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17.1.153 1]

9.8 SHsE
BEOREEABZ L2000, HRICHEL CHERICRS T2,
R TRl & i L CHRE L BRPYES O EHL D%
BEOLADPBOONT WS, 72, 7 hE—MEE %, B
WKy O — Ui iR L2 R R ClE, 65m bl LI
BWT, 156mgl 1A% & i LT, 30mgl 1% 5 CHEERA
EHLDORFHERD EANFEDSNT WS, [1.1, 1.2.1, 2.2, 8.1,
11.1.1z81]

10. tHHEfEA
AHNTZFE LCCYPSATIR# s b, [16.42]

10.2 HERAEE (BERSEET B2 &)

S ER BRAER - H5E 5 B - fabE T

CYP3A % i < B % JEA0 [ ARH O Il i B AS 737 |CYP3ABLEMEA IS
A roary—n LBENNDHD, NS XYV EADZ Y T
Y rFEL ZERBMEMNT 2856519 ¥ AWKTT %
yoyAuxA 8% [EHERORHEIERT |20,

VA Ay ) 5Tk,
[7.5. 7.8, 7.11, 16.7.1%
il

CYP3A % i { #3532 A | A A o 1 b i FE AV T |CYP3AFH BRI S
V77 BTy L. ERFEOBZNI| L) AKHDO 2 ) 7
HNNTEE ¥ Hbo PEMT ALK T ¥ A0 8T 5
Tr= M U BISEEOZ LT =5 |72,
tA4avFrXY VY StV r3nl,

John's Wort, £~ b - V3
=YX T=1) GAE
[16.7.121]

1. BfER
ROBENDDSbIDEHHHOT, BgEEFMFTC, S
BRI SN E BT AT 57 & MR R AT 2 .
1.1 EAGEHER

kk11.1.1 REPHE

WIS (4.8%). W% (1.1%). ##% (BEAW) FoEEL
BYE (HAURGER &) bbb, BN ez -8
BBEND DD, REWGHIEE 2 BYE 2 B LA,
BYSEST Y PO — IV TED L) IR ETCEHEGEPIET LS
Lo [1.1. 1.2.1, 1.2.2, 2.2, 2.3, 8.1, 8.2, 8.4, 9.1.1-9.1.3,
9.8, 15.1.1, 15.1.3, 15.1.5, 15.1.7, 15.1.9, 15.1.11, 15.1.13.
15.1.15, 15.1.17&#]
11.1.2 SEEEZETL (0.1%Ai)

BHDRD SN G2 kT 5 & & B, X
CTHOMAZFEMT 5% E T BIg L. B RNEZIT) I
o [9.1.821H]




11.1.3 FREED (2.8%). U /INEKED (1.7%). AEFOF
>R (0.5%)
U ER B AR HI PR 5-BAMG . 1000/ mmP AR 12 72 o 223541213
1000/mm*Ph b & 7% 2 & THRA| OG- 2 R 5 2 L,
Y Y SERBCAHIPE G BRAG. 500/mmPARii I % o 22 A 12,
500/mm*LL k& 7 5 F THRAOE G- AT A2 L,
NE O AMEARFIT G BIGE. 8g/dLARMIZ & o 22 H A i,
8g/dLUL & % % F TARK OB LA Hhlis5 Z &,
[2.5-2.7. 8.3&MW]

11.1.4 FHigepEs
ALT E5 (2.8%). AST L5 (2.2%) 0N ENDH &b
NEBENDDH 5, [8.1051H]

11.1.5 FEMRmR CHEARH)
FEB WG, P IR S O IR SRS iR L B AR
D ONZHE T, ER 2 XA, EC TR L Ui
WA ARESEZFER L, AHlOESGE2PIET L Lbil=a—%
YAFAMiRE OEHZW (B-DZ NV v ORES) & EREI
ANGEY) AL 2179 T ko [9.1.98 1]

11.1.6 ERiRIMAEEARE
Mgk (0.2%) K OESEIRIESE (0.1%) 23 S5bhd 2
LB B, [9.1.45H]

11.1.7 BIiRIMAEERIE (0. 1%Ai%)
EMIFEBIIR S 2 3 R & L2 ERBRIC B VT, BRI %
MAEDAA 5 mgik 5P BV TOARD SNz, [9.1.58H]

*11.1.8 EE L BEHUE

TFT74 % — (BEARY) ROMEETE (0.1%Ki) 2
HobNLBENND L, [2.1B1F]

1.2 ZOMOFEIEA

10%LL 1 1%~10%A i 1% A1
k% _ Bl oW (R B
(a0
RsE - R bk -
e RAGEKY (BRI SEER (DA VAE|OEY vV
JEde, WEBEH S, A OV | SRk M TS| S
AVEWETR4E, RIRBHZE, |k, RERE XK E
RIS RIS, (&) . HAMA L X Z
MRS, L v 3 BRI (B VR A, B
MR 25, B R 25, [FiAVRZ, ANV R
TOB K, 7 AV AV MR S, ANV R IR
OB R, BgE. BMERGE BAVRAL R
U, RISRRESE. RAREBHA AL R, AL
%, MEMEREIE, 7| RAT AV ARG, 1
ANV AEHEE S, 7 A V| EANVRAZ &), A
AN SRR ESD) (YT VIO BEK
2§ B OB S GERASE. SEKRE. K
ik AR K& arte) . | A BN T
3895 GRLBEMERC . BHE. JEICH
- LR, BEREE, (K. g
BEIR B IR 5. s | FLUEIE
VERE B, &9 FEVER 5
BRI % )
AR R - U -
k| AR L O _ _ R (F
AR i, FRfasE)
—f -k FEBG T
R 55 T OV 3 _ FA s
LR SAREIN
R AR A A At CKLES, @avzxr|i@mbyzy
o — )V aE (A 3 |4 RIIEE.
B L A5 0 — )V HEN % & | RN
). mlRImAE (IR H
FRE, KILE) K&
H¥n%E i)

A OFBUEUE L, WEY v~ (BGHIHL.364 (hfi) os
PE7— %), SRR (B G HRIL. 324 (hgefi) oReEWT—5).
ZRENIGBITE % A B AT SRR 2 (B¢ 5112, 004 (rhgiefif)
ORENET— %), X 27 & o R HER R g (50
0.874 (o) o&alky—5), Mg (501 0.824¢ (o
i) oRaEET—5), BBk (x5 0m1.004E (hifl) o
FEWT—%), 7 e % (BGMM2. 574 (hufl) o%a
P — %) WAL % (BGHIML.664 (hilfl) oty —5)
By u— 2 (B 5010.9394 (hiufl) oRetks—5) ZHR

L. AHEDBEEDSTETE R WHRIIOE,
F=FIHEDWTHI L,

14. BALDEE

141 FHFARBFOEE

€73}

ML TR LW &,

14.2 FAZAEOEE

(EeAl)

14.2.1 PTPUEOFHEHIIPTPY — M5B LTRSS &9
RET 228, PTPY — FORAAKIC L D O SLAHEEH BRI
AHIA Ly I3zl E B S U CHERRITH 55 0 B 2 A 0HE % F
BTHIEDND A,

%%14.2.2 HABOTIRIT L 20 & ) IHBE G Z OS5 247
THI L,
(RA®
*%14.2.3 AANIR MV EEGROFTFLNTL L,
*%14.2.4 DT 2 BHELIZORELESEIIRET L L,
- B, 60H DA Ly fEH Sz o 723 BEFE S %
ek,
RO YTV ERR VI MNT T 8T Y =1 LA,
RMVZBSICLTERZREYVRD, 53528,

15. ZDOMOEERE

15.1 ERERfERAICE D 1Bk

s I~ F)

15.1.1 B o~ FBHEE R E L8 TAAHRBIC B 2 KA
15mg P& AT (R, 5akBR) 1B\ T, 2 R GiE O 5B
133.81E/100A - ETH o720 [1.1. 1.2.1, 2.2, 11.1.15:H]

15.1.2 i) o= FEHEEZ R E L7258 TAHRBRIZ BT % AH#]
15mgBEaAMT (B, 5akER) (BT, JEERMEIE YRS % K <
EVEER OFBFIX0.9/100N - SETH o 720 F 2GR
DOFEBRMIITEROLBY THo72, [1.1. 8.7, 8.8%IH]

1 $ 505 0 FEBLRN

YRR O

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

15.1.3 WEMEVERIEI S0 2 0h R & L7255 ITAHERBRIC 1) B A H15mg
BEARAT (B, 23880 2B T, R RYYEDOIEHRIZ2. 30
/100N - SETH o7z [1.1 1.2.1, 2.2, 11.1.15H]

15.1.4 WZHEPEBI T KB 2t R & L7258 MAHRER I BT 5 A H#
15mgPF AT (BRI, 23UR) 1B\ T, FERAIE g % b
VERESS D FEHHIZ0.7HI/100 - ETH o720 [1.1, 8.7, 8.85MH]

(BEEEIEEME 2B § 2 EE ISR R)

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

$%15.1.6 2 IR EIE 2 A 2 3 EMIE i B s 2 0 5 &
L7245 T AHERBRIC BT 2 ARH O A O 15mgtl 1 5 O i ic B
WO, FREBER E % B CEMEE OB R o 72, (1.1,
8.7, 8.8

R EAES i /- & B OMAEI S RIS )

15.1.7 XA 2 572 S e R HERI BT R 2 e & L7238 T AH
RERIZ BT B AKN5mgDFNT () 1BV CEEZRIEGIEDT
BIHIX1.10E/100A - 4ETH o720 [1.10 1.2.10 2.2, 11.1.1%]

15.1.8 XMIEHE &G 72 S AR PR MER S 2 & 0 G & L7245 T
HRBRC B 2 KHNSmgD T (B 12BWwT, Rl
J 9 % B < EMEIEES O FEBIFRIZ0.461/100N - SETH o720 [1.1.
8.7. 8.8%K]



(EEME#RK)

15.1.9 BRIEVEFRHESIBE 2 0b G & L7258 T/ AT ERER B 0% ATt
BB 2 ARHN5mg DT (M) 128\ CHEE 2 &G D583
ZZNZN0MI6.01E/100A - 4 (9B, COVID-19BI# D b
DIF3. /100N - 4E) Tho7zo [1.1, 1.2.1, 2.2, 11.1.15H]

15.1.10 BREVETHES B E 2 A G & L7245 T/ A BB % O T A
RERIC BT 2 AH 15mg DT (RM) CTid, eS8 i =
& PRI SE O FE BT 2 20, 461/100 A - 48 K UF0H61/100
A #ETHo72, [1.1. 8.7, 8.8%8R]

(B EAR X )

15.1.11 EMBEEEIREEE Z 05 L LS THRBICB I 24K
HI15mgDAT (B 2B TR 2 BYYE O JE 3132, 911/100
A ETHotze [1.1. 1.2.1, 2.2, 11.1.15]]

15.1.12 EHIBavEBIIR 4B 2 5 5 & U 7248 AHRRERIC B U % ARH
15mg DT (B <3, BRI % B < EVEEE 0 %
HEIX1.2601/100A - SETH o720 [1.1. 8.7, 8.851K]

(7 hE—MEE %)

15.1.13 7 b=V R EH E X G L L7 MAHRRBRIC BT 2 A-F]
15mg K O30me Pt &Rt (RM. 3B 0BT, B2 K
DOFEBIHIX15mglET2.4F/100A - 4, 30mglET2.9¢F/100A - 4E
Thot [1.10 1.2.1, 2.2, 11.1.15H]

15.1.14 7 MY =L B2 R & L7258 AHGRERIC BT 5 AH]
15mg f O30mg BEA AT (B, 3kl (2B, FEEER g
9 2 B S EPENE RS O F8BLA X 15mghET0.361/100 A - 45, 30mght
TO.261/100N - £ ThH o720 [1.1. 8.7, 8.85IF]

GEBMXEBER)

15.1.15 EWHEME AR 2% & L7228 Th/MAHRERIC BT 538 Ak
FINCAHI45mg % 8 (3ikER) K UN16:EM (2585 « #5-8:EIF
FCHRINE 2 ER L 2 h - A, TICSEE) #5 Laiks
FEFTIC BT, B R BERYGSEDFHFIL T 7 1 RM B 5Tl
10.81F/100 N « 4ETH > 72DITxF L AHISHE % 5 f U168 ] 1% -
TENZENI. /100N - 4E L 02.61E/100N - ETH o720 Hb/
MAHRRERIC BV ) 2B AFFFINA A5 mglZ K ek L, 45 MAHAER
(TFER) 1BV AR AR A 5mg X O 30mg % 5 5- L 72
FEFTIC BT, TR KGN R IR T T R Tl6.214/100
N AETH o720 L. 156mghe&HET4.91-/100 A - 4E. 30mghf
AET3.0M/100A - £ TH o7z [1.10 1.2.10 2.2, 11.1.120H]

15.1.16 B ERIS 22 %35 & L7245 T b/ MAHEERIC 35 1) 5 38 A g5
FEHNCARH5me % 8HE M (3FRER) K U168 (2585 : % 5-8:Hk;
TR 2 0 L 2 hr o 7235, EICSEM) %5 L2tk a
AT BWT, EBYEEORBII 2 Ao 72 HMHREBRICBIT S
AN ARA45mglc X Ve L. B IR () <B
VT B MERRRE NS AR 15me J O30mg % 5 L 72 DB AT Ic B v
T IR R % b < EMEIES O 5 BIERIE 7 T £ R HETIX0.8
BI/1I00A - 4ETH o 7=DIhF Ly 156mghtA#ET0.561/100A - 4E,
30mgBEAHETL.0B/100A - £ TH o720 [1.1, 8.7, 8.85MK]

(yO—>9m)

15117 70— VBB 2R L LS MRS ARERBRTT I &
R AH45mg % 128 %5 L 72 4E M2 B0 2 DEAIRNT (2508%)
IZBWTC, BEEREAEDRIIRIZ T 7 £ R 12BM L TlE7.9
E/100N - SETH o 72D1zxt L. AHI1238 B 5-T1x9. 37:/100
N ETH o720 B IHEE AR LR CAK45mg D 128 53 5-
WX D RS A R L. 8 MRS T 7 5 & R, KR
#15mg X 1330mg % $e5- L 72 B &0 (B, 13 12Bw T,
T 70 EE DR BIER I T T L K BETIRT. 21E/100 N - £ TdH o
72D Ly 15me P BET4.00E/100A - 4E. 30mghf &4 HET5.7
/100N - 4ETH o720 [1.1, 1.2.1, 2.2, 11.1. 18]

15.1.18 7 u— B Z MR L L2 E MR AR LR TT I
AR A AAN45mg % 128 3% 5 L 72 B B 2 P& AT (23
B 2BV, WEEEEOFHII e dr o 720 45 AT A 508
TAFASMg D128 %512 & 0 BHRIUE 230 L, 4 IR E
ek T 77 R, A#15mg L id30me# 5 L 72 P-A ot
(B, 1B BT, JERAER RHE % B SIS 0 53
HIZT 5 L RBETIXO0.7H/100A - SETH - 72Dk L. 15mgff

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

(GhEeHiE)

15.1.19 LIMERFELOY A7 WF %43 LMY v~ F BE x5t
S & L2JAKIHER b 7 7 ¥ F =7 7 T 0 BRI O HEAL R R R
AEE BFEEHMIEE TH A EE OIS RFSR (Major Adverse
Cardiovascular Events: MACE) J OVEVENES; (JF S0l Rz 78 9
<) OFBFITOWT, TNFREARICHT 20— Kt
(95%fE X ) 1x2n21.33 (0.91, 1.94) KU1.48 (1.04,
2.09) THY. BUEEXE LRI TFOREL TWiEgt~—Y
Y1.8% A, TNFHERES S 2EHUEPMAEE N o722
EDRRESNT WD, T2, AFITH, ENTHRBZEOHREHEICS
WC, DIERFEROFHIBD LN TV 5, [1.1, 8.7, 8.8&8H]

15.2 FEERARRBRICE D 18
RANGTAKMEMEH 24T 5 2 & 9 5 5005 M O3 iR~ 528
ZRIZTWREMED D V. JERRARERTIZ Y 2 EREOR OVRILER B
DOWAEFEIN A FFEHHENEK 2 kW2 EH (B HUE
(FriE) &) HAohiz,

) 5B H B O RN D30mgtl Y & 5 L7290l % & i,

% BIEI IS BhVE % 459 2 A AR VR S PE B S 2\ 203 2 KGR B I A
D15mgtl4wTH %,

16. EYHRE

*%16.1 IMAIERE

16.1.1 BEKZS
el R BRI BEAI7 . 5~30mg & Z2 IR HL IR ¥ G- L 72 & & o8
WENEINT A — % & TRIRT? GHEATF—%),

F1: GEA B O S O B E 8T X — ¥

sga—y e | o (o (a2t
Cowe (ng/mL) g .60 a7
Tmas® (h) [1;;2.0] [1‘(3);2,0] [1.3;2.0]
AUC= (ng*h/mL) (5114.50) (5293457) (ﬁg)
i (h) T wm) 6.0

I (BREfR )

a. Wufifl [ M — de kA
b. FAREIM GRS

16.1.2 REHS

HANBESETY 7 < 7 BE 2§ 2 1 H 17 .5~ 30mg 22 M iR SO
OG- L7z & & OEFHIRBICH T 2HEWEE ST A =513 TED
EBYTHY ., HGHRKRAO DN CTERIRBICHZEL, FRIT

ZLALRDONL D729 (HRAT—5),
2 FUR ARG RO E W IRIB I B 2 B E ST 2 — 5

g a-y Gpfp) | T w3 (o

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

AUC? (ng - h/mL) (52;,2@ é?g) <ggg>

P (BREfR )

a. WYL [f/MVE — R ]

b. $elgkE () @ 24FH

5 AT R R O 7 — & % I\ 72 BRI S B RE AT 2 & HfE 58 &
N7z, HA NECBEVERE S S 8 12 8EH) % 1 H 1l 15m g BUE R 145
L7 20 FREBIIBIU L7235 2 F =7 O I 5 p g%
(haefii [90%fEHEHX M) 13 Cmax 42.4 [28.5, 52.3] ng/mL.
AUC: 365 [259, 542] ng - h/mLT& - 729,

EERRBR D 7 — & % A\ 72 B SR W B RESRAT 22 S HEsE S o7z,
Z BB % A9 2 HAR AR R B I 4B (R
& U T3 ~6mg# 1 H 20 X 13§/ 15mg % 1 H 18] SRR 1%
L7z E0EWREBIIBIU D935 2 F = 7 O IR
(1 gefii [90%IEHEIXFH]) 1. Cumax 49.1 [34.4, 78.0] ng/mL,
AUC: 335 [247, 458] ng - h/mLT& - 72",



X HE 2 72 & 2 R B AE B B SR S 50T A S B e
PR HE G LML CTBY . MR VEAHE S % & G 8 ITAHERIR
REROT — 5 & W7 BHE B B REfRAT 2 O3 e Sz, HANR
FZFEH 2 1 HN5mg RAERE 1R G- L7z & SO RBIC BT 5%
¥y F =T ol (PO [90%EHX ] 13, Coax 42.0
[30.3, 51.0] ng/mL. AUC: 443 [359, 608] ng - h/mLTd 729,

85 1/ MARER AR SRER O 7 — & & HI > 72 BE4E F S8 W Bh RE AT 20 © 3
SNz, HARNBE M 2B 1258/ % 1 H 110l 15mg IR #%
35 L2 & 2O EIRBIZB T 2 787 2 F =7 oMb hiEdE
(PO [90%fEHEIX 1) 1. Cmax 40.0 [34.8, 53.4] ng/
mL. AUC: 416 [337, 494] ng - h/mLTd - 727,

5 MAHERIRRER O 7 — & % I 72 B F S BhREMAAT 70 & 3ff 2 S
iz HARNEMBaVEBIIR 283512 8e/) %2 1 H 11 15mg AR RE I
P L7722 EOEFIRBIIBIT 5 785 ¥ F =7 Ol vk i 5
(h i [90% A5 X M) 1E. Cumax 55.8 [44.6,60.4] ng/mL.

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

WRRER D T — & % i\ 7o BEAE HSE M B REFAT 2> S 38 ST HA
N7 =R 8 S B s Al A2 1H 1 15mg X 1Z30mg AR LI $
B EOEFRBIIBT 5087 Y F =T oMt #ER (hg
fii [90% X H]) 1%, 15mgfeG-FFCTCmas 34.8 [24.9, 43.4] ng/
mL. AUC: 370 [231, 535] ng - h/mL. 30mg#%5-k CCumax 72.6
(57.6, 85.2] ng/mL. AUC. 643 [422, 1130] ng - h/mLCT&H 72",
HAR NS R 9 B 2 8e#) 2 1H1E15mg.  30mg X id45mg AR
L5 U722 EOEFIRBICBY 27887 v F = 7 ol g (4
Jefl [90%EHUXH]) 13, 15mgh 5 TCmax 46.1 [37.8, 55.3] ng/
mL. AUC:358 [302, 535] ng * h/mL. 30mg#%5-HFCCmax 92.6 [71.9,
143] ng/mL. AUC.737 [451, 1260] ng - h/mL. 45mg#% 5% CTCuax
133 [99.1, 185] ng/mL. AUC-114 [761, 1663] ng - h/mLT®H->
7—:10)0

FRIRRERD 7 — & & F v 7o R H SR W B RE AT 20 S 2 S 7z
HARANZ 00— vmAEIcsEA 2101 15mg. 30mgXi345mg
FAEREIR G- Lz 0@ BERBIIBT 2787 v F =70l
SerpE g (e [90%E X H]) (&, 15mg$ -1 T Cumax
53.4 [38.7, 81.0] ng/mL. AUC. 369 [264, 592] ng - h/mL.
30mgd% G- TCmax79.1 [51.7, 115] ng/mL. AUC. 618 [274,

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

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

%*%16.2 TRIR

16.2.1 BREDOHE

fidt FFEB B 4200 12 e A1 30m g % i I I EXFE I 1 B IR T4 5 L
7l & ZEMERE L IR L CAUC M U Crnax S L2 1129% 12 1N39%
HWinL 722 MEIANT— %), EFEGESREC6H I §E/45mg % =l
W AR I MR G- L & &, 22l & bt L CTAUC= L
U Crmax DS NLEN26% L V60%HE I L 721 (SAEAT—4),

16.3 2

IRE Y F =T MIBERAKAEII2%TH 72, 785 Y
F = 7 O/ MAEREIIZ1.0TH Y . MERKL IS mA~O
TERRETH - 72 (n vitro)o

16.4 X3

TR F Y F = TIECYP3A4IZ X AR & . CYP2D6D % 5-b b
ITPICRD NS, 737 ¥ F = T OIBEH IR ILRITER
LTWwb, BOEERKZ Hwize NilBEr s, vy 527
DREACANT M AT RE D 79% % b 7213 h —EEFEAHNE
DTNV Y BEIRAERDIN13% N O — R IN% O BBRKDT . 1%
Mk E N7z, 935 v F = 7T OEIGHAHFDIRDO LN Tk
W19 (G vitro L OHMEAN T — %) [10.211]

16.5 #Eitt

XY T F =T OREMNI BT I I BRI L8~ 14k T
oz MEHER ARG IZ1C-Y 8T v F = T RS
L7-& & HBGHRED24%AIRFNZ, 38%HHHIZ Y 35 T F
=T RERE LTHRIES L, 34% 2 & L CHkRE S 7z
117 (BEANT— %)

*%16.6 HENEREFT HEE
16.6.1 BREEEEEE
I8 Y F 2T DAUC-IFEHREIEH B HE (eGFR:90mL/min/
L.73m*Lh k) EHEL T, #E (eGFR60~89mL/min/1.73m?%)., H
412 (eGFR:30~59mL/min/1.73m?) KO (eGFR:15~29mL/
min/1.73m?) OFFRERER ERERE TZL118%. 33% M UM44%1
Botze TN TF 2T OCuaxld, EHEREIE T $ERE & B HRER &
WA CRIRE CH 72 BHEANT—%), [7.6, 7.9, 7.12, 9.2

ZI]
#3 1 SEAI5mg IR T 51 DI TITE KT A — &

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

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

. 18 25 15 35

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

270 323 361 341
AUC- (ng-b/ml) | 77 7) (90.7) (86.9) (63.2)
11.0 10.5 10.4 8.63
T2 (h) (5.51) (7.00) (11.2) (4.43)

S (B (R

a. W (/M — k)

b. BRI BRI R )

16.6.2 FTigERE=ERE
IRE T F =T DAUCIE AR IE B WS & L L <, R
(Child-Pugh%3#A) K UOHEEE (Child-PughsiJB) DT #dE
[ =R R T T N28% e U 24% 570 5 720 WY Y F =T D
Coaxlds FFBEREIE W 4B & Il L €. RSN AR 4B <
WEFFREE, BT AR BB S R TlI43% M 0 o 720 T NTAR
RERE R ER S (Child-PughZHiC) 1281 2 BRIL I L T e
W (A EAT—%), [2.4. 9.3.1. 9.3.28]

40 SRS mg H IR 1% 51 O S BAE S — &

Ko A5 3 FE e
() (681) (6#1) (1)
Cras (ng/mL) 6 69 o0
Toes® () [1.?}2.0] [1.?;;0] [1.;);51.0]
AUC- (g hvmb) | () 245 )
T {b) @) wen) a18)

Tl (BEER )

a. M [/l — kAl

b. FAIEIEME (BEDALE(R )

16.7 EMHEEER

16.7.1 BERAELP INE L F T OEMYEREICRIT T HE
In vitroiRBEDFE R, 787 v F = TIECYP3A4Z X DU S h,
CYP2D6D %L b NIRO LN B, TN T F =7 DI
T IS RIT TR E Y TRIIRT WEAT—%5), [7.5
7.8, 7.11, 10.231]

5 P RS Y F = T DY BE T TR

TRFYFETD
SEMBE T =5
— B | wrryFoT| | BRSSO K
B wog | g | PR foosfEmER )
O/ A
Com AUC
bhags— ﬂ’;‘l@g 3mg 0| oLm 1.75
(CCYPIARLE) | i B [1.55-1.89] | [1.62-1.88]
e ‘f‘g);“é 12mg | 049 0.39
(RCCYPIARH) | g B [0.44-0.55] | [0.37-0.42]
1075
| 6. 12X1324mg
o | 25mg/ 8% 0.97 0.99
— K21
ARRVETE I ey | 2B 110 10,861,007 | 0.95-1.06
431 "
V77 EY Y| 600mg 12mg 12 1.14 1.07
(OATPIBME) | MM i [1.02-1.28] | [1.01-1.14]

a. wNY VT =7 Mk B



BHEREEW B BT O A L . pHIEEH (WM. 7o b >
Ry THEELRE) RCYP2D6EBAX, w35 T F =T DHY)
BRI E RITES Sho 2?9,

16.7.2 JINE O F T HAEOEYEREICRITITHE

TR Y F = TN O Y BRE T T T RIORT

BEANT—% )0

AANSmMgtk G-RIC BT 21280 ERR, BELAFERLR. K
BTG IR S 7oA ERLO NEROFHEGZ LT ORIC
U720 FHEIGEHo7zEIEH @CBILLE) & AHI15metes-
FECHRINTEAR3H] (6.1%). GFHERRAE2H] (4.1%). AAI7.5mg
P G- RIREE A5 (10.2%). FIEALVRZ26] (4.1%) THo
720

6 T TV F = THWEHSE O SR RE I TSR FK2 G120 E TOFEFROME (LML)
BEHZED AH A L e
SETIE T A — 5 15mgl 7. 5mght 7 7R
" B | wrxyyFaT| | AT IEE T EO " 57.1% 59.2% 19.0%
B poit | opse | PR 0w K s (28/49) (20/49) (24/49)
D11/ 3t P 2.0% 2.0% 0%
Conas AUC RIELATESS (1/49) (1/49)
<o 45mg HBRHE DR RIEC 2.0% 0% 0%
(gpg ng) omg 1A |19 07 0.76 Fo A ERR (1/49)
E34 Hila] oM [0.69-0.83 | [0.69-0.83] T
OARZSFD | 5mg gﬁ] o | 0w 0.67 17.1.2 EREFRR  BOHES > 4 Lb. 5K, HBHR
(OATPIB#H) Hifa] 0 [0.63-0.941[0.56-0.82] SELECT-MONOTHERAPY (M15-555:%E&)
e — > 24 N Al £ N
FIUAREF D] 1omg 30mg 0.88 077 iEﬁﬁ.mV)i FFLUFEHF—F (MTX) T}ﬂ%‘r‘l‘ﬂ e R EEE D
(OATPIBARD) | M VAL 24V rh 200 071| [0.70-0.85) SEIEDBIHY) v F A L IR & L L AH HARE G- OMTX
= Eim A B UL HRB A KL 7 (HANE &E). AAI5meX
A b 3:/*1__11/26) 003mg 1H 1M 22 [ 0.96 J [ 1111 19] ﬂiSOmg (1E|1> @ﬁ‘ﬁﬂliﬁf&i’\@@ D %i#&MTX%ﬁﬁﬁlﬁ
g | 14H 0.89-1.02) L1041 BE R HBE L 720 AAI15meft 5BEIC 3515 2 1M O ACR20 &
R 0. 15me 30mg 0.9 0.9 F#HR (FEEMMIEE) &, MTXEGBICHTE ., it
VAZ VA N2% oy 1H1H 22 [0.87-1.061| [0.85-1.07] B AT B AT B 172
(ELTREAE36) 141 nalaed It # AR -
1025 | 123014 24mg #3 1 5 14O ACR20, 50/ 07083 (FASH:F)
A by o | BIEAE T o g | 108 L HH5mht MTXH
PELES| e [0.86-1.231 | [0.91-1.43] 7 7% 1 2%
4 ACR20 Ugztske ) ’
(147/217) (89/216)
AT =g 200mg 45mg 1.05 1.04 MTXEE L D3 26.5%
(CYP1A2JEE) Hi | LHLE 18 [0.97-1.141|[0.95-1.13] [95% 15X H"] [17.5. 35.6] -
1310*3 H Pfiic < 0.001
770EF 7 | 150mg e 0.87 0.92 e 41.9% 15.3%
(CYPZBGIEED | M P 0,790,961 [0.87-0.98] ACRS0 e (91/217) (33/216)
— . e 22.6% 2.8%
erx M| some 143”1“% o | 130 1.3 ACRTO B (49/217) (6/216)
(CY}))217)6T%/””‘) Yl LHT [1.13-1.50] | [1.18-1.54] % (BIKD)
= - a. ) Y VARY ¥Rt
FAFTT—NH | 40mg 5mg 0.78 0.98 b. RS IET 7-95% E X 1
(CYP2C194L %) ML }IEE}IFEEJ 18 [0.58-1.051|[0.85-1.13] c. {RERFENM I THEE L 72Cochran-Mantel-Haenszel i
) T5mg AAN5met 5B B 5 IO HEHG, R A EHE,
DIVZS > S Ju - g ) S R
vy | el s L RO G I E o LA E IR0 NBRORIHE & DT O
LLH B B FNTR L7zo BBEGAE Lo 2B (%5 1) 13, REE

Y RY Y F = 7 R B

17. ERERELHR

17.1 BHHERVCRLMICEET 2R

(BEEi) v < F)

1711 ERHER : S Ib/MHE7 >4 Lk, ZEEHR. HEHR :
SELECT-SUNRISE (M14-663:%5%)
—E M5 DcsDMARD TRYRA 557 554 2> & FRE D H A& A B
i) w<FEEEZRHRE LT TR H R ERILERR % 5
i U720 csDMARDSEA T, A#]7.5mg. 15mg. 30mg (1H1[H)
N7 ReHG Lz, H5128EOACR20 &R (T
i H) I TROLBY TH Y. MM B H =G BEER
DR NP

%1 : J 51280 O ACR20, 50 0708354 (FASHR)

a.

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

% (BI%0
a. J Y VARV T =Rtk
b. A EAKHEM 5%, Cochran-Armitage i AP E

He6il (2.8%) TH o7z
Fd P14 E TOHERROME (LIS 4E M)

AFHI15mgh MTXH
e 47.5% 47 .2%
HERR (103/217) (102/216)
- 5.1% 2.8%
ERTHERR (11/217) (6/216)
RS OR G- IR 3.7% 2.8%
FEoFEREL (8/217) (6/216)
% (BI%0

17.1.3 EREFERR : SIHES > 4 L. ZEGH. HEHR :
SELECT-EARLY (M13-54555%)
MTXIZ & % G HREERDS 2o W R EE 2 O FE O B ) v ~ F B
Zxtg e U722 ARH e 58 o MT Xt i — 8 5 Mo i ki 2
Fh L7 (HARANEET). AAI7.5mg (HAADOMA), 15mg.
30mg (1H1[E) IEMTX%#5 L7z, ARREO E N 325l
T H I, 51281 O ACR20 UG 3 0% 5-24:8 I O modified
Total Sharp Score (LLF [mTSS)) OR—2 54 5 DZAL
BCH o7 AHSmgik5-HEIZ BT 51280 ACR20 tri®
(EEFHMMEH) (&, MTXBGHICHRTE L, Bt aiE
ZENRD NIz, Tz, 248K O B R % T R L OXHE
A2 37 (mTSS) THEAM L7458, MTXBIZ R TAKTOH
MANE L BEHER 2 A AR b7,



5 1 $e 5120 D ACR20, 50, 708035 U9 52458 OmTSS DX — A
T4 O OEALE (FASHR)

AHI15mah MTXH#E
75.7% 54.1%
Fa
ACR20 B (240/317) (170/314)
MTXH: & 03 21.6%
[95% AZ#IX ] [14.3, 28.8] -
Pfic < 0.001
N 52.1% 28.3%
A
ACR50 B (165/317) (89/314)
. 32.5% 14.0%
ACR70 S (103/317) (44/314)
mTSSOR—2 5 4 » 0.14 0.67
06 DZ%EAbE © (279) (264)
MTXH: & 03 -0.53
[95% A5 M X [H]<] [-0.85, -0.20] -
P! 0.001

. YV AR Yy —Hiseik

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

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

L NI

. WRTEAMF AT i

. WBRENEHIS A FE R T WIS T A=A T4 Ve A L3 53
ST (ANCOVA) EF IV

6 1 %5 12:81E D ACR20. 50, 700353 K U5 5-24 08I OmTSS DX — 2
T4 b0 (FASHEN) HAANE 4

o A0 o

AFH)15mgh AHN7 . 5mghf MTXH:
85.2% 85.5% 57.1%
HEa
ACR20 S (23/27) (47/55) (16/28)
MTXEE & D7 28.0% 28.3% ~
[95% 1= 11X [H1°] (5.3, 50.7] (7.7, 48.9]
. 66.7% 60.0% 21.4%
3 Ea
ACRS0 B (18/27) (33/55) (6/28)
o 51.9% 34.5% 0%
Yy 2 3a
ACR70 S (14/27) (19/55) (0/28)
mTSSDN—Z 5 { ~ 0.24 0.95 2.64
06 O b ¢ (26) (51) (26)
MTXEE & D7 -2.40 -1.69 ~
[95% fEHEIX 9] | [-4.45, -0.35] | [-3.47, 0.09]

) vV AK Y ¥ —Hise:

BRI 7295% E HIX [

RNk

. WRIEH T AT i

RANSmgtk 5-HE B 24 B IO FHHG, B A EHL,
EBRIE OB G AL R S 1 EHLO NB R OBIHEE LU T O
FITR L7zo ARHI7 5Smgde 58 (HARAOR) (2B} 2 24HFD
FEFRG, BELAEFR, BBREORGTILICE S AHES
GO NBROFBEAE. Zh2h436] (78.2%). 561 (9.1%)
L OBl (9.1%) T o7zo K35 HECTHRIBEDE Do 72RIE
A Q%LLE) &, AHNSmgGHTT I =TI bT VR
7 x5 —ERIMISH (4.7%). EAERY1IB (3.5%). T A%
SXUMT I/ VIV ARAT 2T —BHWMELTELLOR (ZhZ
N3.2%). iz L7 F vk AkEF—E8hn, e,
WG L O N ) 2 ) k) RIETH (Z2REh2.2%) . AF
7.5mg¥ Gl (HARADA) THEMNIEFER L TN AP (FhZ
N7.3%). FAERYE. EALVSRR, RS E R O TR 43
Bl (ZNZFN5.5%) THo7zo

K7 524 E TOFERFOME (LM GER)

(=Nl

AH15mg MTXH#
64.0% 65.3%
TERR (203/317) (205/314)
I 4.7% 4.1%
ERZHERSR (15/317) (13/314)
HBEE DR G R 4.4% 5.1%
o ERE (14/317) (16/314)
% (%0

17.1.4 BHHRB  ENIHES > 4 L. —EEHH. LBEHER
SELECT-COMPARE (M14-46555%)
—EHEOMTX (15-25mg/#) TRRA 532 PEESEA & T
D) T FEEEZFRE LTI ERROERE (75 1<
7) W EERILEGAS A FE L 72 — @R OMTXBEH T,
AHK15mg# 1H1E#HYS-. 74 4~ 740mg% " EEIC—E T~
B, V375 REHG Lz, AHll5mgtk 581281 5128

B ACR20 Yot (FEEHHA) &, 77 L AREGRRICHAN
T s BRMFIN A HAEDRD b 72,
#8 ¢ $£ 5128 O ACR20, 50K U705 (FASHEM)

AFH5mght |75V LA~ THE MTXHE
] 70.5% 63.0% 36.4%
B
ACR20 ikt (459/651) (206/327) (237/651)
7T R REEE D 34.1%
[95% AZ X FP] [29.0, 39.2] - -
Pfitic < 0.001
v 45.2% 29.1% 14.9%
ACRS50 B4 (294/651) (95/327) (97/651)
24.9% 13.5% 4.9%
2 a
ACR70 gl (162/651) (44/327) (32/651)

a. ) Y VARV T —Hiseik

b. IEHSMAT (2 IET 7295% 15 HIX

c. bDMARDGi ifi#¢/if Tl L 72Cochran-Mantel-Haenszel %
ARFN5megte 5-HEC B 2 260K 0 f7 EFH G, BELAERL,
BHEEORGMIEICE > 2 EHL O AR CREBEGEZ DT
DRITR LTz BHEGIE 2> 72/EH QW) 3. 75
=UT I NT VAT 2T —EHIM2060 (3.1%). TANTF
VEET I NI VAT 27— EEImeHs (2.5%). RELKIS
Bl (2.3%) KU LT F > K AR FF—ERIM136 (2.0%)
Tholz,

#£9 B 526080 TORERROME (VNS HEM)

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

1715 BHHB  EOIHES >4 Lb. —EEHH. BB
SELECT-BEYOND (M13-5425%E%)
AR BB v < F 3 (LT [bDMARDJ) THIEAR
F5 IR E TH o 72 EED S TAE DB v~ F BE 2 %)
G & L= HEDOcsDMARDPFH GO T 5 R HE
Welbigakbr g 920 L 720 csDMARDPEH F. A#I15mg. 30mg (\»
FTNHIHIM), 37T REHEG Lz, RA1Gmgdk 5#I2 B
H12BEDOACR20 i3 (REFHMMEH) (&, 7 R ES#HIC
WARTE L MR A BB bhiz?,

#10 : #5123 O ACR20. 50/ U708 %8 (FASSE)

AFHI15mgh 75k R
v 64.6% 28.4%
ACR20 B4 (106/164) (48/169)
75 R D 36.2%
[95% 15X [1°] [26.2, 46.2] -
Pfiic < 0.001
v 34.1% 11.8%
Afa
ACRS0 g (56/164) (20/169)
o 11.6% 6.5%
S a
ACR70 St (19/164) (11/169)

% (BI%0)

a. J Y VARV T —Hisgik:

b. IEHAZ DN 7295%(E HHIX

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

Mese

AH5mgP H-FEI BT L 12BEOFEHR, EELAERS,
HHEE DB 5 ISR - 1A FEHLO AF KL ORBEAEEZ LT O
RITR L7 BHREEGE» o 2EIER 2% E) 1, EAGERE
Jeofl (3.7%). FREFEG K OTELS6] (22 n3.0%) TH o7z,

F11 : B 512080 F COFERLOME (REMMRHTHR4ER)

AFHI15mght 75k R

55.5% 56.2%

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

HEIE O GH RS 2.4% 5.3%

Fo e ERR (4/164) (9/169)
% (%0



17.1.6 BARRBR  SOIHET > 4Lk, —EEH. HEHER
SELECT-NEXT (M13-5495%58%)
— & H 1 D csDMARD TR A 457 HpAGE A & HAE O BIET U =
SRFBEENRE L7275 LR R E R 2 920 L
720 csDMARDBEI N, w784 ¥ F=715mg. 30mg. 77 tK
(WFRBTHIM) 285 L7z, AF15mett 5B 5 12K
DACR20 &R (EEFMEH) 3. 77 KRG T
T METFI e A AT H P,

12 1 %5128 D ACR20. 50 U708 5% (FASHL)

AHI5mght 7T AR
63.8% 35.7%
EKa
ACR20 g8 (141/221) (79/221)
7R RBEL D 28.1%
[95% {FBX H°] [19.1, 37.0] -
Pﬂﬁr < 0.001
N 38.0% 14.9%
g a
ACR50 crifse (84/221) (33/221)
‘ 20.8% 5.9%
Sfga
ACR70 &3t (46/221) (13/221)
% (%)

a. /Y LARY Y —Hliscih

b. IEBLGNZ D\ 7295% 5 HHIX [

c. bDMARDYi i:##/# Tl % L 72Cochran-Mantel-Haenszel #5E
ARANSmgix G- HIC BT H 12O FERS, EERAHERS,
HHEE OB 5 ISR 5 7oA FEHLO NS ORBIEGZ DT O
IR U720 BBEEDE» - 28R 2% 1) &, EL9%)
(4.1%) K OHEIESH (2.3%) TH o7z,

#13: B 5128N F COFERGOME (MR G4ER)

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

17.1.7 EE£RAHER : SIHES > 4 4k, —EFH. HEBHRR

SELECT-PsA1 (M15-5725E8)

TFEHE L _F D csDMARDE: (csDMARD 2 O'PDEARHLESE) CTRIH
AN AIANT 45T 3 o 72 FPEEAE A © T O T B Pz ek B 1 2%
B (R BASE L, MBS L) &%
EL727 T RRUERE (75 A7 7) dRZEHEHRILER
Bz L7z AFISmg 1HIMES. 74 ) A~ 740mg% 2
SERC 1N FHeS. X3 7SRz 1H1ERS Lo &#I15mg
HHBICBUT 5128 OACR20 SR (FEFEEE) &, 7
TR HRTE L, HEHEN A EESBO O
7oy BHRZWNIC D AT OB oW TR, 24 IEOmMTSSO
R=AFTA P ODOEAEDNT T RGN TARAI5mg
PG CTREHAICH NS o 723, [5.280]]

14 © #5128 D ACR20, 50, 70233 U 5-2438 1 OmTSS DX —
AT A b0 bE (FASHER)

AH5mght | 7 A< TH| 5 EEKEE
70.6% 65.0% 36.2%
E=
ACR20 s (303/429) (279/429) (153/423)
7T R 34.5%
[95% A= MIX R°] [28.2, 40.7] - -
PAiic < 0.0001
N 37.5% 37.5% 13.2%
FWa
ACRS0 g (161/429) (161/429) (56/423)
. 15.6% 13.8% 2.4%
ACR70 g (67/429) (59/429) (10/423)
mTSSHR—2F 1 » -0.04 0.01 0.25
A5 DAL © (391) (384) (372)
7T bR D -0.29 B B
[95% fEMEIX"] | [-0.44,-0.14]

% (%0

a. /Y VARV Y —Hlisgih

b. IEHGAZ DN 7295%1E HHIX [

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

d. F/N_FFk

e. MISMTFNT

ARHFNSmgdk 5B p24lF o EHL, EHELHEHSL,
BRI ORGP ILICE 5 A EHRLO ABBOBBHEGEZ LT
DFITRE Lo BHEEGHE Do 728EH 2%YLE) &, 1
VT FURARFF—EHIN28H (6.5%). EAUEEG2451
(5.6%) TI=VT3I VTV AT =T —ERIMISH (4.2%).
TANGEUET I PV AT7 25 —EEIM3H (3.0%). K
B K O A MERIRASEL0F) (2 2h2.3%) TH -7z,
£15 ¢ BG24TIF F TOAEFROME (LA VERHT R R HER)

A#HNS5mght | 7F) A< TEH | TS5 EREE
e 66.9% 64.8% 59.6%
HEER (287/429) (278/429) (252/423)
. 3.3% 3.7% 3.1%
s 7 g2
ERTHERR (14/429) (16/429) (13/423)
BB OR Gk 3.0% 5.1% 3.1%
EoleHERG (13/429) (22/429) (13/423)
% (B1%0)

17.1.8 EEERARE : FOMAT >4 Lk, —E5HK. HERR:
SELECT-PsA2 (M15-5545%58)
A7 & HIAIODDMARD TRIEAR |43 LI ARMZE TH - 72
SEARE A D HERE OV B PERZHETE B 2 (BB B S A3 BY i LA
E RSN LE) ANRE LTI e R RMB RS
Mok BR & 920 L 720 A#I15mg, 79X (WFhd1H1E)
G L7, AHI15metk 5B BT 51280 ACR20 Bk
(BZEHETEE) &, 77 v REGRICHRTE L Wtz
HRAENED S =¥,

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

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

% (%0

a. /Y VARV T —Hlisgih

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

c. csDMARD%: O HIEDMEH O 1Tl % L 72Cochran-Mantel-Haenszel

MesE

ARFN5megte 5-HEC B 22080 f EHG, B A ERL,
BHEE OB G IR o 72 G FHFLO NFIL ORBLIEG 2 LT O
FITR L7z BREEGIE 2 - 72/EH Q%D 1) 13, Rk
Je6fl (2.8%) FUEEEHHH (2.4%) THo7z.

EI7 : 5240805 F TORFEFROME (VRN 54 H)

AFI15mgh 75k K
] 64.0% 65.6%
=4
AERR (135/211) (139/212)
P, 5.7% 1.9%
ERTHERR (12/211) (4/212)
EHEE DR Gk 7.1% 5.2%
o A ERG (15/211) (11/212)
% (B1%0)

(SREERIC BB 2 B § 25 F IR R)

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

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

LB GBI A T o A R M R R R e Lz
FEERIER IR 2 EHE L 720 AABRICHLA AN S N7 lies o
AR E DY 74 4 TiE, Vo< M4 FETBED
% BT SR AR PR AG SE R B B 4582050 (67.2%) U~ M A NI
T O % B S A AEVE R ST B B 22000 (16.4%) . 3R
DB R ARV SEVERI B 421801 (14.8%) T UM By T SRR
YRR % GEBIVERIET & % PF 9 2B o 4 B I AR L3 e b
) 261 (1.6%) Tholze ARBRTIIEAMM Y v~ F R
FZEER15mg 2 1L H 1% 50 & MR E o miEhig#ERE RA®
15mgtiYat) 254 5N 5 &Pl S N7 AREX 55 0w % &5
L7z0 WA D15mghl Y &% 5- R 0¥ 5- 128K D ACR Pediatric
30/50/70/90/100 IS5 % LT D FITR L7299, [9.7.2818]



F18 1 £ 5:12:RF D ACR Pediatric 30/50/70/90/100 5tz (GRERI ] %

3L CHRAD15mh i 2 4% 5 L 72888 O A % & LITTHMN)

512180
ACR pedi 305G 91.5% (97/106)
ACR pedi 505063 87.7% (93/106)
ACR pedi 70FJEZHE 73.6% (78/106)
ACR pedi 905UGE 42.5% (45/106)
ACR pedi 1005082 29.2% (31/106)

% (HI%0)

a

- RIEMEEASE S SE M & STV 72 As Observed fi#AT

RHEN DA D15mghl Y =™ LG Mo EHE, BELAEH
L. HBEOBRGHILICE > FERLO AFBR OHHESGET
FINTRT o BBEEE - 72/ 6% &, RIHEE%
1961 (15.6%). FARGERGBI (7.4%). BEIwSH (6.6%). Ui
76 (5.7%) KMOELTH (5.7%) TdHo7z,

K19 BOROAFERROME (ZEVERIT RER)

134.2% (12/286%1) TH o7z FEBREGH - 72RNEH (2%

Plb) &, RIS (2.8%) KUTUE6H (2.1%) TH-7z,

152) COVID-1912 & B K7 — & & B3 5 22012 S Al SE i & MLAGA A
720 Y VAR Y T —Hilivid. BUSHIEIEBUGHR P H5HIML 72,

1£3) S52MIFIC 7 7 R D HRANY Y B R 72 EH S E o AHIEE
fi344.00 CT4fE).

CGREMEH LK)
17.1.11 EHFEHEER  F1/0M87 > ¥ 0k, ZEGH%. LHER

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

JEAT O A FHPLLAESE (nonsteroidal anti-inflammatory
drugs:NSAIDs) THREAT 5 IR TH > 72bDMARDIC
X B IHREERD e WIFE O MBI F R ER 2R E LT
T RR IR EERILBGABR A F M L 720 AF15mg. T IR
(W B 1HIE) %85 L7zo AF15melk 511281 % 14581
DASASAOBIE R (EEFHETE) &, 77 v RESRITHAT
WL MEMEN R A BESRD Nz,

F622 P 51438 D ASASA0 K 205 (FASH:RT)

ARHIHE
98.4%
&R (120/122)
o 13.9%
ERCHEER (17/122)
HEEE O GRS 4.9%
Bo e EHR (6/122)

% (HI%)
1) 5 IRTRT H O RIRA O30mg it 2 2 5- L 72961 & 5 o 4 b,

% BIEIZIG B & A7 9 B A5 AEVEAE TS 1 B 50 9812k 5 2 K ER AT VR
ADI5mghlb#TH 5,

IRBEE - & BV FBIME TR )
17.1.10 ERFHERER : FOMMES > 4 LMb. ZEEHKR. SR

SELECT-AXIS2 (M19-9445KE% Study 2)

JEAF A FHUPLSEIAESE (nonsteroidal anti-inflammatory
drugs : NSAIDs) THRIEAT 5 XEARMHETH - 721G HEOX
PREEHE 2 i 72 S WA VE B HEB S R BB 2 R E LT Tk
A EE MBS Z ML 72 A#15mg. 79 LR (v
FTNHHIHLIN) 285 Lize AF15metk G5-HE BT 5 14RO
ASASAORIE (BEZEFHMIEH) 3. 79 v REGHICHRTH
v MERTEN e A R EDSTRD b7,

20 : 514D ASASAO R (FASEM)
AH15mght 75 b R
i 44.9% 22.5%
ASASA) RS (70/156) (35/157)
7T REEE D 22.2%
[95% fRHiIX Y] [2.1, 32.3] -
PAilic < 0.0001
% (BIED)

. COVID-19IC X 2R 7 — % # LB 5 72012 FEisc ik # HlARA

720 Y VAR Y ¥ —igEik. ASASAORUGBIEITFIBERA SFM L7z

. RIEDFBINEEIR S IX 5 (MRIFF RS Y /hsCRP>ULN, MRI

Frid ) /hsCRP<ULN, MRIfT7% L/hsCRP>ULN) % Jg& L7z
Mantel-Haenszel® 50

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

hsCRP >ULN, MRIfTi# 1) /hsCRP<ULN, MRIf & 7% L/hsCRP>
ULN) % & L 72Cochran-Mantel-Haenszel# &

P 5528 K O ASASA0 SR IE, ARA15mgk5-#T62.8%
(98/156%1). 75t REET42.7% (67/15761) THH . AH
15mg®D R 5A2 X 2 AR OMEREI TR S iz,
RANSmgtk 5-HEC B 5 1O EHG, B2 A EHL,
HREOTGPILICE 5 2 EFRO ABROEABEGZ DT
DFEINR LTz BBEGD Do 2EWER (%L L) 13FEmH6H
(3.8%) TH-o720

#2151 T COFERHGEOME (ZEMRITNS4ER)

ARFHN15mght 75 b R
] 48.1% 45.9%
=24

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

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

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

% (BIE

AFH5men™ G- S AR G-I B0 5 1 HFR OB
G1362.2% (178/286%1) THhoiz, HELAERLORBE A
6.6% (19/286%1). HEH OB G HILIZE o 72 EF L O FEHE

AFK)15mghf AR

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

P < 0.001
64.5% 10.4%

ASAS2) RS (60/93) (38/94)
T REEDE 24.1% B
[95% A 1] [10.2, 38.0]

% (%0

a.

b

J v VAR Y ¥ —HlisEih

. Cochran-Mantel-Haenszel #E

AHI15mg% 5- 8 O P 5-64H K 0 ASASA0 B & IFASAS20
BB ZNZENT2.0% (67/9361) KUT9.6% (74/9361) TH
D, BRIEGAC X 268010 vR Sz,
AHN5meht R BT 5 14BEREOF FH G, B LA EHL,
HBRIEDOB G NEICE - 72 HEHRL O NBROFEHAF G2 T O
FITR L7z BHEGIE - 72/EH Q%L1 &, M2
L7 F VARARFF—EHMAB (4.3%). LINEEE, 75 =
T3I) M AT7 2T —EEN., &3 A5 a—)VISE & OGE
26 (Zn2ENn2.2%) TH-olz

223 5148 E TOEERROME (AT GIER)

AHI15mght 7 F kK
62.4% 55.3%
HERR (58/93) (52/94)
et 1.1% 1.1%
ERLHERR (1/93) (1/94)
HHEE O Gk 2.2% 3.2%
ol HEFSR (2/93) (3/94)
% (B1%0)

ARANSmg e G- S N7z RPNPGHERE 12BI 2 FERL O
Bl £1380.2% (146/18261) T 7o B LA ERHGZDOSH
HAE136.6% (12/18261) . HEBFHEOLEGHILICE > - FEHESR
DOFB#E136.6% (12/182B1) TH o720 BHE G H - 7
BIVER (5%LA L) 1, M7 L7 F ¥k AR F 5 — Y Rn144)
(7.7%) RO EXGERG106] (5.5%) TH -7

17.1.12 EEHERE : FNES 4 AL, —EGHK. HLEHER

SELECT-AXIS2 (M19-94458% Study 1)

NSAIDs . 'bDMARDIZR L CHRIFEAR 45 % G Btk o s 1
ek F 205 & L7275 LR IR f E R sk be % 920 L
720 AHI5mg. 7I AR (WFRL1IALNE) %35 LA, AH
15mg# G- BEIZ BT 5 14381 O ASASA0SUG SR (EEFFmEE )
. 7T e ARBEGEICHARTE L, AN R A AR bR

729,



F24  $ 51438 D ASASA0 K 2058 (FASHM])

2T $ G 02 E CORFEHRZOME (REVERHTN LN

AF15mg 75 R ZRF#15mg + TS LK+
. 44.5% 18.2% 26CSHiHEE 523ACSH I
s sa
ASASA0 I (94/211) (38/209) I— 96.7% 94.6%
75 ARBEE D 26.4% B (202/209) (106/112)
[95% fEHiIX ] [17.9, 34.9] - e 23.0% 21.4%
Pt < 0.0001 ERLATERS (48/209) (24/112)
v 65.4% 38.3% BBIEDT GRS 17.2% %5 9%
\\}‘ﬁd .
ASAS20 RIH (138/211) (80/209) Fo A ERS (36/209) (29/112)
75 LR E D 27.1% B % ()
[95% 15 HEIX 1] [17.9, 36.3] TE6) TEMEAMERE © $ 512K 2> & #5528 K5 F ¢ oo 1 S EHI ME B IR 2%
% (BI%) DS OFEIRDFRD S v, 20, BEREMHETmIEICHE S

a. JUBFIZCOVID-19C X 2 KMl 57— # WIS 2 /=D I L Elie ik %
MARATE ) Y VAR Y =Mz vl Lz, ROSBIEIER
IEEEA S L7z,

b. Cochran-Mantel-Haenszel &

ARAENSmgix G- HIC B 2 14O FERS, EERAHERS,
HHEE OB 5 ISR 5 7oA FEHLO NS ORBIEGEZ DT O
FITR L7z BHEEEH o BEH (2%LE) &, IFdhEk
WARE6H (2.8%) Td -7z,

25 1 G514 E TORERGZOME (REVENN S L)

AH15mght 75 b R

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

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

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

% (BI%)

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

F4) Y VAR YT =itk

TE5) 1B 7 TR S AFNIY) D B A7 BED Gt AHIEHEIH

476.9H CF¥fiE).

(BRI ENAR %)

17.1.13 EREERRER  BOHET 4 L. —EEHK. LBEHER :
SELECT-GCA (M16-8525(58)
5078 LA - OB IEIE S IO FHB Bk e EE A R L L
7277 L ANB - EERIERBRE £ L 720 R—2AF 4 2V TD
R AT 4 FO#%E5RE%20~60mg/H (FL F=v v
fii) & L. A#F15mg#x 1H1A & 26;HMOFEIE B E AT a4 Nl
WO 7 RZ1TH 1R 52 M ORISR E AT a4 Nl
BEM %245 L7z A#I15mg & 2608 OBIBE X 710 4 Nl
PRS- BEC BT % P 5-520B I\ B fRAMERFTS 2 3B L 72 BB
OEG (FEFMEH) 3. 77 bR E2BMORIEREA 70
A Nl PGB L I L TR <L MM e A AN &
n7=1,

#2026 H 552 MIF I TEMMERS 2 38K L 2 BB 0BG RORIF R EZ 7 1

TR A T 04 ROy 2857 LT\,
(7 PE—MHEBE)
17.1.14 EREERRE : FMHEZ 4 L. —E5H%. HEEHER .
Measure Up 1 (M16-04555&)
25704 FHHRIZELLIEY 70 ) A 2 EAE THRA TS
Thotzs 7 ME=MEEHE (AD) IIRTL2EHBEEE AT
By AZHVHFRE DRI ICHESE C & 2o W SRE A & TAEED T
12/ Ll EOADEF 2305 & L7 T 1 K T MR
Bra gifiti L7zo A#15mg. 30mg. X7 7 RZIHIEBS L
7o HG16EBFIC B 2 TEFFME H OEASI 75% K UVIGA-
AD 0/1F0 %85 LB 0BG I TROEBYTH Y, ITT
FENZBWT, 77 v RBE L I L CARAI15mghf & 0°830mght ¢
RPEICHE EICE o 72, [9.7.32 ]
328 : $2516;IFICEASI 75, vIGA-AD 0/1. AWHONRS 4B L%
W LR 0BG ITTHED)

AA0mehE | AA5mglE | 77 wAR
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] -
piite < 0.001 < 0.001
o 62.0% 48.1% 8.4%
VIGA-AD O/LEBE| (177 95) (135/281) (24/281)
75 R D 53.6% 39.8%
[05% fSMEXM] | [47.2, 60.0] | [33.2, 46.4] -
Pfii* < 0.001 < 0.001
PWHONRS 4L 60.0% 52.2% 11.8%
BT (168/280) (143/274) (32/272)

FERMFEIZICOVID-191C & KMl 7 — % ZALB§ 2 72012 % Fflise i & flk

AATE) YUV ARY =g T Lz BRABILERED S

HH L7

a. Cochran Mantel-Haenszel#f5&

b. WADNRS 4L EOUFE: X=X T4V DIRED P ADNRSH AL,
TH 7N BT By BEEDOPDARDNRSEN—AT A ¥ AL, Gk

729 £ 516 ICEAST 75, vIGA-AD 0/1, »WADNRS 4Vl kei# %
WL 7o oF e ITT_A%H?)

1 FORBBEER (FASEH) KA0mghE | AAGmghE | 77K
Al 5mg + 7T+ - 84.5% 74.6% 12.1%
26 CSHHEE 52 S EASI 752004 (49/58) (47/63) (7/58)
TEIRMERE & TERK L 7%k 46.4% 29.0% TS ARBLDE 72.3% 62.5% B
B oda (97/200) (33/112) [95% fE XM | [59.8, 84.8] | [49.0, 76.1]
T EREEE DE 17.1% . 70.7% 16.0% 6.9%
[95% fHIX 1] 6.3, 27.8] - VIGA-AD O/LEBCH | () (29/63) (4/58)
P 0.0019 75 AR D 63.4% 39.3% B
HEREAT7 O FD [95% fE K] | [50.5, 76.4] | [25.6, 53.0]
HA 1615.0 2882.0 ' :
SRS (i) me me PWHDONRS 411 58.9% 49.2% 10.5%
% (BI%), CS=RIBREATTA | YK (33/56) (30/61) (6/57)

a. FEWFIZCOVID-191C X 2 Kl 7 — % . T EHMIPEE)IR 4 LAY 0 s
JSHEICKT L C100mgh M 2 2 &S EORIEREAT A F (7L F=
VUL RASOHH]) G5 HROT — 5 Z WY 5 72015 Eifise
BERMAMIAATE) Y VARV =iz Tl Lz, R L7
BIBULER A S L7z

b. Cochran-Mantel-Haenszel #5€

ARFHI15mg & 268 ORI E A 7 v 4 il e G- B
LG5 O FEHL, EELAERL, BREOHEG PRI
BoTHERFLOANBROEHEEGEEZ D TORITIR L. F3LE
GBAFED» o T2EIVER (3%LA L) &, EMIIEtEEIIR 421060 (4.8%) .
IRERIEGLOBI (4.3%) . FAREKGETH (3.3%) M OTIREAIL A
271 (3.3%) TdH o720

SERFRIZCOVID-191C & 2 Kl 7 — & 2 WLEL$ 5 72812 % Bl 55 1 & ML A

AATE) YV AR Y Y — il AW TER L7z SR AIRIER R S

FH L7z,

a. HAE (12D RIS ARIM) DOITTHEM

b. DWHONRS 4P O E: X—2F 1 ¥ OIREDHPHONRSHALL I

THoHERINCBIT B, IEDODWHADNRSAN— AT A ¥ H 540 ik

PH16HREE CoOFEFES, EELAERR, HBREOR S
WICE S HEHGO NP OEREEG %2 FTRIORT, et
TN GRS B W CRBIEIA AT 2o 7280 (5%LLE) 1.
AHN5mgh il MI230mght TEPE (EnEN15H (5.3%). 3661
(12.6%)) OATH o7z



30 1 G160 T TORHHREOME (LA REM)

34 G 16H T CORFEHRZOME (REVERITNREN)

AN 30m g AN 15mgh 75 kAR AR A30m g A 15mghE 7F kK
73.3% 62.6% 59.1% . 72.4% 66.7% 62.7%
HERR (209/285) (176/281) (166/281) HERR (215/297) (200/300) (190/303)
- 2.8% 2.1% 2.8% ,A 1.3% 2.3% 3.0%
RILAERR (8/285) (6/281) (8/281) EIGAERR (4/297) (7/300) (9/303)
HEHEOB G RIS 3.9% 1.4% 1.3% BB OB 5Pk 1.3% 1.3% 2.3%
o A ERES (11/285) (4/281) (12/281) o EHER (4/297) (4/300) (7/303)
231 1 516K TOHERGOME (FEREVERNT S EF?) #35 1 $e516I T TOFERFROME (FOER RN R L)
ARHA)30mgh A#N15mght 75 bR ARH30mghE AH15mght 7F Yk KEE
. 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% ot 0% 1.7% 0%
ERCHEES (1/63) (1/58) ERSAEER (1/60)
R OBk 1.7% 0% 1.7% R OB G-k 0% 1.7% 1.6%
ol HERL (1/58) (1/58) EolHEHRG (1/60) (1/62)

a. “HEEWEGINEBESER S 2 1 DL Esz ) 72 HAE (1250, B8R A
i) HE

17.1.15 ERERRER : SNES > 5 L. —E5H. LEHER !
AD Up (M16-0475%5%)
A2FaA FAHFIE L3y 7 a) A 25FIS THRA T T
B otz ITADITHT 2 AL HEERE % A9 % e D & FHE
TI2 U EOADEF S g & L7277 & Kbl i Mt
B E L 720 AT 0 A FAVHFIBER T CAAII5mg. 30mg X
377 REZIHIAES Lz 5 168KRIC BT 2 FEFHEH
DEAST 75" [t OVIGA-AD 0/1%19 % 5E 5 L 7= 8B o #4513
THEOEBYTHY, ITTEMICBWT, 77 RBEELT
ARHN5mght K O 30mght CHAHFMICH FICE - 722, [9.7.3
2]

#32 1 $5-16HKFIZEAST 75X UVIGA-AD 0/1, 2@ HADNRS 4Lk Lotk
A E LR oflG ITTHH)

AFHI30mght AFHI15mght 7T & RKEE
_— 77.1% 64.6% 26.4%
EASI 75 (229/297) (194/300) (80/304)
TR D 50.6% 38.1%
[95% {2 HIX ] [43.8, 57.4] | [30.8, 45.4] -
Pfl® < 0.001 < 0.001
N 58.6% 39.6% 10.9%
vIGA-AD 0/1R% (174/297) (119/300) (33/304)
7T bR D 47 .6% 28.5%
[95% 15 HEIX ] [41.1, 54.0] | [22.1, 34.9] -
Pfili* < 0.001 < 0.001
HWAHADNRS 421 63.9% 51.7% 15.0%
YRR (186/291) (149/288) (44/294)

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

KA YV ARY ¥ —HiseiE 2 O TEN Lz ERAIBILERRL S

L7z,

a. Cochran Mantel-Haenszelff %€

b. WADNRS 4L EOUE: X=2F 4 ¥ DREDOHPPADNRSH AL L
THo7EINCBIT B, BEDOHPWADNRSAN—AT A ¥ AL, R

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

AFHI30mght AFHI15mght 75 & K
s 84.3% 63.3% 30.3%
EASI 7o (51/60) (38/60) (19/63)
VEET Y Y 53.1% 32.7% _
[95% fZHEIX ] [38.8, 67.4] | [16.3, 49.0]
. 67.4% 38.3% 11.2%
_ =
VIGA-AD O/LER | (4 60) (23/60) (7/63)
PEESY ) 55.4% 26.3% -
[95% =X 1] [41.4, 69.5] | [12.1, 40.4]
PWAHRDNRS 41 51.8% 45.6% 21.3%
R (29/56) (26/57) (13/61)

FERARIZCOVID-1912 & 2 KMl 7 — & & WLB 3 % 7212 % BAliSo I & Ml A

AATE D VL AR Y T —HlisgiEE TR Lz SERIEIEER RS S

L7z

a. HAME (128 LU RIS AGM) OITTHM

b. DWHADNRS 4L DY R—2F 4 ¥ DIEEDHPADNRSAHAL.

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

516K F TCoAERR, BERAERS, BREOHRS Pk
RS 7-HERLOANBROEHEE % TRIORT . BT
FGEFICB W THEIE G E - 2/EH 6% 1) &, &
FI15mglt T SHE27H (9.0%) . ARAFN30mght T 3661 (12.1%)
FBOTAEA R ZA16H] (5.4%) TH o720

a. ZEHMEE GBS 2 TR PRS2 7235 A04E (120 118k
) A
117) EASIZ 275160 E. vIGA-ADZ 2 73384 L, Je OREERE 1
5 ADIRZEDEEDL0M L L OEH DIRED W ADNRSD X —
254 Y OB, L

1E8) 12/ UL 187 il O3 13 A 40k g UL o B F

1£9) EASI 75 WS THR TR (EASD 075%u

1¥10) VIGA-AD 0/1: 73V 57— b SN RBREEENC X 5 W50 3l

-7 ME=WEFEA T (VIGA-AD) 250X I31TH Y. 2o
— A5 4y ERBLT27 L — FU gk

GEBEMXBR)

17.1.16 EREERER : FIHEF 4 Lk, —E5H. HEHER
(BB AR - M14-23458&8 Y 7 X 27 1 2R U'M14-675545%)
BEAEIRIE RO 7 3 7 4 FOVIREA, e i e 3Ll e e
A7 a4 RATEWAERAD) CRHRR T XEIARHETH - 72
EEMD S ERE (Adapted Mayo A 2 75-9, 22 N#EH 7 X
a7 H2-3) OEFEHEAEE (UC) BEEZWNRE LT TR
BRI A FE L 72 A OSHEMIE. ARA45mg L ix
7T REIHLIEES Lz, $#%5-8:HK¢IZ Adapted MayoA 27
12 X BRI E DI 2 i 72 X e r o T2 BT, TACSHER,
AEt16:EEAA45mg % TH 1P L7z, FEFHiEHE TH 588
D Adapted MayoA I 712 X AR EMRIITEOEBY .,
WTFNOREBIZBWTH 7T L RBE & L CAK45mghE TR
FHAICH BICE A o 728 4,

736 : $¢ 5-8 MM D Adapted MayoA 2 7112 & A R EmMFR (ITTH

ﬁ'll))
M14-2343R8% M14-675R5%
HTAYT A2
AH45mght | 77 LR HE | KH45mght | 77 L AREE
A;a:‘,’:‘z,gego 26.1% 4.8% 33.5% 4.1%
st | (53319 (7/154) | (114/341) | (7/174)
T RRE DR 21.6% 29.0%
[95% fSER ] | [15.8, 27.4] - [23.2, 34.7] -
Piit’ <0.001 <0.001

% (%)

FEWCRIZCOVID-1912 X A2 KM 7 — % 2 WL 5 7202 % Al 5o 1 & # A

AATE ) VUV AR Y T —Hisgh e MO THEM L7z, ERBIE (n) I 3ERER

PHEML,

a. Adapted MayoA 2 7 22LL FC. SESHLILLFADONR—ZA T4 &l Z
v, RBSZ2%0, 22 WS RS 7 2 2 72510 F (st 2R3 R
BewE

b. R=2AF74 YIORIBEREATOA FOMA (HHIIHRL), XN—2
F 4 Yo Adapted Mayox 27 (TULF A7), N—2 5 4 Vo
AR BN B IREE (R B MR E & O 2 3 AR
B BAIE 22 L) 12HE > TF% L 72Cochran-Mantel-Haenszel i 2

AFH45mgte SR BIF 5 58K T TOHEF G, EELAE
HG, HBREOBRGHILCE > AEHGO NBR OB EE%
TRITRT . 58T TORIEEHI R - 72F8EH (3%LL
B 1 M14-234iBR 7 A % 74 2Cld, M7 L7 F VKA
A F—BHIN3H (4.1%) KO ERBGEA 1061 (3.1%) <
B9, MI-6753BCIx, SHLAB (4.1%) RO 2 L7 F
VARARFF—EWIN2H (3.5%) TH-7z



K37 HAFERFI BT B A ERROPE

P58y F ¢
AAl45melt | 75 & K
MI14-2343 ER 7 X5 74 2
] 56.4% 61.9%
=4
HERR (180/319) (96/155)
N 2.5% 5.8%
ERLHEHR (8/319) (9/155)
BFHE O G IICE S 72 1.9% 9.0%
fEHG (6/319) (14/155)
M14-6753%5%
52.9% 39.5%
HEER (182/344) (70/177)
i 3.2% 4.5%
ERTHERR (11/344) (8/177)
BHHEOPE G P IRICE 5 72 1.7% 5.1%
HEFER (6/344) (9/177)
% (BI%0
516K 3517 5 Adapted Mayo A 2 712 & 2 RS

13, M14-2343884 7 2 % 7 4 27T50.8% (30/59%61), M14-675
ERT45.5% (30/6661) Th - 72F9, #5875 168D
AH45mg/45mghilZ BT 247 EHG, EE LA EHL R HR
OB H IR o o EFZIE, M14-234REBY 72 ¥ 7 4
2C52.5% (31/59%1). 3.4% (2/59%1) K 10% (0/59). M14-
675 B T41.2% (28/68%1). 1.5% (1/68%1) K T2.9% (2/68
B) THorzo HGSMIEA S 16D FBLIE G A H o 72 BIE
H O (3%LLE) &, M14-2343 k47 A % 74 2Tld, k7 L7
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