7
F Y RAKREF—EHINAB (6.8%) K OHFRIEZ 260 (3.4%)
TdH Y., MI4-675B T, Mh 7 L7 F ¥ R ZFRFF— L8

360 (4.4%) TH o7,

17.1.17 EREERRER  BOHET 4 L1k, —EEHK. LBEHER :
(eI EASRER - M14-2345KB8 P T X 25 1 3)
PR A ISR TAH45m g D 83 B 5 13 1638 R % 512 & 0 i
R O e 2572 L2 2 i 5 e L7279 e Rt =
EE MG A 0 L 720 TR AN ARA45mg o 81 [ # 5-
22 72ITT A%RIEY (2B wC, FEFIEH CH 5521
®Adapted MayoA I 72 X BRI EFRIITEHOLEBN TH
0. 75 REEE L TAKISmelE & O0B30mght THERT I
ﬁ% '_]75)_,) 7!—,40)

#38 : #5528 Adapted MayoA 3 712 X AL (ITT A) H19

AHI30mgh AHI15mght 75 b R

A | BLT% 42.3% 12.1%

- ( i¥$ e s (80/154) (63/148) (18/149)

75K E D 39.0% 30.7%

[95% 12X ] [29.7, 48.2] | [21.7, 39.8] -
PA° <0.001 <0.001

% (%0
FERERIZCOVID-191C & B M 7 — & % LB 2 72012 % TMi5E 1 % Ml

KA VUV ARV T =ik R M THEB Lz, BRI (n) I3EK

TopbHEM L7,

a. Adapted MayoA I 7 2L F T, SFSASIELF. RBSAH0. 22 N#HEE
RS 723751 TF (552 R RA R Wi E)

b. OEEEOREREAT a4 FOMA (H Y d% L), 0BERFORRKEYTE
it (Y XE%R L), N—A T4 YV EEQEYFERAN T 2K8E (4
Wy (g A A IR 3 ) 112 SR AR W A 9 A AN JRE 7 L) DRI LS
Bt > Ti#E L 72Cochran-Mantel-Haenszel#i &

AHN15mghe 55 K O 30mght G-REZ BT 5% 5-52:0F F TOHE
L, HELAEFLR, BREORGPILICE > A ERLD
ANBROHEBAEEGEZ U TORITIR Lz, BHE G E D - 72H]
TER (5%LLL) 1. ARAS5melE Tl HIREE %8B (5.4%) T
H Y., AFHOmgHE T, b2 L7 F v R AR FF—EHMN8H
(5.2%) TH-o7z0

39 $ 552 T TOHERROMLE

AFA)30mgh AFHI15mgh 75k K
] 78.6% 77.7% 75.8%
A EE
AR (121/154) (115/148) (113/149)
N 5.8% 6.8% 12.8%
8 7 e
ERGHERR (9/154) (10/148) (19/149)
R OBk 6.5% 4.1% 11.4%
ol HEFL (10/154) (6/148) (17/149)
% (BIE

FEfREAIAANAS mgD16A MG % 21 F 72ITT BHERIF? 12
DWW, 523D Adapted Mayo & T 712 K 2[R Y & fig 519
1%, AHIS mglt i OAHI30 mglETZN2119.0% (4/2161) .
33.3% (8/24%1) T - 729, AH15mgdk 55 K U 30mgdk 5
BICB 2% 5528 CORERRE, BELTAERSE. B
HOPH IR E - 2 EFLO N OB EA1X. RAIS
mghfT57.1% (20/3561). 2.9% (1/35%1) K 1U2.9% (1/3561).
AKHI30 mghET62.5% (25/4061). 10.0% (4/40%1) K 15.0%
(2/40B1) THo Tz FEBEEGI o 28T 5%LLLE) 1%,
ARAN5mght Tl FHEMERER3B (8.6%). liih” LT F v
AR F T — WK ORI B IE SR 5200 (455.7%) Th o7z AKHl
30mg TIEFHE GV E 2o Z2RIER (5%LL 1) &3 bk
272

{E11) ZIHEEMOBEAREICS v &7 2L LAA 2 1m DL %S L7-4T
DY

W:12) AW AN U TRRA T R LR E T d 5
B

HE13) PERDEHIH L CTRIRA T4 R LEAWEERT DO
DA AN IR Tl R VB

H14) I v b L., G 8HKEF TOMICAA & 1ML ERS- Lz
TOWERE

7E15) EFHIZCOVID-1912 & 2 Kl 7 — & % WIS % 22012 % Fifise
BERMABIAATE ) Y VAR =il e B CTHI L7z, #K
BIE (n) EERCHED ORI L7,

1#16) AHI45 mg# 1 H 168 45 0038 A i TRER AU & 5# 0 L
A#15mg. 30mgXiE 7Tt RKELIHLE, 528 M %53 5 BEICHL
HAM, HEFRFRINC B W TR P, EARH & 555 L 72 9 045161 D
BeERH

WE17) AHKI45 mga 1 H 11638 [ 4% 5- 0038 AFR 2 CRER TGS %2 30 L.
AHN5mg X 1X30mgZ 1H 1A, 528 ¥ 59 2 A, HERE
FREIZ BV TLNPL EARA & 352 5 U 7= 9B

7£18) Adapted MayoZ 2 7 252LLF T, SFSH1LLF. RBS20. 72K
AR 7 23 7T (Wehstk &2 R 3 A A R w4

(70—
17.1.18 ERHERAFER : SMES >

ALMb. —EEH%. LEHE

U-EXCEED (EfFEARER 1 M14-43158%)

AW ER AN L CRIRA T LEAMETH - 72, HEIE
O EREHY OIEEM 7 1 — 9 (CD) BFEEZRE L1250
DT T Rk EE IR A FE L 7. AHK45mg LT
TR IHIAES L7z, #5120 IS AR A45m Pt 5 - CHIR MY
W DILHE i 72 S B Ao TR . BEIC12 ] AH
30mgZ 1H1mPG Lz (1288 OEER5H) .

FEFFIEE (co-primary endpoints) T& % #%5- 128 Kk D iR
RS L OISR R IE T RO LB Y. WOl H
IZOoWTH 7T R L Lk U CAFI4SmglE THFHAINICAE &

W 7219,

FA0 © B 512380 0 B R 10 SE R OISR

AH45mghtd 75 b R
39.8% 14.0%
& 3 asg
HR RS (129/324) (24/171)
75 RBEE D 25.9%
[95% {5 HEIX [H]] [18.7, 33.1] -
P® <0.0001
34.6% 3.5%
DR RE 655 17l oy 3o
WRSER S (112/324) (6/171)
75 RREE D 31.2%
[95% 15X ] [25.5, 37.0] -
P <0.0001

% (B1%0)

FERFIZCOVID-19IC & 2 KT — & 2 WIS 2 720125 Fhlize i & A
RAATE) Y VAR Y Y=l e CHEIN L 720 B (n) 133K
HhPOHHEM L7

a. 1HPPHMERME (SF) 42.8L0F. >, 1HVHEE (AP) 2a7

HLOLUTFT, WIhdR=2F4 Y &2lz v

b. EfFE RN 12HE - THEL L 72Cochran-Mantel-Haenszel #i 22
c. Simplified Endoscopic Score for Crohn's disease (SES-CD) 23 N\—

AT AV H50%BIRD (R—RF 4 ¥ DSES-CDHP4DY . N— R
FTA LD HLEA ~ bUL)

d. 12BMO " EEREAFEICBVTT ¥ ¥ 2Ll HEEEZ DL

B L 72T N T OIS

120K T T (CHREREAREN) ofHHRR, RAAE
L, WBEEORGTILICE S A ERRO N OHEG %
TRIRY . HG12HKE T (ZHEEHEAREN) OFBLE



Ao 2R (3%LLE) 13, AH45meht Tid, FF126)
(3.7%) M OVELI061 (3.1%) Tdh o7z

Al HERROME

FA3  AEHZOME

AFH45mght? 75 K
62.6% 58.5%
L

HERR (219/350) (103/176)

6.9% 6.8%

HELAESR

ERTHERR (24/350) (12/176)

BEEEORGHIEICE 5 7 4.3% 5.7%
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AFH45mght? 75 b R
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ERTHERR (30/324) (17/171)
BHHEOPE G IRICE 5 72 5.6% 4.1%
HERLR (18/324) (7/171)
% (B0

a. $512080 F COMICAR 2 IR LS L3 _RCokly (CEE
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P12 KA 5 248 O AHI30mehEIC BT 5 A 5EFH R, EELR
HEHSG N OBRBEORG D IRICE - A EHLOSEHE S,
65.2% (45/69%1), 10.1% (7/6961) J18.7% (6/69%1) T -
7oo G123 D & 24K ICFBE A AR - 12RITER (2%2L
F) & HMEREAME. 70— Vg SIEE RO 2 LT
VAR ARFF—EHIN2E (FhEN2.9%) THo7,

17.1.19 EEHERRER  FOH7 > 4 L0k, ZEE5HK. EBHER:
U-EXCEL (EfF8ARER : M14-433558)
SETR RIS E A T a4 By RO/ A A 85112
xF U TR UIARM A T - 72 FEERE D & TAETY O E)
WICDHEZZ 04 L L2128 0 7 5 & Ko IR H ML BB
I L7z AF45mgXIZ 7 IR 2 1H1NARE Lz, $#%512
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BRI, HIC120M, AH0megE 1H1IEES L (128 o
ERE G .
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MBS L OB SGEERIT T RO L B Y. W OFHliEH
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L:Eﬁ“’) f:/n)o

A2 B 1258 5 O BRIR B TR L O BB S 5
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a. i&%fmnﬁ TORICAFZ 1B, S L2238 R Cofs (ZEE

Wl AR )

1238 B 0 it P 5N AR H)30me % # 5 S N7 BB =20 o $ 5-
24AREIZ 3BV B AR Y TE R 58 L O I BLEE Y L6 3813 25.6%
(15/5961) R T13.7% (8/59B1) TdH - 7212,

PG 1285 6 ¥ 524 R O KK 30mgFE IS B 2 FHEFL, &
BLAERELR, BREORG P ILICE > A ERLORHE S
&, 67.8% (40/59%1). 10.2% (6/59%1) J15.1% (3/59%1) <
B o720 PG 12:8KED 5 24BN BB L - BIER 3720 &
N oize

17.1.20 EREHRERE - FMET > 4 Lk, —EEHK. EEHER :

U-ENDURE (B #5558 : M14-4305X58)

FRARE 22 & BAETY OCDBH % K G Fil L 7206473 2 38 AHk
ARERC, PG 120 ARH A5 m g TRERR 1Y #7203k L 724k
B e g e L EERABRE I L 7. FEHEE (co-
primary endpoints) “Ca& 5 $¢5-52:0 I 0 [ R Y B =5 [ SN BL
BLERIITROLBY THY . WINOFFHHE IOV T
7 & R L I L CARHFII5melE I O30mg e CRERH#IIC A 5

C:%VJ’ e 7‘:4&0

A4+ Y 55238 IRF O IR Y TEAR A OSBRI 23 3¢

AHI30mghE! | AHI15mghtd 7T b R
. 46.4% 35.5% 14.4%
) b A a st
HR R S (78/168) (60/169) (24/165)
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S Yy e
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AATE) YV ARY =R EEZ MO THB Lz, R (n) 13EK
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DX R=AF A4 U PSDWPI2RA » L)

d. 128E O - EEREASERICBWTT Y F 2oL, BEBEEZ1RDLE
5 L7 9 RCToOWERS

FO1280 £ T (CHEEVEABEN) OfFERERS, mELAE

TR, BHEORG NI E o A EFLO NERORBIE G %
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G o T2EWEH (3%LLE) 13, AHI45meht Tid, BF11%)

(3.1%) TH-o7=0

% (BI%0)
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pbHEM L7

a. 1HHSEA2. 8L F. 22, 1HFHAPA 710U T T, wihd
N=AF54 Y2 BRIR

b. #IE I T2 HE > TR L 72Cochran-Mantel-Haenszel# &

c. SES-CDANR=ZF 4 ¥ HL50% A (N—AF 14 »DSES-CD%4
OYtr. R=AF A4 VP EDWPH2EA ¥ ML)

d. AT 5 %3 AR B C AR5 Mg B 51 X 1) BRIRIL S 2538 L

W7 v & aMuth. BHSEE DL LR L 7 W) 05024 O iR
52 £ COHHERL, EELAERL, BPEEOES DI
KE S TeHERLO ANBBORBEEGEZ DT ORITIR L7z, 5Bl
HED o 2EER (2%LLE) (& AFI15mghtTid.  IKHH
%661 (2.7%) TH Y. AKHF30mght TIE. e RHIZE106] (4.4%) .
Y YOSEREGRA8BI (3.5%). LIEHI (3.5%). I LT T
R AR EFF—EBIN6H (2.6%) KO EREEGSH (2.2%) T
Holz

7245 He 552 £ TOHEFLOMHE

SALER
AH#130m gl AFI15mghf 75 & R
76.9% 74.7% 75.8%
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TERR (176/229) (165/221) (169/223)

I 10.5% 11.8% 13.9%
ERZHERR (24/229) (26/221) (31/223)

mFE OB Gk 5.7% 7.2% 3.6%
o EHR (13/229) (16/221) (8/223)
% (1%
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1£20) 1HTPISFA330% L 13k 08/ iz 1 H P39 AP R 2 7 A330% L 1
BAL, WINREN=2F 1 Y LD ELL TWaw
1238 o — i E M ARSI B W T, A#H45 melt T 5128
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BADY . N—=A T A 25 DMPH2HEA ¥ ML)
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18. EEDIEIE
18.1 ERFF
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JAKIRM AN LTI 7PV aimE L. KAEMEERE O KRIZE
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(U2 + v 74§830mg)
28%¢ [7H¢ (PTP) x4]
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