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CTHOMAZFEMT 2% T/ BIgE L, EYULNEZIT)
o [9.1.85H]
11.1.3 FhEkigd (2.8%). U NEED (1.7%). ANEF/OE
CEd (0.5%)

I ERBCARF B - Bl da 2. 1000/ mmPAK il 72 o 72354121,
1000/mm?*PL I & 7% 2  THRAOF G- 2 i35 2 L.

D Y OSERBUAKIB G- B IG . 500/ mmPARi I 7 o 22 A I,
500/mm*LL & 7 % F CARAOELG- AT A L,

ANE T O MEARFPG G 8g/dLANGIC % - 72 A1,
8g/dLLL & 7 2 £ TARA OG- 2§25 2 &,

[2.5-2.7. 8.3%M]
11.1.4 FFigkgem=

ALT L5 (2.8%). ASTLH (2.2%) SONFHfERERD S b
NBEBENNDH S, [8.1051]
11.1.5 BEEMR EEARD)

FEEN, LWk, IR PR 55 O PR B IR I T ISR L R A58
D HNHAITE ER I X AR A, MECT A & Ui
WA ARESE 2 FER L. AR OFGZ2FIET2L L bic=a—F
YAF AWK EDOENZW (B-D7 VA v OMESE) 2EEIC

ANEY ZLEZITH 2 &o [9.1.95]

*%11.1.6 BRI ZERAE

MiZgtehE (0.2%) M OEMERMRE (0.1%) 2°H5bhsd T
Wb B, [9.1.42H]

*411.1.7 BIARMARZERAE (0. 1%A0)

*

EAITATEBIIR J B 2 0 g & L 72 BB I BT Bk mAR2E
K EAARN 15medt 5B BV TOARED b7, [9.1.58H]
11.1.8 EELBEUE

TFT4TF T — (FEARY) ROMmEFE (0.1%Ki) 255
LbNEBENDED S, [2.1%]
1.2 ZOMhOBMER

10%2L I 1%~ 10% Al 1% Al
L% _ Bl Bm (R B
)
I 2 - % ik -
SR RRGEREY (BER R REE (A VAT v Y
JEge, WEBHJE, A V| SAE e, MR PR | A
AVEMESE S, EIREEZE, |k, RERE L RE
IR . RS, | o) . HAlA LR A
WA %, L o 3R | (B IV R A BT
MHEE g5, MR Ak 2, [FEAV AL ANV ARA
oG, AV AR % AV RAR
SOBRYe, BgE. RE RS BAVRAL R
A, RIBMESE, MR ERHAT AL R, AL
F. MBEERAELE. 7|2 Y40 2 G, [
AV APEEE IS, 7 AV EAVRZE G, A
AW PSR ) (YT VIO, BEE
B8 T OB Ehr (BhESE, SERE. K
T AL ERRECE Je % e ) . | A ORI R
95 GRLBEVERZ . . 25l
- LR, BRI, (B, e
BEIR B IR 5. 95| FLUEIE
YR IE . &9 FEMER IS,
s 5 % )
AR R - YA -
—f - Ak TEE YT
[ R O 3 _ KRS
CRISALEIN
T




10%24 E 1%~10%A il 19%Ail

R A fil CKESH. avxs|Emby 2z
° — )V IfithE (It H =) RIE,
L AT\ — VHN % & AR E RN
). ElRIE (5 H
FHE, KILE Y Rk
iz &)

HIVEE OSBRI, B 7~ (R5MIRL.364F (huufi) o%ess
T — %), SEEEBIEI g (BeG-II1.324E (hdufil) etk —45).
XA & i 7o & e AR HERA T g8 (B - W10, 874 (hiefi) o
AT — 7). mEEREHES (BGWI0.824% (thiufl) oRatT
— %), EMBLTEBINR % (%5 01.004E (fPoefl) o%atkrs—4).
7 ME—PEEE & (RG22 574 (i) oRetET— ).
PRI S (BGHIML.664E (hyufl) o%aetkr—5) RU7 a— Vi
(e 5-WI0.9394F (Fhoefi) OREWT—5) 2R L L. ARl OB
HEEDRTETERWFRIIOE, BHEMRABROME T — 7 12w T
L7z,

14. BAHLDEE
14.1 EXIARSOER
WL THERA LN &,
14.2 EHZABEOEE
14.2.1 PTPREOFHAIIPTPY — b2 SO ML TIRIAT 5 X9
BET 52 L, PTPY — bOREKIC X D, ARSI DS & R
~AHIA L. 12138 4L%E B 2 U THERI 455 0 B4 2 & PHE % 0F
BTHIEND AL,
14.2.2 PAHCTIRH L2V E D ICBEZICIRET L2 &,

15. ZOM/MDEE

15.1 ERERfEA (ICE S < 1Bk

AU o~ F)

15.1.1 Bffi) o= FBEHEET R L L7228 TAHRBRIC BT 2 ARHA|
15mgPE & pT (BRI, 5aklR) 128\ C. EE 2 KYWE O 7B
133.81F/100 A - 4ETH o720 [1.1. 1.2.1, 2.2, 11.1.15H]

15.1.2 BIffi) o= FEHEEZNL L L2 8 TAAHRABRIC B 2 ARHA|
15mgbE T (B, 53R) 1B WT. R R i % B <
IR OFEBAZ0.91 /100N - 4 TH - 720 F -5 WIH B
DOFHRMIITFEROLBY THo72, [1.1. 8.7, 8.85H]

1 5B o FEBLIRD

15mgQD¥% G- (2630%1)
S — THE (100N - )
IR/ RN [959% 5 1 11
0~64 H 10/1226.3\ - 4 0.8 [0.4, 1.5]
6~12s H 6/903.4 N - 4 0.7 [0.2, 1.4]
127 H~ 6/522. 9\ - 4F 1.1 [0.4, 2.5]
(M%)

15.1.3 SEMEVERBIMI S0 R 2 b & & L7248 AR IC 31T B A H15mg
BEARAT (R, 2300 12BW T, B2 R O Js %132, 30
/100N + 4ETH o720 (1.1, 1.2.1, 2.2, 11.1.15H]

15.1.4 B2 Mk BI T R R 2 0b R & L 7245 AR BRI B U 2 A A
15mgPE& AN (EH 288 ([CBWC, IRl i e % 1
TERES O FBIF1X0.7HI/100A - - TH o720 [1.1, 8.7, 8.85HH]

IREAE S i /- & B OMAEI B HEBIET )

15.1.5 XHRHEE A G 72 & 2o AR Rk B T 28 % 0h e & L 7258 T
RERIZ BT B AF5mgD T () (2B W THERBRYYED T
BIIZ1.10E/100A - 4ETH o720 [1.10 1.2.10 2.2, 11.1.1&H]

15.1.6 XMHEHE 272 & e AR B HEBI i e 2 )R & L7285 T
BRI BT 2 AF 15mgDfENT (B 12BWT, MR
i 9 % B < RIS 0 S BIERI30.461/100 A - 4ETH o720 [1.1,
8.7. 8.8%M]

(BEME#R)

15.1.7 BRIEVERHESRBE 2 0b G & L7245 T/ A ERER K 04 AR
BRI B 2 AANSmg DT (I 10\ CHEE 2 BYGEDFE B
X ENEN0MEKU6.01F/100A - 4F (9B, COVID-19B# D b
DIF3.7H/100N - 4E) TH-o7z, [1.1. 1.2.1, 2.2, 11.1.1&H]

15.1.8 MEMHEHEHERBEZ TR L L28 T/ A RRB R OV4 AR
BRIC B B AK 5mg 0T (M) ik, JEIE R M % B

NS O FEBAIE L2 N0.4B1/100 A - 4FFO0FI/100A -
FTHotze [1.1. 8.7, 8.85H]
(BRI )

*%15.1.9 EMIBBVEBINR 2 20 G & L7248 MATRERIC BT 2 ARH

15mgD AT () 12B WV CEE 2 EEYE O FEHIF2.91F/100
N AETHoze [1.10 1.2.1, 2.2, 11.1. 18]

*%15.1.10 EMIMEBIIRJCEH 205 & L7258 MAHRBRIZ B 5 AH

15mgDfEHT (B <id, JERGIER I Z Bk BIEE O %
BEIE1.260/100A - £ TH -7z [1.1. 8.7, 8.8%H]

(7 FE—HEREX)

#15.1.11 7 MU= E KRB HE IR & L5 MR B 2 AH]
15mg & O30mg i &M (R, 3R 1ICBWT, EHRKYE
DIEHHIX15mghET2.41F/100A - 4E, 30mghET2.91F/100A - 4
THhotze [1.1. 1.2.1, 2.2, 11.1.18K]

#15.1.12 7 =M B E R & U5 MHTERERIC 3B 2 AH]
15mg & O30mgfE & iHT (B, 3itlR) 2B\, JERMIEN
9% B < EAEIESE 0 FEBIEIZ15mgRET0.361/100 A - 4E, 30mghf
TO.261/100\ « 4ETH o720 [1.1, 8.7, 8.8 ]

GEBMHXEBR)

15.1.13 EEM ARG L2 G E LS T/ MAHRER B 28 A
A5z 8- (3akBR) K OT16:EM (2505% © $65-8:H Ik
MCHRRMS E 2 ER L eh o 2280, BICSHEM) %5 L0k
FRITIZ BT, TR IKYIEDOFIERIL 7 T & R M 5Tl
10.81/100 N - SETH-72DITR L ARFISME [ G- T 168 % 5
TENZNI.E/I00N - 4E L 02.64F/100N - SETH o720 4E10b/
MARRRBRIC BT %38 A BN AA45mglc X ek L. 48 TR
(T3ED) \2B4) B AR RN AR A1 5mg L U'30mg % $£ 5- L 72 Bk
EFTIZ BT, EERIEYIEDFIEIL T T LR HETl26.214/100
N AETH 572018 Ly 15mg A #ET4.91:/100A - 4. 30mgff
HRET3.0M/100A - 4ETH o720 (1.1, 1.2.10 2.2, 11.1.1BH]

15.1.14 EEERI e 2 0% & L2485 Th/ MAHGER I 35 1) 538 A g%
PHNIAF45mg % 8 (33lR) K O16H M (258 « $ 580K
FUCHRRIG R 2 L e d o 2854, HICSEM) %5 L0k
fEATIC BT, BIEEEOFHII R o 720 HMHRBRIC BT S
BRI ARAI45mel2 X D &% L. B IMATRE (13 2B
VT B HEFR RIS AF 15 mg B 030mg % $5- L 7= PR RAT 12 B v
T FREANDRE G % B EVEIES ORBHRIEZ T 5 L R BETIZ0.8
BI/100A - SETH - 72DI2x Ly 156mght&HET0.561/100A - 4,
30mgBEAHETL.0B/100N - 4 TH o720 [1.1. 8.7, 8.85/H]

(7 O—%%)

15.1.15 70— VB ENR L LS TIHEABLERBETT I ¢
RIUIAH45me % 128 R 5 L7246 I B 2 BEATRIT (2588%)
IZBWT, EEREIUEDORBIHEIL T 7 L R 12E S TI7.9
/100N - S TH o 7z012xt Ly ARHI1238 B4 519, 34:/100
N - ETH o720 8B IAHE AT R CAKI45mg D 1208 1% 5-
W20 RS ER L. B IR ERBRTT IR, A
M15mgX1x30me % 5 L7z AT (R, 1580 2B,
T 2 Y O R BIZRIZ T 7 £ K BETIET.20/100N - £ TH o
72Dk L.y 15mgPE A HET4.00:/100A - 4E, 30mgPF &4 #ET5.7
/100N - 4ETH o720 [1.1. 1.2.1, 2.2, 11.1.1B1]

15.1.16 7 u— Vi E a8 L LB THEARLERECTT S
R G ARAN45mg & 1208 M He G- L 724 B BV 2 5 E T (238
) 2BV, B OFBUI 2o 720 5 I AL R ER
TAAA5mg D128 P 512 & 0 BRR IS 2 2 L, 45 T A E
PR T 7 5 £ R, AH15mg id30mg % 45 L 7= PR &t
(R, 1B 2B, R I % b < IS o R 3
HKFT 5 L RBETIRO.7H/100A - SETH o720 L. 156mghf
AWETO.401/100N - 4, 30mgPR&HETL.561/100A - £ TH -
720 [1.1. 8.7, 8.88M]

(RhBESEE)

15.1.17 GIMERFLO) A7 WF %243 580 7~ 5 B% 25t
G LJAKMER N 7 7 v F =7 2 T 2 IRIE O WM R R 0
MR, FEFMIEH TH L EE LM RFER (Major Adverse
Cardiovascular Events: MACE) & OVTEVERGES: (J L0 E i )5
<) ORBHFIIOWT, TNFHEARICH S F— ik

_5_



(95%fE X)) 1d2hehl.33 (0.91, 1.94) KT1.48 (1.04,
2.09) THY. BWEEXM LRIZFORE L TS~ -
1.8% M, TNFREAIIN T 2L BEES e h o722
ENFE SN TV B, F720 AFITH, ENTIRZOBIEHEICE
W, DI RFROFEHAED 5N T W5, [1.1, 8.7, 8.85H]
15.2 FERRRREBRICE D < fF#
AHNZJAKMEMEM 2T 5 2 &5 6 RIER B P BIMARNEH
T RIET RS D D R FERTIX Y ¥ SEREUR O MR
DIEAIFITM A SRIEPIHNEN 2 R e (BWHUE
(FriiR) &) BAbhiz,

16. FEMENRE

16.1 IMrhiEE

16.1.1 BEEE
el B BRI ARHIT . 5~30mg & ZefE R HLRE 1 $% 5- L 72 & 2 o8
MBI ST A — 5 & FRIORT? GHEAT—%),

F1 0 KA AR GO T X2 — ¥

A=y pfn) | o o a2
Coes (ng/mL) o .60 79
Tous® () 540 | o040 | (Lod0
AUC= (ng * h/mL) (5114.5(» (5293,57> (ﬁg)
T () o wm .00

PIgfi (B )

a. WL (/M — e KAl

b. BAFIESME (RERERAER )

*%16.1.2 RIE®RE

HANBGEG Y 7 < F BHEIAH 2 1H 175~ 30mg 22 M ks KA RS
OG- L7z SO HIRBIZB T 2HWBYE ST XA — 5 ETERD
EBNTHY., GBI DN TERIREIZHEL, M
ZEALBDONLEHo72Y (HEAT—%),

F2 T AR ARG R O H RIS BT 2B E T A — 5

sga—y Opp | T o (st

Coas (ng/mL) (fi% fff,j& (4161.19)
Tot () noda | fsew | [Lod0]

AUC? (ng - h/mL) (5297.2@ éfg) (ggg>

I (BREfR )
a. WAl [ie/IMit — f KA
b. G- HEE () 248FR

55 AR R B O 7 — & % o 7 BHEFSE B REMRAT 72 & 3 52 &
N7z HARNGZHEE B 2 5 CARK 2 1 H 11 15mg BOERR 1%
B L7 EOEWIREBIZBU 5 7857 ¥ F =7 O il 4 v g 7%
(P gefii [90%EHEIXHI]) (X, Cmax 42.4 [28.5, 52.3] ng/mL.
AUC: 365 [259, 542] ng - h/mLT®H - 7Y,

XA 2 i 72 S 2RI B HE B B 2SS 2 BT B SR BB R
PEFHESE B LML TBY, MV HE I % & O IAHRERR
RERDT — 5 & 7 BHE RS B RERAT 2 S e Sz, HARNR
FAANZTHUN5mg RAERE 4 G- L7z & SO FEIRBIC B 5778
F o7 ombEhgEgE (Pl [90%EFIX ] 1%, Crax 42.0
[30.3, 51.0] ng/mL, AUC: 443 [359, 608] ng - h/mLTH -7,
85 1/ MAHER IR GABR O 7 — & % FI > 72 B4 [ S8 W Bh B AT 20 & 3
E SN HARNGRE B HE S E IARAK %2 1TH L 15mg SO
I35 L7 & EoEHIRBICBIT 2 735 2 F = 7 ol higdE
2 (PUefi [90%fEHEIX M) X, Cmax 40.0 [34.8, 53.4] ng/
mL. AUC: 416 [337, 494] ng - h/mLTC& - 729,

5 MAHRRIRRER D 7 — % % 72 RHE S Bh RE MR AT 20 & 3 e &
7z, HARNEMIEVEBIIR 98 1A H] %2 1 H 18l 15mg RARET
PG L2 EOEFEIRBICIBIT S Y85 ¥ F = 7T O MMM RE =

(el [90%EMEX 1) 13, Cmax 55.8 [44.6,60.4] ng/mL,
AUC: 481 [354, 617] ng - h/mLT& 72",

HR R RO T — & % 72 B IS B REARAT 2 S 38 Sz HAR
A7 NE—ER G S AR HI % TH 1A 15mg i3 30mg SR 1%

—6—

B L7 &0 EIRBIZBI 585 v F =7 Ol gEGHRE (b
il [90%M5HIX ) 1. 15mgH 51 TCmax 34.8 [24.9, 43.4] ng/
mL. AUC: 370 [231, 535] ng - h/mL. 30mg#%5-FF CCmax 72.6
[57.6, 85.2] ng/mL. AUC: 643 [422, 1130] ng - h/mLT&H-7:Y,
HA N R I 2 B 2ARA) 2 1H1M 15mg. 30mg X i345mg S AE R
5 L2 X0 FIRBICB 278 v F =7 oMb TEgERE (b
Jefil [90%EIIX ) 1%, 15mghe 5 CCmax 46.1 [37.8, 55.3] ng/
mL. AUC:358 [302, 535] ng * h/mL. 30mgH¢ 505 CTCmax 92.6 [71.9,
143] ng/mL. AUC:737 [451, 1260] ng - h/mL. 45mg#% 5k CCumax
133 [99.1, 185] ng/mL. AUC:114 [761, 1663] ng - h/mLTdH -7,
BRI D 7 — & % I 72 BER RISE Y B REEAT 20 & 2 S 7z
HANZ B — U BHEICAA #1H1E15mg,. 30mg X i345mg
ARG L EOBFIRBIIBIT L2735 F =700
RehEgE i (e [90%EHIXH]) £, 15mg#k 5 T Cmax
53.4 [38.7, 81.0] ng/mL. AUC. 369 [264, 592] ng - h/mL.
30mg G- TCmax79.1 [51.7, 115] ng/mL. AUC-. 618 [274,
872] ng * h/mL. 45mg#%5-l TCmax 113 [90.4, 253] ng/mL.
AUC. 940 [597, 2318] ng* h/mLT&» - 7217,

16.2 TR
16.2.1 BEDOF

R R B 420 A 30m g 2 v M ET A (2 Bl e 5 L
7ol &, Z2JERE & R L CTAUCS K U Crmah3 2 Z1129% 2 U°39%
WLzt GHEAT — %) HEHEBERE 66611 AH45mg % Filli
IR B e G- L 7o & & 220 & I L CTAUCs
O Conax?)SZ NZN26% I U60%1E M L7212 AEIAT— %),

16.3 #78

INT Y F 2T O MR GRIIS2Z%TH 572, 78T v
F =7 OMH/MAEEEEZ1.0TdH ), MLER K OILAE S~ D
TRFABETH 72 (n vitro)o

16.4 {Xzt

785 Y F = TIECYP3A4IC X DR S . CYP2D6D G- b
FTHIICRDOENL, 737 ¥ F = T OEIEEIZRZALIRITER
LTW5, MG Z W2 VB2 S, vy vy F=T
DRZALKIZIMIE DB BEDTI% % o 72137, —BEN I
DTN T Y ERAERD13% R O — B FEAN I O BBRIADT . 1%
M7z, 77 v F = 7O EAHEW RO SN Twik
W (i vitro TR UMVELN T — %) o [10. 28]

16.5 Bttt

I NE YT =T ORI BT B I I WL 8~ 14IR¢ [ T
B o Te HERAEBREIINC-T 88 ¥ F =7 % Bl O #& 5
L7z& &, BGBUTRED24% DS RHNZ, 38% ST IZ 7 /85 ¥ F
ST REARE LTHEIE S L, 34% 25 & L TR e
15). 16) (57$A7:—7)o

16.6 BENDEREHJ 28F
16.6.1 BiaEEERE

IIRF Y F =T DAUCLITEAETEIEH B 5% (eGFR:90mL/min/
1.73m?DL k) LI L T, B (eGFR:60~89mL/min/1.73m?).
%% (eGFR:30~59mL/min/1.73m?) M UEE (eGFR:15~29mL/
min/1.73m?%) OERERERERERE TENEN18%. 33% K% UM44%
Molze I8FVF =T DCmaxkds EHEREIE T WBRE & B e S
WERH CHBECH 727 WHEAT—4), [7.5. 7.8, 7.11, 9.2
Z ]

#3 - AH5mg B MR I G M DY TE ST X — 5

NS A5 23 WE | TEE | Rk
() (641) (611) (5#1) (611)
Co mg/ml) |y | o | som | G
Toust (b) 060 | 15600 | 1060 | 2000
Avc- g wvml) | | % | ae | e
T () 6oy | o | o | am

IO (B2
a. MYLfii [Vl — fe KAl
b. BAIEIME GO )



16.6.2 FTipeEEEE
INT v F =T DAUCIENFHEREIE W R & L L ¢, BHE
(Child-Pugh%#HA) K OWEEEE (Child-PughsiB) O FF#hE
BB T N2 N28% [ U24% 70 o 120 IIF Y FZTD
Caxld FFREREIE B HERCE & ik L C. BRI RE R SR ©
VEIIRERE, v & B TR B R B e CUEA3% 0 o 72 T BT A%
REREEMERE (Child-Pugh/HC) 2B 2 @BRd I L T
W (SHEAT—%) [2.4, 9.3.1, 9.3.22M1]

#4 © RANSmgH RS ORWYBE ST A — 5

KT A—% % B AR
(A7) (6H1) (6M1) (561)
26.6 27.3 37.2
Cmax (ng/mL) (8.39) (6.98) (8.94)
: 2.5 2.5 1.5
Taax' (h) [1.5-3.0] [1.5-3.0] [1.5-4.0]
215 274 290
AUC= (ng -+ h/mL) (56.1) (74.5) (141)
8.93 7.99 4.14
T2 (h) (4.87) (4.60) (1.46)
Tafl (R
a. AU /Ml — Skl

b. MAIT-HME B 25)
16.7 EMHEEIEAR
16.7.1 HRAESINE L FZTOEYHREICRITTHE
In vitroiBROFER, 735 v F = TIZCYPIAUZ X DA S,
CYP2D6DEHEL DT NIBDO LN L, 787 T F =T DI N

o= d N A e i JEHE 30))

7.7. 7.10. 10.

2% ]

j-4:

o

ZTFRIORT GMEAT—%). (7.4,

F5 PRHIEDTY N Y F = T OSBRI AT TR

YRTYFZTD
RBYE T A =%

S BEEE |y Y FoT |, | BN IERESEO I
W gse | g |PE roowmmem)
PR/ Bk
Coe AUC
rhary—n foﬁn 3mg U 1.70 1.75
(RCCYPBARIE) | oo B [l [1.55-1.89] | [1.62-1.88]
AL f(;)i“@g 12mg | 04 0.39
(ROCYPRABH) | oo i [0.44-0.55] | [0.37-0.42]
1075
| 6. 12X1324mg
| 25me/l 0.97 0.9
ARPVEF=E ey | I 00 g 66 097 10.931.06)
- 26 H i
43R [H]
V77 EY Y| 600mg 12mg 12 1.14 1.07
(OATPIBF%) Hi ] e [1.02-1.28]|[1.01-1.14]

a. 7Y YT = T R

FHE RIS BT O ikt & 0 . pHAIEEH (HIEe#l, 7o b~

R THERLR L) RCYP2D6ERBIAEIL, 785 v F =T DY

BB FUT S o 7220 2
16.7.2 INE S F_THHAEOEYHEICRITTHE

YRT Y F TGRS B REC KT T R TRIORT

MEATF—%

)O

%6 1 Y VT =TI OSY BRI KT

PRI D
HFIRE N T A — &
N BERSE | oy yF=T | IRANZIREMES O
iR o A L T e
B/ Ak
Cos AUC
3TV LY 5mg f‘gr?é] 9| 07 0.76
(CYP3AJLE) Wi 1R [0.69-0.83] | [0.69-0.83]
OANASF ¥ | 5mg fg‘?é | 07 0.67
(OATPIBIE) | JoR [0.63-0.94] | [0.56-0.82]
FIUARSF | 10mg fgﬁl L 0.77
(OATPIBHE) ] 10H [0.79-0.971|[0.70-0.85]
IF=) 30mg
- | 0.03mg 0.9 111
IA NG V=" . 1H1H 22
(ELBIE) i Iy [0.89-1.02] | [1.04-1.19]

E 32
SMFIRENF A — %
— BERSE | oy yF=7 |, | NIRRT I
BrA% Bk e | PR [o0mEBR )
PR/ B
Cos AUC
DES 30mg
, | 0.15mg 0.9 0.9
I VT AL X TH1M 22 - a
(ELRIEE) i 14H R [0.87-1.06] | [0.85-1.07)
1045
2 16, 120U224mg
| 25mg/l% 1.03 1.14
ARPVERT= I ey MHEE 10 g6t 93| 10.9101.43]
. 26 H [
43 [E
37245 | 20mg 1“;?% 5| 105 104
(CYPLA2IEE) i IHM [0.97-1.141 | [0.95-1.13]
F7UEF S | 150mg 133”1“% g | 087 0.92
(CYP2B6IE) i e [0.79-0.96] | [0.87-0.98]
FT¥Z o 45mg
ARLT Bgénlélg TAIE 19 ) 113—310 501 |1 118'—315 54]
(CYP2D63:E) 11H U T
FATTI=AD | d0mg 1%1?1% 5| 08 0.98
(CYP2CIOILED) | Ml 1A [0.58-1.05] | [0.85-1.13)
STL77Y Y | 10mg 1“;?% 8| L8 1.12
(CYP2C9TD) i HAm [1.05-1.33] | [1.05-1.20]
a. UINF T =T )
17. BRERERIE
17.1 B3 RURLMICEET 5558
(BRE U7 F)

1711 ERRR : STb/M#ET > 4 Lk, ZEEHR. HEHR :
SELECT-SUNRISE (M14-663£5%)
— % H i DcsDMARD TRYARA 1457 HhEHE 2 & HfiE D H A A
iy~ FEEENRE LTI R E eI RZ 5
i L 720 csDMARDBEAF. A#]7.5mg. 15mg. 30mg (1H 1)
V377 Refh Uiz, #5128 ACR20 Uits (F %3¢
i H) ITEROLBY TH Y. HEIEMICHEIH &G R
VAL XS (AL

F1 P12 O ACR20. 508 0708343 (FASHER)

ARH AH -
15mgl 7.5mght 77 R
83.7% 75.5% 42.9%
KA
ACR20 (41/49) (37/49) (21/49)
7T KRB D 40.8% 32.7% B
[95% 15X 8] [23.5, 58.1] [14.3, 51.0]
P < 0.001
) 65.3% 40.8% 16.3%
E
ACRS0 ke (32/49) (20/49) (8/49)
v 34.7% 20.4% 2.0%
Sfaska
ACR70 cs (17/49) (10/49) (1/49)
% (B1%)

a. /Y VARY Y it

b. A EAKHEM 5%, Cochran-Armitage D MR E
AHN5mgte GBI 12RO ERG, HELAERL, b
BHEOPGHIRC R S 72 ERHLO NBROFEHE G Z DT ORIC
RL7z0 FHEIEEo7zRIEH @CBILLE) & AHI15metks-
TECRINEA 3B (6.1%) KFrPERIARE2B] (4.1%). AFI7.5mg
P 5T RN ZSE (10.2%). EEALVRZ26] (4.1%) THo

72
22 G2 E TOHERGOME (REVERITNR4EM)
ARH AH e
15mght 7.5mgh 77 AR
ek 57.1% 59.2% 49.0%
HERR (28/49) (29/49) (24/49)
] 2.0% 2.0% 0%
EfTHERR (1/49) (1/49)
BEIE ORIk 2.0% 0% 0%
EoHERS (1/49)
% (B1%0)



17.1.2 EEERARR : SOHT > 4 Lk, —ES5H. HERER:
SELECT-MONOTHERAPY (M15-5555%8%&)

—EHEOX P FLFF = (MTX) TRIRER 5 7% & A
LEIEOME Y v~ FBEE NG L L ARH PSR OMTX
IR EE MR ZER L2 (HRAZED), A#15mgi
1330mg (1H1E) o HpFE~ DY) Y 2 & MTXAHkHE
AL L7220 RA5mgP 5B IC B 1) 5 148D ACR20 &
;R (EEMEED) 13, MTXEGHICHENTE L Mil5m
e DRSO HT®),

%3 1§ 5145810 ACR20, 505 U708 %5 (FASHR)

AH|15mght MTXEE
o 67.7% 41.2%
Yy 2 3a
ACR2) S (147/217) (89/216)
MTXH L 0% 26.5%
[95% A5 HEIX "] [17.5, 35.6] -
Pfitic < 0.001
41.9% 15.3%
K
ACRS0 g (91/217) (33/216)
o 22.6% 2.8%
A
ACR70 i (49/217) (6/216)

% (BI%0

a. J Y VARV F =ik

b. IEBLGAZIE D 7295% 5 T IX [

c. HERTE NI TR %% L 72Cochran-Mantel-Haenszel %

AHN5mgix 5-HEIC BT 2 4B O EHE, EE LA HFL,
HHIEOBRG LI E - A HEERO NBROFRIF G2 U T O
FIR L7z HEBEIGD A o 728EH 2% L) 13, REE
6l (2.8%) TH o720

4 FGIGER T TORERGOME (LA REM)

#6 : 51208 D ACR20. 50, 708383 K 04 15- 243K O mTSS DN — 2
T4 v hoH0ZAbE (FASHER) HARNBSER

AFHI15mgh AFHKI7 . 5mght MTXH#E
85.2% 85.5% 57.1%
E= K
ACR20 S (23/27) (47/55) (16/28)
MTXHE & D% 28.0% 28.3% B
[95% A5 MIX RP] (5.3, 50.7] (7.7, 48.9]
] 66.7% 60.0% 21.4%
HEa
ACRS0 Eeits (18/27) (33/55) (6/28)
. 51.9% 34.5% 0%
SR
ACR70 e (14/27) (19/55) (0/28)
mTSSHR—2 5 1 » 0.24 0.9 2.64
6O 4 (26) (51) (26)
MTXHE & D% -2.40 -1.69 7
[95% fEHEIXY] | [-4.45, -0.35] | [-3.47, 0.09]

) VL AKY ¥ —Hiseik

. BT D 7295% 5 HHIX [

NI

. BRI R

ARA15metk GRS B 2240 ERR, BELAHERS,
HBREOB G PIEIC R T EFL O NB R OCRHBEEZ T O
FITR U720 AHI7 5Smgix 58 (HARADOR) 12B1) %2480
FEHG, TEEZAEFR. BREOEGTILICE S - HFEF
LONBROFEHE AL, FhEndssl (78.2%). 561 (9.1%)
F OB (9.1%) Td-7zo IG5 BECTRIKGIE D - 72RIfE
%ML E) & RANSmgGHTT I =TI/ bT VR
7 x5 —EHImsE (4.7%). L5GEEG11H (3.5%), 7 A%
IXUVEET I VT VAT T —EEIMELOTELLOR (ZhE
N3.2%) ., M2 L7 F ¥R ZAFRFF— LR, FhEigde.
RGO MU 7)) k) FIETH (ZhEh2.2%) . AH

KFHI5mglE MTXEE 7.5mgix 5B (HARANOHR) T HMKIH AL O 546 (Zh2z
— 47.5% 47.2% N7.3%). EAGEEG DEAVRZ, REREE L N RS
N <1(;3/13/17> <122g§/16> Bl (ZNZH5.5%) Th o7
EELFERR (11'/2107) (6)212) K7 BG4 E TORERGOME (VIR ER)
HBEE D G I 3.7% 2.8% AFHI15mght MTXH
Eo A ERE (8/217) (6/216) — 64.0% 65.3%
% (%0 B (203/317) (205/314)
17.1.3 ER#£RRR - LM 4 Lb. ZEGH. LEHRR 4.7% 4.1%
SELE%I'II%EAI;LT(EQ(M%—SIE;{E;)Q o EER AR b {5/517) (13/314)
) BEHEOP Gl 1.4% 5.1%
MTXIZ & 2 IHHAEERD 2 R EE D & TIEO B Y v~ F TS A ES (14/317) (16/314)

g L L7z ARH) Bl Gt s o MT X I — 5 ke b i ik %
FEhEL7: (HARANEET). AAI7.5mg (HAADOMA), 15mg.
30mg (1H1) IIMTX%$#5 L7zo ARERO E N 3 EFN
FH I, 51281 O ACR20 K% . O 4% 5- 248 K O modified
Total Sharp Score (LAF [mTSS])) ®R—2F5 4 ¥ 5%k
BCH oo RHNSmgikG5-HEICBIT 51280 ACR20 s
(EEEFHMIE ) 13, MTXEGHICERTE L et e aE
ENRD NIz Tz, 243805 0 B % T K 0L O XML
A a7 (mTSS) Tl L 7zf s, MTXAR IR TAF ToOH
MAVNES L MR A AR Sz,

725 ¢ P12 O ACR20. 50, 708353 [ 0% 524l Om TSSO X — A

% (B0
17.1.4 BHARAR  FNMEZ >4 L. —ETHR. LA

SELECT-COMPARE (M14-4655E%)

—EHEOMTX (15-25mg/#) TRIRA 557 hEHE 2> & HE
OB < FRBEEWNRE LTI REOVERE (75 <
7)) AR EE MG A L 7z —EHEOMTXBEH T
AF#15mg# 1H 1S, 74 A~ 740mg% —HBIC—mEE T
P, XE 7T ReHG Lz AR15meix 581281 5128
FOACR20 s (FEFHOEHE) 3. 77 B RGN
T AT A AR S 2%,

#8 + H 128K D ACR20, 50K 7085 (FASHM)

7 A a5 0L (FASHH) FA5mght |75 ) A~ 7R MTXRE
AAI5mghF MTXH e 70.5% 63.0% 36.4%
JRE— 75.7% 51.1% ACR20 St (459/65) | (206/327) | (237/651)
o (240/317) (170/314) 75 L AT O 34.1%
MTXHEE 0% 21.6% [95% fRHII] | [29.0, 39.2] - -
[95% AR ") [14.3, 28.8] - P* < 0.001
Pt < 0.001 gese 15.2% 29.1% 14.9%
JRE— 52.1% 28.3% ACRSD e (204/650) | (95/321) (97/651)
" (165/317) (89/314) JE—— 24.9% 13.5% 4.9%
JUE— 32.5% 14.0% N (162/651) (44/327) (32/651)
- (103/317) (44/314) a. /¥ VAR Yy — stk
mTSSHN—2 54 ¥ 0.14 0.67 b. SIS 722 95% I I
6 DZEALES ¢ (279) (264) c. bDMARDTi{&##EE TH#£ L 72Cochran-Mantel-Haenszel g
MTXEE & D3 -0.53 ARHN15megte G- BB 226 AR DA EHG, EELAEREG,
Y= e - _ _ , . . .
[95% TR D08, 0200 GIE OB IR > 72 4 R 0 AR OB 4 % LT

. VLV AR Y Y —Hisek

BB 12 FE D 72 95% A5 HEIX [

. IRBRFE NI TR 4% L 72Cochran-Mantel-Haenszel 172
/NI

. WRTEH T AT i

L REBRIEEHIR R [ E R T WIS T A N— R T A & A
ST (ANCOVA) €7V

Il = NN eI o ul -+)

P WP S

DFRITR LTz BHEEGE» > 72/EH QLR 3. 79
ZUT7IMFT AT 2T — B0 (3.1%). T AT F
VEET I NI AT 27— EEmeH (2.5%). KEZL%IS
Bl (2.3%) RN 2 L7 F ¥k Ak FF—ERINL3HI (2.0%)
Thol,



9 1 5260815 T TOHHERGOME (LA REM)

AH5mght |75V LA~ TH| T35 EXRE
64.2% 60.2% 53.2%
k=24

HERR (417/650) (197/327) (347/652)

3.7% 4.3% 2.9%

R 7o A

ERTHERR (24/650) (14/327) (19/652)

BFEE DTG RIEC 3.5% 6.1% 2.3%
F o AT ER R (23/650) (20/327) (15/652)

% (%0

17.1.5 BHRER  FONMEZ >S4 L. —ETHKR. LERHER

SELECT-BEYOND (M13-542:8%)

AR BB A EST Y < 538 (LT [bDMARD]) TRIEA
T3 IR EE T B - 7R EFRE D & HAE DO BT ) 7~ F BF & %
S L Liz—EHmEDcsDMARDIFHIX G- D 7 F £ R EEH
Ml % 92 L 720 csDMARDBEH F. A#I15mg. 30mg (v
FROLIAED, XIE 7T e REHS Lize RA5mgdk 5HIC B
5120 O ACR20 cise (REEFliEE) &, 79 B REGHIC

TR <L RN A B0 b7z,
#10 © $:5-12080 D ACR20, 505 0708 #5 (FASHIH)

AHI15mgh 75t K
N 64.6% 28.4%
A
ACR20 B (106/164) (48/169)
7T RREE DX 36.2%
[95% {5 AKX [H°] [26.2, 46.2] -
Pfitic < 0.001
. 34.1% 11.8%
ACRS0 23 (56/164) (20/169)
11.6% 6.5%
2
ACR70 St (19/164) (11/169)

FIR L7z FEBEGPRE o 2RI (2%ELE) 13, ELLoBl
(4.1%) R OBHHESHE (2.3%) Tho7zs
FK13 G128 E TOHERROME (LM REH)

AFHI15mght 7T R
e 56.6% 48.9%
aEER (125/221) (108/221)
N 4.1% 2.3%
ERGHERR (9/221) (5/221)
BRSO L-IkIC 3.2% 3.2%
oA ERG (7/221) (7/221)
% (B1%0)
(S EMERAET )

17.1.7 EERRER  BNIHET > 4 L. —E5HK. HLEHER :

SELECT-PsA1 (M15-572:XE8%)

1REFE L D csDMARD%: (csDMARD J O'PDEARH4E3E) TRh#
A5 IANTEE T D o 72 HpEE > © T O 1% By Pz ek B 1 2
B (ERBM S L, EREM B SHMI L) 2545
LTI RPOFERE (75 L~7) »HEEHERILEG
Bra i L7z AF5mgx 1 1R, 74 4~ 740mg% 2
ERNCIEE FHS. X379 RE21IHLERYG L7z, A#l115mg
BeHREIC BT 512D ACR20 23 (FEAEE) 3, 7
TR GRS HRTHE L, MEHEN 2 A EERO BN, £
7oy BHEEZWTICHED CETOHHNIC OV TR, 24HREOmTSSD
R=AFTA Y HODOEAENT T v R GHITILXTARAILSmg
Be GBI ENICH RN S o 725, [5.28 ]

14 $ 5128 ACR20, 50, 7088 3% 5 & 0P 5-2438 K OmTSS DR —
254 Vb O LR (FASEMN)

%
a.
b

c.

(B0
J YL AR Y —Hlisek
L IEHES A1 D 72959% 15 X 1
R T 3 > 7-bDMARDH i&## I Till % L 72Cochran-Mantel-Haenszel
Mese
KRANSmgH SR BT A 12O EHSR, EELAERES,
RO GHIEICE > A FEFLOANB R OBIEEGEZ U T O
FITR L7 BREEGIE o 728IMER Q%L L) 12, LAGE K
HeoBl (3.7%). FREGEG L OTELSH] (2 E3.0%) TH o7z,

F11 B2 F COFEFROME (LM GAER)
AFl15mgh 75 R
- 55.5% 56.2%
TERR (91/164) (95/169)
e 4.9% 0%
HELHERR 8/164)
HBEE O Gz 2.4% 5.3%
o HEHR (4/164) (9/169)
% (B0

17.1.6 BHRER  FNMEZ > 4 Lk, —ETHKR. KRS :

SELECT-NEXT (M13-5495%5%)

— & M5t D csDMARD TRYRA 557 HAHE A & THIE DB V) ™7
YTFEBENGL L7275 A E S R & 920 L
720 csDMARDHEH T, w7 /%% ¥ F=715mg. 30mg. 77t K
(WFRHIHIE) 285 Lze AA15mght S5-I 2 12588
DACR20 gris (REFHMEHE) 3. 77 v REGHICHART
< R R AT TR S,

AHK15mght | 7¥ ) A TR| 7T bKEE
70.6% 65.0% 36.2%
B
ACR2D S (303/429) (279/429) (153/423)
7KL D 34.5%
[95% 15 HEIX [HP] [28.2, 40.7] - -
Pfific < 0.0001
o 37.5% 37.5% 13.2%
V2 3za
ACRS0 S (161/429) (161/429) (56/423)
15.6% 13.8% 2.4%
K a
ACR70 B (67/429) (59/429) (10/423)
mTSSOR—A T 4 > -0.04 0.01 0.25
75 OZE LR ¢ (391) (384) (372)
75 AREEE D -0.29 i _
[95% 13 HEIX [1P] [-0.44,-0.14]
% (B%0)

a. J Y VARV —Hliscih:

b. IEHAICHD N 7295%1F FEIX [

. csDMARD: OHAE D O A5 T #% L 7zCochran-Mantel-Haenszel
Mese

d. AT

. BRI AT

AHK5megit G-I BT 5 20RO FEHR, EELAFERS,

BRI O G IR > A FEHLO AFBOBBHEGEZ LT

DFITR LTz SEHEEDE - 728EH (2% ) 1. iid

VT F VRARFF—ERIM28HI (6.5%). FAE G241
(5.6%). TI=VT3I/ Iy A7 x5 —EHMH (4.2%).

TANGE VBT I NI VAT 2T —ERIMI3HE (3.0%). IR

BRIEGe e OV A MLERIRAEL0B] (2 2ENn2.3%) Th o7z,

F12 : $51208K D ACR20. 50 U708k #3 (FASHH) F£I15 524K TORFEFROME (VRN S48 H)
A 15mgh 75 b R AHNSmghE | 7YY AR TE| 7T REE
. 63.8% 35.7% N 66.9% 64.8% 59.6%
2 %a 2
ACR20 2 (141/221) (79/221) R (287/429) (278/429) (252/423)
7Tk KREE D 28.1% A B 3.3% 3.7% 3.1%
[95% f& X[ [19.1, 37.0] - AR EATES (14/429) (16/429) (13/423)
Pfitic < 0.001 HBEED Gk 3.0% 5.1% 3.1%
) 38.0% 14.9% HolHERER (13/429) (22/429) (13/423)
g
ACR50 B (84/221) (33/221) % (%)
20.8% 5.9% S5 ES - = K —== stES -
sfska 17.1.8 EEHERRER  FOMET > 4 Lb. —ES5H%. B :
ACR70 St (46/221) (13/221) o = ’

%

(150

a. /Y VARV Y —Hlisgik
b. IEHAZ DN 7295%1E HHIX [
c. bDMARD#i{&# i THi#% L 72Cochran-Mantel-Haenszel 5

ARHN5mete GBI B 2 120 ERR, TELHERL,

BRI OH GRS E S A ERRO ABROEBEIG 2 DT O

SELECT-PsA2 (M15-5545E%)

P75 LB THODBDMARD TRIREA 573 LIIAWETH - 72
SEE 2 O A O TG B VLRI AR (R B S B3 B i DL
b B SBEEI ML L) ARRE LT T R EE
WP BGERER 2 F20 L 720 AFI15mg. 7R (WFhb1H1E)
PG Lo AHI15metk 581281 5 128K O ACR20 S %




(FEFHIEE) &, 77 B REGHICHTRE L, BEtm s
HRAENBO BRI,

16 © $e5-128RE D ACR20, 50, 70e#=E (FASHHD)

AFH)15mght 75k K
N 56.9% 24.1%
A
ACR20 Brs (120/211) (51/212)
7T KL DE 32.8%
[95% 15X [P] [24.0, 41.6] -
Pftic < 0.0001
. 31.8% 4.7%
ACRS0 g4 (67/211) (10/212)
8.5% 0.5%
2 2
ACR70 Sk (18/211) (1/212)

% (%0

a.

D VL AR YT —Hliseik

b. IEHGANZHED N 7295%1E HHIX [

C.

csDMARD%: O BUE Ol i O 45 4 T4 L 72Cochran-Mantel-Haenszel
TesE

AFN5mgix 5-FEC BT 2200 F EHL, BELAHERL.,
HEHEE OB 5 ISR 5 72 A FEHLO NS ORBIE G2 LT O
FITR L7ze BHEEGRE» - 28HEH 2%LLLE) &, R
Je6f (2.8%) MOEE LR (2.4%) ThHo7z,

17 $ 524K £ TORERGOME (LN L)
AFH15mght 75 b R
N 64.0% 65.6%
RS (135/211) (139/212)
i 5.7% 1.9%
ERTHERR (12/211) (4/212)
BHEE DR bk 7.1% 5.2%
EoltHERG (15/211) (11/212)

%

(150

IREE LR & B VAT HEIET )

AHNEmgAH 5 SN R GR350 5 HERR ORI
£1362.2% (178/28661) Th otz HEELAERHLOREBEEGIX
6.6% (19/286%1), HBIEDOFG-HILIZE o 72 EHZ O JEHLE
£134.2% (12/28661) THhorzo FEHE G E» > 72BIEH (2%
Pb) &, RIETS8H) (2.8%) K UHUHE6HI (2.1%) THho7z.
1) COVID-19IZ X 2 KM T — % % MHLY 5 729122 WAl iz b A
220 Y VAR Yy —Hliggik. JUBHIEIIBUSH» S5 L7,
1£2) 52HIFIZ T 7 LR b ARANIY D B R 7 EH D . AR
H344.0H (P35fi).

CREEEHER)
17.1.10 EREHERE  FI/IHE7 > ¥ Lk, ZEGH. &R

B& : SELECT-AXIS1 (M16-0985K5&)

JEATF A FEPIEESR (nonsteroidal anti-inflammatory
drugs:NSAIDs) THRIEREA T XIEARI 2 TH > 72bDMARDIC
LB PR O R WIE B O ME T HEREE 2R E LT
7 R E ML i L 720 AF15mg. 77 bR
(WFNRBIHLE) A2$5 Lize AHI5mgdk5-H I BIT 5 14081
DOASASAOLHE (EEFHEEE) &, 77 RS T
<y AP AT DT B,

720 © $5- 148K D ASASA0 L V20 U= (FASHHT)

17.1.9 EEERARR : FOHET > 4 Lbk. —ES5H. HERER:
SELECT-AXIS2 (M19-9445%8& Study 2)

JEA T O A FEEPLEAESE (nonsteroidal anti-inflammatory
drugs : NSAIDs) CTRIEADN T IR TH - 721G # O X
WL R S R WK R HEE S R R 2 R e LT Tt
AR EE MBS Z L 720 A#15mg. 79 LR (v
FTNHIHLE) %L L7 AF15mghk 5-HEIC BT 5 148D
ASASAOIS . (REFMEEE) X, 77 R REGHICHRTHE
v WEHEN A B EDRD b7,

18 © #5140 ASASIORER (FASIER)
AH15mg 75 K
. 44.9% 22.5%
ASASI0 [ (70/156) (35/157)
R T 22.2%
[95% A5 HEIX [8]°] [12.1, 32.3] -
Pl < 0.0001

%

(150

AFHI15mghE 75k R
j 51.6% 25.5%
5 a
ASASH0 BB (48/93) (24/94)
75w RKEEE D 26.1%
[95% 15X ] [12.6, 39.5] -
Pfiti® < 0.001
] 64.5% 40.4%
&
ASAS20 b (60/93) (38/94)
75 KB E D 24.1% B
[95% A2 HEIX 1] [10.2, 38.0]
% (%)

a. J Y VARV ¥ —Hliscik
b. Cochran-Mantel-Haenszel #%E

ARAN5mgk 5-HE D ¥ 5-64 I D ASASA0 KIS Z K IFASAS20
FORHIZZNZENT72.0% (67/9361) K U79.6% (74/93%1) Td
0. BWHGC X 2B5MEOMREAIR S Tz,

AHNSmgtx 5HC BT B 14O FEHL, EELAEHRR,
HBRIEOB G PIEIC R T EEL O NBROFHEEEZ T O
FINR Lz SEBEIEDE Do 28R Q%D 1) 13, 1~
L7 F VARARFF—ERINas (4.3%). FIREE, 77 =
I INT VAT 2T —BRNN. Bl AT a— VIIE K OV5EG
26 (ZNEN2.2%) THolz

21 - G140 E TOHERLOME (AN REM)

a. COVID-19IC X 2 Kl 7 — & T 2 -0 1L HEMfie i 2 M AR A
P20 UV AR Y Y —Hlivetk. ASASAORUSHIBUI TSR A S5 L 720

b. RIEDEBINBAEIARS X5 (MRIFT RS ) /hsCRP>ULN, MRI
& ) /hsCRP=<ULN., MRI#T 7% L/hsCRP>ULN) % Jg& L7z
Mantel-Haenszel® )5,

c. HEAMEMME%, JIiE DR BUOBEICHR S X5 (MRIFTAD Y /

hsCRP>ULN, MRIfF i@ 1) /hsCRP<ULN, MRI# &7 L/hsCRP>

ULN) #J& & L 72Cochran-Mantel-Haenszel B 5&

P2 55208 O ASASA0SIGH 1L, AH15mgHk 5- 1 T62.8%
(98/15681). 77 KK T42.7% (67/157H1) TH Y. AH
15mg® #5112 & 2 HRMEOMEFRFAIR S iz,
ARHNSmeix G-REZ BT 2 14RO FERG, T LAHEHL,
HHHREORGHILICE - 2 HFHLZO NBB CRRE G 2 T
DFITIR Lzo FEHEN G o 72 (2%LL 1) (13ER6H
(3.8%) TH-o7z0

#19 : 5148 F COFERROME (MR G4ER)
ARH| 15mght 75k KEE
48.1% 45.9%
HERR (75/156) (72/157)
o 2.6% 1.3%
ERSHERS (4/156) (2/157)
mFEE O GA kL 2.6% 1.3%
BoltHERR (4/156) (2/157)
% (%0

AFHI15mgh 75 R
- 62.4% 55.3%
HERR (58/93) (52/94)
o 1.1% 1.1%
ERTHERR (1/93) (1/94)
RERIE DR H R IC 2.2% 3.2%
Fo i ERG (2/93) (3/94)

% (BIE)

AF15mgn G- & N7z Bk G LR |

BT LAERRORE

Bla£1380.2% (146/1826) Th o720 EELAEFHLDSH
#E126.6% (12/18281) ., WHBEOTGHILICE > - FERL
DIEHEE136.6% (12/18261) THh - 7o FHEIED wH - 72
BER (5% L) &, iz L7 ¥k A k¥ — B Bn1441
(7.7%) KO EAEEA108 (5.5%) THo7z,

17.1.11 EEH#RRER : FOET >4 Lk, —EEGHK. LEHER

SELECT-AXIS2 (M19-9445£8 Study 1)

NSAIDs Jz 0'bDMARDIZ & L TRIFEA 155 7 i B Pk o S 47
MeRBEZ MR L L7 T 2R3 B MG % 9 hi L
720 AAISmMg, 77K (WIFNHIHLE) 285 Lz, A
15mg#% 5-BEC BT 5 141 O ASASA0 RS (FETtiH H )
. 7RSI TE L, BEHEN A EESRO O

7237)0



722 1 $5-1438K D ASASA0 K 2058 (FASHM)

25 ¢ $ 02 E CORFEHREZOME (REVERHTNREN)

% (B0
a. JUBFIZCOVID-191 X 2 KMl 57— % # WIS 2 /- I L Elise ik %
MARATE ) Y VAR Y =Mz w7z, ROSBIEIER
IREEA SR L7z,
b. Cochran-Mantel-Haenszel %
ARAENSmgix SR B 5 14O FERS, EERAHERS,
HHEE OB 5 ISR 5 7oA FEHLO N ORBIEGEZ T O
FIR L7z BHEEEH o EEH (%L E) &, IFdhEk
WAIE6H (2.8%) TdH -7z,

%23 BG4 X TOAERROME (LM S 4:H)

AH15mght 75 b R

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

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

HEEE D G RIS 0.0% 1.4%
FolFEHRL (0/211) (3/209)

% (BI%)

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

#3) YLV ARY ¥ ik

H4) 1AM 75 R HARANCY ) B2 72888 b &, AHIBEFHELIN
476.9H (F3ft) .

(EfmiatEEIAR %)

*%17.1.12 EERFERER : FMHEZ > 4 AL, ZEER. HEEER

SELECT-GCA (M16-8525(58)
5078 UL L 0B B U TR O F B IR S B 2 b g & L
727 5 e RO EH R AR E L 720 N—=2 54 X TD
BB E AT a4 Fof58%220~60mg/H (7L F=V v #4
fii) & L. A#F15mg# 1H1A & 26;HMOFEIR R E AT a4 Nl
WO IZ 7 I REZ1H 1R E52HMOFEIE R E AT a4 Ntk
PEH 245 L7z A#I15mgE 268 OB R E A 70 4 Nilliik
BRI 532 B0 B P56 5-5230 Hf (2 EEMAMERFTD) % A L 22 B
OEG (FEFMER) 2. 7I 2R ES2BM ORI E A 71
A RO G- L i LT BEHERN 2 A DR &
n7=,

24 1 P 552 B\ TERAEFE 2 K L 72 BB 0 4 RORIE R A 7

KAI5meht 75 AT FAI15mg + 7oK+
. 44.5% 18.2% 263 HCSH M BE 523ACSH I
s stca
ASASA0 I (94/211) (38/209) - 96.7% 91.6%
75 AL D 26.4% B (202/209) (106/112)
[95% 151X ] [17.9, 34.9] - R 23.0% 21.4%
P < 0.0001 B AR S (48/209) (24/112)
. 65.4% 38.3% BBIEDT GRS 17.2% %5 9%
ASAS20 R (138/211) (80/209) Fo A EES (36/209) (29/112)
75 AR E D 27.1% B % (IR
[95% A5 HEIX 1] [17.9, 36.3] VED) TEMRAMERE © $ 512K 2> & $ 552 K5 F ¢ oo 1 NS EI ME B IR 2%

DR OHERDTRD SN, o, BERERGHI I HE S h
TR A T 04 ROy 2857 LT\,
(7 hE—MHEBE)
*17.1.13 EREERRE - FNHEZ >4 Lk, ZEE5HK. HEHER
Measure Up 1 (M16-04555%)
254 FHHRIZELLIEY 70 ) A 2N HAE THEA TS
Thotze 7 ME—MEER (AD) 10§ s d kB A ¥
By ATAVHFR DS R ICHESE C & 2o W SRE A & TAETY T
12 Ll EOADEET 23 5 & L7 T 1 Kl MR
B diiiL7zo A#15mg. 30mg. XIE 7 It RZIHIEES L
7o HG16EBEIC B 2 TEFFME H OEASI 755 K OVIGA-
AD 0/1" % # L - Bg 0B A I TR LB TH Y, ITT
FENZBWT, 77 v KRB L I U CARAI15mghf & 0°830mght ¢
WA S o 729, [9.7.28 1]
326 : $25-16;8IFICEASI 75, vIGA-AD 0/1. #WHONRS 4P L%
W LR 0BG ITTHE)

AA0mehE | AA5mglE | 77 wKR
e 79.7% 69.6% 16.3%
EASI 7o (227/285) (196/281) (46/281)
75 R D 63.4% 53.3%
[95% fEMEXM] | [57.1, 69.8] | [46.4, 60.2] -
Pfii* < 0.001 < 0.001
e 62.0% 8.1% 8.4%
VIGA-AD O/LEBE| (177 95) (135/281) (24/981)
75 R D 53.6% 39.8%
[95% fSMEXM] | [47.2, 60.0] | [33.2, 46.4] -
Pfii* < 0.001 < 0.001
PWHONRS 4L L 60.0% 52.2% 11.8%
T (168/280) (143/274) (32/272)

ERMFEIZICOVID-191C & KMl 7 — % ZLBL§ 2 72012 % Fflise i & fld

KA YV ARY F—HigeE2 T Lz, BRABILERED S

HH L7,

a. Cochran Mantel-Haenszel#f5&

b. WADNRS 4L EOUFE: X=X T4 ¥ DIRED PP HADNRSH AL, F
TH 7N BT By BEEDOPDADNRSHN—AT A ¥ AL, Rk

27 ¢ $ 516 ICEAST 75, vIGA-AD 0/1, »WADNRS 4Vl ki %
R L 7o oda ITT_A%R?)

1 FORMBBEER (FASEH) KA0mghE | AAIGmghE | 77K
FHl5mg + 7T+ - 31.5% 74.6% 12.1%
263HCSHTHBE 52 HCSH A EASI 75 (49/58) (47/63) (7/58)
TEIRMERE & TERK L 7oWk 46.4% 29.0% T EREEE DE 72.3% 62.5% B
B oda (97/200) (33/112) [95% fE XM | [59.8, 84.8] | [49.0, 76.1]
TS5 EREEE DE 17.1% . 70.7% 16.0% 6.9%
[05% {5 1% 1] 6.3, 27.8] - VIGA-AD O/LERCE| () ng) (29/63) (4/58)
P 0.0019 75 AR E D 63.4% 39.3% B
HEREA7OL T D [95% fE XA | [50.5, 76.4] | [25.6, 53.0]
HA 1615.0 2882.0 : :
SPRBEEE R (i) me me PWHONRS 411 58.9% 49.2% 10.5%
% (BI), CS=RIBREATTA | YK (33/56) (30/61) (6/57)

a. FEWFIZCOVID-191C X 2 Kl 7 — % . T EMPEB)IR 4 LAY 0 s
JSELCKT L C100mgh M 2 2 &S EORIEREEAT e, F (7L F=
VUL RS OHH]) HG5HROT — 5 2T 5 72015 Eifise
LERMARATIE ) Y VAR T —HliEdix BT L7z, L7
BIBUTER A S H M L7z

b. Cochran-Mantel-Haenszel #5€

AFHI15mg & 268 ORI E A 7 v A4 Nl e G-I B
L G52 MO FEHL, EELAERL, BREOHRG PRI
BoTHERFLOANBROEHEEEZ D TORITIR L. FBLE
BAFE Do ZEIVER (3%LA L) &, EMIIEEEEIIR 421060 (4.8%) .
IRERIEGLOB (4.3%) . FARGEERGTH (3.3%) M OTIREAIL A
271 (3.3%) TdH o720

FEREIZCOVID-19IC & B KM T — % 2 WPRT 2 7125 ERiSEE & LA

KA YV AR Y Y —HiseE R O TEN Lz, ERBIEILERE D, S

L7z

a. HOAE (1200 18 AIM) OITTHM

b. WADNRS 4L LD X=X 54 ¥ DIRED PP ADNRSHALL T

THoHERINCBIT B, EDODPWHADNRSAN— AT A ¥ H 54 1k

PH16HEE CoOFEFES, EELAERR, HBREOR S
WICE S HFEHGO NP OEBREEGE2 FTRIORT, et
TN GRS B CRBIEIA AT 2 - 7280 (5%LLE) 1.
AHN5mght il NI230mght T X (ENEN15H (5.3%). 3661
(12.6%)) OATH o7z



28 1 G160 T TORHHREOME (LA REM)

32 G 16H T CORFEHRZOME (LRI REN)

AFHI30mgh AFHI15mgh 75 & R AH#I30mghE AHI15mgh 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% - 1.3% 2.3% 3.0%
RILAERR (8/285) (6/281) (8/281) RIGAERR (4/297) (7/300) (9/303)
BRSBTS 3.9% 1.4% 4.3% BB OB 5Pk 1.3% 1.3% 2.3%
ol ERES (11/285) (4/281) (12/281) o EHY (4/297) (4/300) (7/303)
29 : 8516 F TCOFERZOWME (FVEREVMITN S 4R #33 : $e516 T TOFERFROME (FOER RN R L)
AAI30mgHE AR H15mghE 75 AR AH#I30mghE AHI15mgh 75K
o 70.7% 63.5% 16.6% o 71.7% 61.7% 51.6%
HERR (41/58) (40/63) (27/58) &R (43/60) (37/60) (32/62)
" " 0% 1.6% 1.7% . 0% 1.7% 0%
ERCHERR (1/63) (1/58) ERSAEER (1/60)
RS OBk 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. ZHEEWREG NSRRI S 2 1M DL B2 72 E A4 (12D 118k a. ZEEREGINHRBRIER S 2 1D B2 72 E A4 (1282 L8k
i) S i) A

$17.1.14 EREFAHER  SIHA7 >4 Lk, —EE5HK. HBHER :
AD Up (M16-0475%5%)
A2FaA FAHFE L3y 7 a) A Z25FIS THRA T T
B otz UTADITHT 2 AL HEERE % A9 % e D & FHET
TI2 U EOADEF I g & L7277 & Kbl i Mt
B E L 720 AT a4 FAVHFIBEH T CAAII5mg. 30mg X
377 REIHIAES Lz 5 16ARIC BT 2 FEFHiEH
DEASI 758 K OVIGA-AD 0/1% % 5E 0 L 72 9 0B 413 T
FDEBYTHY, ITTHENIZBNWT, 7 RELHEELTA
#15mghE J O30m gl TRERHAIICA IS 2 - 727 [9.7.25
icH
30 : #5163 ICEASI 75/ OVIGA-AD 0/1. 2WHDONRS 484 Fodk
AL L 2B 0BG ITTHR)

AFHI30mght AFH15mght 7T R
T 77 1% 64.6% 26.4%
EASI 75 (229/297) (194/300) (80/304)
TR D 50.6% 38.1%
[95% 1EMEKI] | [43.8, 57.4] | [30.8, 45.4] -
P® < 0.001 < 0.001
o 58.6% 39 6% 10.9%
VIGA-AD O/LERCK| (7)) 07 (119/300) (33/304)
T T RRBEE D 47 6% 28 5%
[95% fEMEXI] | [41.1, 54.0] | [22.1, 34.9] -
P < 0.001 < 0.001
@ HDONRS 4L L 63.9% 51.7% 15.0%
YRR (186/291) (149/288) (44/294)

FERCRIZCOVID-191C & 2 Kl 7 — & % WLH§ 2 72012 % Falise i % 4

KA YV ARY ¥ —HiseE 2 W TEN Lz ERAIBILERRL S

L7z,

a. Cochran Mantel-Haenszelff %€

b. WADNRS 4L EOUFE: X=2F 4 ¥ DIREDOHIDADNRSH AL L
THo7AEINCBIT B, BEDOHPWADNRSAN—AT A ¥ HAY, R

31 5168 IZEAST 75 UVIGA-AD 0/1, 2@ HADNRS 4Lk Lo
BB L B oE e ITT_A%EP)

AFHI30mght AFHI15mght 7T K
. 84.3% 63.3% 30.3%
3 =
EASI 7o (51/60) (38/60) (19/63)
75 L ARREE D 53.1% 32.7% -
[95% fEMEXI] | [38.8, 67.4] | [16.3, 49.0]
. 67.4% 38.3% 11.2%
_ =
VIGA-AD O/LER | (4 60) (23/60) (7/63)
75 LRREE DE 55.4% 26.3% B
[95% fEMEIXE] | [41.4, 69.5] | [12.1, 40.4]
2@ ADNRS 4L I 51.8% 45.6% 21.3%
O (29/56) (26/57) (13/61)

FERARIZCOVID-1912 & 2 KM 7 — & & WLBH 3 % 7212 % Ao & Ml A

SRATE D VL AKR Y T —HlistE R I CCTER L, BEROBILER RS S

L7z

a. HAME (12PN RIS AG) OITTHH

b. DPADNRS 4L EDY#E: R—2F 4 ¥ DIEEDHIP ADNRSAHAL.

THoIEPINCBIT 5. FEDOHWADNRSAN—Z T A ¥ H 540 ik

516K F CoAERR, BERAERS, BREORS PIE
RS 7-HERLONBROHEHEE % TRIORT . BT
FGEFIZ BV THEIE G E D - 72/EH 6% 1) &, &
FI15mglt T SHE27H (9.0%) . ARAN30mght T 3661 (12.1%)
KOEEAN R 2166 (5.4%) TH- 72,

116) EASIZ 2 71684 L. vVIGA-AD A 2 7330k b, S OMAZKIRE IS 5
0% ADIRZEOFEHI0L. b K OEH ORED 79 ADNRSO N —
AT A VIO fEAL,

TE7) 12/ D L1803 13k 40k g ML o B F

1E8) EASI 75 WS TR TAE R (EASD 075%u#

7#9) VIGA-AD 0/1: /N 7 — b SN/EBRELEMIC X 2 GRG0 -

7 FE—HEEREATT (VIGA-AD) 250XIE1THH ., hDORN—2
4 e LT27 L — FU EEGE

GEEMXEBR)

17.1.15 EREERER : SIMEF 4 Lk, —ETH. &R :
(BB AR - M14-234588 Y 7 X 27 1 2R U'M14-675545%)
BEAEIRIE GRRI7 3 7 4 FOVIREA, e i e 3Ll e e
A7 a4 RATEYAERAD) CRHRR T2 XEIARHETH - 72
ESEMD S ERE (Adapted Mayo A 2 75-9, 22 N#EH 7 X
a7 H2-3) OEEHEAEE (UC) BEEZWNRE LT TRk
I ERILEGAER A G L 720 A OSHIIE. AA45mg L iE
7T REIHIEES Lz, #5812 Adapted MayoA 27
12 X BRI E DI 2 i 72 X e r o T2 B IZIE, TACSHER,
Aat16:EE A 45mg % TH 1P L7z, FEFHliEE TH 588
D Adapted Mayo A I 712 X AR EMRIITEOEBY .,
WINORBEIZBWT S 7T R L L L CTAF45mgli TH
FHEICHE RIS E o 7240 2,

#34 : ¥ 5.8 » Adapted Mayo A 2 712 & AR EmMF (ITTH

ﬁ'l()))
M14-2343R5% M14-675R5%
HTAYT A2
AH45mght | 77 LR | KH45mght | 77 L AREE
A;ft;j‘z,lfego 26.1% 4.8% 33.5% 4.1%
st | (53319 (7/154) | (114/341) | (7/174)
T RRE DR 21.6% 29.0%
[95% {SHEX ] | [15.8, 27.4] - [23.2, 34.7] -
Piit’ <0.001 <0.001
% (B1%%)

FEWCRIZCOVID-191C X A2 KM 7 — % Z WL 5 7202 % EAli 5o 1 % # A
AATE I VUV AR Y T =g e MO THEM L7z ERBIE (n) 13EREK
PHEM L,

a. Adapted MayoA 2 7 22LL FC. SESHLILLFADOR—ZAF 4 &l Z
v, RBSZ2%0, 22 WS RS 7 2 2 7251 F (fgstk 2R3 R
LIRS ey

b. R=2AF 4 YORIEREATOA FOMA (HHIEHRL), X—2
F 4 Yo Adapted MayoA 27 (TULTFXIETEB), X—2 54 VD
AR BAN R B IREE (R B MERIE & O B S AR
BB IE 72 L) \2HE > TEFEE L 72Cochran-Mantel-Haenszel i 2

AFH45mgte SR BT 5 58K T TOHEFSR, EELAE
HG, HBREOBRGHILCE > AEHGO NBR OB EE%
TRITRT . 58T TORIEEHI R - 72F8I1EH (3%LL
B 1 M14-234i 7 A % 74 2Clid, M7 L7 F VKA
BFF—EHMI3H (4.1%) K OUFFEREGRA 1060 (3.1%) T
HH . MI4-675RERTIX. SHELAH (4.1%) K27 L7 5
VARARFF—EWIN2H (3.5%) TH-7z



35 1 HARLERBRIC B 2 4 HEFROMHE

#Xhl;}sijﬁﬁij; i chiiilii)
AAl45melt | 75 & K
MI14-2343 B 7 X 5 74 2
] 56.4% 61.9%
=4
HERR (180/319) (96/155)
N 2.5% 5.8%
ERLAERR (8/319) (9/155)
BFEEOE G IICE S 72 1.9% 9.0%
HERL (6/319) (14/155)
M14-6753k5%
52.9% 39.5%
HERR (182/344) (70/177)
i 3.2% 4.5%
ERTHERR (11/344) (8/177)
BHHEOPE G IRICE 5 72 1.7% 5.1%
HERER (6/344) (9/177)
% (B0
516388512 B 1) 5 Adapted Mayo A I 712 & 5 iRy S35 3

13, M14-23438%4 7 2 % 7 4 27T50.8% (30/59%61), M14-675
ERT45.5% (30/6661) T o 72F0, #5817 5 168D
AH45mg/45mghi I BT 247 EHG, EE LA EHFL R HR
OB H IR o o EFRIE, M14-234REBY 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) THo7zo HGSMIEA S 16IEDFBLIE G A H o 72 BINE
O (3%LLE) 3. M14-2343 k47 A % 74 2Tld, k7 L7
F Y RAKRFF—EHIN4AB (6.8%) K OHFRIEZ 260 (3.4%)
TH Y., MI4-675B T, Mh 27 L7 F ¥R ZFRFF— L8N

360 (4.4%) TH o7,

17.1.16 ERRERRER  BOHET 4 L1k, —EEHK. LBEHER :
(35 EASRER - M14-2345KB8 P T X 25 1 3)
AR A ISR TAH45m g D 8B B 5 1 1638 % 512 & 1) i
PRI O FHE 2572 L2 A i e L7279 e Rt =
ML E JEi L 720 BEARE AN AR A 45mg 0 80 [ 5-
22 72ITT ASRIEY (2B wC, REHINEH CH 5521
®Adapted MayoA I 712 X Z R EMRRIITROLBY TH
0. 75 REEE L TAKISmelE & 0B30mght THERT I
ﬁ% '_]75,0 7»,43)

36 © $£5528I 0 Adapted MayoA 2712 X ARIGE MR (ITT A) #9

ARAI30mgHE AH)15mght 7T K

A | SLT% 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 KM 7 — & % LB 2 720> 12 % TMi5E 1 % Ml

KA VUV ARV T =ik R T Lz, BRI (n) 13K

FopbHEM L7

a. Adapted MayoA I 7A2LLF T, SFSASILLF. RBSAH0. 22 NHEE
RS 7227 51T (552 R RA R Wi E)

b. OEEEOREREAT a4 FOMA (H Y d% L), 0BERFORKE T
it (Y XE%R L), N—RA T4 Y EEQEYFERAN T 2KE (4
Wy (g A S IR 3 ) T S AR W A 9 A AN JRE 7 L) oD RIS
Bt > Ti#E L 72Cochran-Mantel-Haenszel#i &

AHN15mghe 57 K O 30mghs G-REZ BT 5 % 5-52:8F F TOHE
L, HELAEFELR, BREORGPILICE > -FERHRLD
ANB R OFBAEEGZ U TORIIR Lz, BHE G R D - 72H]
TER (5%LLL) 1. ARANSmelE Tl HMREE%ESH (5.4%) T
H Y. AAZOmghETIE, M7 L7 F ¥R AR FF—EHmeHl
(5.2%) THo7z0

F37  BeG52H T TOHERROMLE

AFA)30mgh AFHI15mght 75 & R
] 78.6% 77.7% 75.8%
A EE
R (121/154) (115/148) (113/149)
N 5.8% 6.8% 12.8%
8 e
ERTHERR (9/154) (10/148) (19/149)
R OBk 6.5% 4.1% 11.4%
o A HEG (10/154) (6/148) (17/149)
% (%0

BEFE AN ARAN45 mgD 16 HFe 5 % 21 72ITT BEM™ 12

DWW, 523D Adapted Mayo & T 712 K 2 [ Y & fig 517

1%, AHIS mght e OAHI30 mglETZN2119.0% (4/2161) .

33.3% (8/24%1) T - 72"V, AH15mgdk 55 K U 30mgdk 5

BB 255528 CORERR, BELTAERE. R

ORGP ILICE > 724 EFLO NBEFOFHE G, KHFI15

mghfT57.1% (20/3561). 2.9% (1/35%1) K U2.9% (1/3561).

ARHI30 mghET62.5% (25/40%1). 10.0% (4/40%1) K 1'5.0%

(2/4001) TH -7z FBEEI - 2EIEH G%LLLE) 11,

AHN5mght Tld. EEHERIER3IB (8.6%). I 7 LT F &k

AR T — CWIN M ORI B NE SR 5200 (45.7%) Th o7z AKHl

30mg TIEFHE GV E 2o Z2RIER (5%LL 1) &3 s

272

E10) “EEROBARINCT ¥ ¥ 2L LAR Z 1 DL R 5. L4 T
DY

VLD AW AN U CTRIEARA T RIS LR 2 T d 5
B

H12) FERDERH U CTHIRA T SR IR Z RS D
O WA BHN S IER) TR 7 W ERE

#13) I o b L., HG8HKEFE TOMICAA & 1ML ERS- Lz
TOERE

14) EREFIZCOVID-191C & 2 Kl 7 — & % WIS % 72012 % Fifise
WaRMAIAATE ) Y VAR F—Hlisgih e T L7z, 2
BIF (n) EERE2 S L7,

1¥15) A#45 mgZ 1 H 1188 [ 4% 5- 0> 38 AH# 1 TR RIS % 3E W L
AHI15mg. 30mgXix 77 RAE1H1M, 52HM 59 2B IH
AR, MR B W TR DL EARF & 5 L 22 e 0451610
WeBRH

1:16) AH45 mg 1 H 1011638 ] $5% 5- 00 35 A5 CRR ISt 2 3 L
AHNI5mg X 1x30mgZ 1H 1A, 52859 2 B, HERF
PRI BV TR, EARH & 55 L 724t

7£17) Adapted MayoZ 2 7 252LLF T, SFSH1LLF. RBS20. 72K
B RAY7 2 a7 51T (55t 2 R 3t i R wia)

(70—
17.1.17 ER#ERAFR : SME5 >

A LMk, —EEH%. LEHE

U-EXCEED (EfFEARER 1 M14-43158%)

AW ER AN L CRIRA T LEAMETH - 72, HEIE
5 EREEY OIEEM 7 1 — 9 (CD) BFEEZRE L1280
DT T R EE IR A i L 7. AH45mg T T
TR IHIAEES L7z, #5120 1S AR A45mgPe G- CRIR MY
W) DILHE B i 72 S e Ao TR . BEIC123 ] AHI
30mgZ 1H1mPS L7z (128 OEER5H)

FEFIEE (co-primary endpoints) T& % #%5- 1258 Kk D IR
RS L OB SGERIE T RO LB Y. WOl H
IZOoWTH 7T R L Lk L CAFI4SmglE THFHAINICAE &

R 724,

38 1 G- 1 238 I 0 B R 1 SE R SIS

AH45mghtd 75 b R
39.8% 14.0%
& 3 asg
HR B S (129/324) (24/171)
75 RBEE D 25.9%
[95% fEIEIX ] [18.7, 33.1] -
Pf® <0.0001
34.6% 3.5%
DRI RE 455 17 oy 3o
WRSER S (112/324) (6/171)
75 RREE D 31.2%
[95% 15X ] [25.5, 37.0] -
Pfii® <0.0001

% (BIED)

ERMFEIZCOVID-1912 X 2 KMl 7 — & % MEBLS % 72012 % iS22 % Ml A
RATE ) YU AK Y ¥ —Hiseh R TR L7z, ERHIE (n) 52
S b HH L 720

a. THPHPHERE (SF) 72,85 F, 7o, 1HTHIHH (AP) 227

HLOLUTFT, WIhdR=2F74 Y &2lz v

b. EfFE R T2 HE - THEL L 72Cochran-Mantel-Haenszel # 2
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