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1.4 BHEERE SEFEREH)
BiBEREE (ZREFE(DE. Rk, MEmEEEs. ¥ -
NU—ERBELE) OF-REL LRELFPHobhbZ &
BHb. [1.1. 1.3, 2.4, 9.1.4 2]
11.1.5 BERTZUILE—RIG (BERH)
TFI74I9FV—FOEERTUVLF -tV HobNbZ &
BhHb. [2.3 2]
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1.8 BUERFX. FFHRERRE. =I5, T2 GEEARH)
BIERTJS. FULWAST, ALTE 0 LR 25 IFHaERE, &
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15.1.2 SEEEE. CREBEEHR L CBEEEZBEZ ICB LT,
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15.1.3 B OERREBICB VT, HilHiE (ANA) B2 ER
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TRIBT BEUENRD 5 Nizh, BERIEBICSEE L, [8.7.
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15.1.4 KFHNE S > M DALEE 2R E U7-BERRR 2 £ L
T\, KERETRTS > MEOARLEOBELPHRE ST
W5, £72, MOFTNFRANCH T 2 S - LR %2 WHR
& LEREHBE T DASEROE., EERO L/ IHE
EhTws, [2.5 2E]

15.1.5 BAMC BT B IETY v~ F . &REHEER., RE T
K. 70— R, BEEKBREUOSEEEEEZNRE LZK
B IR R O — 7 VB (BRI ER0.65E. #iER
EZH#23,03661. EARES34,000 NELLE) I2B8WT, U N
EDFEIZ. $0.11/100AETH >/ TOFKBERIZ, —f&
HEM A SRS NBPBOMETH > 7z, BEI 7w FEER
CEHEREEREEORE FIOEHEOE O EE, GsiEH
BEOBEBRBORE) TR, UV UNEOY ZTBED ST,
JEREEREEIC OV T, 80.7/100 NETH -7z, U N
R OBl R DN O B EE E LTk, HE. KB
FE. ANAREE. . BEEREESZRESNTVWS, &
NOOFRBERLBEREIZ, —RAOPSTFHESINZ O EFHBIL
TWw=1-10, 1.1, 8.2 &H]

15.2 JEERAREAERICE D < 15ER

15.2.1 KFlZ. 7 AROT v MEF->EEICKRET 5 &, Bifl
PURRGIE L & EHZEROBEEIRD SN, +HRBEEN
Bohkv, 207H. PARERBIIERES L TLRN,

16. ZEMENEE

16.1 MANEE

(FED

16.1.1 BEHgS
R A B ICAH (40mg/0.8mL¥ ) > YY) XIEHumira®
(40mg/0.8mL ) > ) (M TERRBSNETHF I LT (B
TFAEHZ) B4FI) EBER TS L & & Oy MG Ry E
BROENERE/ ST A —% (Cmaxs AUClastheO'AUCing) ZBLF
ITRT . HEYMBAEI ST A — F 12D\ TI0REMIK R I THREHR
W4T - 785 80~ 125%DHEHN TH D . WAl DRIFEAHER
Shizl) BEAT—%),

P ANRNE ARSI R =)
w

—o— KH| (40mg/0.4mL3 U ) (n=140)
-0 A (40mg/0.8mL U ) (n=144)

i £ PR ZE )

2
11
0
0 192 528 864 1200 1536 (h)
5 5 1% KR
AH (40mg/0.4mL> Y ¥ ) AH (40mg/0.8mL> Y »Y)
4.734+1.241 5.069+1.561
Cosz (pg/mL) (n=140) (n=144)
2946.478+1023.946 2770.651+£1126.672
AUClast (ug * h/mL) (n=140) (n=144)
3374.199+1339.761 3170.261+1400.589
AU (g * h/mL) (ne135) (n=138)
(CPiofE + MR )
(E2=5®)
16.1.2 BAEIV O < F
(1) BEES

MY v~ FBEIC7 ¥ A7 720mg. 40mgk 0'80mg % Bl
THRE L & O MFHREHER R OEMERR/NT X —2 ZLITIC
RY . MEPEETHEICHAILTHEML, 75 47 7O E)
f81320mg~80mg D F B #if THYBME 2R Liz. F7z. HA AR
VY FBEICBT 2 METREHER R OEMEE ST A — 5 I3
RABEY 7w FEBHEFLIL T (HEAT—%),

(ng/mL
6 -
—e— A (40mg/0.8mL U > P) (n=54)
m St --o- Humira® (40mg/0.8mL U > ) (n=54)
A
H CEME + B RZE )
74t
A
1
Is 3 [
K4
2
B 2 L
E
1
0 s s s s ‘
0 192 528 864 1200 1536 (h)
"5 & EEE
| (40mg/0.8mL> ) >¥) | Humira® (40mg/0.8mL>Y) »¥)
(n=54) (n=54)
Cunax (ng/mL) 4.608+1281 4528+1.145
AUCust (pg - h/mL) 2913.846+1026.642 2996.193+1106.943
AUCint (pg + h/mL) 3354.711+1228.749 3698.691+2054.632

(P )

R A BHEICAA (40mg/0.4mL> Y > ) XIEARA (40mg/
0.8mL Y v ) ZHEIKTHE L7z & & QT MiE R
BROENERE/ST A =% (Cmaxs AUClastheO'AUCing) Z2BLF
ICRT . YRR/ ST X — 712DV TI0BEIER MRS THiaH#
W4T - 7G58 80~ 125% D&MW TH D\ WA DRIFEAHER
SN2 (HRAT—%).

10 -
~ —e— 20mg#¥ (n=12)
E g/ —o0— 40mg#¥ (n=14)
) —a— 80mg&f (n=14)
% 6 (FHEHRERE)
>
4
=~ 4
®
B
w2
g
0 T T T T T T .
0 100 200 300 400 500 600 700
W5 %EEE (h)
20mg#t 40mght 80mght
Crnax 1.805+0.833 4.265+2.411 6.390+1.504
(pg/mL) (n=12) (n=14) (n=14)
Tmax 20692 204+£82 210£85
(h) (n=12) (n=14) (n=14)
AUCo-336h 465.8+217.8 1039.1+530.7 1697.2+455.8
(ug - h/mL) (n=12) (n=14) (n=14)
AUCo-672n 740.0+324.7 1620.8+814.9 2864.1+735.4
(ug + h/mL) (n=12) (n=14) (n=14)
ti2 339.3+186.6 298.0+88.9 265.6264.0
(h) (n=7) (n=9) (n=9)
CL/F 18.0£6.2 22.1+13.9 24.1+8.7
(mL/h) (n=7) (n=9) (n=9)
(P 1E + 1R =)

BEEER AR EICT ) L7 740mg & MER FRE L& X0
CmaxX U0 Tmaxl&. #NZh4.7x1.6pg/mLKE V131 £56KH T
Hor9, 7HY L7 T40mgE B RS L3RE 585 1
175 LY TOEMENARE (FHE) 1364%To 5719 (4
EAF—%).



(2) RiE"S
i~ FBREICT S LY T740mg 2 FBEKE T HRE L&D
EHREICBIT S LT 7 WEER3ug/mMLTH o7 (X kR LF
H— N IEGEAEE) . 20mg. 40mglk '80mgd FI & ThEK T 5
Lz OEHREICB T 2MES ~ 7 7 REIHEICIZITHAIL
THEMLRZ (HAAT—%),
16.1.3 SHMEMH. CRMEEN. REMEE
(1) REHS
HREEICT YY) LA 780mgEAERS L. 2:8HLIKIC40mg %
FEE G L- & E0EFERBICBT S b5 7 #EIX4ug/mL
TH-7217 (HRAT—%).
16.1.4 BEMEHER
(1) RE"RS
REMBHERBZEICT Y LAY T40mg 2 EK THRELEED
EHEIREBICBIS NS 7EEIZ. A b NLEY— MR TRI2ug
/mL, A b b LUFY— FIEGFRARETRI8ug/mLTH - 7218 (HAA
F—=%)
16.1.5 BEMIFRMRIETRN
(1) RiEHS
FEEBH) I FRECA NN LY - MNMIHATT Y LATT
20mg R r40mg# B N5 L& &0 b T 7REIRRSG 1638
THRI7~10ug/mLTH > 7219 (HKATF—%).
16.1.6 [BERIN—F T v MF
(1) REHES
BERMAR—F v MERFICT YY) AV T7160mgEHEIESG L, 2
JAEIZ80mg. 4EELEICA0mg Z R T 5 L- & E0EFEIR
BICHIT B b T 7 REIRFOug/MLTH -7:20 (HAAF—4).
16.1.7 20—%R
(1) RE®RS
70a—KBEICTYY LAY T160mgEAEES L. 28@EIC
SOmgx K FHE LE &0 b5 7l 4EBEICBVLTRI2ng/
mL. 4EBLEIC4A0mg 2 BEE TG L L 0 FRBICB T
% N5 7 BEIRIS~ Tug/mLTH - 722D,
MERPRER IS RSB Lz 70— iREH (R—254 V57
B K3ug/mL) K75 LY 780mg R K TG Lizs &
DOEFHIRBIZBIT S b T 7BEIINT~9ug/mLTh>7:22) (HA
AT—=%),
* 16.1.8 ;BREMEXER
(1) RE®RS
BEERBABEHEICT VY AT T7160mge MEKRS L. 2HEIC
80mg. 4EHEDIEICA0mg % REE TG L7 & & DEFREBICS
5 N5 7EEIRK6~%ug/mLTH - 7223 (HAAT—%),
BEEEABRABEICTYY LY 7160mgZAEES L. 2BEIC
80mg. 4 H K U6EBIC40mg. 83 H DI I240mg % 838 1 (a1 K2
TG U EOEERBICHE TS b7 7 -EEK 14~ 17ug/mL
TH-7220 (HEARUABEAT—%),
16.1.9 FERRFMEDPRIER. EERIFFLRNE S ER
(1) RE"RS
JERBRME R E S HABEICT 5 L7 780mgZ MRS L. AR
DI 40mg Z L TG Lz L E0ERREICBTS M5 7
E13H8ug/mLTdH > 7225 (HKRATFT—%),
16.3 510
(E1=5®)
B < FREICT Y LAY T2 BHEBRNEZRS L& &, B
75 A TREIXMEHEED3] ~96%DHHTH - 720 (4
EAT—%),
16.4 {3
(E21=3®)
THYLTTIE & MgGlEKEROTUATH A LMD, DMk
BEru7) v ERBICELSh S RS h 527,
16.5 HEittt
(E21=3®)
PICT &) L~ T7214.8mg/kg % RIEFIRNILS Lz & &, R
T F) AR TETH Y L THEMA IRHE S h iz hp o 7228,
16.8 ZDft
(E2=50®)
16.8.1 FiTohigeT
BHRICT ¥V L~ 740mg % B T 5 U7z RO Ft g
1. #E56H%ZICRSM (3lng/mL) 2R L7229 ULEATF—
7). [9.6 2]

17. BEPRREE

17.1 BHERUREMICET 2HR

(A

1711 BV DI F

(1) EFHEESE DR
ANRLFESF—=F (LR, [MTX]) BB CHREA+S 2B 7~
FEE3836 (HA226f]. ®E157H]) %HRE LI ZEEMLEK
ABEICBWVWT, MTXHAT. &# (40mg/0.8mL> ) ¥ ) ik
Humira® (40mg/0.8mL>Y > Y) (BETERSNLTF) A<
7 GRETMEZ) BA) 252EME5 Lz, &8, Humira®a
O¥HE 24 % ICHUumira®» S AR B A THE Lz, FET
VRRA VN TH B4 BDODAS28-ESRELE (B/N_FFH
) 1&. AHIZOHUMira®c-2.448 K% -2.531TH 1. WHIOR
INZFREEOZE O SHEEE R O RIOS%EEX M. FASETE
5 (-0.6~0.6) OHEANICEEN. WHIOBEMEDFESEME RS
niz.

#1 : 2438 DDAS28-ESRZ L&

A Humira®
(40mg/0.8mL>Y) »Y) (40mg/0.8mL Y ¥ )
(n=191) (n=190)
DAS28-ESRE{t & D11l -2.448 -2.531
[95%E#EX ] [-2.6308, -2.2659] [-2.7077, -2.3549]
DAS28-ESRZ L&D 0.083
[95%fE#EiRX ] [-0.1385. 0.3044]

F7z. BIRLY FARA 2 b THBHACR20/50/70% RRITRT o
F2 1 ACR20/50/70Z2 R E#H OEl &

AF|-AHIRE Humira®-Humira®3 Humira®-A#l#
(n=191) (n=94) (n=96)
ACR20 | 12:8% | 785% (150f) 85.1% (80f) 80.2% (77l)
2438% | 83.8% (160fl) 87.2% (82ffl) 83.3% (80f)
5238% | 79.6% (152f) 81.9% (774l) 83.3% (80#)
ACRS0 | 12:%% | 482% (92fl) 60.6% (57fl) 53.1% (514)
24381% | 58.1% (1114i) 69.1% (65f) 68.8% (66fi)
5238% | 68.1% (130f) 69.1% (65f) 71.9% (69f)
ACR70 | 12:%% | 24.6% (47f1) 22.3% (2141) 24.0% (23f1)
2438% | 33.0% (63fl) 40.4% (384il) 42.7% (4161)
52i8% | 46.6% (89f) 53.2% (50f) 56.3% (54f)

BEHROBBIRBICE T 28 EBROKIFIEE. AH-AHFIEE,
Humira®-Humira®® % OCHumira®- A% (LR, FIE) <156/
19241 (81.3%). 81/95 (85.3%) K U'85/964 (88.5%) TH
. KE-KABOELZEERRIZ. VAL A EZEBREI7H
(19.3%). EZhk. FZ51260 (6.3%). ERERBEGEL1HF (5.7%)
THILOB (5.2%) %HTHoT. BESZEERRORRKL. 34/
19261 (17.7%). 8/95%1 (8.4%) K1U'8/96f (8.3%) THV.
ZDH 5, HELRBYVEDOFRBRMEE. 15/1926] (7.8%). 0/95
Bl (0%) JU4/96f (4.2%) TH -l AHI-ARPOEZEE
BREEEOAEERIT. BB, MK, M EEBRAS26
(1.0%) HEThol, MEEEAEBROFBHMIFL. /1924l
(4.2%)+ 079561 (0%) HKU'1/96%1 (1.0%) THOH. ZDH 5.
BELEGEEEEREROERMBUL. 3/19261 (1.6%). 0/954
(0%) J%Tr0/96H (0%) T -tz AFI-AHKIBED B 25 k5
BAEERERIE, BEEEEZ2H (1.0%). WM& 146 (0.5%) T
7230,

(E21=5®)

17.1.2 BEIV O F

(1) EREE I/ mBER

1AL EODMARDSIZRI AR +53 72 BET ) 7 ~ F BE 3524 2 1R
L7277 AMBZEEREEREBRIC B 5248%DACR20%
WEREEE (ACR20) 13, 74 AV THREHLS I RIBEERICH
RTCERICENLTWR3D,

3 1 2485 DACR20EZREE D& &

7R 40mglaE 80mgl:E

ACR20 13.8% (12/87f1) 44.0%% (40/9141) 50.6%" (44/871)

§p<0.05 #7TwAR

ZEMFMAGR26561Ic B 1 5 X AEFRIE, EATERAALIE.
DNAFUFB LS540 (20.4%). RIFFAZA261 (15.8%). Hitkdi
RRRIE336] (12.5%) EHHERALE S FERR196] (7.2%) FTdho
7232,



(2) ENEMERER (BERIRIRDERRLE)
BEICMTXXIE L7V 3 FOERREA 2 <. RS 2ELL
WO 7~ FBE33F 2R E L. EREEEE L TMTX %
AW 77 ABEEREHBRIC B 226 8%OXBEATT
modified Total Sharp Score (LR mTSS]) TaHiffi L 7z #& 5.
R=ZAFGAUPSOERIET 5 LAY TREHRDP T T L Rt 58
ICHARTHERICA L BEBEOMEN LR AR S iz,

4 : mTSSELE

77t R+MTX 40mgRE+MTX
R=274 v (FfH) 13.76 14.22
20ROZILE (FiIfH) 2.38+3.195 1.4846.065%

Sp<0.001 75+ KBk

TH) LT TERESHAIFICB T A ELAERERIE. LRERRS2
Bl (19.6%) . FESEBLERET7A6] (17.7%) BRET1H] (16.9%) .
RIBER64H (15.3%). BEHES5H (13.1%). BD450
(10.7%) #1436 (10.3%). FE4261 (10.0%). REEEEGF38
Bl (9.1%) ETH-737,
17.1.3 SRMERE. RN, RREME

(1) BRI/ MEHER (SEMER)
PEEXREEOSFEHEREE (BEREERE P FEEHE
(BSA) ®10%BL L. #»DPASI (Psoriasis Area and Severity
Index) Aa7»12BLE) 1696123 5R & Lz 24BHHE _HEMK
MBS BT HPASIRIGE (16i) HERETRICRT, 7¥V ALY
THREGHOPASI7TSRISRIZ TS T R ERICHNTERICENT

17238),
#9 . 16;8%DOPASI75RIBR

F720 26 % DACR20IE. 75U LY THRERNS T I R GH
ICHARTHERICEN T W33,
5 1 261 % DACR20EREE OEG

TR 40mg 40mg+L2 80mg
PASITS 4.3% 57.9%°% 62.8%* 81.0%%
(2/46f) (22/384) (27/43#1) (34/4241)

77 R+MTX

40mghRE+MTX

ACR20

56.4% (92/163f1)

$p<0.001 ®7TLAEE
a : 80mgHIE A 55 D

75.4%% (129/17141)

$p<0.001 7T HEE

REWFMARI7TIFICB I 2 ELEFEHRIE. BIFER26H4]
(15.2%) FFHSREEE 14061 (8.2%). ALTHEM1361 (7.6%)
ASTHEMLLA (6.4%) . FEHIARIS. FKEE106] (5.8%) EFT
Ho134,

(3) BYIEMABER

1AILL EDDMARDSICHIRAA73 7 BT U 7~ 7 & 544012 W R

E L7 T R EEMEEBHERIC B 52618% DACR201F.
T LY TERERNS 7T v RRERFICHNTERICERL TV,
6 26i8% DACR20EZREE DEG

TR 40mglRiE 40mgfEil

ACR20 19.1% (21/110f) 46.0%% (52/113f) | 53.4%% (55/103f)

§p<0.05 #75AR

BRWEFFM T RAB4FIICB T2 E 0 BEEFRIE, HEITH
(20.0%) . E77561 (17.3%). FE68HI (15.7%) EHHFALK
JE46MB1 (10.6%) Z DHEREALH] (9.4%) FTH -7,

REMWFMANRI2IPICB I A ELREEHRIL. BIFIEK45H)
(36.6%) I Y 7Yty REM24461 (19.5%). IACKEM
1761 (13.8%). ESTEAALEE. MAPREZHEME 1661 (13.0%) %
TdH 7239,
(2) BN MEER (BRAEEEzR)
BEGEE (ThLFF— b, Y270 ARY) V%) CHEATDEIE
YaTEE R (L) BEIOFZ MR E LIEEMRRBICB T 585
16BBICHERINE (R—2F 1 > H5ORBIERA 27 PiiEX
WTERRE) ZER L7 ERE OEE1370.0% (7/106]) TH-o 7.
EuAERRIT. BREL. 2 5FHEEL3M] (30.0%) FTH-
7-40)
(3) BYEMMEER (FMUEREER) (B88)
FRERE IS EIE O G B R B E R R (IEARBA %k A 3BAEI L
. BREE R 3B LA DIER T a4 N RAIESRIE TR
BT 5E) 313612 NRE L2 248R#%E 75 £ RAxtig—H
ERRBICBIT S 12BBDACR20Z FRITRT (BFHFDORH50%IZ
MTXZGH) . 74 LY THRESEHDODACR20IET 52 REFICHANT
BICER TV,

(4) B EIERER (BEROERLE. BEICMTXDERRER
HiaVEE)

WBEICMTXOFERGREA 2 < BRI 3FEREOREE Y 7~ F

BETlZNRE L, ZEHERIEERERICEB T 252B% DX

A7 (mTSS) TFHMli L7zER%E FRITRT . N—ZXF7A U H 5

OEALBIIMTXE T #) A< 7 OHHED . MTXEMFESEICH

#10 : 12:8%OACR20ZMEE OEG

Tk 40mgli
14.2% 57.6%%
ACR20 (23/162) (87/1516)

§p<0.001 37Tt KE

NTERID%L (p<0.001). FAETREEO MR LD R AR S
nr=b,

Fio. 2LEOMEEEEREFROCROXEAITT (TSS) THE
fli L7z#R 75 ) LA THEEHOR—ZAT 4 VP 5OELEIZS

K7 mTSSE(LE (MTX{ERRERO L WEE)

TEARBCHRTERIC LD o7,

FIEA+MTX | 40mglB+MTX | 40mghi #K11: 24BHOMTSSE(LE
N=254 > () 218 181 1838 e 40mgfeE
SOAROZEE (TiiE) 57127 134658 30+11.2 N=254 Y (THIE) 19.0 26
5p<0.001 MMTXHE 75+ KR 2ABOEE (1) 1.6+7.50 1.0+8.628

T LY TR ER2TAGNC B 2 B A EERIZ, RIFEK
614 (22.3%). EEFSOH (20.4%). FD4ofl (16.8%). BHHI%
HEALH (15.0%). EXGEREGE23M4] (8.4%) HTH 7o MTX
DERIRE268BIC BT 2 E oA ERRIL, BIFFHR82H] (30.6%). ¥
536 (19.8%). LSBERERESOH (18.7%). Fi45H
(16.8%). PAEIRIEE21H] (7.8%) %TdH -7,

(5%))5591~%]]I$E§K5ﬁ (RETTRIRDERILE. MTXHRAF+DDE

MTXZIRAT OB Y 7~ FEBE61flZ MR E Lz, MTXH

HTO7Z7 Xt BEMRRBRICHE T S52BKBOXMA a7

(mTSS) THMli L7z#ER 2 TRIRT . N—Z2F A v 5 DEAL

BIEMTXET ) LAY 7 OMABA, MTXBEMEERICHNTE

Btz < (p<0.001). BAHiBEEOMEREDT L RAIHER S N7z,
#8 : mTSSE(LE (MTXTHRATZLEE)

77 R+MTX 40mglRE+MTX
N=274 7 (F5fH) 66.4 72.1
S2LAROE(LE (FHfE) 27468 0.1£4.8%

$p<0.001 75+ KBt

§p<0.001 X7t AE

RN RISIFIC BT 2 ELFEHRIL. EREEL1IA]
(12.6%). BRIAZHALSH] (9.9%). EHEAIS10B] (6.6%) .
SEROBI (6.0%). ISR (5.3%) HTH o742,

17.1.4 BEEEHR

(1) EINEE MEHESER

1AILL EONSAIDS TR+ XUZBEMED 72 WIE B R E I EHE
REFAIPI 2R E LIEERRRICB T 2B E12BZOWER
(ASAS (Assessment of Spondylo Arthritis international
Society) 20) 1&. 40mgl@#5T73.2% (30/414) ==L
7-43),

EoAEEBERI, BIELION (46.3%). HFHkEmELLH
(26.8%) FEEHBAIRIGOR] (14.6%) FTdH o724,

(2) B MAEER

HHEREEEEREE (NSAIDSTHRA T2 EE) 31561%
WHRE L7 7 RABEER BRI B 2 1 2B%OBER
(ASAS20) 2 FRRIIRT. 7H¥ VLAV THRERIIT TR G
ICHARTASAS20IGE L - B EDPERICBEN TV,



121 125BHDASAS20 B

TR 40mglE

ASAS20 20.6% (22/107f1) 58.2%% (121/208f)

§p<0.001 377t KB

RREFMAR208FICB T2 ELEEHRIE, BINERK26M4]
(12.5%). BERE20M1 (9.6%) FETdh -7z,

17.1.5 BEMSFFRMEIEIR
(1) EREDIEEER
BERECRBESHEO I Yo — LR ZEEIOEEE2E
T 5 EFERRERBEES AR BE2SH 2R E L IEEMRRBRICB TS
®BE516E%WESR (ACR Pedi 30KIER) EMTXHHFI90.0%
(18/2041). FEGERBI100% (5/561). 21&TI1x92.0% (23/25
Bl) ZRLI4S),
FLAEEERIE. BHER7H (28.0%). FE. HEKAH
(16.0%) ZTdH 7%,
(2) BH R ARG ER
BARE CRBIHEESEO I bu— LRz SEEICIEEEEE
T AHEFEHRREEESREFI7IOZ R E LZIEEREARICE
J5#%E516E%ZWER (ACR Pedi 30KIER) IIMTXHFHE
94.1% (80/85#1). FEGtHEE74.4% (64/86f1). 21K TIZ84.2%
(144/17141) =R L7z,
7o, JEEHREAM (160 ) TACR Pedi 30RIBICEL-EEZ
WNHRELEZEHEERBICB VLT, %548 E TORBHEMRELT
RITRT
TV LTTEREEE T T R B EGHICHNTEBERRIIARI
& > 7247),

#13 1 48 & TOBEBFMK

PAAS TEVLYT | TTEAMTX | 75 AT T+MTX

71.4% 43.3%3 64.9% 36.8%°

BEEE | o0nsm) | (13/30) (24/37H) (14/38)

§p<0.05 7T L KR

16 (REMFHHNRI71IH]) OFELEEERIE. FHEHAER
3261 (18.7%) FEEHERAIIS27H] (15.8%) . ESHERAARELT
Bl (9.9%). BEEL6HI (9.4%). EXIERELISH] (8.8%) HTH-
Too 488 (RRMFHIXTROSH]) OFZEEERIE. EFEAE
. T AIVABRREL20] (17.6%). ERGERZELLIF (16.2%).
SHBALSIS 1061 (14.7%) #E9H] (13.2%) HTH o748,
17.1.6 BEBIR—F T v NK

(1) BRI IEER
BRI (A7 04 FIREREH) CHRA I EBRERN—
F v MEERE206]2RED & Ui EERIENBREBICE T 524
BEHOZERRER (HLIEROBE I & O NS RiEE D
WINB LT (EHKE. BREMR) Lo HEREOEHE) &,
45.0% (9/20f1) ZmRL749,
EEEBERIE. BIHERM (45.0%). FH. X—F v MEE
B (RRBOEL). B8, EHE36] (15.0%) TH-7250,
Tl EESBEN—F v MNEICHET 2 AETIEIO DML X 5580,

RAR TR & BHF SN, [EE 561 B L cmbl Lo SB35 45300

SN BEIHRES N,

17.1.7 20—-%%
(1) ERSE /MBS
- BAEE
fhoiEEE (AFa4 R, 7HFL 7Y v, BIBFERES) %
R+ 5 e EEXIEEOWEEHICH 2 7 u— Y FHEE (CDAI
i : 220~450) 90l ZRRE L7z 7Tt A8 - EE M HEGRER
B A4A%BOERR (CDAELSOR ) &, 75V LY THRE
BT e RS BIC NG 2 7250,
#14: ARBROTEME

REWTINR2SFNC BT 2 ELFESHR (52:E%) (&, BIFER
1401 (56.0%). BiF4H (16.0%). 71— K. k345
(12.0%) HTH -7z,
(2) EARZEDEHER
BERS
MERPEE RIS AT Lz 7 0 — IR R8I A MR & L-ES
MBRICBWT, 7Y AV THERSICXKHCR-50 (CDAHEA
S50LL B 138BT75% (21/2861) TH - 7o
FoEEHERIL. BIFERL3M6] (46.4%). 70— iR/, FKEZA60
(14.3%) HTH-7222,
(3) BoateR
- BAEE (B I/ MERER)
fhoiB#EE (AFa4 R, 7HFL 7Y U%F) THRERTSEHE
FEXIEREOFRHHICH S 70— iREE (CDAE : 220~450.
PUTNFBAIRIGE) 299612 /R E L 7T RAIBEERIE
RERCB T 54 BEBOEMR (CDAUEISORM) % FRICRT. 4
BHROBRRIE, TH) LI TEEHI T RESEHICHRTE
BIZEh TV,

#16 : 4EBOEMRR

TR 160mg (#[E) /80mg (238%)

TR 12.2% (9/74f) 35.5%S (27/76f)

§p<0.001 X7 HEE

M R22501IC B 3 ELGEERIT. TEHEEAEEVE30
Bl (13.3%) BOL7H0 (7.6%) FEHEEAIRIE. BEREE 1445
(6.2%) . EEERAER13M6] (5.8%) HTH > 759,

cBAEE (BHEIERR)

A7) F VT TRHRPEE Uz IR 7 PR X ERE DG
BHich 50— REE (CDAIE : 220~450, A > 7U*v <
TRIGHIZRRL) 325[ 2R E L7 I RAtlBEEmHER
BRICH T 2BBOEMFRETRITIRT

SEBOEMRIE., 7¥VV LAY THREHED TS REEGHICHRT
HRICBENT W,

K17 BAROTIHR

TR 160mg (#[E) /80mg (23@f%)

FIRRR 7.2% (12/166f) 21.4%8 (34/159f)

§p<0.001 7Tt KB

REMFHENRISIPICB T 2 X0 BEHRIL, . BEENEZ
(5.7%) TR, TEHEBAIRIMURESH] (5.0%) FTH 75,
« MHREE (B MAREER)
i (R7uA K, TYFA T V%) CHRATSaPE
FENAIEREOEHHICH S 70— wEHE (CDAHA : 220~450)
8541 H AR (F)E80mg. 2iE#%40mg) =17\, 4#E%ICCR-
702 R ULIEBEEZRNRE L7 T A EEREAEICB VL
TR US6EBOEMEIE. 74 ) L~ 740mgl@E ik 5807
TR ABREEICHRTERICBEN TV,

18 1 268 K 56 Z O FEFR

TR 40mgli

268
TR

17.1% (29/170f)

39.5%% (68/1724)

563

11.8% (20/170f)

36.0%% (62/172)

§p<0.001 X7 AEE

TR 160mg (%) /80mg (2i@#)

TR 13.0% (3/23f) 33.3% (11/33#)

REMEFHINRO7THIC BT 2 B AERR (4E%) 1. EHHEA
Fs. ERERGAEA (6.0%) FTH 7252,
* MESEA
BABEORE T, 48%ICCR-70 (CDAHE7O0LL E3EA) &AL
72 u— RBES2HE MR & LI 7 T £ A I EE G ER
BT %, BES2EBOEMERE TRITRT . S2EROEMRIL,
75 LY TGN T T2 RGN E P 2 725D,

15 1 52BB D FFER

TR 40mglE

TR 9.1% (2/221fl) 38.1% (8/2141)

BARBEHIE (854H1) ICB IS ELEEERIE. EHRFES LA
(6.0%). ZDASHI (5.3%) EThH-oiz. “HERHM (40mghs
JERF26061) ICBFBELRERRE T 0 — 516 (19.6%). &
MHEE #2961 (11.2%). BAfIRE2761 (10.4%) &TdH > 7Y,

* 17.1.8 BBMXER

(1) EAEE O/ MBEER

hoEEE (2704 R, 7HFF 7)) V%) THRERS %%
ENXGEEOBBEKRBREE (MayoXa76~12, NERHEHEE
P T2 72~3. FITNFRFFRER) 2736020 RE LT TER
MEZEEREERBRICB ) A EMR (FEHMEEE) X, SHEE
TRT7YVV LAY THREHE TS RBEREDEIRD ML >
7o, BB TIE. TV LAY TRERDS T T REERICHANS
Motz £y SHEBICB T HAERED (BIKFHMEER) &, 75
+ REE35% (34/96f). 160mg (#E) /80mg (2:E#%) BT
50% (45/90%) THO. T¥ V) LI TEEGHDI T T REEREIC
HRE D 57256, [5.8 2]

*2) MayoR A7 HNR—ATA »H 53 230% LoD, 2o, BEiFHim

HT 2T AL TER—=2F A > 55 1L EED.



#19 : 8B US2EHZ O HEFER

. 160mg (7))
77k /80mg (2384%)

— g8 | 115% (11/96H) 10.0% (9/90f1)
(EEFMAR) | suE> | 7.3% (7/96f) 200% (18/90)

a:MayoRa7H2L R, 2. WIhOYTRa7H 1T

b : 8IARELIE. ZIRA 2 75 E IHFHERANBITIREL S, BITHIIIER

el shiz.

RRMFMNRL77HIC BT 2 ELEEHSR (5285) 3, B
7601 (42.9%). FESHBHIRISI8H] (10.2%) HTH - 72,
) BB EHER
- BARSA
HTNFBARGRT, towiE (2704 K, 79F47Y >
%) CHRA SRR EREOWB AR AEE (Mayo X
I76~12, WEBEREY 7A172~3) &HiRE LT Tt Akt
BoEEMRLERE (5760) B BRMEIE, 75 AT TR
BRN TS RSB KR CARICER TV,

#20 : SO EME

VAN 160/80mg

TR (8)

9.2% (12/1304)

18.5% (24/1301)

§p<0.05 75 ARE

a:MayoRI7H2L R, D2, WIhOYTZRa7H 1T

160/80mgEARE2236IC B 1 2 X BEERII. BEMEABGR13

Bl (5.8%) 9B (4.0%). BE7H (3.1%). ERIHIHROH]

(2.7%) TdH-7258),

- EANUHREE

FTNFRFOERZBROBEICPPD ST, OBEE (A7uA

By 7HF 47U F) THRAHH LPEE T EEOBEIER

fE#EES518%] (MayoAI76~12, NHREHEEY 72372~

3) EXRRE) L LTI RABEEREEERRIC B 2 EHER

. TV LATTERERS ST RABREHICHRTERICBATYL

7259,

H3) FTNFRFTHRASHER UL (ZRER) XEAMAEEEb &N,
722U, BEICHTNFEANICKIG L o7 (—IRER) BE RIS

Nz
F21 @ QB OS2 % D EfFR
7R 160/80mg
HEg (8) 9.3% (23/246f) 16.5%8 (41/248f1)
R (523) 8.5% (21/2461) 17.3%3 (43/248fjl)

$p<0.05 K7+ KB

a:MayoZa 7 A2, 2. WFhoH72a7 s 10T

Z“HERBHICB ) 2 ZReWFHENR257HICE T 2 FEER
& BEERBERS8M] (22.6%) . BRIHFHAASH (17.5%). ¥EFE
22051 (8.6%). FE%E. BAMHES200 (7.8%) % Td 7259,
(3) SFMEHR (SRS
FTINFRAOFERARROEEIC»PDL ST, OEEE (A7uA
By 7HF AT VF) THRATFLPFEXIIERE (MayoR
a76~12. WREREY 7X372~3) OBEEEKEREET)
EMRI_EERRABSER SNz, B TEES W ERE
(852f) RUENTERMS N/ 7 (10041) 2B 5528
BOBEMRE) 2 TRIORT . HE58ELEICT 5 4v T40mg%
ARG U7z & D52 B OEHRIT, 40mgZ RiEKEG Liz&x
EHE LT, FREBEONEANEFTIFEENICERLENRED S
Nigip oo, 3 7RBO HARNER & ERBOINEANERORE
L TIIERICENL TV,

22 1 52EBRDFFR

40mg/E 40mgyE 1 gl

SHEL NS 29.0% (42/145fil) 39.5% (60/152f)
bit=g il 30.1% (49/163f1) 41.1%¢ (72/17561)

$p<0.05 HAOmghER#EL 5B

TAH (8EFET) 952flIcB U 2 E L BFEHRIE. HFHT1H

(7.5%) . EBBEEKRBERO63M] (6.6%) Tdh-o7z. HRHA (8L

S22 E T) 846BICB T2 EuAEERIL. BEMEKERL70H

(20.1%). EMASEZ 10461 (12.3%). BEES4H] (6.4%). b4

EREGLS0B (5.9%). BERATHI (5.6%) T - 76060,

E4) HTNFHATURNTIRFIRIRD 5. RBEREERME & 72> 72
BELEEN. 720, BRICHTINFEANCKIE LA o7z (—IRE
%) BEERIShIz,

H5) #58EREICMayo R ATIC L SHE (MayoR AT HR—=RFA1 VD5

10

1

3RA Y P RLERPD30%LL LEA . BICERBIMY 72T 7SI TH S
WL EOED) LzBEDS 5. 52EEFHICMayo A 2 7 420, #»
2, WThOHTZ2a7 BT,
7.1.9 FERRMED DRI, BERIENIE SER
(1) £MEEHER (BFAZSCEFEHLEHSER)
< SEENMERE SR
BORTUA FigER (FL R=va #E10~60mg/H) ICHK
LGB R ES A RE 23361 (5 B5HAANLOH) 2R EL
T BORXTUA FOARKEEIC X DERBESEZINZ 28I, &
OZ2704 FHEZER L EOFERE COMMZE L7
AN EEREEB O R 2 IR ISR,

K23 R EOEDEOERE oM (ITTHEH)

FEVLYT 75&R
ﬁwzf?§F@¢%@ i8 20
SR NP Kl 056
(233f) (95%(RAIXA] b [0.40, 0.76]
pfiEb <0.001
FE COMMO TR 9 )8
HAAEGHER (A ' '
(16fi) NF— K 1.20
(95%(RRERP) © [0.41, 3.54]

a

o o

: OFHOEB O RFERZE . OrRIENMAD 7L — FOEL, OFFFIR
WOTL—FOEN, OREBERTOETOVWTNLARD 5 NZHEIC
TR

BB RUCHARAIAEANZFAZE E U CoxbfiNg— FET L

LR EBREHIAERE L7-CoxINT - FETIL

HAAHEDOREWEFMTRIIFICB T 2 X EEHRIT. BIF
BER21H (17.6%). FEEL3H (10.9%). 5. SEIBEKEKZL2
Bl (10.1%) ZFTH 7262,
- IEEENERN E S PER
BEIROATOA FREBICEVERLZEROD S, —EHED
BOATTA Nig (FL R=va U #810~35mg/H) I & D
WHOLELTWARIEESESE S EABE258H] (55 HAAI2
Bl ZxtRE LT, REBBHORORTOA NOFBZWIE L/
L EOERE TOMMZFHE L 75 £ ARRNB S EREERER O
FEREZLINIIRT,

£24 : HE2ELFEOFEMRE TOMM (ITTHE)

THVLIT TItR
mfs mzzqs-mmw@ _— 56
(%‘fjﬁ NF— R 052
[95%/FHEX ] b [0.37. 0.74]
pfiEb <0.001
AE COBMOHRE 29 )l
HA A HER (A) ' '
(3241) NF—RH 0.45
[95% (=K © [0.20, 1.03]

a : OFMOWEHED RKEMIRE ., OriFENMEO 7 L — FOBL, O 7K

BOJL—FOEL, OEESBERNTOETOVTILHIRD 5B EIC
R ER

b BEHROCHAANUIHE A2 FHIZH & LzCoxfINg — RETIL
C REFEFHALL & L-CoxtfilNng — FET IV

HARANFAOREMEFMGRISIFICB T 2 ELAEERRIL. B
JE28M (21.4%). RMHFEZ2361 (17.6%). BE17H] (13.0%).
PEI71461 (10.7%) FTdH 7259,

18. FMEFE
18.1 Rk

T7HVLYTIETNFICRHREMICEA L, MiBREOpS5 KT
P7STNFRAFETNFOMAEMZHET 52 & TTNFOAEME
HEHHT 5.

(FED

18.2 TNFZ 7 S U —ICx 9 S HA0M

A (40mg/0.8mL) DR R OBHEATITNF a i3t 3 245 &8
A#E1EHumira® (40mg/0.8mL) (BEKROKM TRRBSNLT S
VLAY T GEETHEEZ) 8E) LRBETH -1 (in vitro).

18.3 TNF o FEMMIRSEC T ZPESEN

A#H (40mg/0.8mL) &~ 7 AR AIBRLO20MIC B\ T
TNF a FEMEMEEZ I L. 2O TNF o BREHEIZHumira®

(40mg/0.8mL) (BEKOBRM TEEBESNZTFY LT (B
THHZ) BIAD) ERIEETH 7209 (in vitro).



18.4 PUAKFEMEMIZEE (ADCC) EMRURHIMEFEMRE

E (CDQ) &M
AH| (40mg/0.8mL) B AEITNF o HHnic B\ TADCC
EHERCCDCHEEEZR L. TOADCCHEEKCCDCHEME I
Humira® (40mg/0.8mL) (BER VBN TERSNT 5 LA~
7 CEETHEBRZ) 8E) LRBETH - (in vitro).

18.5 7R b—Y AFEEH
AF (40mg/0.8mL) 1ZHEFEABITNF o FBUALIC B Treverse
signalingic &7 R b= ZAEFEBE L, 2O 7K b — > AFEIENE
©¥Humira® (40mg/0.8mL) (BWEK VBN TEESNT 5 ) 4
<7 (BETHIRZ) 8H) SEBETH 7 (in vitro).

18.6 BaEmXHNHIER
KA (40mg/0.8mL) EREHEG (BF) §5Z &0k, b
TNFa hI YAV 2=y /27 ACB VBB ROMERZIMH L.
ZDEEIIHumira® (40mg/0.8mL) (FEE K OFM TEB S h iz
TEYLTT GRIZTFHEEZ) 8A) LRETH 725,

(E1=5®)
18.7 ;ITNF{ER
18.7.1 74 5= 7IXTNF a IGERRICHEE L. UTNOERERL
7266) (in vitro ).
« B FTNF oo/ U CEWEAEZR Uiz,
* TNFa %Ak (TNF RIXUTNF RII) 183 2 TNFa DiES
ZRAE L7z (ICsoff : 1.26~1.47x10°mol/L),
- L9229 xtd 2 & + TNF a #FFEMAEEIC B W Tl % &
MU7z (ICsoffi : 1.4~3.5x10"'mol/L),
1872 7% VALY 7IE FTNFa b VAV 2= VT T AETIL
2B BB OFRE 2 MH L7267 (in vivo).
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