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TL—TTN— 5k, IRINTR YN A N T

(7.4, 7.7, 7.10, 16.7.1% R, 2 RS,

] EEMER S % &)

CYP3A % 5 33 2 3EH] [ A H] o i b i B 2K T |CYP3AF LA 12 R - UEI -
VI r ¥y Y L. BEWISoBZhs| L) KK D2 ) T TN S, Iy
HIVINT LY~ Hbo T 2EELE| T v AT % [ 2 % O
VETS NV BRI OZ(LE 25| 720, ER-AIRORIN N N

tAIwt FEY VY (StY Y rTaIE, fig

John's Wort, £}« 2= B PR AR A 1 CKEH. BaLAF|@mhy 7Y

=YX -TU—=1) GAEM o — Vi iE (I 3| FIE,

(16.7.158] B L A7 u — Vi | R B

_ ). miiE (R

11. BIfERA RSE, RIE) R E

KROBWEND S Hbh 5 Z XD HOT, Mgk 5T, Rk B &)

HRD LN ARG 2P 2% 8 Ml R REET) 2 &
1.1 EXREER
11.1.1 BEREE
WL (4.5%). Mize (1.1%). #i#% GEEAW]) FOmEE LK
gt (HMWEIYEZ &) Pd bbb, BN eEREES
BENDDH Do AFBGHNCEE 2EAIEZ R L 25513, &
PIEDST Y b=V TEBH I b ETREG2MIETLZ L,
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, 15.1.13Z:}]
11.1.2 HEEZER (0.1%K)
FEPRO LN A3 HG 2L 5 & & BT, JEHEXHL
CTHOMAEZFERT 2% & HICBIg L, #ZRREz2179 2
Lo [9.1.721]

BIVEH O FBUBEE (& B Y =5 (Be5-WIHIL.364F (Fhuefl) o4
Y7 — %), kg (B 3245 (hgefil) oRetk7—5),
XAkt & i e & 20 W ARER PR HERBI B 26 (B 50,874 (Whefi) o
RAENT— ) WmEEFMER (BG5H0.824E (hiufl) oLatT
—%). 7T hE—MEE g GRGMIRML 194 (hufl) oRetT—4).
WEERE 28 (51,6645 (thoufi) oeMrT—%) RUO7u—
U (B WIM0.9394E (i) oREMT—%) B L. KH
EOMMEDSTIETE B WRRICO &, UEERRBROME 7— 5 13k
SWTHRB L7z,

14. BALEDZEE
14.1 SHARBOTE
ML TR LW &



14.2 EHZABEOEE

14.2.1 PTPUEOFEAIIPTPY — b H 5B L TIRET 2 X9
FE$ 528, PTPY— MBI L 0 SR A E R
~HIA L, B ZRILE B 2 L CHEFRR 255 0 5 72 A 500 % 5
HKTHIENH 5,

14.2.2 AN TIRA L2 X 91

15. ZOMDEE

15.1 ERER{ERICE D < 153k

EEEY < F)

15.1.1 iV~ FBEZNRE L2E THRERICB T 2 KA
15mgPE AT (RH. 55BR) IS\ T, B L RYYE DS HIH
133.81F/100A - £ TH o720 [1.1. 1.2.1, 2.2, 11.1.1ZH]

15.1.2 BIfi ) o~ FBEEZ IR & U728 MAAHRBIC BT 5 A H]
15mghiAEt (B, 530 128 W T, IRl iz 89 2 B ¢
YNGR O FEHHIZ0.91F/100N - SETH > 720 F 7285 HIRIR
DOFBIRIITEDOEBY TH o7z, [1.1, 8.7, 8.8%8M]

#1 G B OFEBLRI

CHRES 52 &,

15mgQD#5-#E (263061)
P20 o A (/100A - )
U/ BB [95% {2l ]
0~65 i 10/1226 30 - 0.8 (0.4, 1.5]
6~12 /1 6/903 41 - 7 0.7 [0.2, 1.4]
12 i~ 6/522.9 - FF 11004, 25
T rS)

15.1.3 Wz PERIEi 2 R E A b G & L7 AR B 2 A F#115mg
PREIRNT (B, 2300 12BWT, B2 BE DS BII132. 30
/I00A - 4ETH o720 [1.1 1.2.10 2.2, 11.1.18RK]

15.1.4 BT R B E AR & L7228 HIRRBRIC B U % AR A
15mgPRaENT (B, 2300 12B\\C. JEH0 T i R & I {28
RIS O FEBIE1X0.7H1/100N - ETH o720 [1.1, 8.7, 8.85MH]

XIREEE - & O EEMEERRAEX)

15.1.5 XfFEHE 2 i 7o 3 2o RN BRHERI BT e % dF G & L 7255 A
RERIC BT B ARH5mg DT (RHD (2B W CHERRYYED S
B3 10E/100A - 4ETH o720 [1.10 1.2.10 2.2, 11.1.1%H]

15.1.6 XMIEdE 272 S e KBl HEBI i S 2 0 4 & L7281
BRI BT 2 AH5mg DT (BH]) 12BWwT, JEREIERE
9 % B < MRS O FEBIERIZ0.461/100 N - AETH o720 [1.1.
8.7, 8.8%M]

(BEEEHR)

15.1.7 BRIEVEFRHESR B E Z0b G & L7255 T/ AT SRR B O3 AR AR
BB 2 ARANSmg DT (R 1ICB W CEE 2 IBYYE DI
ZENEN0ME R U6.01E/100A - 4 (95, COVID-19B# D 3
DIF3.7H/100N - 4E) Tho7zo [1.10 1.2.1, 2.2, 11.1.1BH]

15.1.8 MEMEFHES B E 2R G & U245 T/ A RRER K O°4 AR R
BB 2 AK5mgDfFNT (RIW) <l FEH R g9 %
MRS O FEBIEIZF N 2N0.461/100 A\ - 4E L T°061/100 A -
#£Thotzo [1.1. 8.7, 8.8%8M]

(7 bE—MEE %)

15.1.9 7 bE— VLR M B E % bR & L7248 MAHIRRERIC 381 2 ARHA
15mg & O30me Pt & T (R, 33k 2BV, EERIKYE
DIHHIZ15mgHET2.415/100N - 4E. 30mghET3.31F/100A - 4
Tholze [1.1. 1.2.1, 2.2, 11.1.18RK]

15.1.10 7 bE =V B E E 0T G L U755 ARRRERIC B 2 A-F
15mg & O30me it &M (R, 33BR) 1oBWwC. JERMEY
9 % B BRI O FEBIFR I3 15mg Bt T0.260/100 A - 4E. 30mghE
TO.361/100\ « 4ETH o720 [1.1, 8.7, 8.8%Hi]

GEBMAER)

15111 EWEM A 23 G & LzE Th/ MAHRERC BT 538 AR
PN A5 mg 7 8] (3ikBh) K U16R (25K5% : - 5-8HI;
TR E 2 L 2o 205 A, IS8 5 L20e
IEFTIC BT, EERKYIEDOBHRIZ T 7 L RSB 5 Tl
10.87F/100 N - SETH - 7=DITHF L AHISIE MR 5 U168 H % 5-
TENZNI.IE/I00N - 4E S U2.60E/100N - FETH o720 H1b/
MATGRERIZ 3B0) 238 AFEEINCARHI45mgl s L D eesh L, 45 AR R
(15RB%) 2B D AR NI AR A1 5mg K U0N30mg % % 5- L 720k &

_5_

FRITIC BT, B RIEYIEDFBEIL T T R HETl36.214/100
A - SETH 72013t L, 15mePFAHET4.91:/100A - 4E, 30mghf
BEET3.OM/100A - 4ETH o720 [1.10 1.2.10 2.2, 11.1.1Z]

15.1.12 BRI 2 3% & U245 T b/ AR EERIC 31T % 38 A%
PN AH45me % 8H M (35kBR) K OV16:E R (2505% © #5-83H Ik}
BUCHRIU G 2 S L e d o 7285, HIC8HMB) $e5-L7-Pke
RITIC B VT, B OB 2 h o 720 HIMAHREBRICBIT S
EAFFINCAA Mg X D L, BIMAHRE (1RE) 2B
U B HEFER RIS A A 15mg K 0°30mg % $ 5- L 2 B TRAT 12 B v
T IREANESL G % B EMEIES ORBHRIE T 7 L RBETIZ0.8
BI/100N - 4ETH 572D L. 15mghfiaHET0.561/100 A - 4E,
30mg A HETL.0B1/100N - 4 TH o720 [1.1. 8.7, 8.85MK]

(7 O—>9m)

15.1.13 7o — U iBFE 2 af L LS IS ABRERBRTT 5 &
R IIAFHI45mg 2 128 %5 L 72461 BT B PR IAT (2588%)
WBWT, EELREIYEDBIFIZ T T L R 12H B S TIRT7.9
#/100N - £ TH - 7201k Ly AAHI28 %5 Ti39.34:/100
N - HETH o720 85 MM AR TARA45mg O 1238 M 4% 5-
W& ) BRI 2 L 45 MAMMERR I RBR T 7 9 & R, R
A15mg X1x30mg % 5 L 72 0F ST (R, 15880 2B n»T
Tl 2 ESIE DR BIZRIZ T T £ KBETIZT.20:/100N - £ TH o
7=DIZK Ly 15mghf&HET4.0f/100A - 4, 30mght&#ET5.7
/100N - 4 TH o720 [1.1. 1.2.1, 2.2, 11.1.1ZK]

15.1.14 7uo—ViElg e g e LB IHEARLERETT S
AR I ARAN45mg & 128 B He G- L 72 B B 2 0FE T (288
) 128V, EEEEORBIE R0 7 8 T AT AR 5
TARANASMmg D12 512 & 0 BRI E 2 2 L, 45 TAHAE
R T 7 7 R, AH15mgid30mg % %45 L 72 F & ffhr
(B, 138 128w, IERmER M2 B < EER 0 R
HZT T L ARBETIRO.7H/100A - S TH 720K L. 156mghf
A #ETO.461/100A - 4E, 30mgPE&HETL.561/100A - 4ETH -
720 [1.1. 8.7, 8.8%M]

(RhEELE)

15.1.15 LIERFLOY A7 W52 63 LM v~ F BF &%t
L L LJAKBLER N7 7 ¥ F 27 7 = VIR0 iR IR R D
M FERHEE TH 5 EE L OMERFELR (Major Adverse
Cardiovascular Events: MACE) J OVHEVENES: (JE B0 E 7 )& o
<) OFBIFEIZOWT, TNFHEABICHT20F— i
(95%MEHEX ) 1&Zh2n1.33 (0.91, 1.94) KU1.48 (1.04,
2.09) THY. BREFEXM EBIETFOREL TS~ —Y
Y1.8% A, TNFHEARICN T 2L UDPHEES N AR >722
EPH SN TV, F720 AHITH, ENTHHREOHIEHEICE
W, DMERFROBEHIED SN TS, [1.1. 8.7, 8.8%HK]

15.2 FERRARERERICE D < 154k
RANITAKHEEH 2T 5 2 &5 5008 R J O TR IR~ 2
ZBATTO RS D O FEERRARER Tl ) S EREUR O ILEREL
DA RIEIHNRRE S 2 R 250 (B dUE
(FFiiE) 7 &) ANz,

16. EMEIRE

16.1 Mg

16.1.1 BEHFS
T R B S ARHNT . 5~30mg & ZE I HL RSP 5- L7z & & ok
WENE NS A — % & TRIORT? WHEAT—%),

F1 ¢ AH R IR0 O Y BIRE S 5 X — &

o . 7.5mg 15mg 30mg
INT A= (B (1241) (401) (42f1)
14.4 26.3 538.2
Cumas (ng/mL) (7.47) (8.64) (17.5)
. 3.0 3.0 2.0
Toas® (b) [1.54.0] | [1.0-4.0] | [1.0-4.0]
145 235 486
AUCe (ng*h/mL) (51.0) (59.7) (115)
12.3 8.25 10.6
T2 (h) (7.39) (4.72) (6.06)
M (BERER )
a. WO [iR/ME - K]

b. BAIFIME (REOUER (R 22)



16.1.2 REHRE
AARNBIE Y 7~ F B AR % 1 17 . 5~30mg eI K A2
D5 L7z & X 0 RRIEIC B 2 MBI RS X — 2 IF FED
LB THY. HEBAERAN DA TERRBICEE L, BRI
BEALBOLNAD 1Y (HAAF—4),

62 ¢ AASARET T G WE O R ARRE N 5519 2 BB /S5 A — 5

sga-y ) | T Lo (st

Comax (ng/mL) (fi% ff},j& (4161,19)
Twas' (h) [1.(2);2.0] [1,222,0] [1.(2)i2‘0]

AUC? (ng - h/mL) (52;23> é?g) (ggg)

I (BREfR )
a. WA [i/IMit — d KA
b. %50 () : 248ER

55 MAHER IR RER D 7 — & % v 72 BEE ISR B R AT 7> S g X
Nz, HARNEZEEVE B SG 28 R AR % 1 H 1181 15m g SRS 1%
L xo@ERRBICBI Y838 v F = 7ol g
(Pl [90%EHEX M) 12, Coa 42.4 [28.5, 52.3] ng/mL.
AUC- 365 [259, 542] ng * h/mLT®H - 72,
XA HE 2 G 72 S e AR AR B B S R 2350 T B S Bl B e
PEFHESE B LML TBY, B VERHE IR 2 & O IAHRERR
RERDT — 5 & N7 BHE RS B RERAT 2 S e Sz, HARNR
FARANZTHUNSmg AZRE 4 G- L7z & SO EIRAEIC B 5%
¥y F =T Ol EE R (hJLE [90%EHX ) 13, Cmax 42.0
[30.3, 51.0] ng/mL. AUC: 443 [359, 608] ng - h/mLC&H 72",
85 0/ MAHER IR ABR O 7 — & % o 72 FHEE SR W By REFRAT 20 & JE
E SNz HARNREYEAAHE 2B 1A A & LH 1 15mg A RE
O 5 L7z & EOEHIREBIZBIT 2787 ¥ F = 7o g%
= (Y [90%EFEXH]) X, Cmax 40.0 [34.8, 53.4] ng/
mL. AUC: 416 [337, 494] ng - h/mLTC& - 729,
WRIRERER DT — & & F\ 7 BHERIE BB IRAT 2> S i 2 Sz HAR
N7 M —MEB i BB AR H & 1H 1 15mg 13 30mg AR 145
B L OB FHREBICB T 2088 v F =7 ombEhgER (b
fii [90%EHEIXH]) 1&. 15mgde5- R TCmax 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 Nt KI5 2 B AR # 2 1H 1R 15mg. 30mg X i345mg A5
5 L7 XOEFIRBICBT 2735 v F =7 ol g (h
Jfiti [90%EHEX D) (&, 15mg 5-HECCmax 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 — & & 72 BRI SR By B IAT 7> © 38 S 7z
HANZ v — Vi BEICARF Z1H1M15mg. 30mgXix45mg
ARG L2 0@ HRBIIBI 27137 Y F =70l
SerplEFE R (e [90%EHEIX ) X, 15mg#% 515 T Cmax
53.4 [38.7, 81.0] ng/mL. AUC: 369 [264, 592] ng - h/mL.
30mgHt G- TCmax79.1 [51.7, 115] ng/mL. AUC. 618 [274,
8721 ng - h/mL. 45mg#¢ 51 TCmax 113 [90.4, 253] ng/mL.
AUC: 940 [597, 2318] ng - h/mLT&H - 7",

16.2 BRYN

16.2.1 BREOFE
Tt B B B 420 AR HI30m g & @5 BRI AL L LI RE T4 5 L
7ol & 2R L R L CAUC M U Cnax 25 M2 1129% )% 1F39%
L7z (AEAT— %) fEREERFH 66611 A H45me % Filk
BRI R O G5 Lz & & Z2JEIE & Ji L CTAUC- K&
OCrmax3E NZN26% 2 U°60%H I L 7210 JEEIANF— %),

16.3 2%
YR F T O MIEREAGEFIINR2% TH o7 TNT Y
F = 7 OMLHE/ MAERELIZ1.0TH 0 . MERK OCIi4E 5 O
THEFARETH - 72" (n vitro)o

16.4 K&
IRF Y F = TIICYP3AAC L DR S, CYP2D6D %53 b
FTREDOOND, TN ¥ F =T OIIIEEIG RELRIE R
LT\, BT vzt MBS, oy vy 527
DORZEALRIT MR GTRED79% % 5 b 72135, —FEHAIneE
DTV B RAT13% M O —BE FHAF N O BB IK 57 .1%
Bt & ize w8 v F = 7 OIBEGHD 133D S Twn i
WY G yitro B OHMELN T — %) [10. 2]

16.5 HEittt
I RE Y F =T OREMIC B B PS8~ 14RE[H]
H o7z MR ABERFICHUC-T 85 ¥ F =7 & AR O 5
L7c& &, G BUTRED24% 05 RIS, 38% S FIZ 7 /85 ¥ 5
ST RERE L CTHEE S, 34% M & L CHREIES e
14), 15) (57*/\7_“— 57)0

16.6 REDERZ2HI 2BE

16.6.1 BipEERE
IRF Y F 2T DAUCSILEHEREIEE #E#F (eGFR:90mL/min/
1.73m2Lh k) &L <, ) (eGFR60~89mL/min/1.73m?)., H
%51 (eGFR:30~59mL/min/1.73m?) K UEE (eGFR:15~29mL/
min/1.73m% OERRERERERE TENEN18%. 33% K% U44%
Molze IINFTTF =T DCmackds EHEHEIEH RS & B R e
Wbt CHMBETH o729 GHEAT—%), [7.5. 7.8, 7.11, 9.2
2]

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

NT A= T WE | TEE | WK
() (61) (681) (561) (611)

G 0g/ml) | Gp | G0 | aom | 6o
Toas? () [1.(1)i2.0] [1.?@2.0} [1.(%;240] [Z.SQZ.OJ
avc- mg vl | 70 | % | e | e
T () Gan | ao | aio | @

TN (R g )

a. T [/l — fe K AE]

b. FRACPISME  (GEDEREE R )

16.6.2 AFigeEEERE
TNY Y F =T DAUCIIIFHEEEIE W #5rs & b L ¢, B
(Child-Pugh%r¥iA) KU 45 (Child-Pugh2i#B) M #%iE
[ 52 Bk B T 2 N2 I28% [ UN24% 570 o T20 8T Y F =T D
Coaxld, JFREREIE W BERRS & Flk L <. BN AERE Sk ERHs ©
EIRIRERE, A5 BRI RE AR R E B ClE43% M0 o 720 TEENTA
RERE WS (Child-Pughs3HC) 1281 2 BRITEM L Tz
W MEATF—%), [2.4, 9.3.1, 9.3.2%H]

F4 - AAN5mgHE MR G RO IEYEE ST 2 — ¥

KT A= I B AR
(A7) (6f1) (6f1) (561)
26.6 27.3 37.2
Cumax (ng/mL) (8.39) (6.98) (8.94)
. 2.5 2.5 1.5
Toest (0) [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 (BEAER 25)
a. T [/t — de KA
b. FREEME (PR )
16.7 EHEIER
16.7.1 HHRASS NS S F =T OEMENREIC K IT T2

In vitroBEOFRER, 785 2 F =T IECYP3AAC L GEF S,
CYP2D6DFH G- b TN O LML, 785 ¥ F =7 DI
FEICRIETT IO TRIORY GHEAT—%). [7.4,
7.7, 7.10, 10.2Z/]

Hoe



25 PEHBEDS Y XY Y F = T O EREI KT
SR YFETD
KB T A =5
— BEEE |y YT, | RN IERESEO I
B B wom PR vt
011/ 0
Come AUC
braFs— f?i“@g 3mg W|oLm 1.75
(B CYP3ARLSE) B [1.55-1.89] | [1.62-1.88]
6
AL ?‘?T’é 12mg | 049 0.39
(BCYPIARH) | o B [0.44-0.55 | [0.37-0.42]
1075
5 16, 1230124mg
_ 9| 25mg/il% 0.97 0.99
ARPVET=IE ey ;f;flﬂa 101 10.86-1.09] | 10.93-1.06]
438 "
V77 ¥ 600mg 12mg 12 1.14 1.07
(OATPIBRLE) | i i e [1.02-1.28] | [1.01-1,14]

a. U8 YT = T EHERA
RESE S B REIRAT O BT & . pHARAEA] (BIERA), To b v
Ry 7HEHERE) RCYPD6EIAMIZ, 735 v F =T D%
BRI R BT S Ledpo 7220 2

16.7.2 INE I F_THHAROENHEICRITTHE
IRY T F TN IS RIT T E L TRIRT
NEANTFT—7%)o
76 7T T F = THWEHSE O SEW B RE I KT TR
PEHZED
WFE NG A — 5
—_— B | Ry FoT || RN IR E O
e gk | g | PR 0% EHR )
BRI/ Bl
Con AUC
Y VLI 5mg 14;? 9| 07 0.76
(CYP3ALE) Wi [0.69-0.83] | [0.69-0.83]
10111
TANAEFD | 5mg fg? | 0T 0.67
(OATPIBIE) Wil (0.63-0.94] | [0.56-0.82]
10H 4
FIVARSF D] 10mg fg‘?é y | 088 0.77
(OATPIBIE) s oM [0.79-0.97] | [0.70-0.85]
=) 30mg
7 | 0.03me 0.96 111
b Fvt—ne| 1H 1M 22
(LR ¥ija] e [0.89-1.02] | [1.04-1.19]
12 30mg
. | 0.15mg 0.9 0.96
JvFER L | 1H 1 22
(LR ¥ija] 4R [0.87-1.06] | [0.85-1.07]
1075
2 16, 1230224mg
| 25mg/l% 1.03 1.14
AREETE T pa ey JREL 1 0861281 | 0.91-1.43
43
N7 xR 200mg f‘gr? 5| L0 1.04
(CYPLIA2#EE) LA [0.97-1.1411[0.95-1.13]
11111
77045 | 150mg fg‘?é y | 087 0.92
(CYP2B6ILE) il mp [0.79-0.96] | [0.87-0.98]
TFTEZ b 45mg
ALkl L RN g g
(CYP2DGILTT) 1101 i o
FATTT-N® | 40mg 143“115] 5| 07 0.98
(CYP2C194£%%) HiJa] TLH [0.58-1.05]|[0.85-1.13]
STVT7Y V| 10mg 1433“[% 15| L8 1.12
(CYP2CYILE) s 1AM [1.05-1.33] | [1.05-1.20]

a. UNF YT = T A

17. BRI

171 BHHERCRLMICET S

(&) o< F)

1711 BRERR : £ Ib/MAES > 4 Lk, ZESTH. &G :
SELECT-SUNRISE (M14-6635%88)
—3E H it D csDMARD THIRA 557 & HE A & FAED HAR A M
i~ FBEENGE L7275 L ARMR R ERIERER % 52
JitiL 720 csDMARDPFFI T, A#I7.5mg. 15mg. 30mg (1H1)

HER

WE 7T REHE Lz, H5128BEOACR20 % (FEF
i H) ETTFEROLBY TH Y. BatFEMICH I H =GR
WERD 57z,

1 51280 ACR20, 50 % U708z 3% (FASHR)

AH AH L e
15mgff 7.5mgh 77 R
83.7% 75.5% 42.9%
Hia
ACR20 g (41/49) (37/49) (21/49)
75 KB E D 40.8% 32.7% B
[95% A2 HEIX ] [23.5, 58.1] | [14.3, 51.0]
Pfiti® < 0.001
e 65.3% 40.8% 16.3%
S a
ACRS0 g (32/49) (20/49) (8/49)
34.7% 20.4% 2.0%
Eo
ACR70 B3 (17/49) (10/49) (1/49)

% (%0

0. VLAY F sk

b. A EAKHEM 5%, Cochran-Armitage D M E
AHN5mgt GBI B 1280 EF R, BELAERS, B
BREE OB GHIEIC R S 72 AT EHL O NFB O FHE G L DT ORI
RL7z0 FBEIEE»ozEIER CBILLE) & AHI15mett -
TECRINEAAR3B (6.1%). WFrhEkAE2H (4.1%). AH#I7.5mg
PGB CRINEZRSH (10.2%) . FIEANIVARZ26] (4.1%) TH-
720

2 G128 COFEFLOME (REMERIT N GAER)

ES AH e e
15mel 7. 5mgh 77 ERE
- 57.1% 59.2% 49.0%
AERR (28/49) (29/49) (24/49)
. 2.0% 2.0% 0%
ERLHERR (1/49) (1/49)
BEREIE OFe 5k 2.0% 0% 0%
oo HERR (1/49)
% (B1%)

17.1.2 EEHRERE  ENME7 > 4 L1b. —EE5H. HEHER:
SELECT-MONOTHERAPY (M15-5555%5%)
—EHEOX P ML FF =1 (MTX) TEERA T % hEERED
LIFEDOE Y v~ FRE TG L L AH EMP G R OMTX
T EERILERBEE E L7 (HARAZED) . AF15mg
1330mg (1H1E) o HMGEEEA~DOE) Y B 2 B & MTX kA Al
R LR L 720 AR 5mg5-HEIZ BT 5 1481 D ACR20
FER (RUFHMEEE) 13, MTXEGEICHTE L fElkEm
LA BAEDRD BT,

3 1 P 148D ACR20, 50 U708 (FASHR)

AHN15mghf MTXH#E
67.7% 41.2%
2 Ka
ACR20 Bt (147/217) (89/216)
MTXHEE L D3 26.5%
[95% fEIEIX 0] [17.5. 35.6] -
PfiEc < 0.001
- 41.9% 15.3%
Sz
ACRS0 B (91/217) (33/216)
22.6% 2.8%
s
ACR70 e (49/217) (6/216)

% (B1%0)

a. J Y VARV ¥ —Histik

b. BN 7295% (S T X B

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

AH5mgix G- HEIC BT 2 4B O ERR, BELAHEFL,
GBI OHE G TR E - LA FEREO ANBROFEIH G2 DT O
FIR L7z FEBRGVE o 725 (2% 1) 13, REE&
ge6il (2.8%) TH o7z

o4 B G146 TORERROME (LA S 4 MN)

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 ERL (8/217) (6/216)
% (1%



17.1.3 EREEERR : SNBSS 4 L1k, —E5H. HEHR :

SELECT-EARLY (M13-5455XE%)

MTXIZ & % I HFEERAS 2o R ERE 2 & FE O BIf ) w7 ~ F %
ERG L L2z AH HAR P G O MT XM IR 5 i LGk B %
FEhi L7z (HANEZEE). A#H7.5mg (HAADOHAR), 15mg.
30mg (LH1[) XIIMTXZ 5 L7z ARRER [E N 32 5 5EAl
FHHZ, #5128 K0 ACR20 KU H & U4 5-24 38 K O modified
Total Sharp Score (LAF [mTSS)) ®R—ZF5 4 ¥ 5%k
HTHo7e AHI5mete 5-HIC BT 51280 ACR20 Uik
(EZEFHEH) (&, MTXEGBICHARTHE L, MalEN e a =
SENFRD HNT2e 72, 24N MR E R & T R R O X
237 (mTSS) THli L7z 4 MTXEZ AR TARHK TR
MAVNE L MEHAR AT E DR SN,

5 1 512D ACR20, 50, 70033 K UM% 5-243 - OmTSS DX — A

54 VS0 LE (FASEM)

AF15mghf MTX#E
75.7% 54.1%
22
ACR20 gt (240/317) (170/314)
MTXHEE D3 21.6%
[95% AZHEIX ] [14.3, 28.8] -
Pfiic < 0.001
e 52.1% 28.3%
Yy 2 3a
ACRS0 g (165/317) (89/314)
32.5% 14.0%
M
ACR70 S (103/317) (44/314)
mTSSOR—2 5 1 & 0.14 0.67
75O © (279) (264)
MTXHEE D3 -0.53
[95% 15 HEIX <] [-0.85, -0.20] -
P’ 0.001

o 0T

L YL AR Y YR

- IEHEA 1 H D 72959% 15 B IX 1Y

. IBBRIE NI T EL L 72 Cochran-Mantel-Haenszel #5€

. /NI

. WRTEHME AT 12
C IRBRFEIEHIE B IR TANRN—AT A Mie i EwmE 353k

st (ANCOVA) £V

726 512K O ACR20, 50, 7080355 K UM% 5-2438 I Om TSSO R — A

T4 o0t (FASHEN) HARANEREH

AFI15mghf AHI7 . 5mgltf MTX7H
85.2% 85.5% 57.1%
ACR20 g (23/27) (47/55) (16/28)
MTXEEE D3 28.0% 28.3% B
[95% 15 I ") (5.3, 50.7] [7.7. 48.9]
} 66.7% 60.0% 21.4%
S a
ACRS0 S (18/27) (33/55) (6/28)
. 51.9% 34.5% 0%
ACR70 233 (14/27) (19/55) (0/28)
mTSSHOR—2 5 1 & 0.24 0.95 2.64
H 5 DL ¢ (26) (51) (26)
MTXHEE D5 -2.40 -1.69 B
[95% fSHEX EY] | [-4.45, -0.35] | [-3.47, 0.09]

J UL ARY Y — s

BB 2 3D 72 95% A5 HE X ]

/N

. IR

RAN5mete 5B 2240 F ERR, TELHERR,
BRI OB G IR E - 2 ERLO ABROEBFEZUT O
KR L7z ARHI7 5Smgde 5H (HARAOR) (2B 224800
FESRG, EELAERR. BREORSTINCE > -FES
SO NBROSBE G, ZhEn4a36 (78.2%). 561 (9.1%)
K OBH (9.1%) THholzo SHGHETHRBIE G- 7zmIfE
M (2%8 1) & AHSmgGHTcTI=vT73I/ bT VR
7 =5 —EHIsH (4.7%). EAGERGEIIE (3.5%). 7 A8
SEVRT I/ NI UAT 25— RN OELI0R (FhE
N3.2%), M2 L7 F vk AkEF—Ehihn, FrpEimie.
REER R Om M) 7)) FIGETH (Zh2Nn2.2%). KA
7.5mg¥ 5 (HAANDOR) TERINERE KL MR (Zh2
N7.3%). FERERYE, TEAILVRZ, RS O T 43
Bl (ZNEN5.5%) THol

KT BG40 E TOHERROME (LM G 4EH)

AFHI15mghE MTX
64.0% 65.3%
HERR (203/317) (205/314)
- 4.7% 4.1%
ERTHERR (15/317) (13/314)
RS ORG-H kI 4.4% 5.1%
o A ERG (14/317) (16/314)
% (B1%0

17.1.4 BHER  FOMWEZ >4 L. —ETHK. LKA

SELECT-COMPARE (M14-4655%5%)

—EHEOMTX (15-25mg/#) TRYRA 557 hEHHE 2 & HiE
DY) v FEERHRE LT T ERROER (75 1<
7) W EERILEGRES A L 72 — R OMTXBEH T,
AH15megZ&1H1ER Y-, 74 ) A< 740meg% AR IC—REEZ T
B, W37 REHG Lize AA15mg 5 HI2B1 5128
BOACR20 tes (EZEFHMEEE) &, 7 J LRGN
T MMM EEIRD S,

8 1 F 512D ACR20, 50K U708 (FASHN)

AF#HI5mght |75V A~ THE MTXHE
. 70.5% 63.0% 36.4%
Ha
ACR20 g (459/651) (206/327) (237/651)
75w REEE D 34.1%
[95% fEHEIX Y] [29.0, 39.2] - -
Pfitic < 0.001
, 45.2% 29.1% 14.9%
ACRS0 g (204/651) (95/327) (97/651)
24.9% 13.5% 4.9%
A
ACR70 St (162/651) (44/327) (32/651)

[

L) VL AR Y Y —HisEE

b. IEBLGAE (D 7295% 5 THIX [

. bDMARDGHI & Tl 3% L 72Cochran-Mantel-Haenszel %

AHN5mgi GRS BT 5260 OATEH G, WA EHEL,
BERIEOR G ILICE 5 2B HERLO ABBROBIAFEEZ LT
DRI L72o BHEGHRE Do 728N QL) &, 735
ST MNT YR T 2T —EHmM208 (3.1%). T AT F
VEET I NI VAT 27— EEImeH (2.5%). REZLKIS
Bl (2.3%) RN 2 L7 F ¥k Ak FF—ERIINL3HI (2.0%)
Thol,

%9 $ 5268 X TOHAERROME (LM R4 M)

AHN5mght |77V o~ TR 7o LKEE
64.2% 60.2% 53.2%
S

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

i 3.7% 4.3% 2.9%

F—

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

il 30k R - 3.5% 6.1% 2.3%
ol HERSR (23/650) (20/327) (15/652)

% (B1%0)

1715 BARAR  FNMEZ >4 L. —ETH. LERHER:

SELECT-BEYOND (M13-5425%88)
AR BB YD) v < F 3 (LT [bDMARDJ) THIEAR
F5 AIARME T D o 72 EHED S TAE D ) 7~ F & 2 %)
G & L—EHEOcsDMARDPEFHF GO 7 5 Rt HE
Wbt g 9201 L 720 csDMARDPEFF. A#I15mg. 30mg (\»
FTNHIHIM), 37T REH%G Uiz AA15mgik 581281
Z120FF D ACR20 e (REFHMEEH) & 7R E5#IC
WRTE L, HEHFN A DR Sz,

#10 : %5 12:8F5 D ACR20, 50 U702 #%3 (FASHER)

AN 15mgh AE N
, 64.6% 28.4%
ACR20 Eis (106/164) (48/169)
FEES Y T 36.2%
[95% fSHEIX ] (26.2, 46.2] -
Pfilic < 0.001
, 34.1% 11.8%
A
ACRS0 gt (56/164) (20/169)
o 11.6% 6.5%
SR
ACR70 B (19/164) (11/169)

%
L) VL AR Y Y —Hlisek

o

(H180

b. EBGA T HD N 7295% S HHIX

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

BresE



AHNSmg GRS BT B 1280 H FEHL, BELAHERL,

HRIEOBGHILICE - LA FHLEO NBRUHEBIHEGZUT O

FIRL7ze BB GDE o 72EEH 2% 1) &, E&GERK

He6 (3.7%). IREGIEA R OTELLSH] (2 2N3.0%) Tho.
F11 - 51208 T TORHEHREOME (RATEMITREH)

AHI15mghE 75t K
s 55.5% 56.2%
HERR (91/164) (95/169)
T AATE NS e 0%
HEEE OG-k 2.4% 5.3%
FoHERL (4/164) (9/169)
% (B

17.1.6 B R : FOIMF >4 Lb. —EEHR. LEHKR :
SELECT-NEXT (M13-5495%8%)
—3E H D csDMARD TRIFA 457 h4EAE > & FAE O BIHT ) ™
SRFBEENRE L7275 LR EE MR 2 9250 L
720 ¢sDMARDBFH T, /8% ¥ F=715mg. 30mg. 77X
(WFRHIHLE) %¥%5 L. AAI15mgik 5B 5 12:81;
DOACR20 ¥R (EEFHMEH) &, 77 2 REGHICIERT
B RN A TR H Y,

#12 : 5125810 ACR20, 505 U708 %% (FASHEF)

AHI15mght 75t K
o 63.8% 35.7%
Vr 2z sga
ACR20 S (141/221) (79/221)
T REEE D 28.1%
[95% A5 HEIX "] [19.1, 37.0] -
Pfitic < 0.001
38.0% 14.9%
M
ACRS0 g (84/221) (33/221)
N 20.8% 5.9%
A
ACR70 i (46/221) (13/221)

% (%50

a. J Y VAR Y F—Hiseik

b. EHLG I 7295%/E HEIX [

c. bDMARDU{ i###E Tl % L 72Cochran-Mantel-Haenszel #%E
ARANSmgte GRS B 2 12O ERSG, EELAEFSR,
HEHEE OB 5 ISR 5 72 A FEHLO NS ORBIE G2 LT O
FITR L7z BBEEDVE» o 72EEH Q%L 1) &, EL9%)
(4.1%) K OHESH (2.3%) TdH -7z,

K13 120K T TORHHREOME (LA REM)

AH15mg 75t K
o 56.6% 48.9%
HERR (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
(EREHRAEI R

17.1.7 BEERARR : SOHES > 4 4k, ZEFH. HERR

SELECT-PsA1 (M15-5725E8)

THEHE L _E D csDMARDA: (csDMARD 2 O'PDE4RHSESE) CTRIH
A5 TAIATH T @ o 72 R EEAE A © T O 1 By P vz ek B 1 2%
B (ERMEEEASHEM L, RS SHEEHILE) %%
ELZTIERRUER (TH) A~ 7) B EERLER
Bz FtiL7zo A#F1S5mgZE1H1NMES. 74 ) A~ 740mg% 2
BRI TG, X377 R 21H1E#%S L7zs A#K15mg
HEHICBIT B12EBOACR20 SR (FEMEEH) &, 7
TR HARTE L, HEHEN A EESRO bR
72y WHEZWNIC D CETOIHNTOVTIE, 24HFFOMTSSD
N=2F 4 U hSEDEALREN T T £ KK TEHA15mg
P 5B TR AINCAE BN S o 729, [5.2801]

F14 1 512D ACR20. 50, 708 #%5 Jt U4k 5-24 38 dDm TSSO X —
254 O DERE (FASEMN)

AF5mght | 75V A TR 7T RR
70.6% 65.0% 36.2%
K
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 233 (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:OBAE D] 045 # Till % L 72 Cochran-Mantel-Haenszel

Mesg

d. F/N

e. MIEYMTIRNTIL
AFN5meB G- MBI 2 24RO A EFH L, EELAEHRL.
BRI ORGSR 5 A HEHRLO AFBOBAEEGEZ LT
DFIR L7z, FEBEEE o 2EEM 2%L 1) &, 1A
7 LT F VARARFF—ERIN28HI (6.5%). A G241
(5.6%), 795=vT73I b5 A 725 —FBEMSH (4.2%).
TANGEVBT I/ MT VAT 2T —ERIMI3A (3.0%). IR
BB K O A IMERIRAHELOF (2 2h2.3%) THo 7z,

K15 524N COAFHREOME (LRI REN)

AHNS5mght | 75 AT | T I RREE

o 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%
BolHERG (13/429) (22/429) (13/423)

% (B1%0

17.1.8 EREFERR : SNHES > 4 L. —EEH. HLEHR :
SELECT-PsA2 (M15-5545%58)
A7 & HIAIODDMARD TRIEA 73 II AWM TH - 72
SERE A © HRE OO W B PERZHEE B 4 OREE B 50 £ A 3 B8 i LA
b BB L) ANRE LTI RMB RS
ML E B & J2 0 L 720 AAI15mg, 79X (WFhdb1H1E)
PG L7, AASmet GBI BT 51280 ACR20 3G
(FEFHEEE) 3. 77 e REGHICERTHE L Ril#n %z
AR S /2¥,

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

AFI15mgh 75 & K
. 56.9% 24.1%
Ha
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. IEHAHD N 7295% 5 HEIX B

c. csDMARD%: OHIE Dl O 4 it THi# L 72Cochran-Mantel-Haenszel
Mese
ARFN5megte 5-HEIC BT 22080 F EHG, HELAERL.
BTGP R > A EFLONB R OHEHEEEZ T O
FITR L7z BBEEGRE» - 7281EH (2% L) 3. IR
g6 (2.8%) BOFAEZRSB (2.4%) THo7z,



K17 P24 F TOHERROME (LM G4 M)

3620 1 $£5- 148 D ASASA0 K U206 (FASHER)

AF15mght 77 R AFI15mght 7T R
64.0% 65.6% I 51.6% 25.5%
HERR (135/211) (139/212) ASASI0 B (48/93) (24/94)
p 5.7% 1.9% TR RMEE D 26.1%
WA (12/211) (4/212) [95% {2 I [12.6. 39.5] -
HBEE O Gz 7.1% 5.2% P’ < 0.001
ol ERR (15/211) (11/212) - 64.5% 40.4%
% (IR0 ASAS20 B (60/93) (38/94)
SRR 7= & 5O BN ERBEEX) 77 AR S O 24.1% -
e o I e [95% 121X 1] [10.2, 38.0]
17.1.9 EEHERRER  BN#ET > 4 L. —EE5H. HEHE : % (I

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

JEAXF a4 FUPLEAESE (nonsteroidal anti-inflammatory
drugs : NSAIDs) TRIEAT5 IERME TH - 720810 X
WRIEIE 2 G 7e S 2 R IPEEHEE S R BB R L LT Tk
A EE MBS Z ML 72 AF15mg. 79 LR (v
FTHLIHLIN) 285 Lize AF15metk G5-HEIC BT 5 14ERED

ASASAOJUGH (EEFHEHE) &, 77 L REGRI AN TH
<V WEMEN A FEITRD b3,
%18 #5143 D ASASAORE . (FASHR)
AH15mghf 7T K
e 44.9% 22.5%
ASASA0 B (70/156) (35/157)
75 KB D 22.2%
[95% A5 HHIX [#°] [12.1, 32.3] -
PAitic < 0.0001
% (B0
a. COVID-1912 & 2Kl 7 — & WIS 2 - I L EAlise ik 2 HARA

720 Y VAR Y T —Hiligik. ASASAORUG BT FUBED S HH L7z

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

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

- B ROKREEW 5%, JE O F BN BB ISR 5 X (MRIFTRS Y /

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

552D D ASASA0SUS = 1E. AH15medk 55 T62.8%
(98/15615])\ 75k R BETL2.7% (67/15761) TH Y. AHl
15mgD FEMFE 512 X 2 AREOHEF AR S iz,
RANSmgte 5-HEC B 5 1L OAEHG, B LA EHL,
HREOHGPILICE > 2 EFZO ABROFEABEZ DT
DFRITIR U7zo SEHEIED - 72RIER (2%LL 1) 1ZFw6H
(3.8%) THo720

%19 5148 F TOFEHLOME (ZEMFNTGA4ER)
AFH15mght 75k K
. 48.1% 45.9%
AR (75/156) (72/157)
P 2.6% 1.3%
ERLAERR (4/156) 2/157)
G OG-k 2.6% 1.3%
FoHEHRG (4/156) (2/157)
% (BI%0)

AHISmgh G S M7z BGRB8 2 EFROFEBE
£1362.2% (178/286%1) Th-o7zo MELHEFROFEIHE IR
6.6% (19/286%1), WGERFEDE G HILIZE - 72 HHRROFEHLE
134.2% (12/28661) Tho7zo FEBRIEGAH» o 2RIER (2%
Plb) i, RIS (2.8%) MUBUH6HI (2.1%) TH-72,
TED COVID-1912 & B KM 7 — % & IS 5 720012 % Bl Se ik & ML GA A
720 Y VAR Y =gk JOSFIEIZBOSHRDHHM L 720
1£2) 52MIFIZ7 7 L ARD SFRANIY Y F R 72 H S & ARFHIEFE I
34400 CP¥fi).

CREMEHR)
17.1.10 EE#FERE  FI/IHE5 > ¥ Lk, —ZEEHR. L&

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

JEATFa A FUH RIS (nonsteroidal anti-inflammatory
drugs:NSAIDs) THRIBEAR 5 LI AME TH - 72bDMARDIZ
LB HHRBRO 2 VIHE O mEEFHEREZT R E LT
7 b AR5 HERILEGAR A £t L 720 AH15mg. 77 LR
(WFRBIHIM) Z85 L7z. AF15melk 55281 5 148
DASASAOFIEH (EEFHETE) &, 77 B RESRITHRT
< BRI A AR 2P,

a. J Y VARV —fliscih

b. Cochran-Mantel-Haenszel #5E
ARAN5mgPt 5D 5-64 K D ASASA0 SIS K INASAS20
FORFIZZNZENT72.0% (67/9361) K U79.6% (74/93%1) Td
0. B GC X 2 BMEOMERAIR S Tz,
2!—‘%‘ 15meg# G-HEC BT 2 14EREOF ERSL, BELAERLR,

HBREOB G PIEIC R T EHL O NBROCFHEEZ T O

?ﬁ‘ R L7ze BB G E - 28IER (2% 1) X, M2
L7 F VR ARFF—ERNAE (4.3%), L%, 79 =¥
T3/ b AT 2T —EHIN, &3 VAT —VIIE K& OB
26 (ZNFN2.2%) THo7z0

21 : e 514G E TOREREOMEE (RN RER)

A 15mgh 75 b K
- 62.4% 55.3%
HERR (58/93) (52/94)
e 1.1% 1.1%
RELATERS (1/93) (1/94)
BB DR Gk 2.2% 3.2%
Tt (2/93) (3/04)
% (IR

RHANSmg PG S N7 BWHGEH™ 2B 2 HERR 0%
BLa£71380.2% (146/18261) TH o720 EELAEFLDOSEH
#E126.6% (12/18281) . BB OTGHILICE > - FERL
DOFEBEE136.6% (12/18261) THh - /oo FHEIEDwH - 72
HIVERE (5%BL L) 1. H 27 L7 F v R AR F F — B Rn144
(7.7%) RO L5GEEA106] (5.5%) TH o7

17.1.11 EEHRERER : FONET >4 Lk, —EEHK. EEHER !

SELECT-AXIS2 (M19-9445£8 Study 1)

NSAIDs }. 'bDMARDIZ K L CHIBEAR 55 % i Bk o s i P 3
MR EZ NG L L7 2R3 B MG % 92 hti L
720 A#I15mg, 79K (WFRLIHLE) 28%5 Lz AKH
15mg#% 5-BEC BT 5 148E O ASASA0 S (T2 341H H )
. 7T RBEGHICHARTE L, SRR EESRO O
7239,

7222 1 $ 5143 O ASASA0J 20K 5% (FASHERT)

AFH)15mghf 75 b R
44.5% 18.2%
ASASA) BB (94/211) (38/209)
7T RMELE D% 26.4%
[95% £ HgX 4] [17.9, 34.9] -
P’ < 0.0001
65.4% 38.3%
ASAS20 G (138/211) (80/209)
75 EAREE O 27.1% B
[95% 15X 1] [17.9, 36.3]
% (B1%0)
a. FUBFIZCOVID-19Z £ 2 Killl 7 — & # WL F % 72012 % EAlise ik %

MABAATE ) Y VARV F—HimEkE e TaEB L, JSFHUuL K
IS SHEB L
b. Cochran-Mantel-Haenszel #5E

AH5mgix 5 HEIC BT 2 14BR O ERR, EELAHHFL,
BHEOBGHILICE - A EFRO ANBROFEBE G2 DT O
FIR L7zo BB G E Ao 728EH (2% 1) &, fFiEk
WAHE6H] (2.8%) T o7z




223 1 B HIGAR T TORHEREOME (LA REM)

326 : #5168 ICEAST 75X O'VIGA-AD 0/1, HWADNRS 4L Fod

RAN5mghE 75 b R Fa L 2o oslE ITTHRRD
N 10.8% 36.8% A#30meht | AH15meht 75k KB
B (86/211) (77/209) 9 0 9
- 77.1% 64.6% 26.4%
S 2.8% 0.5% EASI 7o (229/297) (194/300) (80/304)
(6°/211) (1/209) TSR D 50.6% 38.1%
B OBG IR 0.0% 1.4% [95% 15X 1] (43.8, 57.4] | [30.8, 45.4] -
BolHERG (0/211) (3/209) P < 0.001 < 0.001
% (1% . 58.6% 39.6% 10.9%
a. ABIOCOVID-19MED TR A EH R % &t VIGA-AD O/LERE| (74 g7 (119/300) (33/304)
i3 /¥ VAR ¥ —HlizEih T REEE D 47.6% 28.5%
14) 1EKEC T 7 2R 5 ARFNCY) ) H 2 72 BH S G AHIGETEIIH [95% 14X 4] (41.1. 54.0] | [22.1. 34.9] -
476 .9H CPIfi) Pfili® < 0.001 < 0.001
(7 FE—MEE %) A@HONRS 42 L 63.9% 51.7% 15.0%
17.1.12 ERSFRER : BIMAT> 5 L. —EER. LERR ESE s Us6/291) | _(149/288) /200

Measure Up 1 (M16-045388)
ZFa4 FAHAZELIEY 70 A ZSHAE T RA T4
Thotzy 7 ME—MEE% (AD) IINT 288 EEE AT
% SOIAMVABE S ESINCHELE T & i SHED S THET T
12 VL EOADBFE 250 G b 727 T & K T MR
Brx 92l L7zo A#H15mg. 30mg. Xix7 7L RZ1IH1EEYS L
720 PEG16EKIC B A T EFHMIE H OEASI 757 K UVIGA-
AD 0/1" % EK LB OH ST TEOEBY . 75 REE
& el U CARHI5mghE I 0N 30m g CRERT RIS A B E A o
727, [9.7.281K]

724 #5160 IZEASI 75, VIGA-AD 0/1, 2*WADONRS 4P Eki%

FERAIZCOVID-19C & A KMl 7 — & 2 T 5 72012 % Bl 52 2 2 HL A

AATE) VAR YT =gk R TR L7z SR AR EREE2 S

Bl L7z,

a. Cochran Mantel-Haenszel#fi5g

b. BPHONRS 4M LD N AT 4 ¥ DRIED BB HONRSHAY L

THHOTHEBNZBIT D, REDPPADNRSHN—AT A Vb4l i

P16 F TCOFEFG, TELFERL, HPREORGHIE
RS TG ERLO NFRLORBE G Z2 TRIORT, FBlEG
Fh o 72EIER (5%ULE) &, AFNSmghE T SIE2761 (9.0%) .
ARANZ0mgHE T 953661 (12.1%) K OEEAIL R 21661 (5.4%)
ThH-o72,

KT 1 BeT163IE L TOHHEHEOBE (REVERT N S4ER)

L2 BB WS (ITTHH) AHOmeht | AMlomght | 77 KEF
_ : R fretig 72.4% 66.7% 62.7%
AHI30mght AHA15mghE 77 LA (215/297) (200/300) (190/303)
. 79.7% 69.6% 16.3% s 1.3% 2.3% 3.0%
EASI 7o (227/285) (196/281) (46/281) ERLATESRR (4/297) (7/300) (9/303)
7T bR DX 63.4% 53.3% BB O 5 ki 1.3% 1.3% 2.3%
[95% A5 HEX ] [67.1, 69.8] | [46.4, 60.2] - ol EHS (4/297) (4/300) (7/303)
Pfiti* < 0.001 < 0.001 75) EASIA 27251684 . vIGA-ADZ 2 7330k b, ORI 5
. 62.0% 48.1% 8.4% % 5 ADIFZDEIEH10%L L. Je O H QR ED A A DNRSD N
vIGA-AD 0/1:#33% (177/285) (135/281) (24/281) — 24 VRO MEFIHfEALL
7T R D 53.6% 39.8% 16) 12 LA I8 A M OB A 13K EAOkg DL o
[95% 1= HgIX K] [47.2, 60.0] [33.2, 46.4] - 1:7) EASI 75 (BB MR EMETRE (EASD O75%#
Pifi® < 0.001 < 0.001 ##8) VIGA-AD 0/1: /N 7 — b SN RBREATEE RIS X 2 WG EHl —
PO HRDNRS 4L 1 60.0% 52.2% 11.8% 7 MY —EEE %A T7 (VIGA-AD) 20XIE1TH Y, hoON—2R
YD LR (168/280) (143/274) (32/272) A4 ERBLT27 L — FULLws#

FERFIZCOVID-191C & 2 Kl 7 — & 2 WS 5 7230122 EHli e & #l A

RAATE) VUV ARV =gk 2 TR L7z R BIEILERSED S

HH L7z,

a. Cochran Mantel-Haenszel#f &

b. WAHDNRS 4L DO X—=2F 14 ¥ DIRED PO ARDNRSAM4LL

THo7AEPNIBIT B, HEOPWADNRSHSN—AT A ¥ 5HAY, FEGE

5168 TOFERG, EELRGERS, BEREORGHIE
KRS A ERLO NBROEIEEGE FTRIORT . BIHEEGD
Fdo 72BIER (5%LL L) &, ARAI5mghEil N230mglE ¢ &
B (enzEn1shl (5.3%). 3661 (12.6%)) DA TH -7z,

%25 B 16EIF X TOHERROME (LM G4 H)

AFHI30mght AFHI15mght 75 b K
73.3% 62.6% 59.1%
g2
HERR (209/285) (176/281) (166/281)
] 2.8% 2.1% 2.8%
=24
ERTHERR (8/285) (6/281) (8/281)
B ORIk 3.9% 1.4% 4.3%
o A G (11/285) (4/281) (12/281)

17.1.13 ERERRR : FOHET > 4 Ak, ZEE5HK. HEEHER -
AD Up (M16-0475£58)
A7 a4 FAHAFIZE LIS 7 a0y 2 2 A% CHER 4T
B otz ITADISH T 2 G HERE % A9 % e D & FHIE™)
TI2EL EOADBH 2R E L7 9 £ RAMHZEFRILK
REEEL 720 A7 94 FAUHFGEHE T TAA 15mg. 30mg X
377 RETHIAES Lz #5-16ARIC BT 2 FEFHEHH
DEASI 7557 L O'VIGA-AD 0/1% 2588 L 72 8B g 0 E &1L T
£oLBY., 7T REEL KL TARFI5meE 1k 12 30meglE T
AT I - 7%, [9.7.2511]

GEEBHXBR)

17.1.14 EEERERER  BIHET > F L1k, —EEHK. LB :
(BB AKRRER - M14-2345 BT T X 2T 1 2R U'M14-6755458)
IEARR® GRIT7 3 7 ) FOVERBLAL, Sl i Bl e L
AT uA FILSEWEYEAD) CRRA TS IARMETH - 72
EGED S HAE (Adapted MayoA 2 75-9, 22 WNHEEH 7 2
a7 2-3) OEEMEARER (UC) BFERe L7 I Rt
I R E BB % 20 L 72 IR O8I, AHI45mg ik
7T R ETHIMES Lz, #5882 Adapted MayoA I 7
W2 & 2 BRSSO FEHEZ fii 72 S 7o 72 BB, HEIC8HE .
Git16a M AA45mg % 1 H 1l$ - L7z, EUEHIiTEHH Td %88
B Adapted Mayo A I 712 X BRI EMRIZITEDOEBY
WINOREEIZBWT D 7T R E L L CAA4SmglE T
FHRIN A BB Do 7239 10,

F228 #1583 Adapted Mayo A 2 712 & 5 BRI EE e (ITTHHE)

MI14-234 505 M14-675300%
HTRYT42
AF45mght | 77 2 REE | AA45meht | 75 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] - [93.2, 34.7] -
P’ <0.001 <0.001
% (B1%%)

ERHIZCOVID-1912 & 2 Kl 7 — % Z W % /-0 22 Tt % #l A

AATED YL AR Y T —Hligei 2 TN L7z, AR (n) 3@

PHEMLZ,

a. Adapted MayoA 2 7 22LL FC. SESHILLFHADOR—ZA T4 #ill
72wy, RBS2%0. oW RS 72 2 7 A1 (Mgt Z2 =3 i
B VHE)



b, R=2F 4 YEEOREREAT A FOMH (Y id%L).
J 4 Yo Adapted MayoA 27 (TULF LIE7TH), N—2 54 /H?@
AW R BRSO B AREE (R A RN IR 2 1) O S A W AR

HY . AFB0mghE T, I 7 L7 F ¥k AR FF— BHINSH
(5.2%) THo7zo

BH) R IE 72 L) (2HE > THEE L 72Cochran-Mantel-Haenszel#i 52 731 : 552 TORERROME

AHN45meix 5 BT 58I £ TOHAEHR, EELAE

B, BHEORGHIEIC R 2 ERRO NBRORBIE &%
TRITRY . B5-8MEF £ TORBLE G D - 2RI (3%L

1) iE M14-2343 B 72 7 74 2Tld, M7 L7 F Uk A

RFF—EHINI3G (4.1%) K OUFHEREA 1061 (3.1%) T
HY ., MI4-675RERTIE, S4B (4.1%) KM+ 2 L7

VAR ARFF—EHIN2H (3.5%) TH-7z
320 1 W AFRERBC B B4 EHRE O

e 5.8JRy F ¢
AfldsmelE | T REKB
M14-23438 8% T A % 714 2
N 56.4% 61.9%
RS (180/319) (96/155)
] 2.5% 5.8%
ERTHERR (8/319) (9/155)
BFSEOE L PIEICE S 72 1.9% 9.0%
HEFER (6/319) (14/155)
M14-6753k55
52.9% 39.5%
G2 E
HERR (182/344) (70/177)
) 3.2% 4.5%
ERLHERR (11/344) (8/177)
B GHIIcE - 72 1.7% 5.1%
HERL (6/344) (9/177)

% (%0
5163812 3B1F 5 Adapted Mayo A 2 712 & 5 RS
X, M14-234Ex3 7 2 % 7 1 27T50.8% (30/59%1) M14*675
RERT45.5% (30/6661) T - 7219, e 5-8HEEA 5 16:H1F D
AH45mg/A5meht I B 2 HEHR, BELA EHL R OER
FORGHUEIZE o 72 EHLIE, M14-234R kT 72 5 74
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) THorzo $5-8AIED S 16K DFEHLEN G A3 52 - 72 FIE
JH B%LLE) & MI14-23438Er% 7 2 & 74 2T, ik L7
F U ARABRFF—EHIMAE (6.8%) KO RAEE2H (3.4%)
TH Y. MI4-675:ERTIL, HilH 2 L7 F ¥k Ak % — LHin
3B (4.4%) THo7z

17.1.15 ERRHERRE : FIHE7 > 4 Lk, —E5H. EBHER:
(ME3SHASER - M14-2345KB8 P T X 25 1 3)
B AT AR CARKI45mg D 83 [ 5- X 1638 BIHE 512 X ) il
IR QLR 7- L BRE 2 G L Lz T 7 Rl
FE BB % 0 L 720 S s A WIS ARH45mg 0 818 F % 5-
22 72ITT ASRIEY 2B WT, EEFEE TH 5521
D Adapted MayoA I 7IZ X RN ERHRIITROEBY TH
0, 75 AREEL L CTAFISmghE & O 30me it THETFEMIC
HEE o2,

2230 © #5520 Adapted Mayo A2 712 X BRI (ITT A) 4

AH130mghE AH15mght 75 & KR
] 78.6% 77.7% 75.8%
=28
HERR (121/154) (115/148) (113/149)
o 5.8% 6.8% 12.8%
oAy
ERSAEER (9/154) (10/148) (19/149)
R OG-k 6.5% 4.1% 11.4%
EoHEHER (10/154) (6/148) (17/149)
% (BI%0)

BEFE AN AAN45 mgD16H S % % 72ITT BHEMFD 12
DWW, 52D Adapted Mayo A I 72 & 5 iR Y 2 fif 5110
. ARA5 mghE K OARAZ0 melETENENL9.0% (4/2141) .
33.3% (8/2481) Td - 729, AHI15mgk -8 K °30mgtk -
HICBU 25552 TCORERR, BELAERS, B
OGN IICE o 2 HEFLO NB R ORBE4E, AHI15
mghET57.1% (20/3561), 2.9% (1/3561) J2182.9% (1/3561).
A#130 mglET62.5% (25/40%1). 10.0% (4/40%1) % 1¥5.0%
(2/40B1) Td o720 BHEAIE - 728EH G%LLE) &,
AFN5mghE Tld. EETERB 2360 (8.6%). Il 2z L7 F vk
A F = EHL ORI S 5260 (£5.7%) Tho 720 AF
30mg TIEFHHE G A E D o 728 (5% 1) 332 s5nkih
‘Of;o

H9) CEEROBARINICT ¥ AL LA E LB, S L 4T
DR

TE10) AW BANI I L CREAR T A0SR U R Cd 2 B
e

TELD FESRO BB LCRIEA T BRI IR A 2R T b0
O M BN IR T 2 W BB

FE12) 5y Akl #58EME TOMICARE IED G LT~
TORERE

TE13) FEWERIZCOVID-1912 & 2 KMl 5 — & % MBS 2 720> 12 % Tlise
BRMARAAL ) Y VAR Y ¥ —Hlisaik e IV CEM L7, 1
B (n) IEERE A S5 L7z,

TE14) A#145 mg# 1 H 1S 4% 5 0038 AHEH: C AR IO % Y21 L.
A#15mg. 30mgXE 75 LK% 1A 1A, 5285 2 FECHl
B, HERRRRDNC BV TR L AH 2 885 L 72 i 0451610
Helpi

1E15) AH#I45 mg# 1 H 111638 B 5003 A CHRR L% 2 581 L.
AFN15mg X 1330mgZ 1 H 1M, 528 ¥ 53 5 BEISHLA L, HERF
PR B CLE B AH) % 3 5 U 72 ety

716) Adapted MayoA 2 7 4320 FC. SFSAYILLF. RBSA0. 22N
BB HRA 72 27 251 T (%2 230 25 wia)

(rO—>wm)
17.1.16 EEERRE : FOHEZ 4 L. —ETH. HEEHER :

U-EXCEED (EMEARER : M14-431545%)

AW ERIEGIN G L CRERA T 0 IR ETH o 72, HEHE
A5 EIETD OIGE 7 v — 2 (CD) BH 2% e L7z12:8H
DT 7 RN EERILEABZ S L 72 AH45meIiE 7
7 RE1HEER G L7zo #5128 R I ARH45m g G- CRRIR I9
YRS DI A 72 S T hr o TR, 1200, AH]
30mgZ1H 1M G- Lz (128 M 0T =3 5-0) o

AAB0mghE | AAI15mahE R FEIFMETEE (co-primary endpoints) T % $x5- 1281 DK
Adapted MayoZ a7 51 7% 12.3% 12 1% MR RSN ERII T RO LB Y, WINOFHMIEEE
12 & 2 B Y (%ﬁg) <%h£> (mh@) 22V TH 7T LR L L TARA4SmghE TRFHAIIC A %
(EZEHliEH ) - .12)
IZE o7z,
T RHEE D 39.0% 30.7%
[95% 12 HEIX [H] [29.7, 48.2] | [21.7, 39.8] - #32 1 ¥ 51238 DFRIR I TE = J OV B e =8
PAE® <0.001 <0.001 AFH45mghtd 7 J & R
% (%0 i S i e 39.8% 14.0%
FERHRIZCOVID-191C & 2 Killl 7 — & 2 MBS 5 72122 Ffili s i: & Hl A SR (129/324) (24/171)
AATE) Y VAR Y Y —Hlistk R TR L7ze R (n) 13K 7T kR D 25.9%
LRI L7, [95% f=HgIX 4] [18.7, 33.1] -
a. Adapted MayoA I 720 FC. SFSAS1LLF, RBS20. 22> MN#HEE P <0.0001
FiRS 7 A a7 21T (s 2 RIS R WS - 34.6% 3.5%
b. OHEORFEE AT U A FOMIT (b ) k7% L), 0MEOHHKIE BB o (112/324) (6/171)
it (Y XiFHL), N—=R2F5 4 YEOEYERRANI S 5IREE (4 T RKEEE D 31.2%
%%H’Jﬁaﬁl fdJ’*T‘&) D ’“%Uii%%ﬁﬁiﬁl /dJ}—tC Lml)) 0)'“(’1"0: [95% 1513512115'1] [25_51 3740] _
H€ - THHE L 72Cochran-Mantel- HaenszeH‘ﬁn—~ P <0.0001
ARANSmge 58 B O 30m g G- #EZ BT % 2 55285 F TOHE % (BI%0

$ig, WELAEHRL, BREORGHILCE>FEHLD
ABRORBE G2 DT ORIR L EHEEGH A 28]
EH (5%LLE) 13, AHI15mehtCld, SLHTH 2861 (5.4%) T

FERERIZCOVID-19IC & 2 KT — & 2 WIS % 72012 % EHli e & AL A

RAATE) YV ARY =gt e CHEIN L 720 B (n) 135K

bR L7,



EAFE o 72EIEH (3%LL L) 1. AH45mghtTid, BUR11H)
(3.1%) THotzo

#35 : HEFROME

a. THFHPEENE (SF) 252.8LLF. 222, 1HFHER (AP) 237
DBLOUF T, WINIR=ZXF 4 Y2z Hn
BRI PR 712 5E - THEE L 72Cochran-Mantel-Haenszel#f 2

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

AT A4 U B50%BIRY (R—2F 4 ¥ DSES-CDH4DYE, N—2A AFH)45m gl 7Tk R

FA DS DRWEN2ERA VUL ey 62.6% 58.5%
d. 128 o -~ HmEBEEAREICBWTT Y AL, BEBEZIEDE o (219/350) (103/176)

B L7 N ORISR - 6.9% 6.8%
BH12AE T (CEEREAREY) OFENRR, TEAAE ‘ s (24/350) (12/176)
g, BREOBGIECE - EEREO AL CRBLEG % ﬁgﬁ%@%g;g@ﬂt (l‘é-/i‘g‘?o) (1%-/71?6)
TRIORT. #5128 F T (CHEEREAREY) 0%BiH "

BhED o T2RER (3%LL L) 12, AH45melETid, HR1260 a. G128 E TORICAF Z 1Y RS L3 XTogs (C“EE

BB ARERI)
12:8H DR 5 W AH0mg & % 5- S N HBRETY 0% 5

(3.7%) RUVELL08] (3.1%) Tao7zo
#33 : HHHROME

Q4TI 12 351 B [ PR 1) S5 720 5 O P B IY e 35 7520 #1325 6%

AAUSmEHE 75 kR >
— 68.2% 65.5% (15/5981) R U13.7% (8/5981) Tdp- 72",
- (221/324) (112/171) ?’i’ﬂ?lZi@H%ff%?Q%%i’ﬂﬂ%@zﬁﬁl 30mghElc B B HEFS, &
I o R <3%'/330§4> (1‘;%’1) BAEERSE, BREOE G T - A EERORHEE
BRI E 7 5 6% 11% c;t\ 67.8% (40/59%1), 10.2% (6/59%1) K 05.1% (3/59{§J> kS
A EHG (18/324) (7/171) B o Tzo PG 120HE D S 24 RSB L 72 BIVE 13380 &
% (BI%D) Nhhotz,

a. #5120 TOMICARA Z 1 DL ESHS L 23 XCodHg (CHE
[VEYN 363D

12 O HERH 5 A H30mg & % 5 S N2z WEE T D% 5
24TRMENZ B UF 2 BRI EL 20 38 [ OSBRI B g 2 381423 . 2%
(16/69%1) M T'11.6% (8/69%1) T - 72122,
P51 23 7 & 248 O ARHI30me i IC B H A EF G, EL
HERL R OEBEOB G IR - 72 EHFRORIE 41T,
65.2% (45/69%1). 10.1% (7/69%1) K U'8.7% (6/69%1) TH -
7o PG 123D & 24B R IS TS BB B AS R 2 o 72 HITEH . (2%
1), AMmERRAE, 70— Y. wERESE ROt 2 LT T
VARARF F—EHIN2E (ZhFN2.9%) Tho7z,

17.1.17 EEERERER  FNHET >4 Lk, ZEEHK. LBHER :
U-EXCEL (EfFEARER : M14-433:58)
BT SOIEE R E AT a4 K, RO/ 33 A28z
L CRIEEA T UIARTH T H - 72 SRRE D S HRETY O 16 8
BICDEHEZ MR L L2128 M 0 7 F 1 A — 8 H ML iR
BENE L7z AAldSmg NI 7 I R EZIHIFEYS Lz, %512
JARE I\ ARFA45m g Pt G- THR R RSSO JLHe & il 72 S 7 hr o 7ok
B i2id, WIC1280, AAI30mex 1H 1S L7z (12 o
IEEHEG-H) o
EEFMIIEH (co-primary endpoints) T3 5% 5- 128K DR
PP R OB EGEERIE T RO L B Y. WM OFHiiHH
IZDWTH 7T REE L IR L CARAM4SmghE THAMHEICE B
B o 729,

34 ¢ B2 12085 O BRIR 1 PR T O A HRBE R L 5

36 % 5-528 K DR

17.1.18 ERRERRER : FIHES > 4 Lb. —EEHK. EHHER

U-ENDURE (BEfE#EFF5ER - M14-4305:5%)

FREESE 2 %Eza""i” DCDRBA % G F N L 7256479 % 35 A
AET, PG 123K IS ARA45mg TRER RS 35S % 30 L 728k
Eﬁ%‘%ﬂ% L EmEMARE EG L 72, EEFHEE (co-
primary endpoints) T & 5P 5-52:8 I O i R 1 5 i 3 K OYPI#
BEMEERIITFROLBYTHY ., WTFNOFMEHE I2OWTH
7T & R L L U CARKI 15 mgHE e O30mg e TR - A 5

‘:%ﬁ)O 7‘:“)0

RO TEIRR B DS LB S 36

AFH45mghid 75 & R
o 50.7% 22.2%
HRIO TR (178/350) (39/176)
TS RBELDE 28.7%
[95% A= X 4] [20.9, 36.4] -
Piii® <0.0001
e e 15.5% 13.1%
WG & (159/350) (23/176)
TR DR 33.0%
[95% A= #IX 4] [26.2, 39.9] -
Pii® <0.0001
% (BIED
FEWHRIZCOVID-1912 £ 2 K7 — ¥ % MLEF 2 720512 % TM5E1: & ML

AATE ) VL AR Y Y — s 2 W CEM Lz ERAIE (n) 13E6k

LRI L7,

a. 1HFHSFH2.8LLF, 72D,
NR—=AF4 Y ERRBZ RV

b. EE I T HE o THAE L 72 Cochran-Mantel-Haenszel B &

c. SES-CDHNR—=RF £ ¥ H 550%EWA (N—2AF 4 »DSES-CD»¥

DYitr. R=AF A4 VPO 2RA ¥ L)

d. 128B o " FEEREABEBERICBNTT v ¥ 2L, BEHEZ AL

B L7235 RC oy

THFEHAPR I 7251.0LLF T, wihd

FE12HM L T (CHEREARDN) ofEHRLE, WELHEE

B, BBEORGHIEICE - 2 ERRO NBRURBE G %

AH0melE | AH5melE | 75 K
_ 16.4% 35.5% 14.4%
BRI (78/168) (60/169) (24/165)
75 AL D 31.8% 21.9%
[95% fE@ilxm] | [23.2, 40.3) | [13.7, 30.0] -
Pi® <0.0001 <0.0001
s e 40.1% 27.6% 7.3%
WG E (67/168) (47/169) (12/165)
75 AL D 33.7% 21.0%
[95% fEHEKRI] | [26.0, 41.3] | [13.6, 28.4] -
P <0.0001 <0.0001
% (B%%)

R AIZCOVID-191C & 2 KM 7 — & & WP % 72125 BAlSE L & Ml A
AATE) Y VAR Y —HigEEE I TEM Lz R (n) 13EK
P LM L7,

a. 1HPHSFH2.8LLF, 2>, 1HTIHAPA I 7H1.0LLF T\

wihd
N=2 T4 Y&z

b. EIAFE IR 72 HE o TH#E L 72Cochran-Mantel-Haenszel B i
c. SES-CDANR—=ZF 4 H5L50% A (N—AF 14 »DSES-CD74

OYlr. R=A T4 Y PoDRWIV2HEA » L)

d. JeAT 3 % AR R C A5 MR 51 X 1) BRIRIGUE™S 258 L

o v 7 btk BB E R DL RS L 22 05024 O H5E

G52 E TORERL, BEELAERL, BREOHGPIE
RS A EHLO NFBORIEGEZ LT ORITIR Lz, 53
HEDE o 72HER (2%2LE) & AHI15mghECid, 1Mk
661 (2.7%) TDH Y. AAIB0mghE TIid, A RAIE1061 (4.4%)
Y COSERBOE A8 (3.5%) . SE8BI (3.5%). M LTS v
R AKEFF—EHIN6H (2.6%) KO EREIEGSH (2.2%) T

é) D 7:. )
Fe37 ¢ Pe 55280 F TOREFLOE
SAIHER?
AA0mehE | AF15mght 7 F & Kt
- 76.9% 74.7% 75.8%
HERR (176/229) (165/221) (169/223)
e 10.5% 11.8% 13.9%
ERTHERR (24/229) (26/221) (31/223)
mEEE R Gk 5.7% 7.2% 3.6%
EolHEHRG (13/229) (16/221) (8/223)
% (B1%0)

TRIOR T HG12HK T (CHEEREEAREN) OJEHE

a. AT B EASEERER CAFAS eIt 512 & D BERIEE™S & 1 L,
AN [« N ISP APy 3 7E




¥17) 1HESFAMEILL R O/ UE1 H AP R 2 7 A28 L ADOSES-
CDA 27 HHRAE DA MO TH & B TR L GRZ A b 12 BUR
LCTwa%A1340 1)
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