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1.1 EXKEWER
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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%1%]
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REPRO DN A3 HG 2k 5 & & B2, JEHXHE
CTHOMAZ NS 5 7% &2 Blg L, M 20LE2179) 2
Eo [9.1.72H]

PSRRI R
WHEE %, L > R
M R % . 0 S Bk
OB EY, v AV A
SR, gt SR
UHgE, RIERPESE. Rk
J. MEERARL,
AV A S, 7 A v
AW AR G )

atr), AL X 2R
(B~ IV A, REER
FEANL AR, AR
PERZ I 9, A~V AR
G, BV R
EHHAL AL R 2, ANV
NAT ANV ARG, [
JEA R2AZEE), A
VINVI VW, Bak

BERG B O°BE
AL

i (ERESE, €
ARRE I & % & )
%% (RLBEtEpz%. B
JLYEREE . BRIRBLE
S RINTRZ YN AN TR
({2 N SR A EIIZZN
TRV 5 % & )

B K
i A BT e
LN ]
JeL3ta

e R B

i

Y
Wt L OV
SN SVARIN

e
i

e N

PR IR A

CKLESFA., Bavasr
o — VI iE (I 3
L AT a— V& &
o). mfRimE (B
HEE, KILE ) K&
Higm% i)

= A
Y FIMUE,
RE R

EIVER O ZBUREE X, BT Y v~ (51364 (Hpdufl) o%es:
P —2%), BIEVEMEZEE (B5RL. 324 (huefl) oty —25),
XARIEHE & il 72 & 7 AR HERBA B 92 (B 50T 0. 874F (FhLfi) o
REWNT— ), MEEFMEL B5H0.824 (hiul) oRaertT
—%). 7 hE—PhEE g G HIM1194E () oRetEF— ).
BEERN 5 (BeG-0IRI1.664E (hefi) o%atkrT—%) ROV a—
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14. BALEDEE
14.1 SHARBOTE
ML TR LRVwZ &,



14.2 EHZABEOEE

14.2.1 PTPUEOFEAIIPTPY — b A SBO L TIRET 2 X9
T 5L, PTPY— ORI L D SR AT R E R
~HIA L, B ZRILE B 2 L CHEFRR 2255 0 T8 7 & 600 % F
KT DHIEND D,

14.2.2 PARHECTIRA L2V X ) ICEZICRET L2 &,

15. ZOMDEE

15.1 ERER{ERICE D < 153k

EEEU < F)

15.1.1 iV v~ FBEZNRE L2E THRERICB T 2 A4
15mgBE& N (B, 5388 0B \WC, TR RYYEDRBIER
133.81F/100A - £ TH o720 [1.1. 1.2.1, 2.2, 11.1.1ZH]

15.1.2 BIfi ) o~ F BEEZ IR & U728 MAAHREBIC BT 5 A H]
15mgPiAEt (B, 5300 128\ T, JRR i Bz 89 2 B ¢
BRSO FEHHIZ0.91F/100N - SETH > 720 F 7285 HIRIR
DFBIRLIITEDEBY TH o720 [1.1, 8.7, 8.8%MH]

#1 G B OFEBLRI

15mgQD#5-#E (263061)
P20 o T (/100A - )
U/ BB [95% {2l ]
0~65 i 10/1226 30 - 0.8 (0.4, 1.5]
6~12 /1 6/903 41 -/ 0.7 [0.2, 1.4]
12 i~ 6/522.9 - FF 11004, 25
(FAEHEME )

15.1.3 BIEETERZRE RS & b g & L7 AR B 2 A F#115mg
PREIRNT (B, 2300) 128V T, B2 BT DS BIRI32. 30
/I00A - 4ETH o720 [1.1 1.2.10 2.2, 11.1.18R]

15.1.4 BIRAE PRz 3 B & 0 5 & U 7285 TTHTRRBR IS B U % AR Al
15mgPRAENT (B, 2300 12B\\C, JEHLM0 I i R & I {28
RIS O FEBIE1X0.7B1/100N - ETH o720 [1.1. 8.7, 8.85MH]

XIREEE - & O EEMEE RS X)

#15.1.5 XMIEHE R G 7o S oW IRIPEFRHEBI B 22 2 1 G & L 7= S5 TAH
RERIZ BT B AH5mg DT (RED (2B W THERBRYYED
B3 10E/100A - 4ETH o720 [1.10 1.2.1, 2.2, 11.1.12H]

%15.1.6 XMHL#E A {72 & 2 WARBI B HEBI i e 2 0 5 & L7281
AHARERZ BT 2 AH5mg DT (BH]) 12T, JERElERE
9 % B BRI O FEBIERIZ0.461/100 N - AETH o720 [1.1.
8.7, 8.8%M]

(BEME#R)

15.1.7 SR VEFMES R PR & L7248 T/ TN AHRRBR B OV 4 T AR
BRI B 2 ARANSmg DT (RI) 1ICB W CERE 2RI DS
132 NZN0ME K 06.01E/100A - 45 (9B, COVID-19BIE D &
DIF3.7THE/100N - 4E) Tho7zo [1.10 1.2.1, 2.2, 11.1.1BH]

15.1.8 MRIEPEIFHES B E 200 G & L7245 T/ DM ERER J OF40 T AR 3
BRIC B B ARK5mg DT (M) ik, JERAE R M % B
MRS O FEBHIZF N 2N0.461/100 A - 4E L T0F1/100 A -
#£Thotzo [1.1. 8.7, 8.8%M]

(7 bE—MHEE%)

15.1.9 7 bE—MER H REE R & L7225 MAHRRERIC B 2 ARHA
15mg K O 30mg P& fapT (B, 3itER) 2B\ T, HEERIRYYE
DIHHIF15mgHET2.405/100A - 4E. 30mghET3.31F/100A - 4
THhot [1.1, 1.2.1, 2.2, 11.1.15H]

15.1.10 7 bY =V R EH E X G L L7 AIRRERIC B 2 A-F
15mg K O30me it &M (R, 33R) 1oBWwC., JER MY g
i B < BRI O S BIFRIZ15mghE T0.261/100 A - 4E, 30mgh
T0.361/100\ - 4 TH o720 [1.1. 8.7, 8.8&M]

GEBMAER)

15,111 BBV R Je 2 10 G & L7245 b/ AN SRERIC B4 %38 A%
PN AFHI45mg 7 8] (3ikEh) M O16R (25K8% - 5-8MkE
TR E 2 L 2o 20 A, TICSHMB) &5 Laa
FRFTIZ BV, HEERIKYHEDFIIIT T T L RGHEMPL G- Tl
10.8fF/100 A - SETH - 72DITR L ARFISH 1% 5 01638 [P 5-
TENENI. /100N - 4E L U2.61E/100N - ETH o720 b/
MARGRERIC 3B0) 238 AN ARAI45mgls K ek L., 45 AR ER
(T3 2BV BRI AR A 5me 2 0 30me % 5 5- L 720

FEFTIC BT, HERERYEDOFEBZIT T 7 RTETIZ6.214:/100
N - AETHS72DIH Ly 15mghtA#ET4.90:/100A - 4, 30mgff
AFET3.0M/100A - £ TH o7z, [1.10 1.2.1, 2.2, 11.1.15H]
15.1.12 RS2 05 & L7245 Th/ MAHRER I 350 ) %385 A g
PN AFH45me % M (35kBR) K OT16:E R (25K5% : - 5-83H Ik
FUCHIRITLE 2 L o 7oA, HICSHM) %5 L 6ta
AR BT, EBEEEORBIE R0 o720 BIMHRBRICBT S
AREINCAH45mglc L D g L, B MAHRE (135 128
B MEFRR BN A 15 mg [ 0°30mg & ¢ 5 L - ST B v
T IERONER 2 B CEMIER ORI 7 T L RHETIR0.8
BI/100N - 4ETH > 72DIx L. 156mePrAHEC0.561/100A - 4E,
30mgPEAHECL.0BI/100A - 4ETH o720 [1.1. 8.7, 8.85H]
(7 O— %)

*%15.1.13 70— ViEHEENRE LB IHEARERBTT 71

AT AHI45mg % 128 %5 L 724 NS BT 2 BRI (2558%)
WBWT, EEREREDOTIEIZT T L R12E %5 T1d7.9
/100N « SETH o 72D L. AHI128[H% 5139, 31:/100
N HETH o720 H5 MM AR AR TAHA45mg D 128 M $% 5-
W2 XD ERSEZER L. B ITHMERRERIRT T IR, A
A15mg X 1x30mg % %45 L 72 F AT (B, 1580 1IcBwT,
HEE R RREDOFRBRIZ T T £ REETIZT.20E/100A - ETH -
72Dk Ly 156mgff & T4.08/100 A\ - 4, 30mght&HET5.7
/100N - 4ETH o720 [1.10 1.2.1, 2.2, 11.1.15H]

*%15.1.14 70— VHBE LR E L2 E IAAHEARERBRTT 7

_5_

AR AR K45 mg & 128 B He G- L 7 B HIC B 2 & T (23
B) 2BV, YRS OFIIL AR o Ao 45 TARE A B iR B
TAHASmg D12 B $e 512 & 0 BRRIWSGE 2 2 L. 48 T AHAE
BT 7 7 R, AH15mgid30me % %45 L 72 0F G fdhr
(B, 1) BT, JEREER R % B TS o 73
X7 T L ARRETIX0.7H1/100N - £ TH - 72Dk L. 15mghf
GHETO.461/100N - 4. 30mgPR&HETL.561/100N - £ TH -
7z [1.1. 8.7, 8.8&M]

(GhEeiE)

15.1.15 DIMERFELOY A7 WF %2473 L) v~ F B% &5t
G L LZJAKMER b7 7 O F =7 7 T VRO s R RO
fidk, FEEHMEE TH 2 FELOME RS (Major Adverse
Cardiovascular Events: MACE) K OEEMEIGS; (IS (006 R 8 4
2 DFEBIRITOWT, TNFREHEIZH T 20— NIk
(95% B IHIX ) 12 n2En1.33 (0.91, 1.94) K U1.48 (1.04,
2.09) THY, BREWEXM EFIETFOREL T dEgh~v—Y
Y1.8% Mz, TNFRHERIRECK 3 2IFBMUEIMEES N o7z
EDMESNT WD, Tz, AFITH, EPTTRZO HEHEICE
W, DMERFLROBHIROSN TS, [1.1. 8.7, 8.88MH]

15.2 FEERARERERICE D < 155k
RANGTAKHEMEH 243 5 2 & 2 5 500855 M O3 LR~ 528
ZRAZTWREMED D V. JERRARERTIZ Y 2 EREOR DR ILER B
DOWAEIN A REPHENEK 2 kW 2R (B HUE
(FriE) &) BALNI,

16. EHEHRE

16.1 Mg

16.1.1 BEHES
R B AR T . 5~30mg & ZE IR HL RSP G- L7z & & ok
WEIRE/ ST A — % & FTRITRT?Y GHEAF—%),

F1 0 AH IR G B O RE S5 X — 5

IRT A= (M) Zlgglﬂ% (for?ﬂjg) (3402??)
Cox (ng/mL) i) .60 a7’
Tuas® (h) [1.2;2.0] [18;240] [1,3;2,()]
AUC» (ng - h/mL) <5114 5@) <5293,57> <ﬁg>
T (h) g e 6.0

FIgfi (B
a. WLl (/M — foRqE]
b. WA ME (REOUER (R 242)



Th6.1.2 KRS
A B ) 2 = F B AH) % 1H 17,5~ 30mg 2w KL
FHES L7k & OFRBIC B 2 BWIR ST X — 51X F %D
B0 THY, BGHAERAH N TERRBICHEL,
BEAERD SN DS 1Y (HAAF—5),

F2 1 AR BT T 5 W O RARIE I 351) 2 SEMBIE /S5 A —

oAy Guf) | T o (0t

Cnax (ng/mL) (fi% <f$;§> (4161,19)
Tous® (1) nowo | aen | modo

AUC? (ng - h/mL) (5297.23> é?g) (ggg)

T (B %)
a. il UMl - i)
b. BRI () : 24R5H

55 MAHER IR RER D 7 — & % v 72 BEE ISR B R AT 7> S g X
Nz HARNBEEERZ R E 1AK% 1 H 18 15mg IR %
HL7: EOEHRBIIBI D5 v F = 7ol MEHgEHER
(gl [90%fEHEX]) 1Z. Cmax 42.4 [28.5, 52.3] ng/mL.
AUC: 365 [259, 542] ng * h/mLT®H - 72,
XA HE R G 72 S e AR R AE B B S R 2 30T B S Bl B
PEFHESE B LML TBY, s VERHE S 2 & 0 IAHRERR
RERDT — 5 & W7 BHE RS B REFRAT 2 S e Sz, HARNR
FARANZTHEN5mg AERE 4 G- L7z & SO EIREBIC BT 5%
¥y F =T Ol EE R (hJLE [90%EHXE]) 13, Cmax 42.0
[30.3, 51.0] ng/mL. AUC: 443 [359, 608] ng - h/mLC&H 72",
85 0/ MAHER IR RBR O 7 — & % v 72 BHEE SR W By REFRAT 20 & JfE
SNz HARNREYEAAHE 2B 1A A & LH 1 15mg AR
OG- L7z & EOEHIREBIZBI 2785 ¥ F = 7ol g%
= (Y [90%EFEXH]) X, Cmax 40.0 [34.8, 53.4] ng/
mL. AUC: 416 [337, 494] ng - h/mLTC& - 729,
WRIRERER D T — & & 72 BHERIEY BB IRAT 2> S HE 2 Sz HAR
AT =58 K EEITAAK %2 1H 1R 15mg X1Z30mg AR %
B L EOBFHREBICB T 2088 v F =7 ol gER (b
fii [90%EHHIXH]) 1&. 15mgdt5-RECTCmax 34.8 [24.9, 43.4] ng/
mL. AUC: 370 [231, 535] ng - h/mL. 30mg#% 5-M CCumax 72.6
[57.6, 85.2] ng/mL. AUC. 643 [422, 1130] ng - h/mLT&»~7:",
HAS N st K52 B oA # 2 1H 1R 15mg. 30mg X i345mg A5
CHE G L7z OB HIRBEIZ BT 5738 ¥ F =7 ol fErhgda & (h
Jfiti [90%EHEX D) (&, 15mg G- CTCmax 46.1 [37.8, 55.3] ng/
mL. AUC:358 [302, 535] ng - h/mL. 30mg$%5-#CTCmax 92.6 [71.9,
143] ng/mL. AUC.737 [451, 1260] ng * h/mL. 45mg#%5-#CTCuax
133 [99.1, 185] ng/mL. AUC1114 [761, 1663] ng - h/mLC&H-72Y,
BRI D 7 — & & I\ 72 BRI SR By B IAT 7> © 8 S iz
HANZ v — Vi BE AR Z1H1M15mg. 30mgXix45mg
SAEREOR S L2 0@ HRBIZBT 2737 Y F =70l
SerplEgE R (P [90%EHEIX D) X, 15mg#% 515 T Cmax
53.4 [38.7, 81.0] ng/mL. AUC: 369 [264, 592] ng - h/mL.
30mgHt G- CCmax79.1 [51.7, 115] ng/mL. AUC. 618 [274,
872] ng - h/mL. 45mg#%5-FF TCmax 113 [90.4, 253] ng/mlL.
AUC: 940 [597, 2318] ng - h/mLT&H - 7",

16.2 ORIR

16.2.1 BEOHE
Tt BB B 420 AR FI30m g & @5 BRI AR LS L RE T4 5 L
7ol &L 2R L R L CAUC L U Crax 25 M2 1129% % 1839%
L7z (AEAT— %) R 66611 A M 45me % Filk
BB IR O G5 Lz & & 220 & Jik L CAUC- K&
OCrmax3E NZN26% 2 U°60%H I L 721 JAEIANF— %),

16.3 2%
YR FZTOE MR EREIER2%TH o7, TNT Y
F = 7 OMLHE/ MAEREELIZ1.0TH 0 . MERK OCIi4E 5 A~
THEFARETH - 72" (n vitro) o

16.4 K&
IRF Y F = TIICYP3AUC L DB S, CYP2D6D 53 b
FTRIEDOOND, TN ¥ F = T OIIIEEIG RELRIE R
LT, B EE v ize MBS, oy vy 527
ORZEALARIT M PR GTRED79% % 5 b 72135, —FRFEAM I
DTNV BRI RDT13% K O —BE HAT N O BB IK 257 .1%
Bt & ize w8 v F = 7 OIBIEEGEHY 13320 S v Twn iz
WY G yvitro B OHMELN T — %) [10. 2]

16.5 HEittt
I RE Y F =T OREMIC BT B P S E 8~ 14RE[H]
B o7z MR ABERFICHUC-T 85 ¥ F =7 & AR O 5
L7c& &, G BUTRED24% 05 RIS, 38% S FHIZ 7 /85 ¥ 5
ST REMMRE L CTHEE S L, 34% A & L CHEk s 7z
14). 15) (57*/\7_“— 57)0

16.6 REDERZ2HI 2BE

16.6.1 BipEERE
IRT T F =T DAUCCITEREEEIEFH RS (eGFR:90mL/min/
1.73m2Lh k) &g LT, ) (eGFR60~89mL/min/1.73m?)., H
%51 (eGFR:30~59mL/min/1.73m?) K UEE (eGFR:15~29mL/
min/1.73m% OERERERERERE TENEN18%. 33% K% U44%
Molze IINFTF =T DCmackds EHEHEIEH RS & B R e
Wbt CHMETH o729 GHEAT—%), [7.5. 7.8, 7.11, 9.2
2]

#3 ¢ AH15mg H I FE LB G- O S BYE /ST A — &

Ko A= T WE | WEE | WK
() (61) (681) (561) (611)

Co 0g/ml) | Gp | G0 | aom | 6o
Toas? (h) [1.(1)i§.0] [1;;2.01 [14(1)i240] [2;;2.0]
avc- g vl | 70 | 0 | e | e
T () Gan | qow | aio | @

TN (R )

a. T [/l — e K AE]

b. FRACPISME  (GEDEREE R )

16.6.2 AFigEEEERE
TNY Y F =T DAUCIIIFHEEEIE T # 5 & b LT, B
(Child-Pugh%r¥iA) J 45 (Child-Pugh2iB) O Mk
[ 52 3k B T 2 N2 I28% [ UN24% 5 70 o T20 8T Y F =T D
Coaxld JFREREIE W BEBRS & Hlk L <. BN AERS Sk BR s <
EIRIRERE, A5 BENTRE AR R 0 B CUE43% R0 o 720 TEENTA
RERE WS (Child-Pughs3C) 1281 2 RBRITHEM L Tz
W MEATF—%), [2.4, 9.3.1, 9.3.28H]

F4 - AAN5mgHE MR G- RO IEYEE ST 2 — ¥

KT A= I B AR
(i) (6f1) (6f1) (51)
26.6 27.3 37.2
Cumax (ng/mL) (8.39) (6.98) (8.94)
: 2.5 2.5 1.5
st () [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)
S (R 22)
a. T [/l — de KA
b. FRIEEME (G )
16.7 EMHEEER
16.7.1 BEAEDP INE S FZTOEYFREICRIF T L

In vitroBEOFRER, 785 v F =T IECYP3AAZ L G S,
CYP2D6DZFH G- b FMIZREO LML, 785 ¥ F =7 DI
RIS IO TRIORY GHEAT—%). (7.4,
7.7, 7.10, 10.2Z/]



25 PEHBEDS Y XYV F = T O ERE I KT
AT FETD
HYBE T A =5
— BEEE |y YT, | RN IERESEO I
B wk | g | PR foosfEmR )
O A
Com AUC
PNy f‘g)i“@g 3mg W|oLm 1.75
(#VCYP3AHIE) B [1.55-1.89] | [1.62-1.88]
6H M
AL ?‘?T‘é 12mg | 049 0.39
(BCCYPIARH) | o B [0.44-0.551 | [0.37-0.42]
075
5 16, 12012mg
| mgz 0.97 0.99
APPVET=I ey ;f;gd 101 10.86-1.09] | 10.93-1.06]
4380
V77 ¥ 600mg 12mg 12 1.14 1.07
(OATPIBHLE) | i g [1.02-1.28] | [1.01-1.14]

a. UNY Y F = T HHERA
RESE S B REIRAT O Bt & 0 o pHARAEA] (BIEA). 7o b v
Ry 7TRHEHERE) RCYP2D6EIAMIZ, 735 v F =T D%
BRI R BT S edp o 7220 2,

16.7.2 INE I F_THAHAROENHEICRITTHE
IRY T F TP O IS RIT T E L TRIRT
NEANTFT—7%)o
76 7T T F = THWEHSE O SR RE I KT TR
PEHZED
WFE NG A — 5
- BEHEE | oy FoT | RN IR E O
e e I Y L T = e
BRI/ Bl
Con AUC
Y VLI 5mg 14‘3? 9| 07 0.76
(CYP3ARLE) i [0.69-0.83] | [0.69-0.83]
10111
TARZEFD | 5mg fg? | o 0.67
(OATPIBIE) Wi (0.63-0.94] | [0.56-0.82]
10H 4
7IEUNZSF | 10mg fg‘?é oy | 0.8 0.77
(OATPIBIE) W oM [0.79-0.97] | [0.70-0.85]
=) 30mg
- | 0.03mg 0.96 111
IANG YA | D 1M1 22
(LR s e [0.89-1.02] | [1.04-1.19]
1% 30mg
. 0.15mg 0.9 0.96
JNEA R LA | 1H 1 22
(LB Yija] AR [0.87-1.06] | [0.85-1.07]
1025
N 6. 12X1324mg
| 25mg/l% 1.03 1.14
ARREETE R ey (BB 10 86-1.23]| [0.91-1.43)
43
HT g P 200mg f‘gr? 5| L0 1.04
(CYPIA23E) Hial [0.97-1.141{[0.95-1.13]
1111
77045 | 150mg fg‘?é y | 087 0.92
(CYP2B6ILED) W p [0.79-0.96] | [0.87-0.98]
F¥A U 45mg
kAl B LI RN g g
(CYP2DGILTT) 11 T i
FATTT-N® | 40mg 1“;?@ 5| 07 0.98
(CYP2C194£%%) Hija] TLH [0.58-1.05]|[0.85-1.13]
STNVT7Y | 10mg 1433“[% 15| L8 1.12
(CYP2CYILE) A 1M [1.05-1.33] | [1.05-1.20]

a. UNF YT = T A

17. EREREGIAR

171 BHHEROCRLMICET S

(BEgs) o< F)

1711 BRERR : £ Ib/MAES > 4 Lk, —ESH. &SR :
SELECT-SUNRISE (M14-6635%88)
— & H i D csDMARD THIEA 457 4 HE > & FAED HAR A M
i w~FBEENGE L7275 L RMR R ERIERR % 52
JitiL 720 csDMARDPFFH T, A#17.5mg. 15mg. 30mg (1H1)

HER

NE 7T I REHE L, HG128BEOACR20 % (LEF
i H) ITFEOLBY TH Y. BatFMITH I =GR
WERD 57z,

%1 : $e 512D ACR20, 505 V708353 (FASER)

AH AH e e
15mgff 7.5mght 77 eRH
83.7% 75.5% 42.9%
Wy 5f2 s3a
ACR20 graese (41/49) (37/49) (21/49)
75 L RREE D 40.8% 32.7% B
[95% 5] | [23.5, 58.1] | [14.3, 51.0]
Pt < 0.001
. 65.3% 40.8% 16.3%
HEa
ACRS0 s (32/49) (20/49) (8/49)
34.7% 20.4% 2.0%
S a
ACR70 B33 (17/49) (10/49) (1/49)

% (%0

a. )Y LARY F sk

b. A EAKHEMH5%,. Cochran-Armitage D M E
AHN5mgt GBI B 12RO EF R, BELAERSR, B
SR OB GRS R 5 72T EHL O NFB O FHE G L DT ORI
RL7ze FBEIEE»ozEIER CBILLE) (& AHI15metk s
TECRINEAAR3B (6.1%). WFrhEkAE2H (4.1%). AH#I7.5mg
PG CRINEZRSH (10.2%). LIEANIVARZ26] (4.1%) TH-
720

2 G120 COFERZOME (REMERITHGAER)

ES] AH ey
15mel 7. 5mgh 77 ERE
- 57.1% 59.2% 49.0%
AEER (28/49) (29/49) (24/49)
. 2.0% 2.0% 0%
ERLHERR (1/49) (1/49)
GBS OGRS 2.0% 0% 0%
o loHERR (1/49)
% (B1%)

17.1.2 ERR#FERER : ENHES > 4 L. —E5H. HEBHE
SELECT-MONOTHERAPY (M15-555558)
—EAEOX M FLFF—F (MTX) TR 7% 5D
LEEOME Y v~ FREE NG L LARF M SR OMTX
AT EE RSB EG L2 (HAAZ &) A#I15mg X
1330mg (LA LI o HMIEEA~OL) O B 2 B & MTX ke Ao
PR R L 720 ARAI5mgP 5812 B 1) 5 14D ACR20
EHR (EEFMHEE) 3. MTX#ERGEICHNTE L, REHEN
B EENRD LN,

#3 1 #5148 DO ACR20, 50K 7083 (FASHM)

AFN15mglf MTXH#E
67.7% 41.2%
2 Ka
ACR20 Bt (147/217) (89/216)
MTXREEE D3 26.5%
[95% fEIEIX 0] [17.5. 35.6] -
PfiEc < 0.001
. 41.9% 15.3%
2
ACRS0 B (91/217) (33/216)
22.6% 2.8%
s
ACR70 e (49/217) (6/216)

% (B1%0)

a. J Y VARV ¥ —Hiscik

b. EBLGAZ I 7295% S T K

c. RBRIENEHIE T L 72Cochran-Mantel-Haenszel #%E

AH5mgix G- HEIC BT 2 4B O ERR, BEELATEFL,
GBI OB G TR E - LA FERZO ANBROFEIH G2 DT O
FIR L7zo FEBRGE o 28R (2% 1) 3, KK
ge6il (2.8%) TH o7z

P4 PGB E TORERROME (MR R L)

AFH)15mghf MTXH#
e 47.5% 47 .2%
aEER (103/217) (102/216)
N 5.1% 2.8%
EfHERR (11/217) (6/216)
BRSO LIk 3.7% 2.8%
oA ERG (8/217) (6/216)
% (B1%0)



17.1.3 EEXFERE : FOHEZ >4 L. —EEGHK. LB :

SELECT-EARLY (M13-5455XE%)

MTXIZ & % G HFEERAS 20 W SRE 2 & FE O BIfT ) v ~ F %
RS L L2z AH HAR P G O MT XM I 5 M kB %
FEhi L7z (HAANEZEE). A#H7.5mg (HAADOHAR), 15mg.
30mg (1H1M) IEMTX %5 L7ze ARFAERO E N 3 ZEHl
T HIE, #5128 80 ACR20 S HE K O 5-24: 1 O modified
Total Sharp Score (LAF [mTSS)) ®R—Z 54 ¥ 5%k
HTHoto AHI5mete 5 B2 BT 5128 ACR20 Wik
(BZEFHEH) (&, MTX$EGBIC AR TR =N aE
ENRO BN, Fo 24O BIHinEER Z T K O O X
A7 (mTSS) THHli L 72458 MTXEFIZIRTEAITO
MAVNE L M= A B AR Sz,

5 1 51280 ACR20, 50, 700338 K UM% 5-243 - OmTSS DX — A

F4 Vs 0ELE (FASEM)

AF15mghf MTXH#E
75.7% 54.1%
232
ACR20 gk (240/317) (170/314)
MTXHEE & D3 21.6%
[95% AZHEIX ] [14.3, 28.8] -
Pfiic < 0.001
s 52.1% 28.3%
Yy 2 3a
ACRS0 gt (165/317) (89/314)
32.5% 14.0%
W
ACR70 S (103/317) (44/314)
mTSSON—ZF{ » 0.14 0.67
750 bR © (279) (264)
MTXHEE & D3 -0.53
[95% 15 HEIX <] [-0.85, -0.20] -
P’ 0.001

o 0T

L) VL ARY Y —Hisek:

. IEB A 2 H D 72 95% 15 HEIX [

. IBBRFE I T AL L 72 Cochran-Mantel-Haenszel #5€

RN

. MO
L IRBREREIIE R FER T IS T AN AT 4 Ui LR LT 0t

st (ANCOVA) £V

726 512D ACR20, 50, 7080355 K UM% 5-243 8 OmTSS DR — A

T4 o0 (FASHER) HARANGREH

AHF15mght A7 .5mgltf MTX7H
85.2% 85.5% 57.1%
ACR20 s (23/27) (47/55) (16/28)
MTXEEE D3 28.0% 28.3% B
[95% 151X ") (5.3, 50.7] [7.7. 48.9]
} 66.7% 60.0% 21.4%
A
ACRS0 i (18/27) (33/55) (6/28)
. 51.9% 34.5% 0%
ACR70 B4 (14/27) (19/55) (0/28)
mTSSHOR—2 5 1 & 0.24 0.95 2.64
H 5 DL o (26) (51) (26)
MTXTEEE D3 -2.40 -1.69 _
[95% fSHEXEY] | [-4.45, -0.35] | [-3.47, 0.09]

J UL AR Y Y — s

- IEBLGAT IS FE D 7295% 15 X

YN S 2R

. IR

RAN5mete 5B 2240 FERR, HELHERR,
BRI OB G IR E - 2 ERLO ABROEBFEGZUT O
KR L7z ARH7 5Smegte 58 (HARAOR) (2B 22480
FESRR, BEELAERR. RREORSTINCE > A ESR
SO NBROSBE G, ZhEn436] (78.2%). 561 (9.1%)
K OBH (9.1%) THholzo KHGHETHRBIE G- 1zmfE
M (2%P 1) & AHSmgGHTcTI=vT73I/ bT VR
7 =5 —EIsH (4.7%). EAGERYGEIIE (3.5%). 7 A8
SEVRT I/ NI VAT 25— RN OELI0E (FhE
N3.2%)., M2 L7 F vk AkFF—Eihn, FrpEimdie.
REER RO b)) 7)) FISETH (Zh2Nn2.2%). KA
7.5mg¥ 5 (HARANDOR) TEINEE KL MR (Zh2
N7.3%). FEERYE, TEAILVRZ, IR SRR O T 43
Bl (ZNnEN5.5%) THol

KT G240 TORERGOME (REVERHTNREN)

AH15m gt MTXH

64.0% 65.3%
HERR (203/317) (205/314)

- 4.7% 4.1%
ERTHERR (15/317) (13/314)

bE o 3Ok aER 4.4% 5.1%
oA ERG (14/317) (16/314)

% (B1%0

17.1.4 BHARR  FOMEZ > 4 L. —ETH. LKA

SELECT-COMPARE (M14-4655%5%)

—EHEOMTX (15-25mg/#) TRIRA 557 v EHE 2 & HiE
D) v FEERTRE LT T RROER (75 2
7) MR EERILEBGARE i L7 —EHEOMTXPEH T,
A#15mgZ 1 H1E% S, 7 %) 5~ 740mg% EFEIC—EE T
Peh, ME 759 REHE Lz AASmekG5HEICB 1) 5128
ROACR20 tes (EZFHMEEH) 3. 77 LRGN
THL MEMFEN A EEIRD 7D,

8 1 F 512D ACR20, 50K U708 (FASH:H)

AF#H5mght |75V A~ THE MTXHE
. 70.5% 63.0% 36.4%
A a
ACR20 B (459/651) (206/327) (237/651)
75 RKEEE D 34.1%
[95% fEHHIX Y] [29.0, 39.2] - -
Pfilic < 0.001
, 45.2% 29.1% 14.9%
ACRS0 Eis (294/651) (95/327) (97/651)
24.9% 13.5% 4.9%
2 Ka
ACR70 S (162/651) (44/327) (32/651)

o

L) VL AR Y Y —HisEE

b. IEBGA I 7295% S HHIX H]

. bDMARDGRI &7 Tl 3% L 72Cochran-Mantel-Haenszel #%E

AHN5mgi% GRS BT 5260 OATEHG, WA EHEL,
BRI G ILICE 5 2 HERLO ABBROBIAFEEZ LT
DFITR LTzo BHEGHRE Do 728N QL) &, 735
ST MNFT YR T 2T —EHmM206 (3.1%). T AT F
VEET I NI AT 27— M6 (2.5%). KELKIS
Bl (2.3%) BROULH 2 LT F ¥k Ak FF—ERIINLI3BI (2.0%)
Thol,

%9 $ 5268 X TOHAERROME (LTS 4EH)

AFN5mght |77V o~ TR 7o bKEE
64.2% 60.2% 53.2%
S

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

i 3.7% 4.3% 2.9%

.

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

B O SIkIC 3.5% 6.1% 2.3%
ol HERSR (23/650) (20/327) (15/652)

% (B1%0)

1715 BHARAR  FNMEZ > 4 L. —ETH. LERHER:

SELECT-BEYOND (M13-5425%88)
AR BB YD) < F 3 (LT [bDMARDJ) THIEAR
F5 AIARME T D o 72 EHED S TAE D ) 7~ F & 2 %)
G & L= EOcsDMARDPEHIF GO T 5 Rt HE
Mt e £ L 720 csDMARDPE T, A#I15mg. 30mg (W
FROLIHIME), E 7T R &G Lize RFI5mght 5-#Ic B
51208 DACR20 e (BREFMIEH) 1. 7R E5#IC
WARTE L, HEHHN A DR Sz,

10 : 51288 D ACR20, 50 U702 #%3 (FASHER)

AN 15mgh A AN i
, 64.6% 28.4%
ACR20 Eis (106/164) (48/169)
75 L RREE D 36.2%
[95% 12X ] [26.2, 46.2] -
Piitc < 0.001
, 34.1% 11.8%
HEFa
ACRS0 Bt (56/164) (20/169)
o 11.6% 6.5%
EaERa
ACR70 2% (19/164) (11/169)

%

o

(%)
L) VL AR Y Y —Hlisek

b. EBGA T HD N 7295% I HHIX

. %) T3 - 7-bDMARDTI {A##EE T 4% L 7zCochran-Mantel-Haenszel
Mese



AHNSmg GHIC BT B 1280 H FEHL, EELAHERL,
HRIEOBGHILICE - LA EHRLZO ANBRUEBHGZUT O
FITRL7ze BB G R o 72EER 2% 1) &, kAGERK
He6 (3.7%). IREGIEA R OVELLSH] (2 2N3.0%) Tho,
F11 - 5128 T TORHEHREOME (RATEMIRER)

AHI15mght 75 K
. 55.5% 56.2%
HERR (91/164) (95/169)
T RATE NS e 0%
G OG-k 2.4% 5.3%
FoHEHL (4/164) (9/169)
% (%50

17.1.6 B HB : FOIMF >4 L. —EEHR. LEHKR :
SELECT-NEXT (M13-5495%E8%)

—EH 5 D csDMARD TRIEA 45 7 thEEE 2> & FRE DB ) 7
*FEEERNREL L7 T AR R E R A 0 L
720 csDMARDBFH T, /8% ¥ F=715mg. 30mg. 77tk
(WFRHIHLE) %3%5 L. AHI15meie 5 BB 5 12581E
DACR20 s (FEFMEH) 13, 77 L REGHITHRT
B A A AR S,

12 ¢ #5120 D ACR20, 508 0708 %2 (FASHEH)

#14 : B 512D ACR20, 50, 7083 ) UMk 5-24 8 DM TSS D < —
254 v DERE (FASEMN)

AF5mght | 7FV A TR 7T RRR
70.6% 65.0% 36.2%
Fa
ACR20 B (303/429) (279/429) (153/423)
7T kR D 34.5%
[95% 15X 0] [28.2, 40.7] - -
PAitic < 0.0001
N 37.5% 37.5% 13.2%
A
ACRS0 g (161/429) (161/429) (56/423)
. 15.6% 13.8% 2.4%
ACR70 23 (67/429) (59/429) (10/423)
mTSSHR—2F £ ~ -0.04 0.01 0.25
o DL LR (391) (384) (372)
TR D -0.29 B B
[95% 15 HEIX [HP] [-0.44,-0.14]
% (B1%0)

a. J Y VARV —Hlisgih

b. IEHSAZ DN 7295%(E HEIX

c. csDMARD:OHAE Dl ] 045 # Tl %5 L 72Cochran-Mantel-Haenszel
Mese

d. J/N TPk

e. MIBYMTIRNTIL

AHI15mght 75K
o 63.8% 35.7%
Yy 2 3a
ACR2) S (141/221) (79/221)
T LKL D 28.1%
[95% A5 HEIX "] [19.1, 37.0] -
Pfitic < 0.001
38.0% 14.9%
K
ACRS0 g (84/221) (33/221)
N 20.8% 5.9%
A
ACR70 i (46/221) (13/221)

% (1%

a. J Y VAR Y Tk

b. IEHGAZ DN 7295% 15 HHIX [

c. bDMARDU{ i&##if Till% L 72Cochran-Mantel-Haenszel #7E

AHN5mgix 5-HEIC BT 2 12O HHE, EE LA HFL,

HBIEOBRG LI E - A HFERO NBROFRBF &2 U T O
FUIR L 720 FEBIEIGD S H o 728 (2%00 1) 13, 0Bl

(4.1%) J U561 (2.3%) THo7ze
RK13 1 G120 T TORHHREOME (LA REM)

AH15mg i 75t R
e 56.6% 48.9%
TERR (125/221) (108/221)
e 4.1% 2.3%
ERTHERR (9/221) (5/221)
mEE R Gk 3.2% 3.2%
o fFEHL (7/221) (7/221)
% (B0
(EBENAE M52 )

17.1.7 BEERARR : SNHES > 4 Ak, —EFH. HEBRR

SELECT-PsA1 (M15-5725E8)

1AL D csDMARD%: (csDMARD M O'PDEARHESE) CTRIH
A5 XAIATH T @ o 72 FFEEE A © T O 1% By B 50 14 32 3
B (ERMEEEASHES L, A SHEEULE) %%
ELETIERROER (TF) a~7) B oEEMRILER
B g2t L7zo A#H15mg#1H1NMES. 74 ) A~ 740mg% 2
BRENZIEE TG, X377 R 21H1m%5 L7z. A#Kl15mg
HHBICBUY 5128 OACR20 SR (FEFEMELD) &, 7
T v REGREHARTE L SEtEN A EEN RO N, &
72y WHEBWNIC D CEITOIHNTOVTIE, 24HFFOMTSSD
N=2 54 U9 5DELENT Tt REFEGEICHTAAL5mg
PG CHEHAICH TN S o 725, [5.281]]

AHNSmglt 5 R BT 2248047 FER L, EELAERL,
BBRIEORGPIEICE > 2 EHLO NB R ORBEEEZ DT
DFIIR L7z, FEHEEE o 2EEH 2%L 1) 1. 1A
VT FUvARARFF—EHIN28H (6.5%). FAEEG2451
5.6%). 79=v73I /) I A7x5—EHENMISH (4.2%).
TANGSEURT I bV AT7 25 —EBIMI3GI (3.0%). K
BRI B YA LRI AHEL0B] (2 2EN2.3%) TH o7z,

K15 524N CORFHREOME (LRI REN)

AHNS5mght | 75 AT | TI AR

= 66.9% 64.8% 59.6%
HERR (287/429) (278/429) (252/423)

i 3.3% 3.7% 3.1%

T 7 A

ERTHERR (14/429) (16/429) (13/423)

HBIEDPE G HRIC 3.0% 5.1% 3.1%
BolFERG (13/429) (22/429) (13/423)

% (B1%0)

17.1.8 EEHERE : FOES >4 AL, —ETHK. HEHER !

SELECT-PsA2 (M15-5545KE%)

A7 L B IFIODDMARD THIEA T 45 I AR A TH - 72+
SENE A B TAE OO 1% B B S PR R AR IR B 4 4 A< 3 B 5 LA
b EREEBOSHEMNLE) 2R LTSRN EE
MG % F2hti L 720 AHI15mg, 7R (WFhb1H1E)
PG L7, AH5met GBI BT 51280 ACR20 3G
(FEFMEA) &, 77 e REGHICHR TR L Mm%
HEAEDRD 572,

%16 : %512 O ACR20, 50, 70tk (FASHEM)

AFI15mgh 75 & K
] 56.9% 24.1%
Fa
ACR20 S (120/211) (51/212)
75w RKEEE D 32.8%
[95% fEHEIX 0] [24.0, 41.6] -
Pfitic < 0.0001
v 31.8% 4.7%
ACR50 i3 (67/211) (10/212)
8.5% 0.5%
Hia
ACR70 Bt (18/211) (1/212)

% (B1%0)

a. J Y VARV ¥ —Hliscih:

b. IEHGA DN 7295% 5 HEHIX B

c. csDMARD%: OHILED i O 4 it THi# L 72Cochran-Mantel-Haenszel
Mese
ARFN5megte 5-HEC BT 22080 F EFHG, HELAHERL.
BTGP R - EFLONB R OCEHEEEZ DT O
FIR Lz BBEEGHE» - 7281EH (2%LLLE) 3. IR
Je6f5l (2.8%) JUSAEEHL %50 (2.4%) THo7z.



17 $ 524080 F TOHERGOME (RN LN 2620 : $£5- 148 D ASASA0 K U206 (FASHER)
A 15mglE 75 & KB JHI15mghE 75 KB
64.0% 65.6% R 51.6% 25.5%
CER e (135/211) (139/212) ASASH0 RULH (48/93) (24/94)
o 5.7% 1.9% T RKEEE D 26.1%
ERTHERR (12/211) (4/212) [95% {R I ] [12.6. 39.5] -
HEE OG-k 7.1% 5.2% Pfi” < 0.001
ol HERR (15/211) (11/212) - 64.5% 40.4%
% (R ASAS20 RIBH (60/93) (38/04)
IREREE H T & fVFHMEHERK) 7[“9;;6 ;*;;E%;é [102;*-1;/08 o _
#17.1.9 ERHFERR - SOAT > 5 ok, —EER. LEHR RC S

SELECT-AXIS2 (M19-9445%8& Study 2)

JEATF A FUHRAESE (nonsteroidal anti-inflammatory
drugs : NSAIDs) TRIEAT5 LIERME TH - 720810 X
RIEHE A 7 S R E S R B R RN R E LT Tt
AR - EEMILERRSZ EM L 72 A#15mg. 79 LR (»
FTHHIHLN) 285 Lize AF15metk G-HE BT 5 14ERED

ASASAOBURE (FEFHEHEHE) . 77 R EGHICHTH
<V WEMEN A EEDTRD b3,
%18 #5143 D ASASAORE S (FASH)
AH15mghf 7T R
. 44.9% 22.5%
ASASI0 REH (70/156) (35/157)
75 R0 22.2%
[95% A5 HgIX [#°] [12.1, 32.3] -
Pfitic < 0.0001
% (B0
a. COVID-1912 & 2 Kl 7 — & #MLILS 2 1212 Z BAlise ik 2 AR A

720 Y VAR Y ¥ —Hfigik. ASASAORUG BT FUBED S HH L7z

. RIEDOFBINEIRSLIX 5 (MRIFFR S Y /hsCRP>ULN, MRI

Hi & b /hsCRP<ULN. MRIFfi % L/hsCRP>ULN) #Jg& L7z
Mantel-Haenszel® 750

L B ROKREEW M5 %., S O F BN BB ISR 5 X (MRIFTRS Y /

hsCRP>ULN, MRIAT i@ 1) /hsCRP<ULN, MRIf & 7% L/hsCRP>
ULN) %@ & L 72Cochran-Mantel-Haenszel#t

552088 D ASASA0FUS 13, AH15mgdk 55 T62.8%
(98/15615])\ 75k RKBETL2.7% (67/15761) TH Y. AH
15mgD FFE 512 X 2 ARMEOHEF AR S iz,
RANSmgtk 5-HEIC B 5 1GHARFOAEHG, B2 A EHL,
BREOHGPILICE > 2HEFZO ABR OB EZ DT
DFEITR LTz BEGD Do 2BWER (2%LL 1) 13FEm6HI
(3.8%) TH-o720

%19 5148 F COFEHLOME (MR GA4ER)
AFH15mght 75 kK
. 48.1% 45.9%
HERR (75/156) (72/157)
2.6% 1.3%
ERLHERER (4/156) (2/157)
HEERE OG-k 2.6% 1.3%
FolHEHRG (4/156) (2/157)
% (%0

AH5mgh G S M7z B 5 R B 2 EFROFEBIE
£1362.2% (178/286%1) Tho7zo MELHEFROFEIHEG IR
6.6% (19/286%1), WGERFEDE G HILIZE - 72 HHRROFEHE
134.2% (12/28661) Tdho7zo FHEBIHIEGAH» - 2RIER (2%
PLlb) &, RN (2.8%) MUBUH6HI (2.1%) TH-72,
TED COVID-1912 & B KM 7 — & & IS 5 723012 % Bl SE ik & ML GA A
20 Y VAR Y =gk FOSHIEIZBOSHRD S L 720
1£2) S2HWFIZ T T LR b ARFNIY D B R 72 EH S &l AHIEREM
34400 CP¥fi).

CREMEHR)
17.1.10 EE#FERE  FI/IH5 > ¥ Ak, —EEHR. L&

B&% : SELECT-AXIS1 (M16-09855%)

JEATFa A FUH RIS (nonsteroidal anti-inflammatory
drugs:NSAIDs) THRIBEAR 5 LI AME TH - 72bDMARDIZ
& 2 BERERO R WG o mE TR ARG AR L LT
7 b AR5 HRILEGAR A £ L 72o A#H15mg. 77 R
(WFNDBIHLIM) 25 L. AHII5meht 5-HEIC BT 5 1481
DASASAORIEH (LEFHETE) &, 77 B RESHITHRT
F L MR AT TR S,

a.

b.

) Y VAR Y ¥ =itk

Cochran-Mantel-Haenszel #5E
ARHN15mgPe G- D $ 5-64HET D ASASA0 ISR INASAS20
FOBEITZNENT2.0% (67/9361) K U79.6% (74/93%1) TH
0 BEIEGIC X 2 HMIEOHEFRAVR STz,
Zﬁﬁl 15mgt GBI 2 1A O FERL, EELAERR,

HBREOB G PIEIC R T EHL DO NBROCFHEEZ T O

?@ R U720 BBEE R o 7281EH (2%LLE) &, M2
L7 F VR ARFF—ERNAE (4.3%), L%, 79 =~
T3/ VY AT7 27 —EHI ®a L AT u— ) VIE K OVETE
26 (ZNEN2.2%) THo7z0

21 GG S COAERROBE (%4 PRRA A S
AN 15m g AN
- 62.4% 55.3%
HERR (58/93) (52/94)
e 1.1% 1.1%
RELATERS (1/93) (1/94)
BRSO PGk I 2.2% 3.2%
BolfHERSR (2/93) (3/94)
% (IR

RANSmg PG S N7z BMHGEHT™ 2B 2 HERR 0%
BLE£71380.2% (146/18261) TH o720 EELAEFLDSEH
#E126.6% (12/18281) ., BB OTGHILICE > - FERL
DFEBEE136.6% (12/18261) TH - 7oo FHEIED HH - 72
BERE (5%BL L) 1. H 7 L7 F v R AR F F — B RN 144
(7.7%) KO EAGEEA1060 (5.5%) TH-o7z,

17.1.11 EEHRRER : FOES >4 Lk, —EEGHK. EEHER :

SELECT-AXIS2 (M19-9445E& Study 1)
NSAIDs . 'bDMARDIZ K L CHIREAR 53 2 i By vk o s i P 3
MekBEZ G E L7727 T LR EE R % J2 0 L
720 A#I15mg, 79K (WFRL1H1E) 285 L. KH
15mg#% 5-BEC BT 5 148E O ASASA0 RS (T B 3tE H )
. 7T RBEGHICHARTE L BEHEN A EESRO bR
7239,

b.

2222 1 ¥ 5143 O ASASA0F U203 (FASHER)
AFH)15mghf 75 b R
o 44.5% 18.2%
5 a
ASASA) BB (94/211) (38/209)
7T RREE DX 26.4%
[95% 15X ] [17.9, 34.9] -
Pf® < 0.0001
) 65.4% 38.3%
s sdRa
ASAS20 [RIB (138/211) (80/209)
75 KB E D 27.1% B
[95% 15X 1] [17.9, 36.3]
% (FI%0)
a. FUBHIZCOVID-19IC & 2 KMl 7 — & % ILBL$ % 720 S BT E %

AAATE ) Y VARV F—HimkE e TaEB Lz, JOBFHEUuL K
IS SHEB L,
Cochran-Mantel-Haenszel &

AH5mgix 5 HEIC BT 2 14BROHERR, EELAHEHRL,
BHEOBGHILICE S A EFRO ANBROFEBE G2 DT O
FIR L7z BB G E Ao 728EH (2% 1) &, fFiEk
WAHE6H] (2.8%) T o720



223 1 B HIGAR T TORHEHRGOME (LA REM)

726 © 516K IZEAST 75K UVIGA-AD 0/1, 2@ A DNRS 4L Lok

FHAI 1 5mahE 75 R W L 7o o#l e ITTHE)
. 40.8% 36.8% AH0mehE | AHI15meht 75 LK
HERG
(86/211) (77/209) AST TSR 77.1% 64.6% 26.4%
AT 2.8% 0.5% EAST Toxepcss (229/297) (194/300) (80/304)
(6/211) (1/209) 75 A L DE 50.6% 38.1%
HEEE O G kI 0.0% 1.4% [95% 15 HHIX [ ] [43.8, 57.4] [30.8, 45.4] -
BolHEHRG (0/211) (3/209) P < 0.001 < 0.001
% (B . 58.6% 39.6% 10.9%
a. ABIOCOVID-19BLD TG H A EHG % &t VIGA-AD O/LERE| (74 g7 (119/300) (33/304)
WH3) YL ARV ¥ —Histik T RELEDE 47.6% 28.5%
H4) 14K T T 2 R SRANCY Y Bz 72 B3 b oo ARFINETE LI [95% £ ] (41.1, 54.0] | [22.1. 34.9] -
476.9H CF¥ft) . Pfiti* < 0.001 < 0.001
(7 FE—MEBER) H@HAONRS 42 L 63.9% 51.7% 15.0%
17.1.12 EIRSEFRER - HIMT > 5 Ak, “EEH. HEHR B n Uso/zoD) | _(149/288) | _(44/294)

Measure Up 1 (M16-045388)
ZFa4 FAHAZELIEY 70 A ZSHHE TR RA T4
Thotzy 7 ME—MEE% (AD) IINT228EEE AT
% SOIAMVHABRE S EF NS T & i SEED S THET T
12/ L EOADBE T x5 & L7275 & Rx i E G Mkt
Brxgif L7zo A#H15mg. 30mg. Xix7 7 RZ1IH1EEYS L
720 BEG 16K B A TEFFMIE H OEASL 757 R UVIGA-
AD 0/1" % EK L E OB S TEOEBY . 75 RE
&I U CARH) 15 melEiF U2 30m e CREETE IS AH BICE 1o
727, [9.7.281]

224 ¥ 516 IZEASI 75, vIGA-AD 0/1, A*WADNRS 4P Lk %

FERCRIZCOVID-191C & 2 Kl 7 — & LI % 72012 % WAl 5 % A

BATED VAR Y F—HlisEdk R G THIN L 720 ERBIBIGEREE D S

Bl L7z,

a. Cochran Mantel-Haenszel#fi5g

b. WADNRS 4L LD R—=2F5 4 Y OREO PP ADNRSAH4EL, L

THoTHEBNIBIT D, KEDPPADNRSHN—AT A Vb4l FisE

P16 TOFEFG, TELFERL, HPREORSHIE
RS FERGO NFNOFEHEE % TRIORT . BHEED
Ed o 72EIER (5%ULE) 1. AFINSmght T SIE2761 (9.0%) .
ARANZ0mgHE T 953661 (12.1%) K OEEAIL 21661 (5.4%)
ThH-o72,

KT BeT16IG L TOHHEHROBE (REVERT N S4ER)

LR E OB A (ITTHM) AHOmeht | AMlomght | 77 b K
- - — — Py 72.4% 66.7% 62.7%
AHA30mgihE AHA15mghE 77 LA (215/297) (200/300) (190/303)
. 79.7% 69.6% 16.3% o 1.3% 2.3% 3.0%
EASI 7o (227/285) (196/281) (46/281) ERLATERSR (4/297) (7/300) (9/303)
75 KEEE D 63.4% 53.3% HEEEOB Gk 1.3% 1.3% 2.3%
[95% A= HEX ] [57.1, 69.8] | [46.4, 60.2] - EolHESEL (4/297) (4/300) (7/303)
Pfi® < 0.001 < 0.001 7E5) EASIA 27 2%16Lh E. VIGA-ADA 2 7 %30 . K OHRE RIS 4
. 62.0% 48.1% 8.4% % 5 ADFFZE DEED10% 0 Ey O H O D 6 B ONRSOD N
VIGA-AD O/LERCH| (177 5g5) (135/281) (24/281) CR5A Y RO M AL -
75K EEE D 53.6% 39.8% 16) 12/ L RIS R O 3R A0k ML -
[95% A= HEIX 4] [47.2, 60.0] | [33.2, 46.4] - 17) EASI 75 M5 TR IR (EASD D75%%#
P < 0.001 < 0.001 #8) VIGA-AD 0/1: NV 7 — b XN 7= HBRTHT BRI & 2 3% 054 —
WAHRDONRS 4L I 60.0% 52.2% 11.8% 7R %A 2T (VIGA-AD) 20XIZLTH Y, HhoOR—%
SRR R (168/280) (143/274) (32/272) FAERRIKEL T2 L — NP

FERFIZCOVID-19Z X 2 Kl 7 — & % WL 5 720 125 BElise i & A

RAATE) VUV ARV =gk 2 I THEB L7z ERBIEILERSED S

HH L7z,

a. Cochran Mantel-Haenszel#f &

b. WAHDNRS 4L DU X—=2F 4 ¥ DIRED PO ARDNRSAMLL

THo7AEINIBIT 5, HEOPWARDNRSHN—AT A ¥ 5bAY, FGE

516 TOFERG, EELRGFERSG, BEREORGHIE
RS 72 EHERONBRLOHHEE % TRITR T, FEHEED
Fdo 72BIER (5%LL L) &, ARA5mghEil N230mghE ¢ &
B (enEnishl (5.3%). 3661 (12.6%)) DATH -7z,

%25 B 16 X TOHERROME (LM G4 MH)

AHI30mgh AFHI15mgh 75 b R
73.3% 62.6% 59.1%
52
HERR (209/285) (176/281) (166/281)
] 2.8% 2.1% 2.8%
=24
ERTHERR (8/285) (6/281) (8/281)
il e Yok R I 3.9% 1.4% 4.3%
o A G (11/285) (4/281) (12/281)

17.1.13 ERERRER : FOHET > 4 Ak, ZEGHK. HEEHER -
AD Up (M16-0475£58)
A7 a4 FAHAFIZE L IEY 7 a0y 2 201 % CHEAR 14T
B otz ITADISH T 2 AL HERE % A9 % HEED & FHIE™)
TI2EL EOADBH 2R E L7 9 £ A HEFBRILK
MR EL 720 A7 94 FAHFGEHE T TAA 15mg. 30mg X
377 RETHIAES Lz #5-16ARIC BT 2 FEFHEHH
DEASI 7557 Jt O'VIGA-AD 0/1%9 2 588 L 72 B g O E &1L T
£oLBY, 7T REEL KL TARFI5meE 1k N 1230meglE T
AT I - 7%, [9.7.251]

GEEBHEXBR)

17.1.14 EBERERER  BIHET > F L1k, —EEHK. LR :
(BB ARRRER - M14-2345 BT T X 2T 1 2R U'M14-6755458)
IEAFR® GRIT7 X 7 ) FOVERBAL, Sl i Bl e
AT uA FISEWEYEAD) CRRA T3 IARMETH - 72
HEGED S HAE (Adapted MayoA 2 75-9, 22N EEH 7 2
a7 A32-3) OEEMEAER (UC) BFEdRL L7 5 Rt
B EERILBGRES % 0 L 720 A O8I, AHI45mg ik
7T R EIHIMES Lz, #5882 Adapted MayoA 27
12 & B BRI O FHE 2 i 72 S e o 7o BETIE, BEIZ8EI,
AET16E B AF45mgZ 1 H 145 L7z, FEFHTHH Td %838
o Adapted Mayo A I 712 X BRI EMFRIITEDEB Y,
WFNORBRICBWTD 7T R R & ik L CTAK45mglE TH
AP BB A o0 7230 10,

228  #5.8:IE D Adapted Mayo A I 712 & 5 BRI EE e (ITTHHE)

MI14-234 505 M14-675300%
HTRAYT42
AFH45mght | 77 2 RBE | AA45meht | 7T L R
A;aj,’t;’,‘j,gago 26.1% 4.8% 33.5% 41%
s | G319 | @150 | (4 | @)
oL RBEEDE| 21.6% 29.0%
[95% {ZHAIX ] |[15.8, 27.4] - [23.2, 34.7] -
P’ <0.001 <0.001
% (B1%%)

ERHIZCOVID-1912 X 2Kl 7 — % 2 W % /-0 2 S Tise i % #l A

AATED YL AR Y F—Hligei 2 TR L7z, A (n) @

PHEM L,

a. Adapted MayoA 2 7 22LL FC. SESHILLFHDONR—ZA T4 V&l Z
72wy, RBS2%0. A 2oWHEEHTRY 7 2 2 751U (Mgt Z2 =3 i
R VHE)



b, R=2F 4 YEEOREREAT A FOMH (HYiE%L).
J 4 Yo Adapted MayoA 27 (TULF LE7TH), N—2 54 /H?@
AW R BRSO B AREE (R 9 A RN IR > 1) 1O S A W AR

HY . AKFB0mghE T, Ity L7 F ¥R AR FF— BHINSH
(5.2%) THo7z0

AR MAIE 22 L) 125E 5 CTH%E L 72Cochran-Mantel-Haenszel M 31 552 TOREFROME

AHN45meix 5 BT 58I F TOHEHSR, EELAE

B, BEEORGHIEIC R 2 ERRO NBRORBIE G %
TRIDRY . 558 TORBLE G D - 2RI (3%L

1) iE MI4-2343 B 72 7 74 2Tld, M7 L7 F ¥k A

AFF—EHIMI3G (4.1%) K OUFHEREA 1061 (3.1%) T
HY ., MI4-675RERTIE, S4B (4.1%) KM+ 2 L7

YARARFF—ERINI2H (3.5%) THo7
#29 1 HAFEREC B A EHLOME

e 5-8JRmy F ¢
AldsmglE | TIEFW
M14-23438 8% 7 A % 7 1 2
N 56.4% 61.9%
wERR (180/319) (96/155)
o 2.5% 5.8%
ERTHERR (8/319) (9/155)
B OE L PIRICE S 72 1.9% 9.0%
HERER (6/319) (14/155)
M14-6753kE5%
52.9% 39.5%
HERR (182/344) (70/177)
) 3.2% 4.5%
ERLHERR (11/344) (8/177)
B GHIkIcE - 72 1.7% 5.1%
HERL (6/344) (9/177)
% (BI%)

5163812 3B1F 5 Adapted Mayo A 2 712 & 5 RS
1, M14-2343REx 7 A % 514 27C50.8% (30/59%1) M14*675
RERT45.5% (30/6661) T - 7219, F5-8HEEA 5 16:H1F D
AH45mg/45mghE I BT 247 HES G, R LA FFL B THRR
FOHEGHILICE - 2 FHRIE, M14-2343B 7 2 5 7 4
27C52.5% (31/59%1). 3.4% (2/59%1) K 1*0% (0/59). Ml4-
675 ERT41.2% (28/68%1). 1.5% (1/68%1) K 1°2.9% (2/68
Bl) THolzo &5-8HEED 5 16 M DISTLE A 25 H - 72 EIE
JH B%LLE) & MI14-23438Ek% 7 2 & 74 2Tl Mk L7
F U ARARFF—EHIMAE (6.8%) KO IRAEHE2H (3.4%)
Th . MU-6TSREETIL, L2 L7 F ¥ 5k Aok & F— B
361 (4.4%) TH-7z

17.1.15 ERERRE  FI#H7 > 4 Lk, —E5H. EBHER
(MEFFHASAER - M14-23458BR Y T X 25 1 3)

ARH130m g AH15m ghf 75t K
) 78.6% 77.7% 75.8%
b ag==8
&R (121/154) (115/148) (113/149)
o 5.8% 6.8% 12.8%
oAy
ERSHEER (9/154) (10/148) (19/149)
G OG-k 6.5% 4.1% 11.4%
HoHEHRER (10/154) (6/148) (17/149)
% (BI%0)

BEFE AN AFN45 mgD16H S % % 72ITT BHEHFD 12
DV, 52D Adapted Mayo A I 712 & 2 B 19 75 i 510
&, AHIS maBE R OAFI30 meht TEM2EN19.0% (4/2141).
33.3% (8/24%1) T - 729, KHI15mgk 58 K O°30mgk 5
HICBU 255528 CORERR, BELTAFERL. HH
HORGFIEICE > 2 HERGO NBLOFHE A1, AAFI1S
mghET57.1% (20/3561), 2.9% (1/3561) K& 12.9% (1/3561).
A#I30 mghtT62.5% (25/4061), 10.0% (4/40%1) & T¥5.0%
(2/4081) T o720 FBEED Do 728IEH (G%LLE) 1,
RAN5mehETIE, EEMERE %360 (8.6%). Mtz L7+ >k
AR FF—CHIN K ORI S 9645260 (4£5.7%) Td o720 KAl
30mg TIRFHE G2 o 228IEH G%LL L) 13380 5k
Of;o

W) TEEMOMASENIC S ¥ & 2L LA & L L R L 74T
DOPERE

TE10) AW BANI I L CREAR T RIS U R Cd 2 B
ey

TELD) FEROEHICH L CRIEAR T4 BRI AR A% 7T b o
O BN ) Tl 2 R

FE12) 5y abL. B58EME TOMICAME IED G LT~
TOWERE

TE13) FEWERIZCOVID-1912 & 2 Kl 5 — & % MBS 2 720> 12 % Tilise
BERMAGAATL ) Y VAR Y ¥ —Hliseik 2 IV CH L7, 1
IR (n) IEERE A S5 L7z,

T14) AFI45 mg# 1 H 1S FIHE 500 38 AR CHRINE 2 521 L
A#15mg. 30mg¥E 75 LK% 1H 1A, 52:@ 5+ 2 BECHl
HAA, MR B TLE B EARH % B 5 L 7 M 045161 0
Welpi

115) AHI45 mg# 1 H 11163 F4%5- 008 AR CRERINTE 2320 L.
AFN15mg X 1330mgZ 1 H 1M, 52 ¥ 53 5 BEISHLA L, HERF
P BV LI BLEAH & 355 L 73

716) Adapted MayoA 2 7 4320 F T, SFSAHY1LLF, RBSA0. 22N
BFHTRA 723 7 DL (We5gtE 2 m 3 s wWii6)

(7 O—¥&)

LT ASHRRER CAAN45mg D EH I H 5 T 16 H M H G-I X D Il *%17.1.16 ERHERFE  FOMHET > 4 Lk, —ETH. HEHER:

IR QLR 72 LIRS 2 G L Lo T 7 Rl
HE ML % 0t L 720 S AN ARHI45mg D 84 [ % 5-
22 72ITT ASERIEY 12w T, EEFEHE TH 5521
®dAdapted MayoA I 72 X AR EMRRIITEOLEBY TH
0, 75 AREEL L CTAFISmghE & O 30me it THRETEMIC
B\ 724,

2230 © #5520 Adapted Mayo A2 712 & ZFRIGE R (ITT A)

U-EXCEED (EMEARER : M14-4315{5%)

AW R EGIN R U CTRERA T 0 IR ETH o 72, HEHE
A5 EIET OIGE 7 v — 2 (CD) BHZ S e L7z12:8H
DT 7RI HEE R FE L 72 AH45meIiE 7
7 RE1HEERS L7zo #5128 R ARH45m g G- TR i)
S O A 72 S T hr o T ERE W, 1230, AH]
30mgZ1H 1M G- L7z (128 M 0T =32 5-0) o

FA0mghE | AA5melt S — FHEHEIH  (co-primary endpoints) T& % % 512381 D Ef R
Adapted MayoZ 27 51 7% 12, 39% 12 1% M B [ OISR GER I F RO L B Y. WINOFHiEH
12 & 2 BRI TE AR (80/154) (63/148) (18/149) 22V TH 7T AR L I L TARAAS mglE TRFHAIICH %
(EZEHliEH ) - .12)
IZE o7z,
T RMEE D 39.0% 30.7%
[95% 1 HEIX ] [29.7, 48.2] | [21.7, 39.8] - #32 1 ¥ 51238 DERIR I TEff = L OV LEE I e =8
PAE® <0.001 <0.001 AFH45mgitd 7 F & R
% (%0 iR F 5 i e 39.8% 14.0%
FERHRIZCOVID-191C & 2 Killl 7 — & 2 MBS 5 72012 % Ffili s i: & fl A SR (129/324) (24/171)
AT Y VAR Y =i HC TR Lz, R (n) 3K 7T kR D 25.9%
LI L7, [95% 15 HAIX [H]] [18.7, 33.1] -
a. Adapted MayoA I 72 F T, SFSASILLF, RBSA0. 22 NH#H§E PP <0.0001
FiRS 7 A a7 21T (552 R TR R W4 - 34.6% 3.5%
b. OHEORFEE AT U A FOMIT (b ) Xx7% L), 0MEOHHKIE PIBLBER S (112/324) (6/171)
i (B Xxe L), N=RAF 4 VIEOEYFERRANTT 2R (4 TS5 REEEDE 31.2%
W2 E R B BN IE 2 O 1O SO A R B B IE 22 LEY) o dRTBIC [95% fZIRX[H] [25.5, 37.0] -
$€- TH#E L 72Cochran-Mantel- HaenszeH‘ﬁAA~ P <0.0001
ARANSmge 58 B O 30m g G- #E I BT 2 5 55285 £ TOFE % (%0

$ig, BELAEHRL, BREORGHILIE>FEHLD
ABRORBEGZ DT ORIR L, EHE G 28]
EH (5%LLE) 13, AHI15mehtCld, SHTH 861 (5.4%) T

FERRIZCOVID-19IC & AR T — & 2 WIS 2 7260124 Flise i & il A
AATE ) Y VAR Y —HiseikE M CTEB Lz A (n) 135EMK
ERLHEM L7




a. THFHPEERE (SF) 252.8LLF. 222, 1HFHMER (AP) 237
HLOLT T, WIS R=Z2 T4 Y Z#Z %W
BRI PR 712 5E - THEE L 72Cochran-Mantel-Haenszel#f 2

c. Simplified Endoscopic Score for Crohn's disease (SES-CD) 2s\—

/\%)\

o 7RIVEH (3%LLE) &, AH|45mghtTid, BUR11H)
(3.1%) THoto

#35 : HEFROME

AT A B H50%BIEDL (R—=2F 4 DSES-CDHPADY 6, N— R

RSN
T4 O OBWAH2HRA ¥ FULL)

d. 128 O " EHREAFEICBWTT ¥ ¥ 2Ll BEEZ ML

B3 Lo _RCoWHE
FO120M X T (CHEREAREN) ofERL "ELAE

FR, BEEORG IR A ERRO NBROFHEBE G &

FRIEFT. BFIZEBET (CREREABEY) ORI
EAED S ZRWEH (B%BLE) W AAIBmElETIL, FH126)
(3.7%) KOELI06 (3.1%) TH-o7z.

33 A ERROME
AFH)45mghE? 75 b R
. 68.2% 65.5%
HERR (221/324) (112/171)
N 9.3% 9.9%
ERLHERR (30/324) (17/171)
BB OE G LI E 5 72 5.6% 4.1%
HERL (18/324) (7/171)
% (%0
a. #5128 TOMICARA Z 1YL EHS L 23 XCokHEg (CHE
OB A FE )

1258 [ D e P 5 W2 AHKI30mg & $e G- & N7z B 19 o $g 5
24TRMENZ BT 2 BRI EL 20 38 [ OSBRI B a5 2 361423 2%
(16/6951) K U11.6% (8/69B1) T - 721,

P 5128157 5 248K O ARHFI30mglEIC BT 2 EHSL, £
B ERE N OBRBRIEOR G LI E - 24 EHR OB E A,
65.2% (45/6961). 10.1% (7/6981) J%U'8.7% (6/6981) T -
7o B 128K 6 24585 [ S BB G 25w 22 o 7o RE (2%DA
). HIERIRAE. 7 v — VR, iR RO 2 vy
VARAREF— LR (ZNFN2.9%) Th-7z.

36 % 5-528 K DR

AFH45mghi 7T & K
4 62.6% 58.5%
HERR (219/350) (103/176)
. 6.9% 6.8%
ERCHERR (24/350) (12/176)
BB O GPIRICE S 72 4.3% 5.7%
HEGig (15/350) (10/176)
% (B1%0)
a. G120 COMICAK Z 1M LS L2y NCokhy (CEHE

Wt A ek )

128 D IEE B 5 W AKIZ0mg %2 &% 5 X N7 E T 0% 5
24 350 B BRI B30 56 O P BB L 35 21 561325 6%
(15/59%1) K U°13.7% (8/59%1) Ty - 727,

PEH 1285 6 P 524 8B O AR K 0mgFE IC B 2 FEFHSL, &
WA ERR, BREORG P ILICE > A ERLOBIEA
1. 67.8% (40/591). 10.2% (6/5961) K U5.1% (3/5961) T
B o720 PEHG12:80E S 24BN (BB L - BIE 3320 5
Nanroiz,

*%17.1.18 ERRARHE - FMAT > ¥ L. ZEEH%. EEEER:

U-ENDURE (RSB - M14-4305:5%)

HREEIE 2 %Ef"i” DOCDEH & IR TN L 7256479 % 38 AHRE
AET, PG 123K IS ARA45mg TRER R 35S % 30 L 728k
Eﬁ%‘%ﬂ% L EmEMARRE EG L 72 EEFHEHE (co-
primary endpoints) T & 5P 5-52:8 I O i R 1 5 3 K OSPI#
BEMEEFRIITFTROLBYTHY ., WTNOFMEHHE I2OWTH
75 & R L IR L CARHKII5mgHE L O30mg e TR = A 5

‘:AI%JXP’J 7‘:“)0

RO TERR B DS L BE R S 36

®%17.1.17 ERRHARRER - FMES > 4 LE. —EEH%. HHEHSER :

U-EXCEL (EfF8ARER : M14-4335ER)
IEREEIIRIE R E AT a4 B, RO/ A5z

Xt U CRIRAA 53 U 28T d o 7o EESE D © T O 1 B
HICDEE 2GR L L2128 0 7 7 & AR 7 FH MU B

ZEM L 720 AH45Mmg XX T 7 LR EZ1H 1M Lz, #1512

B AHKI 45 meH 5 CHRR U 0 JelE 2l 72 & 2ot o 7k
BREIE, HIC1208 . AHI30mgz IH 1M G- L7z (12:8H 0
HE R 5-H1) o

EEFMIIEH (co-primary endpoints) T& 5% 5- 128K DR
P TR L OSSR RIE TEO LB Y. W OFHiEH
IZDWTH 7T REE L IR L CARAM4SmghE THAHAICE E

o 72,

F34 1 ¥ 51238500 BRI LIRS T O BLEIEY
AFH45mghid 75 & R
o 50.7% 22.2%
HRRIO TR (178/350) (39/176)
T KL DE 28.7%
[95% 151X ] [20.9, 36.4] -
Piii® <0.0001
e e 15.5% 13.1%
NGRS A (159/350) (23/176)
75 R DR 33.0%
[95% A= HIX 4] [26.2, 39.9] -
Pii® <0.0001
% (BIFD
FEWHIECOVID-1912 £ 2 K7 — ¥ % WLFF 2 720512 % TM5E1: & ML

RATEZ) Y VAR T =g e TR L7ze ElfE (n) 12
PN L7,

AHI30mghtd | AHI15mgihfd 75 K
e 46.4% 35.5% 14.4%
BRIV (78/168) (60/169) (24/165)
75 ARBEE D 31.8% 21.9%
[95% fEIX ] [23.2, 40.3] | [13.7. 30.0] -
Pt <0.0001 <0.0001
A e 40.1% 27.6% 7.3%
WG & (67/168) (47/169) (12/165)
75 AL D 33.7% 21.0%
[95% fEHIX ] [26.0, 41.3] | [13.6, 28.4] -
Pff® <0.0001 <0.0001
% (BI%%)

FERHIZCOVID-1912 & 5 Kl 7 — & 2 WLEL-§ 5 7212 % HAsE i 2 A

KA YU AR ¥ =ik e IV CTEE L7z A (n) 135%EK

Kb L7,

a. 1HFHSFH2.8LLF, 202, 1HFHAPA I 7 251.0LLF T,
NR=ZAFA4 V&RV

b. EIAFE BT HE o TH#E L 72Cochran-Mantel-Haenszel i i

c. SES-CDANR—=ZF 4 ¥ H550% A (N—=AF 14 »DSES-CD%4
OHtsy R=RA T4 SOOI 2HEA » ML)

d. AT ¥ % EASED AR CAA45mete 512 & O BRRIGSE™S 2 31 L.
o 27 a bk, REREEZ 1D LS L7250 050244 O W

G52 E TORERL, BEELAERL, BREOHG PIE
WKE S 7HERZO N OEREG 2 LT ORITIR Lz, B3
HEDE o 7R (2%DL 1) &, ARF5melE T, IR
%661 (2.7%) T Y. AH30mghETIE, HIRIEB 1061 (4.4%) .
V) Y OSEREGRA8BI (3.5%). EIESHI (3.5%). I LT Ty
ARARFF—LHI6H (2.6%) KO L5GEEGSHE (2.2%) T
o7

wihd

Fe37 : Pe 55200 F TOREFHLOME

a. LHPSFA2. 8L T, 222, 1HPPAPA 2 7 H1.0LLF T\
N=2AF4 Y &RV

wihy

b. SR BN T 12 6E > THE L 72Cochran-Mantel-Haenszel i 52
c. SES-CDHNR—=RZF £ ¥ H 550%EMA (N—2F 4 »DSES-CD%¥

DYy, R=ZA 54 VDRSO H2RA ~ FULL)
d. 128B o " FEEREABEBENICBNTT Y 2L, BEEZ AL

Bel L7 § RCoWEE
FE120M X T (CHERREABREN) o FHLE, WELEE

HL, BBREOBG P E s A ERELO N ORBE G %
TRIORT . HG12HK T (CHEEREEAREN) O EHE

SAIHER?
A#I30mght | AA15mght 75 & KR
= 76.9% 74.7% 75.8%
HERR (176/229) (165/221) (169/223)
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