# azathioprine) aJA2 ADALLOCE 7 FARIHEEF R,

BLB1S R IERERIR A PTRERT LU I8N ADALLOCE BUfGZESERF /40 mgMmER.
BLERE 4 BINAE RERFEA, PTRERRHEHRIARE 12 BMER. B 1D SR RE R N
RGBS RETHHE K,

TEERP AIRERR, PHKERERIR AR S B R EESEHR R,

(7]

E%E?F 7% A\ B ADALLOCE ZEsaTI 2 A A% £ 80 mg, EE4IAHIE 1 BRFthEiR—E T

40 mg.

BEEERA

PEESEERMEHEAMARAR ADALLOCE ARSI 2455 038154160 mg (B2

—JLX—BEﬁj BTSSR ST M AEAE M K), WEAEES 2 5B7E 5T 80 mg. FECARVR, SRR
EE B ST 40 mg, 7F ADALLOCE J&HAR, Aminosalicylates, K2 B 3REIRA /5 558

E’ﬁEU (t06-mercaptopurine Al azathioprine) BI#E#E{E o

TEME R A RHAR, PHREBERER S ERETIS B BB R WA R,

QB YR FERERYR A RTAE R LIS I8N ADALLOCE AIAAZEIBR T 455 40 mg MER.

REMEIRRET, BETDAE 2-8 BREETIFRR R fE. Adalimumab FEERT /4% R 8 3BF

R FERIRAFFHERE o

BEBFRIE

PRUERRRIE B P ECIERS A\ ADALLOCE #8287 T4 160 mg, R 1IIaRIE 2 BHIE4 80

mg. IEEH| € 4 B EERER—EEST 40 mg.

TEIBIEFRRA

AERANEEEIETARA (HS) B9 ADALLOCE JEREBREAYIIASE—X 160 mg (BK 4 2%, 7040

mg ST SER 2 0, G40 mg EIBIR M), BEEmE #Atk, 1128 15 IR 80 mg (— K%

REHEARAZE Z'r,(’aaaﬁmum’éb%ﬁ@?&ﬂﬂlﬁﬁtﬁ; (dysplasia) SIS AR A

ﬁi@bﬂﬁ%i@ﬂi splasia) FEIRREARIERIEEBAIRA (W0, REPEBMHREBARFRR
MR MRS X) SoTaIE B EIG4E (dysplasia) iR RN, TE/A BRI AR EAFEE 1A
%ﬁﬁﬁi‘gi dyspla5|a) ERiR, LS FE BRI B S TR SR R BRI A AR

B

£ adalimumab B RN EEBHR B R FER RS mAERARA R A2 R A
adalimumab 748 BEBHRFEIEEBIMHARTEHNRAIRES . &5 BHIE KTt R S, FE1L
BMZ 1% ER ADALLOCE 3t BI4ASE B AR5

Vil

BUTNF #EASRE R S 2 mEK A NEERET R B MRS B &R .
adalimumab EL IMRAFHR B ERIRE, GIFE2 FBARARYMEKRAME (40, /) MR
iE. AIEKEAME) . Adalimumab B335 L3R A9 R R R AR B BT A A FEM S A A0 SRAPITE
FADALLOCE BYfs#2 % - rlAE LR M B ARRAROMEAR (40, Frilise e, 5. il & A), BiZIst
B RARNEEEMRPEBIRRE, EE RS FERADALLOCE S,

[EIPFEE A HEEIEE DMARDS 36 TNF-#2 4121

TEERPRERER P BIR S A anakinra FIELM TNF 54711545 (etanercept) B 344 BB RARH
IR, MALRHE LLEBE(EF etanercept HELHIERRNE . H15° etanercept #l anakinra & {6
AEELERNTRKE, &2 anakinra FIEMA) TNF 5B S HHER BRI REERELI S
o [EIItE, 3 A% ADALLOCE £2 anakinra SR,

A SRR R R R A E NSRS E (ER, FIth R 2% ADALLOCE B E {th448uf|
48 DMARDS (40, anakinra £2 abatacept) St EL Mt TNFIEEIH A,

BRI

E—EH 64 (%32 FERAZEMadalimumab J&ERYEE RUR I RAEN X ARVEIER D, I S IRRER
SEIMEEUR FERYINE. S RERE B RIRHESTIREMA T 71 B #AF] NK #BAE. B2 Mk
HERE/ E R gt B I ERE 2 A,

BEEREGTERU R (ROSA /330 . R sk AERR), T8 7.2% HRHFRARIRARIGEE |

RFE RER ST BN R FEEIA B A S R RIS,

TR RS e SRR T BRAVE SR R, TER A SR E R A, adalimumab AR ARRER A
1.51/7m A\, ¥ BRAEAEEIRA % 1.46/f8 A F. X adalimumab &R A BREREMEE
L% 0.04/BAE, MHBIEAEIAEAS 0.03/fEAF.IELERS ”IE?%;—;U@JM IR R R,
BT, KEDH HORS NE R S adalimumab A%,

7£ adalimumab [REFSSEERAVEER, BIAIE SR, TR AR R BB AR, BREGHLERE
R (EE RO ENRIEIE R, SIER AR (S RADREIRRRINER) RIEALRERE
G (40, BB AR ER. I SR A R R R T EA) o

B ERERMCIR S

TR RS REE S ERREHER P, 249 (I B BB S RAEI A\ TR AL adalimumab J&5&
655.6 AL, REREGEEERINEEE,

teSY, FE—MEH 192 (irsefE EER ZR A adalimumab S5 498.1 IR A R R RIS REERER
FREER, KRR E B ERNEL.

E—EH 60 UAEIEA/ N FEE AL adalimumab 4% 58.4 A ERIRBISSMESREERT, 5k
BRI EEMEENEE,

2EBR U PERREESIHBERMEREA. SR MR A BB AR PR MRIE X
EIREEMEER. R ZR B IHERA, LR TIRAAEEBEARABAALRE
D AHA 12 382 RRIA R S BRI BR A B S BRER A, 7F 5291 (72U adalimumab J&#RRY
TR, B B ESE (MBI R BRI REbRIL) 2 884K (95% SFBIRM]) % 6.8
(4.4,10.5)/1000 fFE A, ABE S 3444 (IHERIRAEIBAS 6.3 (3.4,11.8)/1000 A E, Heh
adalimumab B DAEERR 24.018 B Mt E/AENRA A 3.8 @R,

72 adalimumab °“$§E’JT‘A¢' 3E¥@§$ﬂlﬂ@r}§igﬁﬁ’3§*ﬂ£$ (95%{%§EIEF5) ?9_’, 8.8 (6.0,

12 !\\Ilﬂn(\

HEA0TNG 2R HEE T W £, o5 29 AT iEt e A0 MBI T ST RS2, T LA
?DALLOCE AT?;F B 2R ATE ADALLOCE JaiHAf, !%1§ﬁﬁﬂﬁﬁf‘ﬁi I7E HS it EF
o

BEERE 2 BRIVFAS LETRIEERITR, AFRBRE BT EER.
& ADALLOCE FA2i F e i, FAE P st B2 B HHnIRE (5 R MUBIETIR A AERIREIER")

REPAET, MR RREE R,
RERAE

STHEEIRAAR 5 ABY ADALLOCE BYREESHIE 2 —Ralnta T A14aFIE 80 me, fa FAIGEHIE 1
BEREEREETS 40m é - B B —RHiaTL B & (5 A ADALLOCE a2 IERFHSER B IR, Bia e
F3 ADALLOCE ;8 p] it il R B AAEIES (P KERPRASERE 478 )"ZHT‘@FEE% % SR e 1E
BA#A1EE A ADALLOCE 7 J%Fﬁﬂ%:TfKﬁ”Eﬁf BFRES R BB IR,

REFAR T, MR S e HIET o

INEBFEEZ FERE

DEFREREIL SRR
2 R M ESF R BTSRRI AR AR ADALLOCE 3Z58HI BB MREEE M, 2 NRPI. £

ADALLOCE J&f&HAMR], Methotrexate. BEE ABEIFE . JERBEIEZ B A ZEA /ok L B T B
BA (2 R L) BlE
10 2 E<30 R R EA -
>30 QT (40 mgZEL; ,zgﬁﬁﬁf% FITHH))

*REF: ADALLOCE BRI RA 40 mg #HEEE FREIFNE I F 59288,
Adalimumab i EAERIEERE R <) BrahARES <10 /) FHY PSS S RREA B A

Sid3019

INNSINVS

uoinoalu] 10} uonn|og

JooT1ivav
[48-E 32 12

EH ) i S8 E i me
d8LITO0E ZEeSt E 13

LG

E—EkE. &5 RREIH RN R R MEERER, 15 226 (EERURMRREI XA ER AU

adalimumab J&%, FMEES A EEREFT TR E R R RIS R FE, B A EIRETR

,86% {3 adalimumab BIE A RIERI B A REMNEENERE, TR REIIES 82%. 2745 37%

B adalimumab JAERAVEZ A UK 40% RRIBEHENZ GHE, HRMA SREEEN AERRED
2O =BENEDMEMEEEINEN. FER—EHEREH, adalimumab 8 98% E’JFAL/(EZZZEJ

@f' ‘fﬂ 95% BIR A BT R EMFER BB RENNMEERE, 18 52% adalimumab &

HENZHER 63% RREHNZHE, SR RITHEREFRSREN=BNR EP:’F‘:’DWEL@J:::

DIERRESIE NS,

BNERBTRE, 5%/ \FEm ATERISA L ADALLOCE J&¥EH, FEMRIRT TTER R B B AE ST i SRR TR

BHFRE REERE.

PRT SEBEEE IS, 5 ADALLOCE BYfB A BI A 1B 28 B e o )88 BURRE R E R

adalimumab B985 A E 2 51T 5 8815 & MG BRI — RIS,

FET ADALLOCE IFEMRAR, FEETESFIZZAIMRE TS5 ADALLOCE B9 5 88 &=

SERSREIVHELT,

el Z0E=2754

%A adalimumab HE MM 0=B (CHF) B ARIEINERZE, 7R, 1£5 —18 TNF S AR

Earh, HEGE LLAIRIER CHF BRI E T R R FEES 4, 83E CHF BIL R34/ CHF.CHF 21t

BIZRBIINE R adalimumab JEERIHE A PIEERE, & ADALLOCE ERER LRIBHVRAR

, B FERERI/ VDI S A TR Al

B RiatE

5/ adalimumab JAfERTRE B 4 B R B BRI Ao

RHBERA adalimumab JARESES B RRRRIIRER .

%%Er E*};I_ T%Fﬁ ADALLOCE ;e R AL SR LUHIRAE (lupus-like) SERES, FEFLLARE (RFER
3 T182)o

S FEEFE

6 B A A L 5elE FCAERY/ )N 5295 A B9 ADALLOCE 3238 FI S BMKEEEME, 2 FRPARo

METIN BT T (52
o B oAg
11D E <D FRTEA R RAEA"
TR 160 mg (7 BB A0

. gw)igﬁﬁ%ﬁmag e b o s
>404 STELS 4

s B 15 % (B A5 0 mg (R—BEsEm| me

K40 mg BE)

RSB ADALLOCE BI31505 40 mg S BE TR AR 51,

IRAGTHESHIE 8 BRARERIUARNZRA, DUP RIS I EIRR BB —XME

4mo

NERERR

2 B BN RIS PR T BRI AR AR A B9 ADALLOCE B8R S4B EME, 11 FRATT.
ADALLOCE #RBZ TS A TG ZE,

SN RIS M IR AIE X, KR A adalimumab R methotrexate BUEFAEER.
INREEFE X ADALLOCE fEFzEIE

RARE RABRE

<30T ENEESElE

=30 AT BIR—8 40 mg £ methotrexate
T@ﬁﬁ ADALLOCE H Hu/ﬂ\ﬁ 40 mg £HEEE

&%ﬁ éﬁ‘ﬁl]%i&% 5o

i

””” R ST adalimumab 80 Mg, A S HRERIIIE adalimumab RIEERA 13mcg/mL, A

K78 B KERATEES
BENA 9meg/mlo

T IGEE
FEPRRREF VSR BN LR
EFA

Tl T adalimumab BYEHLUBPREEH I \BIF B AERREED TR, 7E 40 R 65 7%
(ni%?/o& AR HER 655% (n=287) BIRA, EMUEEERAERNTIERRES R 0.33F10.30

m %o

HE

Tl 4 E 17 s FR B M ZHEX VA BA, TER—EE TR 24 mg/m adalimumab
(8 40 mg) &, FHIETEAE THIE adalimumab SMEEE (B 20 8% 48 BAIE) 2

il ?% 5.6 & 5.6 mcg/mL (102 %CV) (adalimumab E8¥&5A%%) A 10.9 £ 5.2 mcg/mL (47.7% CV) (
HHEMTX).

BEE <30 kg 6 4 & 17 s FEE BRI ZRAEI X (VIA) IBASR—BEEE Ti&iadalimumab
20 m/g AR MTX, FERREMRAE THIME adalimumab RIEEE R4 6.8 meg/mLF1 10.9
mcg/mlo

B >30 kg EMF—EEIER THRE adalimumab 40 mg SHA MTX, FEREERAE THIME
adalimumab RIEEE D F% 6.6 mcg/mL #18.1 meg/mLo

SRR 2 Z2<4 pROVEEED 4 pROUL LRSE<15kg i MHFRL BB B RAENA (JIA) 15 ETTZ
JIA-N R, Sl — BB % adalimumab SiHEAR MTX, TS ERE TS
adal)lmumab RIEEESB)% 6.0 mcg/mL (adalimumab EEHA MTX) #1 7.9 meg/mL (HF
MTX)o

E§§>4O ’“EEG%BZEET/J \?—Ef}\qﬂ T‘% 0 EB%D% 2 iﬂﬁ%ﬁﬁlﬂi‘i"ﬁ%ﬁi 160 mg #1 80 mgffy=

adallmumab FIR—E 40 mg ZH#IFH2RER TIIEERERE

B B EN B DA TR,

adalimumab 3 %’fﬁE’JrA%Hk’FEHEFE’J?$$.(95% SHERA) 2.7 (14,5. 4)/1000 WAL,
T#ERS %%HE’JT’A?% 0.6 (0.1,4.5)/1000 AL,

1E54 adalimumab A8 A, S RERO B A & (95% SHBIERT) 2 0.7 (0.2, 2.7) /1000 AL
TS ERAREHIBAS 0.6 (0.1, 4.5)/1000 FEALE,

EEF@?*}I‘TQQWEET" SRERAVET BR IR D U R TR AN B e R B A B A s BR P PR BURR T
WK JE R SRR R RS R U R AR 3 A SR8 1000 f ASF#0% 8.5, JF B B3R
F&TF§E§§|JEU§*$$§ 1000 S AZEXT 9.6, HEBEIEREI B R/T 1000 5 AEQA

1.3 35 L5 ERR P ALEARINYZ 3.3 FF, HE1 S 6427 U EF adalimumab EV—F N ET7ERH
AR FAELEEHEBNBA, AKREBR  26439.6 HAEM adalimumab &,
ERetiRe

AL RBISRERA 55 | = V iz SERMEMMEEARR B mELEE A%
BIFEHINEERT, REER SR MERZIENENEA, B 11.9% #5 adalimumab AES
0 8.1% HZREE R BN HREAES, 15 24 AR 2IRGMRE,

7E 3989 %S adalimumab JAFRIFRT FRISEMRA, PsA & AS SHERHIRA S, BMADEARE
BRI A BRI B IRIE 2 BRPRAEAR - IR AT B LSRRI 1S e E 9 B M A FEIRAT IR
BB X PIRTHS RIRAVER, MR ER REA adalimumab A4S R B B R G RIIRE,
BRE: TR R

EEREEAEE adalimumab % TNF #EH1A, E4 GIERAIL LA LUR FRIS BRI 5
R, MR R E B BB L. St A 2 SRR R I (A0 MTX. B
BEIE2), L —Lim AT B, AR R L TNF SRR i e B atE, — LB ATE
BRERTE TNF SIS, BREELE B RBRERMIURBECERRINREEERE
RGN ERESINES, FEE E{SH ADALLOCE,

FrigEEAS

TELL RA £2 PsA TR A B ET5R, HERERLEE 4 BE 10482 [ERAZM adalimumab (ﬁl‘n—ﬂ&'l‘
E%T 40mg) Phase 3 ¥‘J‘ REERT, B 3.7% adahmumab ,.:.5% BAR 16% ¥ﬂ3§ %‘FHFA i

AT

EIFALTERE
73R adalimumab JERREVEA R, 65 5R L EEWRA S A BREE R RAUSASREL 65 pRIATEIBA
=07 FRBAESRREE MV ERPRAL SRPT A ZalE W, 9.4% % 65 B L, THIE 2.0% # 75 MU A
AEEZFHHARABRSNBRRELER, FILTDAREF AR/ VOEE.

M E{ER

?‘Eﬁé"ﬁ%uuﬁ’]ﬁﬁ}%ﬁ%ﬁ% % adalimumab F 21 (ASEHES MTXCARIVEE R RIS

RIBABE, M MTXCRER SR B LR E A8, 7 E—*ﬂ%ﬁ?ﬁ%é, MTX 535!

1% adallmumab BB LUBRREIZE 29% F 44%. &R ER A EEHE adalimumab 3 MTX B9
12,

R IE AV EEY B 1 ERER TP SF(E adalimumab F1 MTX LS 2 ZE4632 B B TE IR B S R

%uuﬂ?ﬁﬁrﬁtgﬁqﬂ, % adalimumab #0E FARY DMARDs (EiRlEe/E R L4 - sulfasalazine.
drochloroquine. leflunomidefIFEIARAY = S HH). BB BERS. KIGEE. IR E R M A &

ﬁ#@:ﬁﬂ:f‘“" B, REBERIZZEIER.

B R E R A EE

EEAMTEEERadalimumabfEEREHER .

1RZ2HMRE

S HARER-IA R AR B S EBRadalimumab/RFEME R cynomolgus 31T, HIE
ReiE 100 mg/kg (198 N8R T1%E 40 mg B AUC 9 373 £3), BB R IR adalimumab
HIRRERES E%’ﬁ%o”ﬁ'ﬁ TR PIEZIR LA B4 B i RIFRIE SR,

—IHadalimumabRBIEERR Lk (kiR IR R E SR THIRIIE M (CIFIRP, Wik 257 (18

BRER RS AL, 1 A7E 5 —ZHRHE= =) —H) adalimumab SEEEIRZL (8

F=H8), Uk 120 (B EEERMRIE A SR FAE, BRES adalimumab JAREAVIRZL ($15R

#H) EBFMEIAZ AT AT KIS (major birth defects). I ZEAEREET, PEBRASIBHE

(lose- -to- followgup) ‘“1@‘]4’3 (propen5|ty score) .J*]¥1§ Eﬁ’fﬁééiiﬁﬂﬁﬁaﬁﬂﬁﬂﬁxxjf
A = X i A

NSAIDS MTX) 8 adallmumab @Hﬂﬁ@%iﬂmﬁﬁz%ﬁﬂ P&trﬁ$,a¥o )

TEL SRR FCIER A AL SR, SRS 4587 52 B2 FRI% M adalimumab (#15A%I &5 BI7E
1 RMEE 15 XfEM 160 mg £2 80 mg =% 80 mg £2 40 mg, BE% S /E—E 40mg) Phase 3 &5
» & 0.9% adalimumab JaHEIEREA K 0.9% HEARERA, 24 ALT A B> 3x ULN FIIRRKR,

ELUEBIEHERARA LS R, BIREANESE 1 BES 52 82 RS adalimumab (#1452
DRITESE 1 RF05E 15 KB 160 me £l 80 mg, Bt S IH—iE 40mg) Phase 3 5889, B 1.5%
adalimumab JAEAERA K 1.0% HEAEIERA, 84 ALT A= =3 x ULN B3RS,

TEUF AR AT R, HIRANEE 12 BEE 24 B2 REIZEM adalimumab (#145%182 80 mg
, A% EMR—IE 40 mg) Phase 3 #1855+, B 1.8% adalimumab AR AK 1.8% LH&HHE
BN, BEALT A5= 3xULN B9 %R,

BULBRMEFRRA B0 A A $15R, TEERBASAR adalimumab BYSBARHET (FE55 0 EIGELAAAA)
£ 160 mg, 7E55 2 {BI%EA 80 mg, PIEETEE 4 BRIAEEIRE 40 mg) FIHFRAANLES 12 =5
163ALL ?“ 0.3% adalimumab &R A R IEHERHE 0.6% E’JFAEP ALT #BEFHE>3x ULN

o

EUEEMEEHA R PHEEREARA LS R, BIRANE 12 BE5E 24 BRERZEK
adalimumab (F5—& 40 mg) Phase 3 #¥i2558, & 2.1% adalimumab J&fRAEH AR 0.8%
HIAEMEBA, B4 ALT F5=> 3x ULN IR,

TELUERS 4 F 17 I F R B RN S RE AR ASE R adalimumab [RRIZEM Phase 3 HHR
sHERE, B 4.4% adalimumab JAEMRREA K 1.5% HERABEIRBA, 84 ALT > 3xULN B
TR AED ALT ABREESH methotrexate SAEHE TEEH 2 T 4 SER B M SR
KRABERE adalimumab Phase 3 &5, K3 ALT Fm= 3x ULN B9IRSR,

ELUNRTRRZEE AR ER 2 adalimumab FRFISEE Phase 3 558, Sisadalimumab 72
KB ERE L AR E R MBS AR SRS, AR SV B ERERE R
, A 2.6% (5/192) BIBARELE ALT A= 3x ULN BUERR, Mistem AR PAANRELLE S
PHEEFA S,

T:L-I— BT IIIETEARE FHIME adahmumab Eﬁﬂi/&ﬁ‘ ("‘M—?—%} 7% 105+6.0 mcg/mLo

<40 NFrAYTEE FCRE/ N R, TEEE 0 BANES 2 8D B T3%EE 80 mg A1 40 mg E’J%Eﬂ
FHIME adalimumab JBE (T1R%EE) % 10.6+6.1 mcg/mL, & ﬁ—}ﬁmﬂ&?g G 20 mg BB R+
TBFEREERAE TAYMSE adalimumab RIGEE (H12%:%) 569136 ng/mLo

145

ERIERAREEER, WEMRIERNEY S HBER,

Bix

G EREBRAN G RERME £ B RNIER AR &R adalimumab 224
F}H2 EWNEAZER

BFRIBTIRET 2
WS EIhRER R
Vs
EERZERENEREMERE AR AR BRI adalimumab Z4Eh 122,

it SeT e =

HEBE—HE5E. BEHESENERSMERITR BRI, B ABESER,
Bt FER R GE SR E

KHITELAR adalimumab BN S L S EUE MRV AT RE T AETE DRI R0 2,

B NE R BRI (micronucleus test) BUPPIRE-ABFEE (Ames) RIEARZBEZE)
adalimumab B Z4M (clastogenic) IERZREM (mutagenic) #£E,

ﬁrﬁ"ﬁ%ﬁﬁﬂﬂ
LUTERAE adalimumab REI5EBEZE R HIE AR5 2o

SRR IR ER AR ERPRATER
Z‘Pﬁﬁﬁ’]?%?"ﬁz%uuﬁﬁﬂ E\&Eﬁ%”)\ﬁﬂiﬁ%ﬁqﬂ#ﬁﬁ;_ 3000 ME’JFA%#{E adallmumab
A S

S5 10 EANLRE.

SBEURMERIENZ (RA) 558 | (DE009) #FM& 271 (T AR ISR 18 iRIFEBE TEEEE BRI
&%, BQUUED—EENEBURNEHERTTRIRZEY (DMARDS) (40, hydroxychloroqume\
CARSL P T4T 2 =4 (gold) &%), azathioprine. D-penicillamine. sulfasalazine) A&, BELL
SFHIE 12.5 % 25 mg B MTX (B2 MTX RMTZHILL 10 mg BIBIE), LR MTX BYEI S5
R 10 X 25 mg Mk MBIE A B A 6 185K 6 I A2 RERAEIF] 9 @sk 9 B &
HIABERALN, ELkR ACR RSB A ERIR RIS X . SIE—BIR RIS 20,405 80 mghI
adalimumab (& ELH, 258 24 .

RAZERII (DEOLL) 5 544 (AR RER 18 sRilE BB FEEEEERR IR X, BEUED—
TS EMNELRZEY) (DMARD) (4 MTX, sulfasalazine. hydroxychloroquine. AR AT F5T 2
&R D-penicillamine, azathioprine) JAEABZ MAJSEAERHE  10@3% 10 B LAYZ2E
RAENAD 12 1815, 12 1B AYRERaRRAED, 1 B ikiRACRIZAE DI, LU SN A SR —EIR
BAIE 25 20 5§ 40 mg B9 adalimumab Y 7ERRE R E 2 A A s E1R B adalimumab, %88 26 58
s REHIA f*EHE’JHHF'EJiﬂ&/ d,

RASUERII (DE019) & 619 (AR FR 18 sRIEB B FEE EEERIRIERE X, SEUAIE
125ZF 25mgBI MTX (B2 MTXHZEILL 10 mghIEIE), BE MTX BB SREHESEEE
12.5 & 25 mg, ML AER B RUAEIIEA FER RA S5 |, RA &R Il AR ARTE21CH IR
MTX SME(A— EJ’%F EETHURELRZEY) (DMARDS) FIARARMBAE 61836 jI\LXJ:E’\J;?EEﬁ
BOAD 9 @3 9 1B LA _ERIAEIFERAEN, M B iR ACRIZEZ B A B RR ERIEN X . AR E =11,
FESEEZ RN, A 5238, 5 5B 20 mgh adalimumab, #4752 58,
B HEBR AR 40 mghy adalimumab, MASEIFREE R ZEIA 5. /L5 —PEER 52 BV
ERTAlt®, HAp 457 (DR NIERES MI—FIUREnEEE R, SR —EHER 40 mghy
adalimumab 3¢ MTX Z B ERRETF.

RAGIER IV (DE031) 5Fk 636 ALACEESS 18 s ER B PE EEERER LRI AAIRA L
WA SACRIRAESZ T SIBRURIERAEI A = D3E 3 ﬂﬁlﬂ BEDE 6 [@5FIERMET] O [BiFRERmE

WANENEHEE R,

KA. RRIRM 55 ZRABRIREER V A1z ACR RFE (B A B L)
&FE MTXP Adalimumab¢ Adalimumab/MTX
N=257 N=274 N=268

ACR 20

£ 5238 62.6% 54.4% 72.8%

510438 56.0% 49.3% 69.4%
ACR 50

25258 45.9% 41.2% 61.6%

10438 42.8% 36.9% 59.0%
ACRT0

25258 27.2% 25.9% 45.5%

210438 28.4% 28.1% 46.6%
FERRRAE?

10438 27.2% 24.5% 48.5%

o TEBKRETEERAFHE EA REER ACRTO E
® p<0.05, adalimumab/MTX & HHAEIEER MTX B /A%< ACR 20 [ F&; p<0.001,
adalimumab/MTX &HaEIEEHRS MTX B &5 ACR 50.ACR 70 R FER = EERR K FE
¢ p<0.001, adalimumab/MTX & /a&#EMEENS adalimumab BElEaE

£ RA 550 V BORTURESE SR, BEERRKE 10 FHERF ACR RFEZR,542 UlEHDECE

EENSEAEN. X T R T =Fn, R e SRl as S HENSE, 2
FHEZEE 2458,

BEEMETR(EE (total spinal ankylosis) BRI A LSS (n=11).
EEREARLEREEENRAKRERL,

CRNEES:

B - R ZEMmERpReTER-P B R(EI52:2 ASAS 20 R FE
—=— HUMIRA(N=208) - ©--- Placebo (N=107)

70 =
60
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30 o

9% ASAS20 Response

20 - o e O
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EEREENTG,

Adalimumab B2 MAMEREERLUBE 25RO AS IR A A IE MR (chronic
plague psoriasis) 1 AA (B3 = 10% R mE B e i E K B EEIBIE (PAS)) =12 3¢>10) A%
Rz bets. &5 LRREE S RE R Tb, 3% MAZEER | AR I FRA, TriE k2 s
’Iﬂtﬁ/f‘iﬁgt%,fo/kdahmumabEﬁﬁ%\&*ﬁﬁx&\i{ﬁjfu BEHREZHREFN/SET
BN EEEEMAN ISR (chronlc laque psoriasis with concomitanthand and/or foot
psoriasis) JEA B L R Betk. & Salmah Gz ).

g2EEtER | (M03-656) 3t 1212 MR AR =B ATEPEER TEPSER A, MABEZ 2RISR
adalimumab 80 mg, EETEVIIH|E —BHEAG T M 40 me, TE/a% 16 8%, =]
PASI 75 [ FE (E2EAERAALL, PASI DEEREZE D 75%) BUE A, HEHEARE B, B BNIZRE
Fg—3lE 40 mg adalimumab. TE58 33 SEhERF > PASI 75 2 FE B R STIERSER A HibEi D BCRES
,é MZTEEIRA, BRI C BREPe A IRES SR —E 40 m& adalimumab ¢ % &t
i, BB AER 19 3B Fra AR, TR AR PASI D84 18.9, R EZETLEEEMARESET(H (PGA)
ﬁ%ﬁ%ﬁl@ﬁqﬂﬁ (& 53% B A) BRE (41%) FIEEEBE (6%).
FELER |1 (M04-716), LEETE 271 i A, ARSI MTX EZ&FT"U {53 adalimumab W& 214%
*Dﬁx& o R NS 2R MTX 0467018 7.5 mg, EIRIIME S 12 R =% 25 mg 3
adalimumab #]2eFI2 80 mg EESIR—E 40 mg (TEAIAEIE —B&RR) E5 168 . B 7l
HARBEE 16 8,2 adalimumab B2 MTX LLESEEAIEE, #52 MTX JARAOR AL 8 B R/
55 12 BEE>PASI 50 RFERI BT —S I8 INE 2. FrE Y AEH, THIREZERPASINEA 19.7,
R EAERE PCA DEIEIEITNE AEE (<1%) EHE (48%) EEE (46%) BIFFEEE (6%).
FRE2IN5E 2 #AR 55 3 ARz isl BRnOm A B A B2 AT (A 50 (M03-658), %S
adalimumabjaE=E~ 108 38,

2 p<04001, adalimumab/MTX &H/aEBEERS MTX BfEa%
® p<0.001, adalimumab/MTX & H/&8FAEERS adalimumab EXE &%
TR I IE
f RA ET%M M1l ':F' 5‘% adallmumab }%E’JF}\ZFYJ“E**Eﬂyﬁ’\%‘t%ﬁ%ﬁﬁﬂﬁﬁﬂf'ﬂ%% 114, Eﬁ%ﬁ

b Bath BB EHER R EENTEE (Bath AS disease activity index, BASDAI)

TE55 24 BB, 188 6% LU EEARATEA, 22% M adalimumab JaEB9m A ZE—(EIERS
BOERRENE (MIEIAME ASAS RFESH « H#EE 0-100 mm ) RIS —ERFEE<20 BIER)

(P<0.001)s

IEE Féﬂﬁ%? (efOSIOﬂ score) *D%ﬁ%"“Fa??%ﬁﬁﬁ%i(JSN)E’Jﬁﬁl“Xiéo?/%EHWDHIJEEUEZET
IR EAERL 6 BAM 12 @85 55 12 B8 IS RIR Rt FARBHN S5t Sharp N
(Total Sharp Score, TSS) HURERDERTESS 6 18 BB B2 A Bt R &NE, jfﬁff% 12 1@
BB, RS/ LB L TS 52 @Al H 5% adalimumab 52 MTX 46458

BAEBMAZEEREEER MTX B1E.

FH.RRIEE MR 25 ~RABEEREIES 11l AL MTX BLLERAEE 12 B8 RS HE s RaoE
Z&tm | Adalimumab? | Adalimumab?® &
N=200 N=207 | MizRmioER | Pf
gz%ﬁ Bi517Z Sharp ) BE9e 27 0.1 26 <0.001°
RERRSEE (FE) 16 0.0 -16 <0.001
REFHVEER (AR B L) 46.2 62.9 16.7 <0.001
RIEREIE (JSN) DERcE (FaE) | 10 01 09 0.002

» FiR—IEHRE 40 mg

b 13 ranked ANCOVA 2 & 4R4%

RA 55 11| BYBIUZEEAERT 3T, 48 HIRE MR R RAPEELOmARAHES 8441 10
FEE 84, 207 im AR 81 i BatkstindA A adalimumab F@iE 40 mg 7aERIEALL
BEHER T h. SR AR, 48 MR N BB BBESNEL (EREAFBENGEZ
Sharp DEEISEE VI 0.5). 7255 10 55, 207 D AFBI 79 (it betdatEaiALL adalimumab bgiE
40 mg JABERIE A BEHREART G TEE LR A EF, 40 (IR N BB EEBIBENEN (EEA
FERSBRISETZ Sharp DERISE MR 0.5),

£ RAGHER V P, RAENEREIE S« 58 EE RA 5U5% 11| ABIR). 1E58 52 B K58 104 B &5 Sharp
DESERD B JSN EMEE SRR R AVeEE, #& REEEERS MTX 5 adalimumab B4
48, adalimumab/MTX &HFAFEERBHIREER ARG GRE/N\).

F@iE 40 mg adalimumab JAFEAIR AR, 170 f5ERE 40 mgadallmumab BFGE 10 Fo.1F R R BRI B A Y TAS 5088 [k B
B B, 154 158\ (90.6%) 2] ACR 20 58 127 0SB A. (74.1%) £2(ACR 50 Bef 102 B ROREE REZBANRL BEMEHACIR AR AS SR | IERNUEER oo rten | 1011, $ 23512 B EAIES 16 B PASI 75 RIS A L) (SE--HAE
{LEA (60.0%) 5ZE] ACR 70 [ FE, & IE %IT H‘n:rﬂ Adallmtir;\ﬁoab?ﬁﬁ +V
S SJSERS, 3 adalimumaba/MTX AT b =R R e (DASIS-CRPI6; - = = =
TS ATXRIR A SR 20.6% B EIBAH B0, 5 adlimumab B AR A RIS 23.4% ASAS' 20 R0 PRSI R TR | (103 6560 % 16 BMARIR
SERERRIR AR, adalimumab/MTX I & HHABRTEERER LR st DR EESRENERRIER Week 2 16% 400" ** LRI SiE—B#% 40 mg Adalimumab
B s \SZ B ESREHRAE, EBEHS MTX (p<0.001) B adalimumab (p<0.001) BB ARATER (35 Week 12 21% 5896*** N=398 N=814
RN R4hE D ER] adalimumab B—&£at adalimumab/methotrexate &A%, B3 Week 24 19% 5106 n (%) n (%)
ABTREEA SR 342 M astEh, 171 M2 aE5A 10 4 adalimumab SAE. Eia s ASAS 50 >PASI 75° 26 (6.5) 578 (10.9)°
SHEEM, 109 AIZEE (63.7%) £55 10 EREEIRER IR, Week2 20 16%"** PASI 100 3(0.8) 163 (20.0)°
ee b o ==
=N ERIREMR 55 2 RA ERFRELER V Fz DAS28 [ FE Week 12 10% 389%*** PGA: J&FR/&/ N 17(4.3) 506 (62.2)°
DAS28 [ i MTX Adalimumab Adalimumab/MTX Week 24 11% 35%*** 2 JRAGE PASI 75 [ FERI LA ELX$¢ﬁW (center-adjusted) LEAIZRETE
N=257 N=274 N=268 ASAS 70 ©P<0.001, adalimumab &R &LH|
585238 Week 2 0% 704" 7\ RIS BEREATRAREIER 1| (M04-716)55 16 SBAUEKIER
AL (T4 6.3 64 6.3 Week 12 5% 2306+ =R Py ~
%gégz%%;g@ ngk 2 % S ZE‘:S%“'J NM2?1<O =1 ﬂ?%xs‘glnag Adalimumab
(FiiE T R 281 2815 36513 BASDAP 50 n (%) n (%) n (%)
%ﬁ%@g@f\ﬁﬁ Lt 20.6% 23.4% £.9% Week2 1% 0% >PASI 75 10(18.9) 39(35.5) 86 (79.6)°
- Week 12 16% 4506*** PASI 100 1(19) 8(7.3) 18(16.7)c¢
#1048 Week 24 15% 420" PGA: FARR/B/)\ 6(113) 33(30.0) 79 (73.1)2
E%ﬁﬁﬁ@ﬁ” . 63 63 63 e EE) 1282438, adalimumab B EEIERIFTE LB P<0.001.<0.01EAHET H ° P<0.001, adalimumab #8821
HEAE BT YA
(2’31/_1@4_ *a_ﬁﬁﬁﬁﬁg 31+ 140 30+ 140 38+13 E‘ b P<0.001, adalimumab FEEH MTX
e S S S > EEME AT < P<0.01, adalimumabtBEA 2|

4P<0.05, adalimumab FEEHS MTX

TRz AR |, 028 33 RS EA PASI 75 R FERVR A A R BEtE ) FLE 2R EIHE1, B28% AL

KEBERIE (BLERERAMELE, PASI 28070 33 AN 52 85K 52 5851, BE<PASI 50 FE, 1882

EA 33;/5 PASI DEZE ’L‘i@ﬁﬂ 6 ), *Eﬁ??%%ﬁa@ﬁﬁ adallmumaEb,] J?E’Jf‘)\/‘:\'ﬁ 5% é}*ﬂin_ﬁ
R : DA 2 28 B ]

HERAE Adalimumab $8
N=107 N=208
E2ER, 2458 BT, %2458
T3 5 15 15
ASAS 20 % fEFERZ"
bl A‘@%—F A E BV 65 60 63 38
TR 67 58 65 37
B 6.7 5.6 6.7 36
BASFI* 56 51 52 34
BASDAI > &* 6.3 55 6.3 3.7
BASMIe &1 4.2 4.1 38 33
Tragus to wall (cm) 15.9 15.8 15.8 154
FEREEHR (cm) 4.1 4.0 4.2 4.4
SEMEREE () 42.2 42.1 484 516
FERERIE (cm) 89 9.0 97 117
ERREIEE (cm) 929 94.0 935 100.8
CRP™* 22 2.0 18 0.6
@ DUiRE: H’Jg% (Visual Analog Scale (VAS) 0=£E, 100=/& &) 1E5TdE, D H20% F1 108 73E

EW%/\E?U
b FRESAN6 2 BASDAI (E&E R d) BIFH
< Bath @B B HEAINEEIEEL (Bath Ankylosing Spondylitis Functional Index, BASFI)
4 Bath {BE B HATR EENEE (Bath AS disease activity index, BASDAI)
© Bath @B M EHEX B2 (Bath Ankylosing Spondylitis Metrology Index, BASMI)
' Iz FEM% % 3 (C-Reactive Protein, mg/dl)

ez stud}y I % 16 JEERES 33 JEEE| PASI 75 B9 233 i A5 adalimumab J&E6E 52810
SEA BRI FREER, M7ERES R 108 BRMUE BT AR (H 16038) 2%, EFERAN
PASI 75 £2 PGA of clear or minimal response rate 93 BlJ5& 74.7% E2 59.0%.

B2 study || 7, H75 94 (B ABBHEE A adalimumab S875, 3072 B EURERIE (e SRds (S
adalimumab, MTEEESAY 108 JBFIRURE I EREL S a &R ($F 124 38) 12, SERHEARIPASI 75 82
PGA of clear or minimal response rate 43 3!J52 58.1% £2 46.2%.

HEH 347 (TSN R FEE LS R MUZE T s SRR B LA B B A R . 1552 (PGA A%
moderate I FZ) BT IRFRIAK 5B .38 ‘*br}\ffitxnﬁﬁﬁ%ﬁjﬁ%ﬁfﬁr\ BIRE BE
JAEREAR, B 76.5% (218/285) 7F 16 3B4#%3E3] PGA of clear or minimal response, &%
|B1EE R AR HIREEILAER (935 69.1% [123/178] £2 88.8% [95/107]).

g2z IR (SHERIFNI) A0 MTX 48 (SHERI) ABLL, EEAEREEES 16 B8RR DLQI (R E B4R RE
?%F‘) ERRRRNE TEalER P, SRR AEIMEAELL, SF-36 2 S REMVE BRI D BUNE AR

=o

—RARURERE RS, A RS PAS| RFEEAS 509% MAISHEHR—E 40 mg ZFHEmE
@;D 40 mg, ISHISZFHENIETEES 12 A 2438 57, 7517 26.4% (92/349) #0 37.8%
(132/349) E’JFAL E5 PASI 75 R FEo

2 study Ill (REACH) 7F 72 (TR A FRE F B EIB e AL TA/ S RS BRm A,
adalimumab BB LRIEINE BIER 2 2 M S5 \IEZ IR 2 adalimumab 80 mg, H#E#G
TER—E40 m adalimumab Sk ZRIE (TEADERI 2 — B RHIE) Z5 16 B. 758 1638,
adalimumab AR A BIF /20 EZEER!] PGA of clear or almost clear BILBIERET FREE S
RREHEE (’ﬁ?:'ﬁ% 30.6% £ 4.3% [P =0.014]),

sEEEER IV 11 217 (BB TEEEEIEPZENMERAT, L& adalimumab HEEREZEE
BB B2 2 B A IS IRAEIE adalimumab 80 mg, EEER—EAT 40 mg (TE4IEAH]
2 ﬂféﬁ%iﬁ) o2 J 26 ﬂ %%%3% F@;ﬂﬁﬂﬁf*ﬁ adallmumab %26 ﬂo}aEﬁﬁ’“J@LXEJE

o AL @?ﬁmf EEITUEL 5%% (DMARD) %ZZ?%%EHEEEE’J Eﬂﬁ\&%ﬁ%ﬁﬁ/uﬁf,

dose) %0 mgor‘ﬁiﬁd\ﬁ"/ i et tmu;uoadmgdose edodi Sy om B (minor malformations), Eﬁ*ﬁmﬁﬁéHﬂ%iﬁﬁ&ﬁiﬁﬂ%%% 5, ﬁﬁ EERRFEIUTEEAREABY SR adalimumab B2 522 HTRER (5 0 IR HH . ’ R\ BB SRz RA BRPREUER V FP3E 52 I8 2 BAHR R BMIBEB F1(E " 1E5R 24388y adalimumab e FHES A C IS LB AT LR RS =% (N/—\PSI)“ a% adalimumab B S R5 HOR B4 BSAS 106 (60% HIRA)
NN ’“El}iﬂ’l‘fn% Mﬁn*ﬁﬁfﬂimkﬁ—@ﬂ&ﬁﬁﬁ&HE@EU o o B8 mg, BRI L AREASH 840 me) B8 808, adalimumab AREHHE S RA S8R V (DEOL3) £ 799 ik 5 MTX A BB T B B it SR A A 40 MTX Adlimumab? [ AGalimumeb/iTX | - 24182 (1 SHtE BRI Bt AP AT 100 BB, 6 RAAISIIRGIRR (ASEIRR I, FRBSA<10% H.>5% (40% IR N) BHERERBA, BB ARNA.
T . —— BRUBHTATEATRY RS SiEAR) BRI RATAR KaET e A REPIEI R4 166. 0 X, 2.4% adalimumab SAEHER AR 2.4% £ O\ (A1 HERS | Oy el » 40 ma B MTX A 64 N=257 N=274 N=268 M03-606) RE& RIS, e T
YA S e B 2 [ el SRR BB R e Ao 18 FE BB adalimumab RIS, RS R AL ARBBARE AT 7752 3x ULN B9, 8 00 i 83 sl B M B 104 . HAB RS A OSGIERER) | OSHEHER) | OSWERER) | 5\ e e 2rmEen— R n@ERrEsr 36 Rams EnEEt B s iR GARL b L U ki i
== A EAROR, 2R R RS L 2 et 18 ads i AN DRSSV R iy = B 7K - , - e N vyliat i ot R el Gl e e = B S BT R IR I R eI OF 36 R P s e RIE I A o e % 6 BREHE | 5 20 BREARE % 5 BRI
L 2 Y ADALLOCE 895%45 & adalimumab & = 2\ fzR = o ggﬁﬁ%g%fﬁﬁAgggﬁz}fé?ﬁjﬁéﬁg%j?DBﬁng@i%?ﬁ?i}ﬁ\iﬁgg’&%’?%;¥él}% E%&%}%@«Z}gﬁéﬂ%%%?azq%%ﬁﬁgﬁHfs@&%%%%ﬁaEsxqw(j i@ﬂ@ﬁﬁfg%ﬁﬁﬁﬁ 55t Sharp 28 5.7(4.2-7.3) 3.0(1.7-4.3) 1.3(0.5-2.1) HER3% (ASQol) ZE@Eﬁﬁﬁagﬁg#%‘%ﬂgﬁﬁg’fﬁﬁmﬁtt’iéxagfa“mUmab75?2’%% S5 R R RyilEa s .
- . . 1B B RARI S adali b 385, adali b ITREESEIERAREE A BAS M T, T BN BT T8 AT, TERES E4, adalimumab, JREEIBEA R, BHBEET 497 R AHERES 1 — SHEAEFRHER, SF—E mg B9 adalimumab ZA%SR T 014 7(1.02. 8041 SF-36 Physical C t Score 7E55 12 YA FAREES A TIRE (IR0 2 6.03, Z2RIEIMET S — — — — —
T2 4 H ADALLOCE FEfS BATEO N R EATR (/0. AR B E TR E A M S B ARHS, F5A S BT BTSRRI B B3] ADALLOCE 2 F B af, T e 3o oA 289 LIRS DR S SR S, A RB R adalimumab 2 BRHET AR 2. R HE (RESE NEERE. - EEaH 37.747) LTLO2Y 080417 B 150000 B A 24 B (Al T dhvs 185 i ZAR SR BER ZUA SWEER ol bR
™ ﬁ/\é E'J&T&%ﬁii’iaﬂ\ﬁéjQﬁ&%}‘ ADALLOCE, _ %ﬁé—ﬁlADALLOCE’IﬁB’]SﬂEH WE&EEE%@E—E,‘JEEH-O S{#azath/oprlne/6—mercaptopur/ne;é‘}? ﬂtﬁ{ﬁ%ﬂ‘;%ﬁ%ﬁﬁg%ﬁiegm_x ACR E’\J&EE@#—#Uﬁﬁﬁ)\iﬁ}ﬁﬂ’f&%ﬁ%ﬁﬁﬁﬁl%ﬁ@ﬁﬁkh%%ﬁ JSN 97%( 2.0 (1.2’2.8) 1.3 (0.5,2.1) 0.5 (071'0) 1%@"&%*&&957%%%%%% (ASQOL) EG%E%EZ?%E%E%%E%I;%EDgaﬂ%ﬂgﬁiﬁogﬁiﬁ%}ﬁ'ﬁé N0 Adalimumab N0 Ad;?mna%nab Ad:l?mTJ%ﬂab
BT S RIERAL EHE A BRIUAE AR FEER IR TG ER (L B I R BUR B 5 BRI S B B A T FEREE T B IR NS ADALLOCE AR B o8, [RBABEREERTE AR A SePE ECAERNER T, B2 adalimumab BXEARIEARLL, BIE R RS R HAERIRY oRA TSR I I A 111 BYEERFEHIEARA RA 558 IV Eﬁﬂ%%xﬂ%a%?%ﬁ“% 24 3, 26 385 \3EE ACR > p<0.001£55 52 38#] 104 38 adalimumab/MTX G HARARENS MTX E81a56 FEREAALE, L adalimumab SAEREATES 12 BAHE EEERMEE (FH3ES 3.15 2/t N=109 N=109 N=80
40 mg H—RE0EST, EERE FRZE47E adalimumab 2 azathioprine/6-mercaptopurine & #ARB AR D HE R, 20 RE B AL RA TSR V o T REAIEIR AR 52 B AERI ACR 50 RIEHIE 7 1o RA 5 > p<O.0IE 52 3 adalimumab/MTX & GHAEHEENSS adalimumab BHE&5 kK p<0.0017 104 BAAZF19208 2 -0.95; P<0.001), EFFIEEE2438 (P14 -3.58 v.s.-1.06) > mNAPSI 75 (%) 29 26.0° 34 46.6° 650
S S LAY, PO A A S Rk S, Adalimomab &4 S5 e B, A I R SR RSB R A B 1 (RS R B R ) RNV 1% 50 DN B AaR s im G E (SUoLRin A, RA SR 1 771 8 adalimumab/MTX & 465 #AE8 adalimumab EBE3A% ot B ot =mNAPSI 75 (% . . . . _
) .. RE14 ADALLOCE FIEAUEYITE [ — A S BRI E & AE R P A B A ey RORCEE RARIAERR adalimumab AR B R A R, R A B L AR E S TR ERE A ERRENIEBHERFAEA 72 52 BR 104 MRS, BEBI (BEBNATZ Sharp DB 05) HFAEA LA Adalimumab S EEIBZ 2 1 RIS RPEBREM AR A (IR EE SIS PGA-F R/ B\ ELK
Solution for In jection HIRE R B, EIRESCERFLE IS, adalimumab &5BRaLth, ASEEL: o adalimumab S2EE 2 BRI 0% BREIEER, AR et fEEH PRI 118 adalimumab RBHIERRIR. BRFRIRFE adalimumab/MTX & A 5BTER] (551 63.8% K 61.2%) B MTX BIESAR (155 (CDAI) >220 B <450) A5 ik, & 5 i SRayalBeig 7 (t, 4 IS 2RI R SN 29 2. 69 8y 613
EIEEE ﬁ?ﬁ{%gg&;{lw‘%ﬁ%ﬁﬁ%Dp%OéE %?é—:ﬁéﬁ?;%#?%ﬂﬁlﬁ Wﬁ?fﬂﬁﬂ,oﬁggjﬁﬁﬁﬁ = LB V R R R R M L B R FE B AN 3_)21.4% K2 33.5%, p<0.001) K adalimumab E8¥&5A7E (935112 50.7%, p<0.002 K44.5%, p<0.001) Z%n;%nosallcylates Elﬁlﬁ;ﬂ]/ﬁ%r:ﬂnﬂm xE*)ﬁj’L‘E"FE'], B 19% IR AFHERS =) —ErpaLt éj;iigéﬁ ST
ADALLOCE Hi5RBRZRRIR IV 2 M52 . OEELURE L RSS2, Peym =TSR AES adali = 5 = e e . . e ] ] ] A i
001785 (oNLCCE ) S R AR e o | T s — Sdsiswens_ T PITTRR R | o gmess s s paspmpnase b, | Smmmsmsocmcnamesssommcgpame | R, | 0| 42 | e | w2 |
i1 ) < g sl =y iy i el N 23 ANZET - Yi=) ! X (ENvagi=| P » =R EEEY T A (=] -1/l /a > . ¢
E]E'_,_ ST s HAEREE R HL 2 AN, AEEEEAR B adalimumab B IS REFETTS 2BERIERIENAS . ShEER B SF It B RIEIA. BRI I E&‘ ll_ﬁl_ IS MR (EIEEE | FFAST-MEIMH . (M. Merkel $HADME (FISAIDHIERIE K=MK Rz ZRBHRERS ACR RFE (RAB L) 81 (modified Total Sharp Score) BE#ER 2 U FI5(E 7512 10.8.9.2 F 3.9, REEETRETHR 160/80 #87E 2 0 38#% adalimumab 160 mg K25 2 &1 80 mg, 80/40 #A7EEE 0:B#E= Total Fingernail NAPSI)
A EEIREREEEM fﬁ/\{@@fﬁ 8 B S 0 5 € L b2 7 A IE TR ST A S MBS A SRR, RB AL TR | | RER 4 — — ST T S5 A0S A RS ELBIS R 31.3%. 23,106, 36.79% adolimumab 0 g 238 2 15 10 mg, 2 4020 44(£3% 0 BHES ooalimumab 40mg % 2 * p<0.001, adalimumab B Z2RIAl
£ adalimumab [REFEEBREE R ERRETERAIPTE 5l E T, 9.4%23 65 prIAE, THIE 2.0% & 7 A — ey - ; & i i i LT T B ST B THAE = 20mg.1E5 4 BIRAER.
AL SBESHETRERNBANEEMIEAR LILABRIEED, EFNRHHERE- Adalimumab FREASFREAE 9506 i AEATHIR B FIRURIRE 60 1873 3B RESRIAVEMEMR RERMRE ‘gmf*i (anaphylexis) HAE__ — i) | Adalimumabe/ | ZRE | Adalimumabe | ZASAL | Adalmumab || e mmms %u%%ﬁ%ﬂﬁ@%ﬁ%@q:,%um@%%ﬁﬁ%(HAQ) BTN SRR B R £ CD 588 1| (M04-691) £, 325 {4 infliximab EAE A MMM \ BB RHHERE 0 ﬁi:ggﬁiég%un’g;lg)ugiaﬁbﬁuﬁg]tﬁé\gfjf I DLl Demarony e Qualty
SAMISUNG R ELHERE S5 R AR SR SRR M R S AR A SR B B S R E A BL R THSRREE EHEHRE (INTRTHE A HH-E & KAERE Guillain-Barré Ml;(() M-gé 110 =113 M%(O M;();? ERNAERE, tE RASER ||| EFBSIEETES 52 BN F B IIEIE. /EATE I Es5 BIEZ adallmumab 160 mg K25 23 80 mg 3056 0B K55 2 B LRI 1255 4 B R ETMaER (REMESTRSA BB RS ER
BIOEPIS revm ~ = — g2k, EEIETFIE . PR RTE X LR B I AR oI O SR R IR . (LIRS syndrome). A i — — — — — adalimumab FTE R /REIRET, (S REF S 6 AR HAQ MBI 2R R PRAESR Ao SO R A e A A i Lt G
AOALLOCER 31 2408 Adaimumab /OAL L OCERIDETLABHETEAs TFRARBEBARA OB IR IR BRI BORERAR, IVADHAE L ACR20 L e e D (S, BRI HEFSEE CD B8R (MO2-404) SRERS, FEUEBHSAER, 7 654 S A Badilimumab i, ST T02 L8 2 B U RORA T B BT R RSO0 I (ChRE T
EERIEREE B AR 2 SIS 0.8 R adalimumab 79 G089 1A R RS p—— pee=a oy | 1% 65.1% 19.1% 46.0% 205% 633% ada“m“mab/MX Dﬁf/ AEEEAR 0.60 (0 6 D N R 0 PRI A, 558 0352 0 mg&%bﬂ?ﬁmm mgo%&, 7‘%4JDFA%§ZBL$§%EJZ§FH* B2 (HS) HIPE M TBATE HS%‘ﬁ%ﬁ;ﬁj e | D, BB B o Hurley Stage Il 5 Il B9 A
EES i s Ypen Bﬂﬁ%@ﬁﬂmﬁﬁgﬂ% : ' ' = x B 23 i 7 & : 4Omg SR 63 TR R
N e AL i e L R  acalimumab A, o T ; 6 | 6% 524% 8.2% 221% 9.5% 39.19% B B SRS, B R (SF 36) G SR ; . e o ' ada imumal STTIARIE 160 me, 8 125 2 B 80 e oA 4 5 118, 5105
BHEE SHISER R RRIES, TEIEE N SR el ~*ﬁ§éﬂ%‘m% b e LER | NA NA NA NA 950¢ 4150 e e e T DI Dol AR BB TNE EASEA (CDRERI) , 0 infliximab B 2% R FER BRI S HARA S h, TRHEREELE 8 12 BRI EEES 8 adalimumab
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PEEEEZBERNEA 3.2 F;NEF Eagﬁu%@\z% H 5\; ?q?%ﬁ%fﬁ Fsééjﬁ_#ﬁufga‘#ﬁ%‘%ﬁﬁiﬁ%ﬁﬁj?%ﬁ%iﬁ%ﬁﬂﬁEJ* . BRAETERE | FEER 55 (CHERRBIEATD) ﬁ‘zﬁlﬁﬁﬁzﬁ,b E%;ﬂﬁ;?%ﬁ&%%%@%ﬁ%q%ﬁﬂgg%g T%%Eégt;ﬁ'lﬁﬁé’ﬁ%ﬁ/\ﬁﬁéﬁﬂﬁm@ Time (Weeks) Time (Weeks) . <%O%éadallmumab BB TR, LU B AR T BB (B R %??Eﬁﬁ‘%@@? gil (% Pf% X,‘%@% rggmab SBETLE 8 BEBIE R ERIIR AT, 1 ﬁﬂ%ﬁfﬁfﬁﬁ m ,J%gﬁ%ﬁ%:ﬁéﬁ—i@gﬁ?%gﬁﬁ%—ﬂ ;_;95@ w;;ngqgﬁﬂaﬁi
SEEEERR A g A& HBY o HBV RS TNF#% b =1 g% BE. B (CIEEHE) EB A (SIERD). 15 adalimumab 2, 4 adalimumab EIEFEER 31 = 96%. RASEERI * &[E 0- T 4111 o) NIR N\ RmIAR o JEl=1ES M IR s ERCRAY T R ERER R DA I PRAEESR (time to
BARHRS R B EERA/SY 6- mercaptopurlne (6-MP) 2% azathioprine (AZA) S{EHABER. EEERUTER HBV 1858 2 RN R 2 R B U BIE . /WA EEHBVIE RS, FE(FLLfEFA 5. 2T - SEMBEL I BT 2 adalimumab A BRI A B ACR 20 [ FEABES H S o m s S A st FR 1Y ® B2E0-76 UC 558 || o BEBs e BINKR 170 treatment of failure) J o TEEIRRIBAIAZ BIER I, AR RMEIFTS R BB RER, S EBRE

SEERA RS £ BE B RS , ADALLOCE BB A S H s S A RAE B R Ao - - SN = = < IHBELLER;0= B, 100= B2 BRFRABARRR M.
il pr LGS ) ot i e mg 8 adalimumab =EERM I, M TIETRERE 15 A S BBSBIE (p<0.001). ILARERE) adalimumab HIELfts DMARDS Sy FRIERRHY @ R AR BIPRIRIEE, 0= B2, 3= B, TRERAST FOSEBIRVAEN: S /ATIA BRI, 7 BEE Rie UC RS | 2 1 BRIIES (R AL (RESRIRRARRRT. .
BB = s O = y JEFEZ (trough concentration) 23894 5 mcg/mL (EHFH methotrexate (MTX))*DSIE) RN BRIE, -8R 57T (. BB (RS A AT O S 8 AEIMBRUIESBRTARERTES, H PR ER AN MEIRESTRABIEN /o 3E X TR EAR m
ﬁﬁﬁﬁé?.:%%ﬂ%ﬁ A BS5E B 7 EE (Intestinal Behcet's Disease) 5 Ao TNF 477, €94 adalimumab , 7E1E Bk Al S BT R S BESH R (demyelinating AAEBRREHE | FEER A EREER mcg/mL (FERMTX), bUE 25 #3578 8] adalimumnab BIERE 5. £ 4 20,40, 80 mg SiE—E . — . fﬁggg?biz oo RS o Bl Hlg—B,25 Adalimumab 40 mg B B1E (AC) MENTRE R R B (VH) 122, LR B E T8 ) (BCVA),
il disease), E14E S B MERBIL. TETHE A (optic neuritis) FI/E;2 = BRIARHS, B1I% GwllamBarre i RRE =1 AVPIRESE (4R MR A BB BLER IR ) SR MEH, 18R B9 E adalimumab BIERIE (trough level) KRR EALLLH] 1ERASIER | 2 IV, 5 adalimumab RIS ALLES SR R0 Of\@'*ﬂﬁxgyu (- 0-287 mg/ . N=246 N=248 UV B8R | SF( T 217 £EBESHEEER (SXOR prednisone 10-60 mg) ARBENEI4EE
1T || 2B ) RE M ST R A ) ; {REEHVES PR/ B AR R B T E BN B RS BN B AR RA R FEE AR, 2 B M ATHIE R 2NN, FEFREEABIE 2 FE LU EERRZC T, W ISR B R R e e = R R, ACR20.50 1 70 &, 7£ RA 5858 | 1, 52 adalimumab J& ﬁJ\ (26.0%) ﬂ]j%ni 595 TERIRUEAZ B EREE 52, ACR RFERTHERFRIZ 13638, S ‘V;_%%H% IR RS 0 ANE EF|) d 50 gZF"EﬂQ@ i
%ﬁ%ﬁkﬁﬁ%ig‘%&ﬂgﬂim TR TR Facne inverse) 254 BTG S R IR Ao A, 1 %5 4 S S RILLE ~ BAATR FEE875 BRRER TR #3555 A LUSIE—B128 40 mg adalimumab BYE—BEYAR, FET B ERERERES 5 AT B (B |V>g\ggog?;ﬁ@‘@gg@%@”o?F%ﬁﬁ%ﬁ}% HERRARRIE Eo2 i e, B e e T pegngone 0me s
5 =3 SERE 1=} R BiEisE A E TR 7arnt s = TBERINRIZ AR il R&1 82 adallimuman o &l SN . = . T, = 5 s ERAE .59 3%* X %, 3 7T °
Lol g;?ﬂf;uﬁ;%ﬁaﬂ;ﬁmfﬁmm%faﬁﬁﬁﬁﬁzFaﬁﬁ*asa'& T BRI R EEA T ) w8 ar i 5 SRS mI0R gﬁg@@ﬁ;{g) ﬁg%ﬁggré\ﬁ(; i, 80 2B B U SR aal i aDSLSE R o ED T3 46 B (AP A S 1% S VSR T T 220 B S A R R S SR O (S XL prednisone 1035 me)
E} RE, S REES N SGED 2 ! X IR 1RIA/ o RS Ik X 3 s | . 2 B[R 185 =R E JHYRE i e A " 70 R Ha B 1 E TR IEME L _ED i SR, B Rl
Eﬁﬁﬁf”ﬁ% BERRETE A TBEEARERZMERANFRRE TR RRANE0E AR, BB ADALLOCE SR BITESEie TS S 575 AR BB B SR B CRAHRIERE | FER SRS ;%in‘%jnﬁq’iﬁsaggé\ S 5%%?%@?2@2‘265 g%fﬂﬁ% n’qﬂch/mL vy Fe o AR adalimumab) M T R Rl BB ol Shap B (modiied Total RREE 1 % i | R RER— BERRITTIRGAT 2R 193
wmn e F I i e LR S i o @ﬂ% i . o HFEE
. ,, itk R Ko, kiE = ° =T mg EMNES A 40 mg R L adal - T e (o5 bl o SRS RATEENS, adalimumab A TUEE N OBTARRIS, TSt BB RO AAL
B ;EDOMféaDse%%&FET1IZF/\OADALL/OCEjﬁﬁﬁﬁ/\ﬁMethotr&;teﬁ/fﬁ%y\jzz‘)_m iﬁﬁgmﬁﬁiﬁmiﬁ'&ﬁﬁﬁﬁ%ﬁ)\,mﬁﬁ%ﬁ’sm&@%‘%ﬁ$$ﬁﬁﬁﬁwﬁé¢ﬁﬁ%’Eoffﬁ% e ) RORFORE O SRR AR, T8 somg aaimumab, RS AR “mmfg/m@ lor\“cg/m“" AR S 7 MDA SRR AR A, b, adalimumab BMTX & 6648 ST SRR AR AT S S — - — FARHSR (R, _ _
BRER A P adalimumates .2 I, Pt EDRAGIR, R RN SR — A2, s il e o et ] YRR R adalimumab B )z;g;g%g%gfgggrgiﬁifﬁi\cgﬁféﬁﬁ"i%%ﬁ%ﬁ B MTxiyézagjaUmumabm@ ERITE 50 BEE BIRREEER ) ACR R, i B RRAERR R i‘;"u“N e e Ada’l_pﬁ - ?Eﬁﬁ%gféaﬁgﬁ%*ﬁiﬁ35%?%%;%@;&%@ R T TR AR UV RrkaER | A0 || A0 A RO R
’ | ELEEIS SEsIE =LG RAREA) 2 B EEIEREY]®A 152 (cross-indicat 10438 GEREHR) TR N= alimumab = 000127 i Vs, ZoRT DHTAE N e EEAES it BIRLS HR 89 pf&®
\E3 SR e v h Kinetics), #| T A SRS R S A TE T LE A S - - <0.00125€ B adalimumab v.s. 2RI LRI L8 DHAE | i |
’ﬁ‘ﬁﬁﬁgﬁﬁg*ﬂﬁ;&%rﬁmu (mmunomodulators) R 26 BSiAR 6 =S DU BRTE, THEHIRER TNF SSARAR 2R A SR HE MBI AT AR, By FERERR | B BOBRE =R giﬂ%&'@%ﬁ%ﬁ%@%%%’%@wﬁ%%ﬁ-é%”é R e o 158 52,8, L adalimumab/MTX AT ACR RIS BEATS S MEMISER : 22438 #2438 #4858 BT B %) [annt Az C195%:
EfEEERA, TR B R S B PR PR AR R EENREEVFEES TNF ERHaREEEZEBRINERE, 9 ABGLEM. Ahi—+ EELEEB’JT#?’*TL S EENE SRR, T BMFATEERT, ¥ a almumﬁ/ AL 0 ER T EAVER HAERER(E 2.1 234 234 155 N\ BE R FELI S A CRTERAES 52 SEBS, 47% BUE A RFE, 29% B A 2B EEBRAER, 41% 1Y UV_if,Eﬁl':P 638 () R A BRR AT
Bz 25 B, 14 Hodgki EE&;FH dgkin ECHEE. EZAIR 2R S BARNEILE P g PN oy s . ey — PRI FE (ACR 70, SE4&/NME LR ) ; 652 MTX B AFRRVRAR 27.2% 5Z5] FZ0e K & FE (p<0.001); TS = " | A EETY
NSRRI e . . i B o R o L IR A B e 30 SR EER I AEEUR B R SR E— SIS fEiD8 1200 ir5 A BIREBLZEYE) 715 (population pharmacokinetic) BRI AASET, (FIMTX 15 adalimumab BB BREIR AR 24.5% EBIFRERFRAE (p<0.001). WETE + BEE 09+31 01+17 02+49 INS T SRH (ITT)
BRPSOE 2 I LEGBIIERERTR R, M BHBORRETE N\ BRA G2 T N e PR = a0 R AR e eeTh HadalimumabBYLUSIRE (apparent clearance, CL/F) (R FRXAEA’) BAERIRE,— *p <0001, adalimumab (55 48 3B) ARES LRI (55 24 3B) 2 R EAKIR(RIEDH) FrBRSERUR UC ABRIBIAEIEER, 75 UC S8R | 7l I| WER DI h BB st LE B 5 fszu 107 | 84(185) 30 - - -
BePRanERER i R A AR A R WJ’ééEiXﬁE?X‘EE’JJzﬁTﬁ%E?E B= L ’ [EE BT %g?jﬁ,ﬁﬁiﬁl) PEZBEBAVIENNANHT adalimumab $R8EY7E7E, adalimumab BV LUERREEF =N 1 adalimumab B B REIATES 48 M EHGISER 2 S5 (n=102) &5, 84% 1F 144385 (o Adalimumab 110 60 (54.5) 56 0.50 |[0.36,0.70 | <0.001
BIEARE Z2 Y | s ~dali S— BT B TR (S AR mEE e A ABE R RS, MAZ R 2 ENRBRIC adalimumab Z21E e - e —_— ” B S RETR R R, e ' - £ UC S8R 1| 01, #075 40% BB AZERBA TNFHSHERIES infliimab AR AR KBS UV SR 11 1, 55 2 38 () SUR AR RRAS BRI FTASBERS
e fg?ﬁggﬁgﬁﬁggﬁiigg‘TQ?CbeDf;F?ﬁAffﬁ’;‘;ﬁ‘Hfgﬁjfj@g@gjﬁgﬂg TR, EOER BN R S S RENESE ATIRERIERT A C RIEES (CRP) Jaliphiiomtiacinsin TNFE I RISERIOREA, adalimumab $55 L3 A SRS B IR, o5 EEE A TNF-FAIAT B (TT)
ARELPREEEATER i patosp ymp JoZAnbI RIS 0z BHRA, BAEERSIRLIERE, BERRN A EEREHRAK ENEEN, akiiieiinisviton o e e - — . B AR BRE AR, R4 3% K adalimumab #8745 10% MR ATES 52 SERSERERRR -
SRR SRR B B BB A fEAinfliximab 54 B4t Fazathioprine 36-mercaptopurine;a a4 B3E By, ADALLOCE LIRIETERA (R RBERELEN) ] . o , e S 18 adalimumab AR ATESS 24 SBERTRIEIALL, L HAQ & SF 36 55, BRI S 86EH) PPOSABIIRAT, 2B R R HEEEA il 11| 61(550) 83 - - -
ﬁkilﬁéﬂﬁlégﬁ\%" B Ei;@\&%g’g i 'Iié;‘i S A ADALLOCE FRESI A S f}Fazathioprine 56-mercaptopurinel, FE/ Vi E BT HIETL RIS AT T-MAH BEm R R TLIERME TR AR AR adalimumab S5E/EEMN R 2 ME R, FEA adalimumab EMHNZ 2 SRR, adalimumab FEAaEI S 2250852 T 249 160 ngZé%bD&’"F/IET TR S S . TE AP R AT RS B AT, B B BT AR A i 2= 136 3, 5 Adalmumab 115 45 (30.0) NEe 057 |039,084 | 0004
Al n, {\ == 2P s i Edadalimumab ESAERAME SRS, MERE—EH. adalimumab 80 mg, 7 1E58 2 AR 4 EER TS adalimumab RIEEENZA 12 meg/mLo - UCERER | Rz Il 9SPSR A —REAUZE AT Aast iR (UC SR 111)o A 30% IR ATERE] 3 & Erye PN PRI =5 ) T () 7 s ez =
ievery otherweek)%‘&i%‘}z HilE 40 mgoM/gthotrexate(MTX) B AEEE. KAGEE. JFEEEE et ) = - R (RS SR FCER AT adalimumab SIR—IB 40 mg 285, 105 24 BRE 56 BREE BEMEHEXIRATLR e . N AL AR, 5 adalimumab 5% 3 24, L partial Mayo score S5, 7/ 5% (301/402) B 51158 658 (8) UEAYAZRRR (VY 55k I) 3028 238 (5) LUBHaRRR (UV ERR 1), 95TAS
SEAs AT | BB EL D DMARDS Z2470] 5 ADALLOCE AR R4 & R i#RH adalimumab ¥ 85 R M ERERF LR ANRAENIES adalimumab jaERE R HE & Z:r) BT I R R ERERA 7 meg/mLe SIE—BiaTHEIE 40 mg B adalimumab BYR 21 REUIER 2 (B 393 ADEBHIEEEIEE1HE N EBEE R At ol — e 1 LAt B EIR A, 1AL B LS HR T adalimurnab B o BB AN EFRLE 3, A P AL AN A5 HE SRS,

ERRRIERE AR, BLRBHHA MTXBYRA, BIBTAERILUEHN ADALLOCE FIHREEER =g
8 40 mg (FEAA).

FEELIE

PR TE P2 FCER AR ADALLOCE EREEIE A RAE 1 X 54 160 m

SERRETOES 2 8), 2 2B 80 me (3 15 X) . B8 28 (
L AT HERTEIE 40 mg.Aminosalicylates, &ZE@EEIE%D/ S R EN R (

%@Eﬁ—%}%ﬂ 4813k

29 X) FtaEmE—
41, 6-mercaptopurine

FERR A\ BIRHE AR 70, FEERSV VO E B FBADALLOCES S B LB Ao
FRERIRA, KRR E Bz R ilbIE B L Hm AL B 50E (PUVA) &
TEERZADALLOCE AR R A R RIERE RS A LR R B RER AR,
EEEMRIEN B MAEHZRFIMIREIE Eitk TNF A AR R ER I R & R BB A
Bl BE AR RIS X BB BB —ARIRES, BIERGER TNF HIGIEIAR, e e AEEm
EEAMFERER (EEmE).

TSRO AHRA

3Em’“’E%’éH§AFA?§ adalimumab JaEM =R 24 &R, MEEA adalimumab BERINZ 2

14z
DERBA (/?F?%ﬂ;% R B )
EERR, HERANT R REEEEARRER FRRABAELL,

SEETERI R E
R RERERMMEREIRER D, ERARRERAR, 12.9% = adalimumab JAEREIEA

TEBMERERB B, adalimumab F2iafI 2455 0 B XS] 160 mg, 25 2 B TS
adalimumab 80 mg, FEFAEHBER| M7 adalimumab Eﬁﬁ&ﬁ‘ft’]?% 12 meg/mlo £ BRI
KIBATERER adalimumab E/8—E 40 mg ZHENEISRER FHRERERETEENS 8

mcg/mLo

EAARRE BFERER AR, adalimumab a2 5 08K TS 160 mg, 21255 238

BiReRE
EECRARA ) FEEMEEEREA
£ 40 m%ﬁ’] adalimumab /3% 236 8.

KINRRNTBABE R IE. AHA 24 B2 &5 2 REHIRR s Se e b, —TBEARIEES (AS

S5 | 5LA8 M03-607) #A 315 D EENMHEBEEEHR ( ERFE N 3EREFRED 2 @B
(1) BathfBIE B HEA FF EENTERL (Bath AS disease activity index, BASDAI) S38(>4 cm. (2) £
Farb &5k (visual analog score, VAS) =40 mm. (3 );;;F531EE;§>1/J\B% ), E%T%W?
1%, B —(ERNE R, A AT%W'BZ—F}XEE%BFH

‘Fi%ﬁ T SRR A R L, L adalimumab SR A0E A B EE AR EREDKE BARET

EHBRERE 40 mg MER,

P38 B Fa FCREER FRA1ER

E—ERIEE. mLREH IR R, 1155 24 B, HiEFRaER GEEEz S R lHR) %
2 B8 B PR ECE A A A REEZ B 4 45.0% (9/20). BEE W ERBIEM AP EBN S B
AR ATREE AR DB/ A E RS 1 (£ composite disease assessment scale 5&), I1E &S

2 LB AV AT AR LR B 0. adalimumab o - ZRIZ HR.
DS PEER RS P E,
<NE = B fist. (8 MIRMIZ A&, TE—4 GBS,
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Study UV 1

TREATMENT
—— HUMIRA
--------- Placebo

TREATMENT FAILUE RATE (%)

0 2 4 6 8 10 12 14 16 18 20

PHOIOT 3567 6335 THA9 8014 &L 838 83T &5 844 840
MO0 1682 4054 4841 435 ST29 600 60T 605 602 600
TIME (MONTHS)

Study UV II

5! RBASERR ZEmERARELERP IS 6 58 (2) AR (UV 5EER 1) 3158 2 58 (2) A (UV &lER 1I)
TR BRI A B RETTHIZEER Kaplan-Meier B

S 100+

TREATMENT

80

60

CEENT ) EEROER, HPRE | X ERE .

CBENE 6 EBEReER, HPEE 1 XEFRENTRE.
ADALLOCE 40 mg/0.8 mL & F517%, U ERRITATIE a5 8aakEE

CEBENG 1EZEREER, HhE 1 ZEREAERT5ER.

CEESRE BEReE S, HPEE 1 F1EEN R T,

CEQRE 6 EERaER, HPEE 1 TARENEI 15k,
WIFFFE A NHIRTH%E L,
FBRERURE : Catalent Belgium SA (Font Saint Landry 10 Bruxelles, 1120, Belgium)
iR BB BB BRAE(1): Farmaceutici Formenti S.p.A. (Via Di Vittorio, 2-21040 Origgio (VA), Italy)
iR EIEEBRR BRAE(2): Enestia Belgium NV. (Klbcknerstraat 1, Hamont-Achel, 3930, Belgium)
g /B = EEREEERAT
otk 110 B THERE R ZEEREE 4 B 560 5% 1312 (1305 %)

40

204

TREATMENT FAILUE RATE (%,

=)

0 2 4 6 8 10 12 14 16 18 2
PHO/11116/89 35/66 46/50 49/41 54/33 58/26 61/21 61/19 61/17 61/0
AHO/1155/105 23/92 32/67 37/58 40/51 44/42 45/37 45/34 45/30 45/0

TIME (MONTHS)

51 PHE=RRIE] (B AZSSBAR); Af=adalimumab (EFAB/SBRAR)

£ UV EER | 1, BESARABOSEEMIE S, # Q#RE2E) adalimumab BEFRZEHEIEIHE

St EREE AR UVEER || b, #AREERE R N EE At LREEEE, BHTHEMERES

5 b4 adalimumab 2 EH.

EESE ) )

UV L8R |\ UV 51 8R |1 35 MBERPRSAERBIR A SR S5, B RATR JIAERAAIIEAE RIS (M NEIVFQ-25

RIS, PI#RERE1F adalimumab FIZR, 40 UV 588 | SRE—AGTR ). RS, Uil DIBMHREREIAE

73, U UV BRIl R —ASIR 1B OIRERRR, B a it LRER N2 B KB E D S8

Z;;jfﬁli? yﬁma b BRIRTREERIERN SR, 20 UV 55 | PRIEER UV EER || PAVEE. 2R
ST o

NRERRERER
WEFER BRI LRIEA _
Adalimumab MNZEMRERMEEMELUEENMESFE BT S EEEABH RN RF
(JIA-LAD 1) #2580
JIA-| G5
Adalimumab FIZ2 4K RIS ZRRENA (JIAVR

A_] R

BN A 14 AR =SEX:
ABHR S0 P S5 T TP (o (L snaiE), A MK MTXARREIE MTX B
BB FTERALEE BRI EE I HE s B R RIR T an5TH] NSAIDs. LEFEH, 52 A R ER
5, DMARDs 9578 1S8R SCE S8 Y 1E DMARDS JAERIR AR A s ER,
SR G S VHERSEY: FIRUEHCIAsTEREA (OL-LI; 168), & SPei=245 58 (DB;328), RIS
HRIE(REASRER (OLE-BSA; B2 136 38), BIUSEREIEAHIS S5 (OLE-FD; 16 3B). L It E{5RAVRT
={EREER, A S IR B KBS REEL MRE adalimumab 24 mg/m2& T8 40 mgo £
OLE-FD F£ER, B85 <30kg WA BIR—ER TRE adalimumab 20 mg, 888 >30kg AT —
JBEZ F45E adalimumab 40 mg. A SHEE TR TR 8 I BRI A ZER] (NSAIDs) /3
prednisone (<0.2 mg/kg/day StE A& 10 mg/day)o

OL-LI BEER=RERZER)/\ 52 ACR 30 RFEZ I NIBE HECE S 5550 M (DB) SIR—B#E=
adalimumab X ZRIA, 15E 32 Bk A B HERIEEE A 1L FR{R A L TER A S EXER T,
Pediatric ACR & DIRAERY/NIBFR 2D =188 30% MU EWZE. BB _(EFREHAE ., R/ IEH
REBE—IE5>300% HIE. 32 BEIAS DB HARFREHE, MAR M AR BTSSR,
AR RS E N E T EI 25 (OLE-FD £).

JIA-| BRI T E

7E 16 8 OL-LI #ARHA, 94% MTX AR AR 74% IE MTX AR ASER )/ \FE ACR 30 RFE,
£ DB Hp, BRRE#RER S B2 RIF AR ES, /DR ER adalimumab B ASRSRTE SRS, NehEE MTX (43% vs.
T1%) K8 MTX (37% vs. 65%). FEEHIGF ZRBEIE A ZABE T, BiZ 1% adalimumab BIEAR
5 48 BIFEZRIR ACR30/50/70 2 F&- TEEBRAZTHIR T adalimumab BIFEA, )\53 ACR [ FER
OLE HHiHEE M4

JIA-2 ElBR

Adalimumab 18— 32 7 (5F#5 2 = 4 3%, 504 % (8) U L BE8E<15 D) WHREEEEES T
FER BT SRIEA JIA) RERBRZFRIRE. 2P OHRTPEEHE. KB DIRA (97%)
SR—AHEZH 5 B—HE adalimumab 24 mg/m? &5 N8B 20 mg Z/AE 24 38, BE
3 120 38, BRI AT DB A S HHER MTX, B8IMER K BAEE R sl IR R A )
(NSAIDs). & BN EE B ZFMEL 24,

TGRSR ECAE

—REH, €558 MAE adalimumab B2 RERARELER (PCD-1 F5R) $1¥4 192 (145 6 E17 5%
FREEE/NT R EER A ()25 FEEE BN HRIR PCDAI) > 30) AERETHNARIBAIL
BT E /A BB EE ok %A EH (f): azathioprine. 6-mercaptopurinesy methotrexate)
R FEA . BB B TNF BRETEI 2B A S TR & TNF FEETEIKR SR FE, St TNF BEETEMT
L ZNENCIRIE TN

FIERAEZKAEE (BBE > 40 k%ﬂk 40 k§) RERIS 2 FIUIREF 0. 85 > 40 kg B 1%
52 160 mg (FRE305E) K 80 mg (455 2 38), BT EE< 40 kg EHEZ 80 mg (A4 038) & 40 mg (i35 2
)0 TEEE 4 BRF, TERMBEREEAE (= 40 kg A< 40 kg)B9fm ABER L 1:1 EbE D o= 55 st ss
B2 (SEIBEERE), SHEEH > 40 kg mAIBERE 40 mg Mf< 40 kg i APREREL 20
Mg 1EHIE 2 H > 40 kg o APRBIRER 20 mg A%< 40 kg 7m AFREREL 10 mg, TR (BT AR
SRR AETRERI 209 B HER (prednisolone ®HS 40 mg 33(F) %R A
(azathioprine. 6-mercaptopurine 3 methotrexate).

L5 1238, JmiEEEn0mA (B E5IUBRY PCDAI 38/0>15 5f PCDAI f8> 30), 50848 RIERIHA
(FEMZAEREDRERIOIES FEE) PCDAI 8 B EAERE > 15) RIFHR SRR (G (L5 1ER
Bz S MBI ER) IR EEIEAHE AR A a A,

TEE#EE, 38% JRAGRERERRERS, 620 IR MR BEHER.44% MASH TNF FRETEIL
ERFE, St TNF BRETEIMT S M = BZ4EERI PCDAI F 202 40,

TEFTE 192 iR A, 188 i5ehk 7 4 BFEHA, 152 i ATEmk 1 26 BRYAE, 124 i ATThk
7 52 BHYAHR.51% (48 / 95) TEIEAER A BIERIR AR SIS, 38% (35/ 93) FESHEFSEI BAERY
ARSI R EEBIUE, 28% (52 / 188) B9 NBERIRIERR (T3 2 PCDAI<10). ERFRARARAR (
%%Eé 1PECDAI <10) MIFERRFE (B4 PCOA fEEZERSREZED 15 73) BILLAIITEES 26 B
52 EFMt.

1155 26 AR 2 52 )8, ER FRARIE AR R R FERR AL A e B SR ERIEES (R21+2)
o EERAMESE 2 2 <40 kg FMASREIZEL 20 mg F¥>40 kg fBAMBEIZEL 40 mg,

R +=: RS Fam PCI-| BRPRELR-PERRIR AR SLER R R FE

SRR — SHRREE
(E=Pm—3¥E 20 3¢ 10 mg) N=95 (Ehm—3E 40 35, 20 mg) N=93

552638

FRRIRAR 28% 39%

BpR I FE S 48% 50%
555258

EEPRIBAR 23% 33%

ERRSIE® 28% 42%

TEHESEI R YT > 40 kg FARRBIREE 20 mg A <40 kg FFAIBEIRLE 10 mg
* EHESEIERY > 40 kg RARREIRE 40 mg A <40 kg SHEASREIREL 20 mg
* ERPRAEARTE 22/ PCDAIS10

S BRIRRFEEZ4 PCOAI {EEEERIEEED 159

# adalimumab HERPRERY/ 52 CD SHERAYIHR A Pl EE 2 SR —IERE I R AT (RS ARG 12

55 adalimumab A1, B 74% (37/50) BIBAMESFERIRIR AR, B 92% (46/50) BIRAMLK

PCDAI $TEHERFRRIR R FE o

INRRERER o

—IEBEE AR, &5 BEIBAERER, 7 adalimumab BIZR2MEAIBERIE, HUkiR 90 A1EH%

FRIE RIS (JIA) BRI R MR EEA, BIEZED 12 J8 methotrexate JAEEH]

TRZ2 Z/VA 18 B FERARAER —BHEZ A adalimumab 20 mg (&<30 2AfT)

3¢ adalimumab 40 mg (&= 30 2f7), & BHfAEZERE=0 methotrexate,

BT BEISIZ A AR REIFTISE R (time to treatment failure) s FIE /A TRA AVIZAE 2

2k IRERI A AR NE . SUEP D B A RHE AL IREROTEHAE . SUEREDHFEHER ML S EAR

ISEF A B SRR, RS A RIS 4 1,

B st E
LRI, adalimumah EEZELE AL RIS TE P<0.0001)

B R AREEE, FAR kMR RIS 24.1 B, 2ATES adalmumab 34
RIS, DR — SIS AR R, BT £ (et E A AT IS e 21, A8
ISSTAIAL scaimuma BEEAL 15% RAREIRIR, TS ISR (R=025(55% C:
0.12, 0.49]) 1840,
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Probability of failing treatment
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Time (weeks)
E6 /N R A SRR R AT TSRS 2 Kaplan-Meier #h#R
Rt

1 adalimumab #188892 A% £ adalimumab EBERMIER B WIEREBRI. 71 adalimumab
gj%ﬁ’ﬂﬁiﬁéﬁiT\E&EEﬁiﬁﬁﬂﬁEﬁ%o

11V 1 B9 AFEE 6 5 12 (B3 000, BERE R Bs RRsins

“adalimu Ir’;aubj}EE/ﬁ 58/ 315.50/)ad limuma b/‘}’ﬁ%‘ﬁfﬁ EP?HjD s Adalimurmab uéﬁi
R/IZTi( O/éﬁ?ﬁ??ﬂ’\]fﬁ)\, BE SR 50.6%, M8 T, RE MTX BHHAENIRA, ESsERA
4700

S REERREN A BB AR, adalimumab FEEE R 38/376 111 (10%) adalimumab JAEAEE A
& Adalimumab B MTX SHEARAVEA, MESEE4ESRA 7% (14/198 (DR A), ABEZ T, A
MTX &HEAEIIRA, ESSEERS 13.5% (24/178 GLHAN)o

EEMEHEXRBEAD, FEEER 17/20411 (8.3%) adalimumab SAEHERE A FRARIR H o AR
adalimumab £ MTX &HEAERIRA, MESHEKS 1/19 (5.3%), RE MTX &HPAEIIREA,
BEESE A 16/185 (8.6%)0

So & EERYE AR, adalimumab B2 E 2 7/269 111 (2.6%) adalimumab FAEAEm A i .
HEREESE T ERIEEBABAR, B adalimumab SBEANEA, AERERZ 5%
SR, IR D ITIRERIE 2[R, 47 adalimumab 182 DA 7EME adalimumab J2/E <2
mcg/ml B Bl RS RIE . 7EFE 7% adalimumab 2 <2 meg/ml B9E AT (KK EFTE#
BRZEAO3 A BI25%), BEESESRZE 20.7%,

EHAREGE B KR A, i1 adalimumab F8EE R 1/20 i1 (5%) adalimumab AEEHE A
f’i%g@%)\tﬁ #1 adalimumab FiBEE R 77/920 1 (8.4%) adalimumab B —Z&4;A5HBm AR
A2 REIABREBEAEN adalimumab EHRE— AR AR A TEER, REELARBESE
adalimumab H71B8H) LE B 2.3%, B2 I AR ELEIMEE (1.9%).

TEfEA adalimumab AT EIEEMCEEME TIRAB AR, § 10.1% (10/99) BB AFERE T
adalimumab AY#1EE,

EIERREEEERABA T, adalimumab AR A A 4.8% (12/249) BB AELER
adalimumab AY#1EE,

INE

TEFHG 4 2 17 e F R B RS RIEABIEAR, 1 16% adalimumab SARARR AR H T
adalimumab 1188, B¥& {5 adalimumab JAERIEA, MBS AEEA 26%; EERZ T,
adalimumab 8 MTX &HAEMRA, T18855 482 6%,

Flp 2 E 4% T4 5% (B) UL BEEE<15 RFHSFE B M S HEANRAT, 157% (1/15)
JEARE T adalimumab #7188, Bitb—#&H#T adalimumab SRR AR ESZ &G
methotrexate SAERATHE Ao

/N FERE FUER AR, 172 3% 352 adalimumab SAER AR 1 adalimumab H18%. SAT,
RO HTRERIEME Z BRI, 371 adalimumab 3188 B E/E adalimumab JE2E <2 meg/ml BFF
ARSI, TEFA 55 adalimumab 2R <2 meg/ml BOEA R (KK SFTE AT ZLEVE AR
32%), FESEEEKZ 10%.
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fHfF
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ADALLOCE RILGE Rl TR 5 25°C o ERH EERFTFE 28 K, BRI ER#F, ADALLOCE &
RERFHFRI28 XK EAEEERSR,
2
ADALLOCE RS9 /R{FERIZUAN T | Pl ATHAZERVERNA T, WIRA MU N BAEE; AR
BT E—ERRP S
ADALLOCE 40 m§/0‘8 mL EEIHR, B ARTRTTE AT YR
- EgRE 1EZREER, BE 1 XESEIUIHS.
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