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[ E27E
1. MHRE
(VEEs o~ F
D) BREESES
(BARANICBT i)
HARNEHEHY 7 ~FBHIZT7 ¥ 4~ 720mg, 40mglk
U80mg % Bz TG L7z & & oI bl R L O
HYBIRE/)NT A — & 2 DTSR Y. I A 13 &
AL CTHEIML, 74U A~ 7 OEYHEREIZ20mg~
80mgD JHmMPH THIEMEE R L7, F72, HARANMHE
) < FEFIIBT B IME PR EER L OS5
A= Z IRk NI ) 7~ F B LU L Tw i,
10

~ —e— 20mgh¥ (n=12)
E g —o— 40mgF¥ (n=14)
E} —a— 80mg#¥ (n=14)
F (FHEHEERE)
w6 A
EN
>
4
=~ 4
x
N
=]
0 T T T T T . .
0 100 200 300 400 500 600 700
#5 %R (h)
20mghf 40mgh 80mgiht
Cmax 1.805+0.833 | 4265+2411 | 6.390=1.504
(ug/mL) (n=12) (n=14) (n=14)
Tmax 206 £92 204 =82 21085
(h) (n=12) (n=14) (n=14)
AUCoss6n 465.8+217.8 | 1039.1 £530.7 | 1697.2+455.8
(ug+h/mL) (n=12) (n=14) (n=14)
AUCoe72n 740.0+324.7 | 1620.8+814.9 | 2864.1 =735.4
(ug-h/mL) (n=12) (n=14) (n=14)
tiz 339.3+186.6 298.0+889 265.6 £64.0
(h) (n=7) (n=9) (n=9)
CL/F 180+6.2 221+139 24.1+87
(mL/h) (n=17) (n=9) (n=9)
(P + FEER )

FHE N BT B )
Wk N DIERE R AER BT 7)) A~ 740mg % Hilnl iz
THEG L7z &DCmax L U Tmaxi, ThEN47+16
ug/mLE 131 £56¢ M TH-72. 74V L~ 740mg
FHEE THS L2 3RBLLEONLT T A TD
AW RI R CEI9E) 1264 % T - 72,
2) RIEHS (HARNIIBT % 1)
HARNBEE ) w7 <FEBEHICT 5 ) 5~ 740meg% FEHEE T
BE L ZOEFIREBIZBITA T 7138 3 ug/
mLTHho72 (A b b FH— MIESHEE). 20mg, 40mg
K U8Omgd & CTHaME TH G- L7z & & DR IREIC
B IMLER b 7RSI RIIZIZA L THmL 7.
()3 EHEER U EMEMYEZE
RE#HS (HARNIBUF %)
HARANFZHERZICT ¥ A< 780megZx M5 L, 24
HLLREIC40me 2 Bz e h- L7- & E O EIRBIZBT
A NT7HEIIR 4 ug/mLTH o7z,
(3R EMERER
RE#HS (HARNIBU % HH)
HARNREWEERESLBEICT 5 A< 740mg % AR T
BE L ZOEFIREICBITS Mo 7iEX, AMML
F4— MMEHRECTRH12ug/mL, A b ML FH— NIEGHH
BT 8 ug/mLTdHh o 7.
(4 E MR
REHRE (BRSBTS )
HARANFEFEEREE ) 7~ FBZICA N L3S — MEHT
7 ) A= 720mgh C40mgx PR TG Lz & b
T 7 RIS 16ARE TR 7 ~10ug/mLTdH - 7-.

GEBEREN—F v MR
REHRE (HARANCBI %)
HARANGERR—F = v MREZIZT ¥ 57 7160mg%x
a5 L, 238HI1280mg, 4 ¥ H LIKEIZ40mg % FE 3 iz
TG L ZOEFIRBICBITS MT 7N 9 ug/
mLTH - 7.

(6)70— 9%
REH#RE (OARNCBT 5 ER)
HARANZ O —ViRBEICT ¥ A~ 7160mg % #) bl 3% 5
L, 2:HHIC80mgx E T#HE- L7z &D T 7iER,
4AHIZB VTR 2ug/mL, 4 HH LLIFEIC40mg % b Bz
THRELEXDOEWIRBICBITS T 7IREIIHS ~
7 ug/mLTCTH - 7.
MEFF R SR ARG L7 B AN 7 0 — VR E (N —
AF4 Y N7 7E R 3ug/mL)IZT ¥ ) A< 780mg
R TR L EOEFIRBIIBITS 7 7ER
#7~9ug/mLTdh-7-.

(7TEBEMXER
REHRE (HARANCBU %)
HARNEEE R EE T ¥ ) A~ 7160mg % #) i 5
L, 2:#HI1280mg, 4#HUKEIC40mg% B TH5- L
72 EOEWIRRBICBITA N7 7REIZHN 6~ 9ug/mL
Thoi.

2. 2% (GREL A BT 5 )

WCR NBET Y o~ FBEIZT ) A~ 7 2 iR S L
oL &, T F ) A T IR IE TR EE D 31~96% D
HWPHCTH - 72,

3. R - BElt (2% - Y1)

TH)ARTIE, b MgGHEBREROVMATHL I 0D,
s ra 7)) v EFfcE b s s LS A. YL
W27 ) A= 72148mg/ kg% EEIRNES- L& &, R
FICT7TFY A7 T 7)) A~ THENR 3B SR
o7z,

WER AR AR
1. By~ F

(DEMNERRER
1 L. EODMARDIZEIRA 55 % Bt ) w7 ~ 5 B 2 %t
L L7277 R EE R BEERIC 31T % 24 0
[ACRYGHERBEII BT 2|2 TRIIRT. 24HH%ED
ACR201Z, AFZGHNT 7RG THEREIS
BN TV (p<0.05).

75t K 40mg i 80m gl

ACR20 | 14% (12/87#51) | 44%° (40/91%1) | 51% ° (44/87%1)
Sp<005 * 77 LA

(2) B ER R B

BEETBE DR IE
BHEIZAFFPLFEF—PIIL 7V 3 FOMHRERD %
<, REIRHIMAS 2 SEDAN OB ) v~ F B 2R L L,
FFEEREL L TA I LI Y= b2V T T 2R
B EHE RIS BT 5260 B OXHA 27 (mTSS
(modified Total Sharp Score)) CT&Hili L 72455, X—2 5
4 255 OEALRIEIARFL G DT T 1 RGBT
HEIIA 7 < (p<0.001), BIHEIREIE 0 Mk J B 1l %0 S A3 RE
S,

AN ML FY— A
VAR N 40mgh

NR—=2A 54 v (FHfb) 13.76 14.22
26310 T D2 bE (P 1E) 2.38+3.195 148 £6.065°

Sp<0.001 X7 7 &R

F 72, 2608%OTACRUHEHIE BT 2 HEME % FTRIOR
9. ACR201Z, AFNXGHENT I RS ICHNTHE
IR TV 72 (p<0.001).



ANk LFH— MR

VA N 40m gl
ACR20 56.4% (92/163f1) 754%° (129/171#1)
§p<0.001 377 KB
(3)/BH R R A B&

FMEAR_ETHRIERHR

1 F L EODMARDIZRYRAS 257 BAST ) 7 < F 63 & xf
L L7277 e R EEHILBGEABRIC BT 5 268K 0
[ACRYGEILIEIZ BT AR 2 FRIRT. 2608%D
ACR201&, AAGHENT 7 2 RGN THEL

BTN T W72 (p<0.05).
7I kK 40m gl 40mgiHE
ACR20 | 19% (21/110%1) |46% ® (52/113f1) | 53% * (55/103%1)
$p<005 ¥ 77 &R
(4)/BH ER R B&

BEEN I DERFAHIES ¥

BRI AN MU R — DO L, FRIINAS 3
ERMOME ) v~ FREENRE L, —EHERILE
RERIC B 552 % OXHA 27 (mTSS (modified Total
Sharp Score)) Takfli L7453 %2 TRISRT GRERT). F
72, AN ML FRH— NIRRT GO v~ F BEE R
RELl, APMLFEF—=MEATOZ7 LR RHR_EE
MeBRIC BT 520 B OXHA 2 7 (mTSS) T L 724
RETRIORT AT, WIhoREIZBWTE, X—
254 U SDELREIZA L FY— b EARFI OO HEE
A5, A NDMLFY— NHEMESHEICHERTHEREIIDRL
(p<0.001), BEinkEIHE o> I Bl 15D R ASHERR S 7z

AERT c X b ML FY— PO W EE

ANPUERF=MER | 2 NNV RF = MEGER
75K | 40mghEH 40mghsH
N=A7 1 v (FHiH) 218 181 188
SoMEFCOELE (CFME) | 57+127 | 13+65° 30£11.2

§p<0001 A ML FH— MEH 7T R
BRI A b ML FH— N TRIRA TR EE

AN FLFH— MEA
VA N 40m g

N—2Z 54 ¥ (FiH) 66.4 721
523 T OZE bR G ) 27+68 0.1+48°

§p<0.001 77t KR

2. S EMEER OEHIEMEZE

(1)E R AR B
Fp SERE 0 EAE o0 S M RCE (121 R R Bz 9B s AR
FKIEFE (BSA) D10% L L, 2 >PASI(Psoriasis Area and
Severity Index) 2 2 7 H12LL 1) # xf 5 & L 72248 ¥ 5
THEHEMRERIC B 5 PASIUSE (1638) #& 2 T FRIIR
. ARFKGEEOPASITIG R X 7 T £ REEICHRTEH
HAEN T2 (p<0.001).

7Tt R 40mg 40mg+L* 80mg
PASI75 43% 57.9%° 62.8%° 81.0%°*
(2/468B1) | (22/3861) | (27/43%1) | (34/420)

$p<0001 X7 7 £ AR
a : 80mg Wl Al i 53 1

(285 ERRRER (B8)

FPEEIE U HRE 00 i Bl B A P o AR (R AR BE AT A s
S L, R 3L L odEA T a4 KR
JIESIRLE CRHIEDA T 546 #xt R & L7z248 [ 5
THEERRBICBIT ATACREFLIEICBIT 2 A% (12
)% FTRIORT. (BEOHS0%IE A N b LFH— 26
F.) ARAN P GO ACR201E 7 7 L R BEICHARTHBEICEN
T 7= (p<0.001).

77 R 40m gl
14% 58% *
ACR20 (23/162%1) (87/151%1)

$p<0001 77 L KEE

72, 24H O MEREER T RO OXHA 3 7 (Modified
Sharp Score) Tl L 7245 5, A#IHZGHOR—2 5 4
UHhLOEALRE T T RBICHRTEREII S o T2
(p<0.001).

75K 40m g
N—2 54 v (FEHfE) 19.0 226
2438 T D2 b CE M) 16750 1.0+862°

§p<0.001 X7 7+ Kk

CREME#R

(1 ENERARER
1 #IPL L ONSAIDs TRIRA T3 BB D Wik Bk
SREVEFMERE R E G L L2 IEERRBRIC BT 55512
WO FEHR (ASAS (Assessment of Spondylo Arthritis
international Society)20)(, 40mgka#E# 5 T73.2%
(30/41%1) 7R L 7=.

(2o ERREBRY
GBI R B HE A (NSAIDs TRV EA T 2 B &) %
WL LT TR I EE R IR B 512:81%
DR (ASAS 20) % TERITRT. ARESEHIE 7T R

P GREICHERTASAS 2010E L 72 &R F EICENL TV,
75 kK 40mgh
ASAS 20 21% (22/1071) 58% ° (121/208%1)
$p<0.001 77 LK BE
EEVERF R R
(1ERERPREER

BEAR G CRBISEIME D 3 > b 1 — U HSRE 72 £ B 1205
B2 AT AT E SRS RRE RS L LIS
MR IC BT 5 ¥ 51608 % %33 (ACR Pedi 305UGE) 13
AN R LFH— MEHE190.0% (18/20%61), JEBEHBI100%
(5/561), 4K TI1E92.0% (23/25%1) %R L 7.
(25 EE PR ER
WA TR CREBIGEIE O 3 o~ b 1 — VAR 7 % B S0 L0
B2 A 5 HERE RS ARG 2R E L2EER
AN BT 55168 % L #ER (ACR Pedi 305UGEH) 13
A R L FH— MEHBI94.1% (80/8561), JEBEAIBI74.4%
(64/86f1), ZARTIZ84.2% (144/17181) %R L 7-.
F72, FEEHEAM (1618) TACR Pedi 30500 123 L7248
FENRELZEERIIICBWT, #5488 To
BHEMRE TERIRT.
RRNPEGREL T T £ R GEE R CREBFRRIIAEIC
o 7z,

AN MLFH— MEGH | A N LFY— MR
75 &K KA 77K Al
714% 433%°* 64.9% 36.8%°
Ve BB HLPR R
TBFE (20/28%1) | (13/30%1) | (24/3761) | (14/38%1)

$p<005 * 77 &R

JEERIN—F v MR

E R R

BEAFIEIR (A 7 a4 RIS REHD) TRIEA 55 2 a1

N—F v MEREENG & LIFERIETIREREBICB T 5

2438 % O F I EEF (HALEHE R O # A 5l & ST /L

YEEED TS 1 DU CGEME, Sa8TmR) & % - 78R

FHOEE)E, 45.0% (9 /2001) R L 7=

I AESHE N —F = v MRS 2 ARSI O BRI X 254
HORGERIOEEE & WS, BRI EAR 1 cm bl o S5 i i 55
DD SN BHEIHR L Sz

6. 70—

(1E KRR
1) EA#EE

MWOEBE (R TFaAL R, 7THEFLT) v, s
5 TRIRA T 5 A S E I IEIEOFBIMICH 5
7 a— UiEEE (CDALE : 220~450) 2 65 & L7
T AR EERILEGABRIC B 5 4 B O EME
(CDAUMEASI5040) 2 FRISRT. 4 BHOEMERIL,
KRNI GRS T T £ RGNS Ao 72



7&K 160mg (#[H) /80mg ( 2 )

TR 13% (3 /23f1) 33% (11/33f3))

2) MEFSEEA
[E AR O RERT, 4 BH%ICCR-70(CDAHEAS70LL
L) ZR LIz — VBB RN R E LTI R
W MRS BT B, G5B OERRE
TRITRT. S2BBHOEMRFIL, RABGHENT IR
B HRE o 2.

EAS) 40mgFr 8
T 9 % (2 /221) 38% (8 /21f31)
JHWERS

MEFRRE SRR ARG L 727 v — Vi E R G &

L 723 EMEBUBRIC BV T, ARHIE R 512 & % CR-50

(CDAMEAS50LL FIA) 13 8 1R T75% (21/2861) TH

7.

(2)iBHHER R ER

1) BAFEE
OBFE(AFaA F, THEFL T V%) THER
T e EE T EREDHENNICH 5 7 0 — Vi EH
(CDANH : 220~450, PUTNF#AFIRGHE) g e L7z
77 2RI EERILBGABRIC BT 5 4 HBOERE
(CDAMHEAS150A:4m) & FRISRT GRERT). F72, 4
7 F I T TRIEDE R L7z I 7 A SEE
BEIEOIEEIICH B 2 0 — VB (CDALE © 220~
450, A Y7 )F I TRRBIZRO) ERRE LTS
AR EEMRILERERIC BT 5 4 BB ERRET
FITRT GRBR D).

WINOREICIBWTDH, 4BEBROEMFIL, KFH
PGSR T T RBEGHICERTHEREICENL TV,
(p<0.001)

R T AR T
7T R 160/80mg AN 160/80mg
Pk 12% 36%° 7% 21%°
(9 /74%1) (27/76%1) (12/166%1) | (34/159%1)
$p<0.001 %77 £ KR
2) MEFRERY

fDBEHEE(ATFa 4 K, THFF 7)) V%) TRER
o P SE I FIEOFEBINCH 5 7 v — Vi EE
(CDATIiE : 220~450) 12 & AL (W M80mg, 2H#H
40mg) Z47\vy, 4 BBICCR-T0Z /R L EEEZ WL E L
7275 e R EERILERBRIC BT S, 2618, 5638
BOEMFE TRITRT. 2638 2 056381 O &R,
AHKIA0mgha B 5B T T & K GBI THHEIS
BTV (p<0.001)

75 R 40mghr i
— 2654 17% (29/1701%1) 40% * (68/17251)
v 5638 12% (20/17041) 36% ¥ (62/1724)

Sp<0001 375 KR

7. B BMKER

(1)E IR PR R

fDEHEE(ATFa A R, 7HFF 7Y V%) TRHEAT5
73 TR SEE AT R O B K 22 B (Mayo A 37 6 ~
12, NBEEMAY 7237 2~ 3, HFTNFEFIRGHE) %
MG L L7277 R EERILEGABRICB TS 8K
OS2 BB O EMHRE FRIRY. HER(FEFGEH)
T, SHEBTRARKGH L TR RKGHEDEIRD
LN o72h8, 52MBTIE, AHIERGEENT T £ RS
R E o7 72, SHEBITBT L8 FERY (Bl
S E) X, 75 R R EE35% (34/96f61), 160mg (#)1al) /
80mg (2 1) #T50% (45/9061) TH 0, ARFEGHIT 5
Y ARG RE o 7.

BMayoR I T HR—=ZF 4 ¥ Hh5 3H030% M Eoigd, »o, H
By 7227231 LR XIER—=2F 4 U556 1 YR,

e 160mg (41l

77 &R /80mg (2 )

e 8 | 11%(11/9681) | 10% (9 /90f1)
(EZEHMiIEE) | 5234 7 % (7 /9641) 20% (18/90%1)

a-
b:

(2)

MayoZ 27452 BIF, 22, WFhoF72a7 5 1T
8 MIGLIRE, WA 5 B ORI ~RAT I R & S AL, BATHNEIE

Hff L Shiz

B ERPR AR ER

fhoiE#d (A 7Fa A K, 7THFFT) &) THEAT

43 7 W AEE AL TEAE O BRI B H (MayoX 37 6

~12, WHEBERES 7237 2~3) 2P LTS

AR ERIEGARR GBI, BRI I2B175 8

T OS2 DEFERE FRIRT. WTFNOREKEIZBWT

b, MR UB2MEHE DM, RAGHEDT T LR

G THEICERL TV,

PRE TIZPUINFRAI RGO BEOAA R & S, AT Tl
TNEFEATRYRADM I U7z (U AER)) LR 2 B8 b & Ehi.
72720, BFETHTNFEANFUG L 7 2o 72 (— R X)) B 13 brst
st

KB 1 |
7ItR | 160/80mg | 7T tAKR | 160/80mg
e 9 % 18%° 9 % 17%°
(831) (12/130f%1) | (24/130f51) | (23/24641) | (41/248%1)
e 9% 17%"°
(52:8) N N (21/246%1) | (43/248f1)
$p<005 #7735 E AR

!
Wi
7
bo)
e
);'%i
ViR
1t
‘('A
3k
i
]

5L

AR ORI O BFE) TiE,

MayoA 2 7H2LTF, 2, WFhoH72a7H 1T

EIE SIS (BSMEARER) 00

MBI HBE) v~ T, BIEEVERCRE, R E e %,
T — 5, SRR 2 L OV ke A R G & L b
WGBS O — 77 o G (I 88 I ) v A9 0,641, BBty
23,0361, MEEEL-34000 NELL ) IZBWT, U Y ED
Hix, #011/100 \4ETHhH o7z, TOHRBIEIT, —ER
S SN D BIHD 31 TH o7, BfiY v<FEBE R
Ph SR B 0 B (R E I o B v B, S Bl
Y UNIED ) A 7 Do T,
BAERERICOVTE, F07/100NETH -7z V) w8
N OS IR AD T Bz i i DAV O BEVEE S, & L Cid, FE, KW
. HUSZRREE, WhfE, HREERESZCHME ST Tn5.
NOHOFHHR LML, —MAOLLTHINDE LD LH
LTw/e.

Wz

1.7
&

F) A= T \Lin vitroikBRIZ B VT, TNF o IZEIRITH
LUTOERZRL7.
v FTNF o 20 L TR BIAIEZ /R L7z,

- TNF @ 224K (TNF R I Jx O°TNF RI) 24 A TNF ¢ ®

- L9292 X9 % & F TNF o

2.7

fia 2 fHE L7 (ICfif : 1.26~1.47 X 10 *mol/L).

I E I B W TR
BE% FA1 L 72 (ICsfii : 1.4~35%10 "mol/L).

V) L= Tkin vivoikBEIZBWT, € NTNFa b7 v X
L2 7RI AETNVICBIT I ROFREZ HIH L 727,

WA T 2 {EFMAE

ES

S

+
e

et 7F) AT (BIRTAHBER) (JAN)
Adalimumab (Genetical Recombination)

v bk PTNFa €/ 70— F PR TH B1gGi
DOEF(y 18) LUEH («$H) % T — F9 5cDNA
DOFBUTL D F v £ =— 2K A ¥ —PIEHINE T
HEENZBMED T 3 7 1R IE (CaorHs6N5::067S 5
Grfik  49,318.95, CRDY ¥ UV FRENKRE L
T b D CouoHissiNss2Q67:Sis 5 431 49,19078%
GL)NORBEM 25T 214D T I BRIk
(C1027H1606N282033256 v ﬁ\%i : 23,40782) 7)) [‘9 Z;: Z\) $§
201D b AR

: %148,000

7



WA R *

&y o ~F

KEBL R BLOENEHRE L £ L, AR OLZEMEITOVTH5
WCHGETT A & L BT, BSGRoRet, BRIGEFORHIC
OWTHETAZ L.

BEREN—F v MR
ENTOERBIEGI VMO TRON TS Z &9 6, BEle
#, —EBOEMRL T HPERENRDL T TOMI, &
Bl WSR2 ERT 52 Lk, RAMEHRSE
OB FIEMEILIRT 5 L L DI, AR ORI OHRMEICH
T 57— 2 RINCIUE L, ARF OB IE#AIC S il %
Laszk.

W3
23 IEFE0mgY Y ~204mL - 20mgx 1 ¥ Y ¥
L 235 TFiE40megy ) »Y08mL  40mgx 1) v ¥
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