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7 7, 100mglf Tllpg/mL. 200mghf ¢31ug/mL.

400mghf T65ug/mLTdH - 72

F 72, 200mgDHEFE G- % 2 B M b K 0M400mg D AEFEE

G 4 MRS TR TS L7z, 52381281 5 1%

b5 7, FEN3lug/mLKk 021pug/mLTH >

720 [15.1.3 ]

) KRR R 1 B200mgd 2 Mk S-TH 5 ((H L., gl
23 %, 4% 1 400mete 5 ). FEIREEHITIE 1
400mg#x 4 M5 TE %,

16. 1.3 MTXFEGFRARIER S

MTXIEGEH FCHE ) v FEBHIZELV M) AT RT

W400mg#% 0. 2. 48K ZO#%200mg% 2 HHEE TR

R THRG Lk, 248128418 d 7 7 EI

22ug/mLTH o 720 F 72, 200mgD R G- % 2

b K M400mg D AR G- % 4 BIRBE © AR FHS- L7

W, 2B B IMAER b7 7REIX. TN EN2lug/

mL% O"14ug/mLTH -7z, [15.1.3 ]

*%16. 1. 4 BEREMEERHET

i) v ~F BB ENRE L7 RE 5 38 8 AT A

5, BIVN) AT RIVDZ )T T AIMEETOkgIZ

AR THREA0kg TIER30% A AR IE120kg T id #40%34

muL. ienw b X<7 XI)VPRBEMEF] (ELISAE:)

TREMHICHRTZ Y 7T A3 3L, EwiIk

HEVZ BT 2 AUC, 135960%, C,o 3 #950%. T 5 7 13

#180% AT 5 L Pl SNz FHEATF—%),

*%16. 1.5 REEHSE

St (BEEZ O AP 2 &) 12V b

YA T RINVA0mgZ 0. 2. 4B, Z 0 #%200mg

% 28 W FE (200mgtk 5-#) ™. K 0400mg# 2 38 [ FE

(400mgHe 5-1F) CTHRAERK TG L2k, 1681281 51

Serp b T 7, FNEN16pg/mL K M48ug/mLTH -

720 163 LIKE, 200mgtz 5-#FE1C BV T200mg % 2 78 [ FE.

H %\ 13400mg#x 4 38 B B T, 400mgfk G- H 2B W T

400mg#% 2 JAMFE TR TS L2k 52812817 A1

B b5 7 BEIX. FNFEN20ug/mL. 16ug/mL Kk O

54ug/mLTdHh 720 [15.1.4 ]

TE) AL 1 M400mg 2 HE %S TH 5. FEIREE
A2k 1101200mg#% 2 B B B 5. 1 1 [M400mg % 4 8
k5 T& %,

16. 2 TRIR
R ALV b Y X7 RTV60mg™ K 17200mg % Hi I
B2 N85 L 72 I oo sttt st 1 A W 5 1 I 3213.88% M UN76% T
Hotz FHEAT—%),
) KRR SNz 1 M E1FZ200mg X 13400mg T % o

16.3 9%

16.3. 1 FAEEE M
B Y v <5 X7 a— Vil R# N o lim166 i
IV bYA= T RIN200meg% 2 ¥ MR 13400mg % 4
R C RS G- U7z Re, 4 e iRe o0 e fp gt 1 L3 BB T
496~494pg/mL. BRI CERE TR (0.032ug/mL) i
~0.048ug/mLC& - 72, FrAE VL O WA RE O AL g B 1 X
1560 1361 C g & F BRARG & 08 1 #17C0.0422ug/mL CGirA:
/B 0 0.09%) . 1 B1C0485ug/mL (B W/ REBLL
449%) THo72" GHEAF—%). [9.5 BH]

16. 3.2 FLiteh#&iT
i) v~ Fid 7 0 — iSO RLITEIC LV b
27 T N200mg# 2 ¥ [ X 1£400mg % 4 3 [
SPGB R OG- 2 ~14H (4 8ME<TIE28H)
FBIZilE L7 RELi i i ik g B F R (0.032ug/mL) i
~0.0758ug/mLT & - 720 FL VA P35 B 7L IE W& %
150mL/kg/H IR ET 5 &, FALIBDOFEY 1 HEIE I
0 ~0.0104mg/kg/H. BEH OG-8 3 % 7B O
O H13004~030% & HE g S =Y (BAEAF — %),
[9.6 =[]

16. 4 Rz
VM) AT RINVDAERTEIRTTF RT3
BRI ND LEE SN D,

16.5 ittt
BERORAIZ L P A< T RITV4A00mg % Wiz FH5 L
72WE RFICIZ RN M) AT RIS L 7-PEGAS
B, REMKIBRIB SN G072 BHEATF—%),

17. BRER R B
17.1 BIHRORSMICET 58k
(FEgY < F)
17.1.1 EAE I /T HAERTHER
I NV S Bl PSS S i E LR (B Sl |
W) w<FEBEEZFRICA DML FY— MMEHT CEG
L7277 AR5 EERILERBEICB T 512850
ACRIL 3% 3 #: 12 B 17 5 4 %) % (ACR20. ACR50.
ACR70) *% % 2 \IR$ o AFILGHE (200mg R 0400mg™
% 2 HIMEHES) 2B 5ACR20IE 7 T & R EEIC AL
BIZWE L.
*TACRIT Y b0 B, RN B ORI I B s b
3 1220%/50%/70%LL L2zit L, 222%5% ) @ 53 H b 3IH H A%
20%/50%,/70% LA 838 U 725l o) &
*£2 12BEFCH T HACR20. ACR50. ACR70
(B - 1/ THEAERERR)

F5 &K AHI+MTX
(+MTX") | 100mg™ 200mg | 400mg"™
286 625 768 776
ACR20 @2/77) | (45/72) | (63/82) | (66/85)
75 KRR
2t R - 417 829 868
[95%15 & X [ ] ) )
e ) o | 367, 18721 | [385,1957]
é gjms%{n i [210.8281° | 20 0001 | 5<0.0001°
78 347 415 518
ACRS0 (6,77) | (2572 | (34/82) | (44/85)
77k REEIK _
2t R 6.29 8.38 1270
[95%1: X [ - [240, 1651] | [327, 2150] | [4.98, 3237]
0
ACR70 (0/77) |13910/72) | 207 17/82) | 259 (22/85)
75 & REEIZ X _ _ _ B
F B4y ZHY
[95%15 FEIX [ ] - - - -
% (B1%0)
a) MTX=X F FLFH—}
b) HEHEEZFHWERE L0V AT 4 v 7 ERETIV
c) MEDZ% FEYEIZBonferronidh (230 X i (A EAKME © MjH12.5%)
d) 97.5%15 X
e) 95%fE X [

2438 W O B FI B EAEST 2 F RO OXMA 27 (modified
Total Sharp Score:mTSS) TaHili L 7z# %% % 3 127K T
AF P 5B (200mg M U400mg™ % 2 WM B E) 2B
FAmTSSONR—=AF 4 Y6 OB b®liZ, 77 R
WA 5 727

%3 24BEECHTBAMTISSON—R 51 VEH S DELE
(B - 1/ THEAERERR)

75 bR AHAH+MTX
GMTX") | 100mg™ 200mg | 400mg™
NN 52.7057.27 | 54.806252 | 50.37+53.36 | 49.93+47.20

NmATAY 77 (70) (82) (84)
N=AT4 b | 2784515 | 1052285 | 0212201 | 065=295
DZEALR (76) (70) (81) (84)
BERE . 174 -257 -212
[95% 131X ] [-2.85,-0.62] | [-365, -1.49] | [-3.19, -1.05]
SR A (BIE)
a) MTX=A | } L ¥4 — b
b) HGEERONR=Z T 4 MEZEFHERE L7258 0 € 7 v

ARAN200mgdk G- HE ORI BB (248 F <) 13, 378%
(31/821) T& 0 T2 BIVEHIL SINUE 48.5% (7 /82f1)
Hoe, wifEg, bAGEY g, iR~ — 4 —1g
. EBEDOE24% (2 /8261) %TH o720

) KPR 1 E200me o 2 RS CTh 5.



17.1.2 EREIHE=

ETHRIEERHR

AMMLFES = 2HE5TERWIEEMERBEG Y v~ F &
HZENBIZAPMLEY - E2HHLZWTEBLLS
TERIBM - EERILEABERL LD, 2EKEO
ACR20. ACR50. ACR70% % 4 12/°F . A#1200mgfk 5-
B2 EMES) 1ICBIFHACR201E 7 T £ REIZHAN

AR L7

%4 12BBFCH1F BACR20. ACR50. ACR70
(B - FOH_ESHREEHRR)

77 R

200mg

ACR20

149 (17/114)

67.2 (78/116)

7RI T B

J . 1171
EES/‘%%%RF&J (614, 22.31]
p<0.0001°
ACR50 6.1 (7/114) 379 (44/116)
7°??ﬂ‘jﬁb:ﬁ‘§'é 034
?;)5’%%%2%31 [3.99, 21.89]
ACR70 0 (0/114) 190 (22/116)

77 KB T D
* o A
[959%(F i< 1)

% (1%

a) WERAHIWERE LuY A7 4 v 7 HHET IV

24 O BRI REEST 2 TR O OXHA 27 (modified

Total Sharp Score:mTSS) TiElli L 7z4& £ %45 12K T,

AF200mgte 51 (2 MBI S) 2B HmTSSHR—

AT A VDS OELRIE. 7T e R 5 727

X5 25BABFIZHEITEIMTSSON—ZT 1 U EHSDELE
(B - EOHE-_E5HRIERRR)

77 kR

200mg

NRN—=AF74

46.13+54.43 (114)

3648+51.33 (116)

N—=ATA4 VipbD%
bt

249+552 (114)

044+1.83 (114)

T
(95915 #AIX 1"

-1.97
[-3.04, -0.90]

IR A (B

a) BHHRUON—2 T4 Az FLRE L7z €7 v

ARFN200mgt 5- B O FIMEH B (248 F T) 1237.9%
(44/11661) TH Y. T2 EI1EH I HINTE46.0% (7/116
Bl F59534% (4 /11660)  JEGHBALALHE, 5B KO
IHEE % D %2.6% (3/11661) %TH -7
17.1.3 BHREES Y Vv FRENREANFIH_ESHRER

e

A MMLUFH— PRIGFETTHRARKR T SO, BIE 14E
UHNORIMEH ) v~ FRZEZHNRICA M MLFH— 1
BT CHEML 727 T R - HERILEGEBR L D, 52
WO B EAEEEET 2 TR OREOXHA 27 (modified
Total Sharp Score:mTSS) Tl L 725&F % % 6 12”7,
RAEN SR (2 AEEES) 2B 5mTSSOXR—ZX T 4
VRS OEALEIX. 7T R ARG EICAL) 5 72V
%6 5XEEFCHITBEMTISSON—RS A VLS DELE

(B - RHERAET U v v F B ENRE DH_-_ESHRIEEHR)

77K (+MTX")

AH#I200mg+tMTX

NR=254 >~

5.95+15.30 (157)

516+876 (159)

N=ATA VoD
e

1.58+4.86 (157)

0.36+2.70 (158)

TR ‘ B -1.19
[95%f3 X [#1]" [-2.06, -0.32]
p<0.001¢

IR (B1ED)

a) MTX=x M L FH—}

b) BGHEROR—R T A Mti&FIHERE L7355 #oin € 71
) N=AFA UV PLOEARDT v 7122 T, #5HERT. N—
ATA NED T 7 FAEE L Lo 7 v

AHGREORENFEBR (524 £ T) 1371.1% (113/159
Bl) THY. EAREIEHIEHMEEZ£226% (36/159%1). HF
PEAERLH17.0% (27/15981) \ 056.3% (10/159%1) | IHEH 2.
M~ — 7 — 8. FEREGRD D £50% (8 /159%1) &5

b(“j;)") f:o

_6_

17.1. 4 BHENH_ESRILERHER

(1) 77 RMB_EFHILBHER (RAPID1)
ANMMULEFH =PI IO RRREPEONL D57
B v FEEESFRICA N ML EF Y — MEHTT
T L7277 b R IR EHERILEGARIC B %248
B dACR20. ACR50. ACR70% % 712757, A##KS
B (200mglz UM400mg™ % 2RIk 5) BT 2
ACR201&7 7 £ KRBT HARE B ICHE L.

R7 24ABFIZH T BACR20. ACR50. ACR70

(B ERARER)

AN AHI+MTX

(+MTX") 200mg |  400mg"
RAPID1
ACR20 136 (27/198) | 588 (228/388) | 60.8 (236/388)
[ Rl I 925 1007
(o7 59 (I 1] (549, 1559] | [597,1699]

p<0.001¢ p<0.001

ACRS50 76 (15/198) |37.1 (144/388) | 399 (155/388)
77; ? f EF KRS B 759 852
o590 [ I ] (428, 1344] | [481,1507]
ACR70 30 (6/198) | 214 (83/388) | 206 (80/383)
7% f;f* XA ) 925 869
059 5 B ] [393,21.75] | [369, 20.46]
% (BI%)
a) MTX=4 k b L&¥#—
b) HeGEE R OIS A BIHARE Lcu Y A7 4 v 2 IGET IV
c) MIEDZENEIIBonferronifhi 230 EFHE (T REAHE @ WiH112.5%)

S2HEEF OB AT E TR O EOXHA T
(modified Total Sharp Score : mTSS) TEMli L 7245 5
ZFESITRT, ARG EE (200mghk U400mg™ % 2
R S) (CBITFAmTSSONR— A5 4 VIEH 5 DE
L. 7T B REEC ARG ZIE D 727,
%8 S52EEFICE T BEMTSSON—Z T 1 UEH 5> DE(LE
(745 EREREBR - RAPID1)

7I R AAH+MTX
(+MTX") 200mg 400mg™
NN 39.0+44.5 384+494 38.3+47.1
NmATA (199) (391) (389)
NR=AFTA4 LD 2.8+78 04+5.7 0.2+4.8
At (181) (364) (363)
T 7 [97.5% 13 M X ~ -05 -06
ik [-15,0.0] [-1.5, 0.0]
pfi? p<0.001 p<0.001
IR (BIED)
a) MTX=x b FLFH—}
b) Hodges-Lehmann® s34 a2 K O IE A 72 45 HE X [
) R=2A54 UYPODOEALED T ¥ 712DV T, 5L k%
W R=Z254 DT v 7 % BAERE LG8 7

RHI200mgik 5-BE O BVEHFEH R (520 % T) 13426%
(167/39261) T v | £ 2RIV IR % 53.8% (15/392
Bl BFEEERRGIAES.3% (13/392f). E52.6% (10/392
B FEGTEBACIMAE, JEGFEAAE . AL OIS O %
2.0% (8/392%1) ., R, T O %51.8% (7 /392
Bl) Tdr o7,

(2) 77 RHB_ESHRIEEFER (RAPID2)
ANFLEYF—MIEV TSR ERE LN LD 72
B v~ FREEWTRICA N ML IS — NEHTT
FEh L7277 b R3E HEMBERERC51) 52438
KD ACR20. ACR50. ACR70% % 9127377, A##5
B (200mg U400mg™ % 2 WM EHRG) BT 5
ACR201Z 7' 7 £ KRB AREHICSF#H LY

%9 24EBEFIHF HACR20. ACR50. ACR70

(S ERERRER)
PR AAH+MTX
(+MTX") 200mg | 400mg”
RAPID2
ACR20 87 (11/127) [573 (141/246) 576 (141/245)




S5 bR AHI+MTX AR E G (400mg# 0. 2. 4B T O%200mg% 2
(AMTX) 200mg 100mg" WSS, K U0400me % 2 MMHEE ) L7k 1638
S ARENT FFIC BV CIEIIC & % BRSNS OEE [ X idi
Ty XY [975% _ 1443 14.33 F BER L7 BE NIRRT T PR 7 B, SRR
U] (671, 31021 | 1667, 30801 HAECISBIABI T o 720 52T MY |
p<0.001¢ p<0.001¢ ZYE L 72 R B MR © 7 b 6 B, RERRVEAT R SE
= = 11
ACR50 31 (4/127) | 325 (80/246) | 331 (81/245) TISHIHLZHITH 572
T %10 1638B5(C 35 (7 3 PASI7T5 RUPASI9
7= S B 14.83 15.30 — -
gﬂ‘gfmb) [95% a4 (529, 4158] | [546,4292] 75 R 200mg"™ 400mg
PASI 75 77 (2/26) | 708 (34/48) | 868 (46/53)
/;c;z)*w’m% 08 (1/127) | 159 (39/246) | 106 (26/245) ;? ;C fz‘ﬁﬁf P ) - i
L Fomopfe _ 2385 1546 Y= W, [5.129, 195.877] | [11.739, 533.168]
lvzr F’/EJ ]Xll: [95% 1 (323, 17590] | [207. 11542] (97 5% X 17 » ‘
p<0.0001° p<0.0001°
% (BI%L)
D) MTX=A b bLEH— | PAST 90 0 (0/26) | 521 (25/48) | 755 (40/53)
b) HEHEMOHIEZ FHUERE La Y A5 4 v 7 T TV 7T R T S 38696 100450
¢) M D% FE M3 BonferronifE 230 X AL (B HEE  Wif2.5%) + v XY - ; :
(07 5O (A ] [6.047, 247.634] | [15540, 649437]
AHI200mgte 5B OBMEM IR Q46HF T) 13246% o éﬁm)
(61/24881) Ty, E AR RIGPELERSY b o >R 2 BGEROBEOEWEAOWHOAEENT-2 LI Y27 £
75 AF HEHIER24% (6 /24861), FEE. FB DK 7 B E TV

20% (5 /248%1), MIEIRL6% (4/24860), £ > 7 LT b) KA 2 B AL L ZIE . .
o B L. SR 2% (3 /2ASHD) o i, o) HEKHERM25%, FBGETINC & ) IsiHoE 0% itk 2 Wik

1) AKRRHEMR 1 E200mgo 2 BREHS TH 5. F11 52BEFCH (T B PASI7T5 RV PASI

17.1.5 B E N bE_EERIEEKHER 200mg 2 HMHKE | 200mg 2 HBIHE | 400 o o
AMPLEH—MCE D TH RIS N0 o 72 $#5-200mg2 | #%5—400mg 4 mi%k e
S B 5 R 5

MY o FREZSRIS, XM MLERF—MEHTT, 4

SAE oW MEE (RA400med 2 B EES) #. KH) PASI 75 69.2 (18/26) 85.0 (17/20) 86.3 (44/51)
200mg% 2 M EH S L1612 B W TACR20% ERL L PASI 90 57.7 (15/26) 700 (14/20) 84.3 (43/51)
ToEBI %, 18MIEIC 3 (ARFI200mgd 2 M FET S AR % (BI%0)

#1400mg? 4 BRHFER G- X7 7 € R) 18O 1), 348
BB RMER O ZEMWEZ TS 5 7 7 v AR EE K
el aRR & FEht L 720

34EMFIC BT 5 ACR201E, 77 & K HE449% (31/69%1),
A #1200mg? 2 8 11 B ¢ 5 BE67.1% (47/708%1 ). A H
400mg? 4 R P 5-#:65.2% (45/6961) THh Y. AHKH%
53 (200mg® 2 H Bk K 0f400mg® 4 HREE) 2B \»T
7T e R GHEE R L T BICEHIRA R OMEREDFED
SNz (R#FI200mg? 2 B FE - p=0.009. A#J400mg®
4 AR p=0.017)""

AFHI200mg > 2 HEFEFEH G-I OBRWET SR (18EE 1) 1)
T34 F T) 13286% (20/7081) TH V. FREIERIX
RIERIEG57% (4 /7081), FAGEESA4.3% (3 /7060). %
B, RIRIPERDR29% (2/700]) ETHo70 Thoo K
#1400mg? 4 HFE PR G- OBIERFSHE (18:8% ) 417
#%34MF T) 1X116% (8/69%) TH Y. EREIEMIZLE
S IEG4.3% (3 /6961) [IPEAIV A JRERIEG D £52.9%
(2/696)) TH -7

(SEMERE. BEEMRE,. BAaME, REMILRIE)

#%17.1.6 ERSE I/ TIH_ESHKRIEEEHR

FREREE A S R IE ORI R5 2 A§ 5o hisiis 8
TRz 35 MR R RE D10%2L . A DOPASIA 2 7 31284
b MEEEZEOGIHAZ D) 2R ELLETTER
IR T E R EGRR Z EE L 720 0 ~16F TS IR
SEAH] (200mgHe 57 - 400megZ 0. 2., 48, Fo0
#%200mg# 2 @M K5, 400mg 55 1 400mg# 2 3
Wb S) 245 L7zo 16LBEIZ L AR Y 57— (16K
FTPASIZ 2 7 HR—RA 5 4 V9 550%LL Ligss) & f
WS N7ZBEICOWTZHER T TORG 2k L7z, &
B, 200mgHt5-HE13200mg 2 R FET%5- 5. 400mg 4 R
W EBEOWT NI 1 DR CHERLL LIS L
726 PASIZ2 T HNR—=Z 54 H575%LL E. 90%LL Eik
BL7BFE0EEG (T, #hZRPASI75, PASI0) %
£10 (16AB ). RO GEE ) 1R T . 168K
BICB W TAKIB GBI BT BPASITSE 7 T L KBRSk
NEBIWE L, B, B8 A 5F 5 TACR20
DFHMAT RE 22 BB 1. AHFN200mgd G- 5D 3 B K OAHA
A00mgt 5 OB TH Y (FI e RBIEL% L),
400mg#% 5- B 0 4 FIAS1638 K 212 B v TACR20% 3£ 1% L
720 52IAME I TIE200met% 5-HE D 1 1 K 0°400mg i 5-BE D
5 BIASACR20% 3ER L 720

F 720 G N O R R e B Ik LIEE M T C©

_7_

AR S WIL O RRR LS & A S Btk E s (B
HHEVEER O G 2 &) (2B 2 ARGk T
EIVEM B (523 £ T) 13320% (39/1226)) TH Y.
2 RIVE S SIS 984.1% (5 Bl/12261), W #E3.3% (4
Bl/12261) SFETH o720
i sz A e OF R AL R i 8 12 B U B AR G-
EITERZEBIER (528 F C) 1342.9% (3/7H1) K U40.0%
(6/1561) TH Y. 2HILLLETHRBLL 7-RIVEH S HREERL
BB BT B HREL3.3% (2 /1581) Tdh o7z
1) KRB EM IS 1 E400me o 2 H S Td 5, k5w
#%A2id, 1 E200mg# 2 8 W RS 45 13 1 [M400mg% 4 3
FF#ix5S-T& %,

##17.1.7 B E M H_ESHRIEEHR

15 B B R T R E A R R ICENE L 72T T R R
TR E ML RERC 3BT 5 128 0 ACR20 % U243 I
mTSSONR—=ZA T4 ¥ H6DOEbEZRKI2ZIIRT, KA
L3 (400mgZx 0. 2. 48K, Z01%200mg? 2 Wk
P, S 0M00mg# 4 MRS ™ 1231 5 ACR2013 7
T RBEICHAREFICWE LY, mTSSOR—ZF 1 ~
2O DEALREICDOVWTIE, KA GHEHE 7T L REEL
DOMIHFHFNICH B L2 TRD DN h o 72h Hilzhk
KRR FE NV — WV & O 72 BB IRNT CLEARR I 5B & 1
TT I RBELEL T, mTSSONR—ZF 4 ¥ b DE
EEAT/N S W EIEAFED 57z,

£12 12BBFCH T BACR0 KR V24EEEDOMTSSONX—ZX T > 5D

Z{LE (855 MAHER)

. | 200mg Q2W/
77K | 00mg Q2W" | 400mg QIW"' | 400mg Q4W
(136%1) (138%1) (13561) PrarBE®
(2731)
» 243 580 519 549
ACR20 (33/136) | (80/138) | (70/135) | (150/273)
B 337 276 307

[95% (S X 17 ™

[22.8,44.6] | [165, 38.7] | [214, 40.0]

p<0.001"" ¢ | p<0.001"" ¥

mTSSO X — 2 J | 2591 9.76 22.82 16.22
A b DELEY | 9212 +57.14 +85.62 +72.79
B0 O -17.40 -388 -10.64

[95% = I 1 @ ¢

[-36.32, 1.52] | [-22.86, 15.10] | [-27.05, 5.77]

p=0.203"" e)




_ | 200mg Q2W/

77K | 200mg QW | 400mg AW™ | 400mg Q4W

(13641) (138f41) (13501) AR
(273%51)

mTSSH X — 2 7
A4 2 bDZALE" | 024+1.02 | -0.03+0.61 | 006065 | 0.01+0.63
(FBRIRAT)
TR0 -027 -0.17 -0.22
[95%ZHAIX f1* © [-045, -0.08]| [-0.35, 0.02] | [-0.38, -0.06]
Q2W : 2 MMREYES. QAW 4 SR kRS-

[ACR20] % (#1%0

[MTSSOR=2F 4 ¥ Hh b OZEARE] FYl+EERE (77 2R
& ORI T RN )

a) Non-Responder Imputation# > TRl % e

b) WaldilliihiaE (F FEAKHE © Wil 5 %)

c) BIBAMFRIC X ) RIMEZ #iE. 7272 L. XD RS0 X
F1o0WAaE, R— 254 > OmTSSIEREBEF O K b kv
N=2 T4 Ml (ZOHFIZ0) %, $524HF OmTSSIZER
HRI OIS EWE G240l (2 D¥4133565) & Vw72
PG, MR M EOTNFHEROFHEE R & L, X=X
FIA MiE AR L L7ZANCOVAE TV

A EKIEWHE) 5 %, PRCE IS & 0 ARG E 0% Bk % i
FIEAMEEIC X 0 REMEZ g, 7272 L. XA MRAS i o #7410
/N8B E Ly 2 OXHIRAEORERAT0 ik 1 2 0Y8E1d,
REREN O G2HFE D N— 2 5 4 V55 OBEALEOHRAE (2
OYEIE0) EH7:

KEEGHERO T T R M EE R B %

TERFEIAE (248 FC) 13259% (86/332%1) THH. I

EERHE ERERY, 795=V - T3I /) bF VR Tz

I — VI £21% (7/33260) %TH o7z

) @i"’mﬂf)ﬂi‘li 1 [400mg® 2 A FEH G- TH %o fEIREE
A2 111200mg#% 2 8 B b 5. 1 1 [M400mg % 4 8
f'aﬂ[%%’i’i-’(“é %5

18. FExhEIE

18.1 1fEH#EF
V) AT RINVIE, & FTNF a 128 L TRwRiaE
AIEZIR L Z 0BG 2 #IRISH T 2 & & HITHER
MODIIENS A N A > D2 25 (in vitro) o

18.2 TNF a (I3 9 2 &M RO HF1ER
BIE T2 ¢ FTNFa (thTNF a) (28w (Kdft:
71.6~103pM) THi& L72Y (invitro) s rthTNF a O 4WiE M
Z Al (IC90MH @ % 1 ~4ng/mL) L7 (invitro),

18.3 RHEABITNF a &£ DEAFEM RV HFIER
fEiAs A RIrh TNE o W20 LT 5 R O AP E I A & 7z
(in vitro) o

18.4 LPSRIBICK D2 REMY 1 M h A 2 EEICHT ZMEIE
A
LPSHI #0012 & 2TNF a & CIL-1 8 @ B & % 304 L 721 (in
Vitro) o

18.5 ERMTNFa b AV 12y XTI RAETIVICHT B1E
A
VMY AT RIWVIE, B FTNFa bV AV 2=v”
<Y AETFTNIIBIT B B EOHET 2B L7 (invivo) o

19. xR d SRR

—f#% eIV M) AT RI)V GRIZTHIEZ) (JAN)
Certolizumab Pegol (Genetical Recombination) (JAN)

A B BETHIELZE MEE 20— FVHikOFab B
DFBRTHY, 7 Afik FTNFa €/ 7 a—F
VRO P E T & O MgGLIZHIK T 5 EH
j[S & T =0T —=278»57%0, HEH227% H OCyshk

IANFVRY)ZIFL YY) a0 (PS5 TR

%’JZ0,000) W2HTHRELE) Y gL F
FEEPIEHEAELTWDH, BV Y X7 XTI
W 2807 I RS % AL (k8 14
T2 T 3 WD D R ZHEE (y18H) Wi
13T 5% b6 5 » 87 H,

ﬁ\%iﬁ : Hﬁﬁ C1081H1662N28/10338810
Lﬁﬁ C]036H1596N2720334SG

g3 90,000

20. MV EDEFE
SHRBIE 218 L CIRAES 5 2 &

d

-

- D
—

21. AFIRMH
(BaEi) v~ F)
211 B RERTERHELERL. AR OLREMEIIONT
ST B L & B, BAYES ORI E S 7o RIS
REOREE R THERNECOWTHRE TS Z &,
(GhREE)
21.2 RIEhY) X 7 BHEE 2 REO L MEYICHEET S 2 &,

22. @
(LY TETE200mg> V>
ImL [13) Y]
(LS TETE200mMgA— 27Uy 7 R)
1mL [14&]

23. FEXk

1)Mariette X, et al. : Ann Rheum Dis. 2018 ; 77 : 228-233
[CIM-00650]

)KL YR ¢ i A AR SR
(DIR120220)

#3k 3) FL KL - 2l PR & L 7 HE MR AR 35 0 B TN B
DFEBIHRE

DFEPERL s T ARRBRERT PHA-024388% (DIR120167)
(20124E12H 25 H &2, CTD2.7.6.6)

5)Clowse MEB, et al. : Ann Rheum Dis. 2017 : 76 : 1890-1896
[CIM-00598]

6) IR - EIPNES T/ AR A & SOR Bkt CDP870-0417
B (DIR120164) (20124E12H25H 78, CTD2.7. 6. 14)

TIFLPIEEL © EIN A A = B S ML BGABS AT RA0006ER
(DIR120165) (20124E12H 25H &2, CTD2. 7. 6. 15)

) FL R ¢ EINEE IAH — W L BGABR S RA00965KER
(DIR150035)

O FLPIE R - HEAL S A 5 E ML EGRA B RAPIDI,
RAPIDZ2 (DIR120166) (20124E12H25H 7 2. CTD2. 7. 6.
11, 2.7.6.12)

10) #E P EORL © A1 45 b AH — & 5 Mo sl it CDP870-

BT B B R o e B EE

0773 B (DIR120170) (20124E12H25H & 2. CTD2. 7. 6.
13)

Ak 1) FEA R - BN I/ A S RGBSR PS0017
N

®% 12)FLNE R - AL A S MGG PsA00TER
13) 4L 9 & KL - TNF a W& AF 3 % #% & Bk K o v 7 1
(DIR120184)
IO)HPER A S H AV REATS 2 BEIVER (DIR120185)
B)HNEHR € FTINFa FF v AV 2=y 7 ADME%
W A B/ A (DIR120189) (20124E12H 25 H 7K 22,
CTDZ. 4.2.1 (2)

24. XBEEKERUVBIWVEDHEL:
T AT 5 ABIEMASE ATFAINA v Tr A=V arb sy —
T103-8411 HRUHERHSLIX HARGANT 2 TH 5 1 75
TEL : 0120-189-371

26. RERFTEREE

26. 1 SUEERSETT
Ch=m=rtci
Al 4 REBHFBEXAHBETHITE S
26.2 %5E5T

Y paFSamEstot

astellas ERRBPRXEXEBEABEI2TESE1S

LFL-A18/15
CIM31603Z31
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