MEHW: 2007 4202 H 15 H
B H: 2007 £ 11 H 27 H
2007 4F 12 H 26 H
2008 £ 03 H 07 H
2008 £ 10 H 13 H
2009 402 H 13 H
2010 £ 04 H 07 H
20104E 11 A 12 H
2011 £ 10 A 12 H
2011 £ 11 A 30 H
2012403 H 12 H
2012 4£ 08 H 10 H
2013 4£ 01 H 25 H
2013408 H 15 H
2013410 H 17 H
2013410 H 31 H
20154 08 H 31 H
2016 4£ 08 H 09 H
2016 £ 11 H 07 H
2017 £ 01 H 16 H
2017 £ 06 H 16 H
2018 4F 11 H 19 H
2018 4F 12 H 24 H
2019 4£ 05 H 05 H
2020 4F 02 H 18 H
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o REMEERE, 85 HLARKER. KBETER. JUER. HER. FER
A E SRR, ALERERIEERELEERRBEZRI AW, MIEH
KRR, AREFEENMRENEET, BARRERIRMTFENLE
RATGERAMN. FEERAFMAREEFERERRMERRENER, NEE
HITER MR EREATT

o HE. FERHEXMHRESHNRE, SREATEMFIFEE.
SHEMRE LM BRBEGTTH, NEEZEARETHIXKLIRE.
EARmBTHRE AT E, REVIENEE RS HIREMEIRFAE, B1EFE

AT RTB R MR R NG R AR B E .

M B

BREER, I EMFOEEZEHEAVEARERNNMEIRTEEF (INF) HIHEIFLE
T, BREEMEEEMMBNAE, HhELERGH.

AmlEiiE, EEAEREEEZTEREAREARN INF HIFIFaTnEE LI T
8 T-ZEREHEE (HSTOL) f&fl, XR—MER T-HHREE. XERFINRFEZR
Z%, TUSBRLT, EXZRLEERTERITHEEHREETR, BRZHAT
CERFFBM. JLF LA EERENERES TNF N5 IS BE i) RS2 d ik
IR S 6- AR HETT
(25471
PR TS SR P AT
LRSS
JEL 4 FK: Infliximab for Injection
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AR SRR BRIR 25 . X T E EOESIMER KRR R B, A SR
HEERS 5 AT T

o JRERIEIR AR

o R HRNLRE, TP ERE IR
R K 6 2 UL E)LERES BR

ARt A] FH T2 A GUi T T R AN (1) v RN B 1 T B R (R T 6 5 K DA
EmLEEE, BT
TRERRE R FIAAAL

o BIIAERR IR AR

o FERMNBE KRR A

o BEEAEEFE

o AERRN B D B i R B e L R R
BE S BUR

F TR T R, ARG T

o kDG KRR E A B - I TE R R, (R E B D

o JRERAEIRAIAAAE

o BEEAEERE
REMAEEER

XF TGS R B A R B, ARa AT T

o JREFREERAVALE, BRI INVE ShESE

o BEEHEHLEE

o WEHBAVENE
REw

KT H ARG EXAER PRS0 T RS T R AHTT LA
A BN 52 1R 18 1 B FE PR AR AR S 5 P AF J o AR AR T RR A T PR 2 070 M
ATV YT I B A BEAT i HIRE U5 R
FRAB 45 B R

X T HERALGIRTT BORAME . AN 32 BA7 B8 27 4% o i) vh B BEVE S MR VE 25 78 1
R, RMmTHT: BRADRAAE . 7 S IF4ERF IR R MARG I fr e, i B e
Bl LB AT FE B DR
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[34%]
100mg/3Z



[HiERE]

FH: Bk .

fik=¢
RRIBFRTT R

IR T A 3mg/kg, SRIGTEEIRG LG INE 2 ARIEE 6 i K UG RIS 8 A %45 T
— YR A RS RS A o 6 TITRONMER R, A R R R
10mg/kg, FH/ECREFH 24 [R] R 5y 4
R EEES S BR . EE S R

B IR A Smg/kg, SRGTEE IRGZIEIIEE 2 JAREE 6 A R ULERER 8 &4 T
—UAHFERIE . TR SR, A E TR T 2 10mg/kg.
JLEFEEESMRS BRH (6 £ 17 %)

B IR ARG Smg/kg, SRGTEE IRG LIRS 2 JAREE 6 JA R VLSRRG 8 i &4 T
— VM A7 . DA S AN SRR 16T 5] 10 B A A 72 A 28 1) L8 ATl /D4 vh 4k 84
TAREIRIT o

LUl R T e T AN SR 45 24 (I BR AR R SL IR PR SR 2, T T o — e R H I &
TEKL5 21 B T LU= A R B8 H I R IR B o SNSRI AT Sme/ke, B 8 AL T—IRI
JUHE 5 2 R (R AE AN BSOS R KUK T B T o 0 TR R B R A SRS 2R T IR
TR, NAFYHE RS TSR TR B S (A AR 2R T

AR IR 22 AT RGN ARAE 6 & LU N 3 B B UL BT T . HETBLAA 12530
TIFEARE LB ) FRHE P AT T, BTRVEX 6 5 LUN ) LES HAEHAEEI
HE AR

HIRG TA G Smg/kg, SRGTEEIRG LG5 2 ARG 6 JA VLSRRG 6 Ji %45 T
— UAH [
BELR AR G

B IRG T AL Smg/kg, SRIGTEE IRG 2G5 2 ARG 6 J KX LA JSBEKR 8 Ji %45
— KA AR 25 BEHAEEE 14 FJS (B) 4 R0 IR N, ARk S4h T AR IRTT o
BB B IR 2

M R AR 20 S PRI A A ME AR, 5BVITE SIRITARLL, $RA
A SRR AR, ELAR 30 b BRI S

PR KRG, ARMKREFEFRITEREY, 5 8 AAERHAITHLL, HrilU s n
CRLFE 8RB o




WAERERYT TN, AHERR IR BN SIRYT, BARIRAERHAYT IR 2.
BRI 1 45 1 ¢

IR T A Smg/kg, SRIGTEHIRG LG INE 2 ARIEE 6 A K UG RIS 8 A %45 T
— AR IR
VB S 25 B

A i ER K G I TR AT 2 /NI o B A SR 2 IR P A R LR A S D AR
1~2 /NI, DORSE G ERBAR G S L. BRBE TR L& B IR a . UGS . W R PR
N TAGESE SR -

A B A 00T, R AT RS2 W 2 R 2 A R HORA FHT BN £ RS B TUAL 2, [+
I B AR TR, DLUR M BUAE G S RE IR RS, R a3 DA B A S A 0% e L
[y S B R T

S R) AT DAEE S ek 1 i R T PR A R e e B R, — B
TRV G, AT UL IR B IR i VB0 B F B TP A4, FI/BRs T e 2 . X I L
RSO B2 RS IR T Y25 . W T4l RS 5 oA iR 52 25 Wne (0 o, ST
Bnfs2y.

SR ) R 5 0T L R DG M R U R I SR, AT IR AR IRT
RS BT TP S L PR R AT AAUE Xof 2 P8 AR e L AT AL T o SN %365 224 R N A N 2
Yy, DAE R AR U RN 45 5 B RIR T
fERE T

JSEIEAT TG T A
L vHEAE, S AR RS AR SRS SRR P AT 100mg,  TF LT AR A

RIS it R
2. fHHECA 21 5 (0.8mm) HUEE/NEFSKITES A, KRR ZG S 10ml T8 B VRS K

ViR BREZMMEI S, B RS MR A e 2 TV, W S AR St AN 2R

o, KBRS KIS 20 B BRI N . W2 N (0 B 2OR A SR, )i

RSN o BRI NERE 20, (LR R o B I RN B TR 5%, AR -
A REP T RE AR, TRE S NS, WIS R EBRE G, ZA AR,

H TR PG BB — R B, R TP T RE A — e i ORI An SRR

PIAE R, SO EYR, WAREGESE R .

3. JH 0.9% 5 BATESHBURE A i R G BRE S FH /K S O RR 22 250ml: - A 250ml 0.9% 584K

B SRR B el S T R PR A AT AR R R R, 2, K B AT AR

-~z



AT B A N A ROM B AE h, RRIR . IR R U ROUAR P Y B
EQM@@&Mm@MZEO%%ﬁ%ﬂ@%ﬂﬁﬁ&%%ﬁﬁﬁﬁo

4. AKEEENAERIEIREER 3 AN NIET . BRI R AT 2 N B E
A —PWEN. LW EAJR . REALS SRR (FLE<1.2u0m). AdhAE
ORI, AR 58 RSB I A7

5. REHTAMSHEHYE M MEAAHEVER I, A dh AR e 25 R 24T
i@
28 B W TE A 25107 Wb AR 25 245 BT L F SR TR A7 AE OB W) o B8 B R« SR BILAT

FEABYIRRL, OB TR, WiZ2y AT EH] .

[(FARRM]

I AR I 75 1 B DL 250N ROS. (ADR) & FIRIRGE R Yy, SR 16 Bt
21 5550 RRLL I R 2 2R 53 A 25.3% A1 16.5%. 545 AR S 7E A TN #0560 7504 FH A 2 )
™ E 2R KR S ALEE Z T K% 5 (HBV) FHBE . 7e it /158358 (CHF). ™
HRGe CEFERREAE . ML MR MiEH GRRMBHBURRD . MRARGKR
Bi. RGMELATRIEARIERELEEAE . BB TR . FFARZEAR . RESRT . FFIR T 40 itk
B9 (HSTCL). HEIff. Merkel 40ff . SRR LB 45190/ PR R
JSE P TE LR e CFE 5 25 B v ) 0 7 B RS

T 1B TR TIERE T & BT RSS2 R RS b — S SE D .
TEGE RGP RN, RIS AEINFARA RN 730N « 70 W (>1/10); % W (=1/100,
<1/100; iR, (=1/1000, <1/100); ZFNW, (=1/10000, <1/1000); +73ZFN, (<1/10000);
REN CRVENIAE BARAGHD. TERAMIERA S, AR RNE™ EFRRE DR P .
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+ 0 W JEERIEYE (IR, TR TR
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18 L : i, FRE G (WS ERE)
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e LR FEOE

KA P RBERG (T8 NEBREICRFIERPUE) *.

R e S BN B CRLRFRIRAE AR

e WO . FESFSMEE. BTSN, AIn. BORE. T8

KA FFRE T A0k (2R AR T AR A I AR 50 B U BB 3 Atz i
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A s

Kz s Reflgis s, RORFLRIRE . Mt . S AR
R ERIE

F I HERIER BN SEARMRAE . SL SCHT-ZI b aR 5. ZIRPELLIE . T
2R TgA RIaPEBR . S E 2 S R YERRIEN . & BERE RN
ARF: PR REIR )L

B APILA B B L 45 2 L

s | i, WUR. &
B U e LB 2 B

L JR B e

18 0: B

PR B 2 58 B LRI

18 0: | Bt %

A OV S 20 245 A T

L N BN LS ]

L M 55 RS ERTERA SOV FER K
18 L » EREA

F I WA ZF i A2

R A

18 L » B ERLYE]ES

F I AMAR TR

OFG LR CRRUME BCG B, WL [EE ]

e — T [ I PRI, AR AR IR T I MR A R 0 Th s T 1 I ep R AR
MZAL, MERFFEERGEM, S5A M AR SR A B .

LR L

BEVBURH 9% S LA I R R 6 A 58 O AR vh BRATRUS 1 /N AR AR AT AN R
FFo 7E TR RIS, S AURES SRS ) L /NI P, S AR 7 B 2E R 22 R )
2H R TR G RS R AR AT A 18% 5 5%, 151753 R AR S s IO 1) D 5 7 o
PUHRRE A 27%H B FEYERF IR A T BRI 7E5 -5 JI R R A v s S ) £
Frh 9% BEAELERF IR AL T MU N

TEFTA AR S, 3% E 3 2 F1 B H IR A R A R S MR, 1% &
LR IO R, CEEERIUNMR . ARILE . iR SR A, T 1%
FEBE H IURRE . TR, BRI B/ RS AR Aol S L o AIRT 1% £ 3 HH
TCERURN, A RO R BRI . £ 3% 3 R S5 <
LT WHETT « BT RAE B B[ o & i iy AV alds Ik e R . Mk 2
RGPV F A EIR TR ARG I, EAE AT 1 (EXPRESS) W, iR
R AR ARAEAR e S — IR T TR IR R RS E . FEARJEW AT 1T (EXPRESSID 1, &
A BRI AT PR, B AmiUR B A R S T RS - 7R 3 TR BRI A,
SRS B o5 R U E A b CRI TN R AR AN LR 7 3mg/kg 4
& 7%, Smg/kg A2 4%, 2T 1%.

A EFALL, JERFIVE TP R IR R E TR (KL 2~3 fi5) H IR
S0 A5 FH Ao PR ) S s 2 AR S SRR PG BB £ 1 0 DA B S R A 26
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FE—TRIR T RGN (ASPIRE) 1, ] 3 Ut g 2 /N, Rk
Az 7 RS I 1) SR R SR U (R T A L, (HANKE T 40 23 iR 66% (1040 44
A 686 %) MR Z/DEAZIE— IR 90 /-8 RLE A%, 44% (1040 ZHH
454 ) M EFH B DR — AN 60 2 RIARTIN [ E . 2> e i — RN (A 4
TERSERATGERHAA 15% (74/494) HIEF KA THBIREL, 0.4% (2/494) HE#E K
AT R RN . AT R OR T 6mg/kg 1AL IVERE 7T

5o BB IR FE (SONIC) 1, JEIRH| PG BhT B2 VR 7 58 3 IR O S
RAZN 16.6% (27/163), FeRAPHHHTEHRMEIEIS (AZA) GHEE S AZA B EH
AR DR R BLR A2 2653 TN 5% (9/179) FH 5.6% (9/161). KA 74 HLbt B ] 3
KA B BRI, (<1% ).

bR I, A A R AR S G A A R U LR, BRI K L W
KM ERE SR R AR R R ORAE o« FERRE DA P T AR B 2 AN, AR
I PEA B HOARIE . B TFIAAR A G 24 /B PO IS =40 OB IILAESE
SR B O RATERAEMHRIE.
B IR 4 245 (PSS

TERRIRINT % oD BB AR B IR G b, 15 24— B 18] J5 PR T AR i
YRS 4 5 A 2 e T R 4RI T

— TOFE b E R o SR AT I IR RIS A T AR KGR R TT 5 IRIT S
R ARSI T 82 Aste (R 5 4 I A BITESS 04 24 6 F1 14 JBD. X%
H, TRIREE L 4% (8/219) RS K A ™ BEARIUR L, T AERFIR T R A <1%(1/222)
i SR R A T B S e N ARG )R8 AN AT A G B R0 1 & R YT . TAJER
BUHESCNFERIRIT (WETES 0. 2. 6 Al 14 A 4 i) &, & —BrExE
J7, RIEZIR I E R IRG T AN ARG, 2007 EARR S S R A TR 2 J8 (M5
2 YKERTE o SR AFEAE AN BT PR PR A« SRRIS L THI VR ARG I o 7E I o] o,
15 1A TR YT AN B L ey SR A FIRE IR 52 42T IR
IR R SR M

I PRAR I AR R MR U RN L, HURATEA E iR e — R R b 4R
JERRE T, K2 1% SR 4L B T IR R VE USRS, %R MR AT RIT R
HH RE PR AAE A, FE WL AR R/ RS F9G « HH B AR/ R 5 5 35 40 B H IO SR 3
AN FEUSAKI . R SHRE. R

7 ity 245 (B I — AR AR R MR U R R AR BB A 7 2, (EA BRI PR 7T 2
N, B AT ARRER , 35 R P R RS 3 5




AR RR Fe b, 50 2 U 3 R (ACCENT D R HLIE o B S 8 R A=
N 2.4%.
SR

A5 FH S it VT IR AT e ISR A P BT i . U B A A rh SRR D B A
Fit (RSN 75725 ] i 52 B LI vh SRR PE BB T4, AR SR iR A %

TERESZ 3 G T 07 SRIAYT IR AT HERE R 24 1~2 SRR R, 9 A TG SR iA i &
ERRLE 10%. TELS>16 JARITC G2 AR IRYT w2 B b, W358
FFVG BFTHUAR R AR B e FE— TR ST R R, A 191 2 BE7EME A BOR
i FH RS (MTX) H5 0L T 452 7 Sme/kg FIR 2. S50 E7R, 15%MEE I T
PERFITG PP, KEHPUE RN S LSRR, ShuRArEEFHLL, ik
BHPE R S R R A B RS BRI AT RE AT 8, RO R . TE#EZ 6-Fii
MRS /BR L NS (6-MP/AZA) B MTX S5 B #7116 7 A28 KGR 5G1T 98 5 2 U ]
BRI R D

HEROTFT I AHE T Sme/kg M1 3mg/kg 7B, 7EHIE Sme/kg FIE . & 8 FHZ
—UHHAT T —ERIT I B T, SRR 36% 10 B P AU RIS 3me/ke IR & 8
FEFHZG—UGHAT T 4RI T RS, X LR 51%. Y8R T (SPIRIT) th{g
57 Smg/kg 1 3mg/kg FIEAH, %R Smgkeg FIEIFEFHE (0. 2 M6 &) HATIHIT
(R, BRI 20%01) B P AU TEIEIR 3mg/kg FIEBHTHE SIRT RS T, X
— L2 27%. BAAURTE RIS L, ([BARJBHIFFL T ABEF 10t (G Smg/kg 7 &3t
T SIRTT Z 5 8 A — UGHAT NI — 4 M 4ERRIRYT D DUSR B 7T T (R
Smg/kg FIEBATH IR HIEED PEF MR NA R ER (14.1%~23.0%) H1™H i
WBRBLIR AR (<1%) SEHEH AW LB El. #EHEE 5k
WiRF AL, ERIIEESZAMIAIT G, AN AN Gy 5 (38 w2 AR R A S
RAEHAT I o
B

TERSZ A SIRYT B TP SR B 450%  CRE IR R AN T 28 1) 40 B8 Ik e . 12280
FLIEGL TR A e RS, H i RS B . SRR 5% iR
A A2 PE B0 BIR A CFE I O . BREE . AR ITRE B R B

FEIG PR FE T, ST PG BT 2H 2 R 36%, 22 TR I ZH S R e 2 25%

FESR RIS S PRARES o, SR G Bt b5 R Znd & I ZH A e SR e R AR
CRIEAR) T R e s, FIELE 6mg/kg SLLL BB N5

B BRI T, e L AN R E RS, A NSRRI, 1T 50%0)

H+



FETHRE SR GG AR A A% w9 CL I SR ME S5 R A A 45 4%
JHIEZR S

RAEA M LT ERL, CAREMARER R Oih— 2 B 5 5 G I R 1)
RHE) 9 (R4

TEMGAIRIG H, LR T A FH AR 5t 1 f 3 R IR B sl R I (ALT) RIS
L (AST) T, (ERSEEL . ALT JHE 2 IEHJEE R (ULND 15 £%
sbL b (R 2). SERAVE T4l (R ES e e mmlnla HD BEH AR (ALT
o AST S5 W) T Eefil s Tt B (W3R 2). K HE i 7w 2 — il e, H04%
BF R BT E R K. — LR, ALT I AST T (0 3 2R HBURE IR, 7E4k
ST AN AFHAGE G IFHZAE, 2535 IR PR S0 R .

#2: IERRB ALT iEHEFH 8 i Ee sl

BEAE (SRR ¢ ALT 35T 8 1 LAl
(J#) 2 >1 Z<3xULN >3>ULN >55xULN

A A A A Sy ZN A AR A AR
KPR RTTR S [375 1087 58.1  [58.3 24.0% [34.4% [3.2% [39%  0.8%  |0.9%
o B 4 324 1034 53.7  [54.0 24.1% [34.9% [2.2% W49%  0.0% [1.5%
JLE D RIS nla 139 n/a 53.0 n/a 18.2% |n/a 4.4%  n/a 1.5%
S g% 6 242 482 30.1 [30.8 12.4% [17.4% [1.2% P5% [04%  [0.6%
Iz e = +
%%{ﬂ%rﬁu% n/a 60 n/a 49.4 n/a 16.7% |n/a 6.7% |n/a 1.7%
SEEPERAER (76 275 241 1019 |145% pB11% [0.0% 9.5% [0.0%  [3.6%
BB ST R (98 191 18.1  [39.1 16.3% 149.5% [0.0% 6.8%  [0.0% [2.1%
BEHRIER S ° 281 1175  [16.1  [50.1 23.8% [49.4% 0.4% [7.7%  0.0%  [3.4%
LALT PEAR I =35 2

2 [t U7 S BUR AR RS A SR T B B

S A R a7 NS, R 7 B A A AR s

4 7E 2 TAYT 50 B BUR Y 3 W56 C0168T21. C0168T26 1, 2z /)4 S AE RIS T IR 52 T A5k 5mg/kg )&
EAERF I — B2 B 34T ALT 0WTh,  BENL O N 22 BT 4R 4 5 S8 XU A (1) 223 BE i g 1
FKRIPUREGLAE . £E 1 AT 7o BUF 1) 3b R 5 C0168T67, 22 FZH B3 [ 1 VA5 22 R 7R AP A 42 52 T Mo i iy
2.5mg/kg/ K

5 BB SRR TR YT )L v B B ) T23. T55 F1 TA7 Wk%6. Bl A %A 53 J .

6 B SRR T VAT Bz I 45 % 4% 1F) CO168T37 1 C0168T46 e . [y fir Bure 224y 30 J&, & A MG
ST N 31 .

" H ok H C0168T72 ik .

B H ok B C0168T51 ik .

CALT fH H 2 Tiya 7 85 3 1) 3 k36 C0168T38 il C0168T44 Hi3kfd .

8 bR IR 2 1 A AR5

FERFN TG RPUIGAIAIT Y, 5780 BB E (5494 BFH-4E) RIS FIAk IR FI 26 1
AR R bR, T2 ERIZEL Y 1600 911 238 (941 B3 -4F) I 1 ARk Lo JRg B i
B, O

TERIE 5 ERIHER PTG R G e A R VTS, 3210 Bl S (6234 -4



W T 5 1K ELIREA 38 151 ARk EL IR g

LT E AR TR TR IR IR R R 451

FE— T rp # AR B FE PR (COPD) 4R R LI AR T Hh (IR I3 B R A o0
), AGHEA AR ST IR R AN 5w B RN B IR IT R, 9 R AR
Ms CELEE 1 BIMERD, BEVIIRALE 0.8 HFKAER 5.7% (95%E (5 X [h]
2.65%~10.6%) 1. WL 77 B EF A 1 GEEVEMRE iR, BV AE A 0.8 KA
# 1.3% (95%EF X1 0.03%~7.0%) 1o KZHCENEME it Sk Sl . —WiZE T
TR [ P BB 5 KB, 5 A3 523 A i R A Bl A CRLES 60 %7 BAEDAHEL,
A5 FH R R G ERT PR 28 KGR G R L J 5 v B B 1) R AR T

WA, T S A S TR R T bR BB 151 446 K 2 R A TE v B TR
Rt BE T, BRZHONE DFERFERML.
PiPUE (ANA) /BN ERRIZER (dsDNA) Hifk

e RS, BEERI FUAZ BT CANA) BRI S8 KA 78 B hidh 8 20 — BAEIR T
O ANA 2FATE, SIRIE 2R EF TR AR LN 20%. TEGEIH P hid B
H1T dsDNA HUAR I BHER LN 17%, e ZEFIHEE TR 0%. D WIRIE FARIEREL5
EAERRS .
Fe MO ST

TE O [ 2 02 2O DhRE 7 2t (NYHALIVIV) 2%, H A2 Oy Z 53 534
<B5%]EBHESMPIIGRAIEF, F 150 &L FEYL NPT 10mg/kg. Smg/kg
BRI, AR5 04 2 Fl 6 A = IRZWHE . 45 RN, FEHZ 10mg/kg 77 & A i
TR R TR B T B IAE T 5, HIR O ) 28 S8R B R A 3 o 31— 4R,
8 % 10mg/kg A B FHIET, Smgkg AMAMZEANHASH 4 LEEHT . SLEFA
LHAHEL, 7€ 10mg/kg 1 Smg/kg AfhifyT A, AR A ME, R OZm Ak 21
JURA RS . MARERE O/ (NYHA 203 VID BEh 3T AR5 .

EWRARER, FHAARMEE (CRELEHEERKR R 030 I E
o

O VIR MO J15E s CEIARG TG O 0 BE A O IS 1 ) Z 3t B A0 0 30D sy
Horp— e SR AR TE 50 D LT
JLERT B BE A R R

A b, B AR EIRYT I LR v B R R AR AN R A 5 N e
R I DU BIE IR T 5 N Z AN 22 57 I FL AR R B e

75 103 FIBEHLEE A N Smg/kg (BLZE 54 FD J6IT ) LE w2 BB B+, DURA



RS RS S i T 385 B2 MNAYT T R B B A . 2L (10.7%)+
fFIf (9.7%)« FAIIIDIE (8.7%) WHLL (8.7%) FEHEYL (7.8%)+ HPEki i Ak
DIE (6.8%) HHT (6.8%) AMEIERG: (5.8%) FIFRFHRGEHUS R (5.8%).

REACH 7t 56.3%MBEHLr 252 & s 1 &Gy, ACCENTI#FEH A 50.3%
A Smg/kg ISR ER S T I& Y. £ REACH W7, 43 8 FMIRII 2R & ik ik
QerF T8 12 AR #1508 73.6%M1 38.0%), #F 8 JHAERRIGTT 4 A4
12 JAAERRHAIT 4530048 3 IR0 4 BSR4l it 7 P2 B R o J A IR Gy Bl T
SRR 5%, 5 HR5 ™ B NIk . A 3 BB RS TR, Horhf 8 FA4ERRA
SYAA 2 B, 15 12 AgERRRITAR 1 Bl &8 AERHAITAA 2 FIEEIRSG TR

SRS, 7E REACH #FFEH, 17.5%MIBENL 8 KAE T 1 IREE IR IR
R, fERE 8 A AIEE 12 I 4ERG T o8 17.0%40 18.0%. REACH W7t /™ &
BB, A 2 1SR KA T R R I R

B30 (2.9%) JLEEF AT ARG,

BERE (2655)

IR RIIEIRI T, 65 % M UL A A a7 LE 65 % LA
TR B R, R 11.3%F0 4.6%. 65 % UL I B B FR ORISR T
EL 65 % LAN B I RPN, 2098 5.2% 2.7%.

EWEHAZR

A bR, ERAFLEEFRREE AR RN, BT Xy 3R ER
HEEAEAE, B, RAEfE L RER, WAREIMFSERARMRRELR.

FEAG B SR AR, el TN AR, SR, B A
ML e /D (RO R AR EAE 7 B R R T AR I (R VR (B Ih AT
2 AR /18] 5 PR 8 AN PRI R VR )« R R M /IR P B T A /N D
PR OB, SR RN R ZIEMEAPE, L SO sr S, Pk
FIRTCHAR . SMEBBERR (1. A% -0 IREEATE . 1BV MR BERVE 2 R a2
2L MEIE A PR A FFAAA RIS KL 24 /NI R AE R L b BRI
AINE AR S 08 CELFE R AL F BT LAY, LT 3 80D B BU M R A 205 48 (8
WEEE) T HEMARTE RN SV ThRe e BE . FFAORE AR R, R
QUG (FEF BB TARME) iSRRG CRFRTREUE R A &G 24
i1 FUGIEMR (OFEREARM. SHOUEM Merkel 4.

JLEE 2510 11 f5 406 Hh i 4 1M AN R SR CHEEE0, aENLa b



SEGEMEENZ . TR NAGEREUR M. A ST LE M B Rakd, BAREEAR
FAPD B MR . SEFEER LA E B PUARHE

FEAEA ftiiR T I B T AR S TR T 4k ELR A BT R, 48 k2 Bk
TR BIRA IS I R, A KR D B R A . BRI T I
B A G LA AR A 2 S AR AR E
BB AN S «

fE BT R A, I RO SO, AL A K B SR AR AL

FEASIRIT R, SRR B S 2 /NS P R RS A B PR R S it L K T 4
BV e 24 /NS R AR T O ULBR LA SEAT Lo 3 AN 1 o

(€359
o WHERAPEERGL. T R B AR R AR i B B
o BASHRBELEInE MR (WRREHE. M. PTG fEd.
o BATEELIIEE (AL DIRED K NNV 0D KB

(EEFEH]
FEE R

FERS AR ST, RAM R R &, Hh kT ARSE RS
FIERAL, FIRE T EAEBEESET

ORI TNF MGG, 858 < MBNHR . SRdw . REERR. W
FHA A RSBSOS SRR SERER. R TER. HH
WK FEFE U IRER . W R Aai . B 2 RIUOIraktE, Mk
SRR RIRAL o

ARG B AN A fhif T, SRR LB R TR T
65 % AL FFIIF AN B[ I Al FE W B 5 R B R Ve 25 S B Il 0 1 JE o, R
BRI NS G . ELUTBE T, BAEAR SR T TR AT 5 BRI 1 XS A 2 -

o HRMEEE ARG

o FRARREEE RN R

o AFENLE VRO L

o (RSP EE R AT DR BORAT I Y, NG IR B  BRIAE T

R A B
o RS TRIARAE .



TERZARMIRIT B, SR AT HZ I R BUR S 4 w17 I s
O BNESNEL ], ARG R R ECE HR 4% gy . R Rk & s
GRRRKZ RAAESE, AR RBOES . B2 AR MIIT R EE T, GERIT
TR AR S5 A% 093 A ) R A T Bl G A% (R o

JSLAETFARAR it VBT BT LA IR YT SI10) 58 P A 8 A7 AR S5 %0 XUS: PR 3 R A 2
BAFETEZN BB R PG RELE B VA S, EFRah i st B 5451 8
BV fu 5 DA AR R 2 B4 52 G YR T IR L . REKE T A AT IR A, A
i EREAAR 2 (HEFERHE CT) MSE M RS, A & FE U T 8 H A P s s 5 1k
T ZHAREGIEE 3 AR5 (T cell enzyme-linked immune-spot assay, T-SPOT. TB). Wi
CHENIES A, A ERASIRTT .

SRR TR S50, SR S5 RomiayT T AR A . s A R
SERIN, BT AR SR TR 2 SCR RS T IR IR T I IRV S o . O BORTE
Fe5z TNF S0HIFNG T R RNE 252 G EAT I 9T 7T AR IR T7 3R] 25 i B2 K I X
Bro FEVEAN R 15 75 BT AR iR TT TR B AR 25 B0 1) B B AT RTINS, B R 2 i
R (BCG) M, HEILRR KR I R RAAE 5 mm B8 KRORESE, N5
JEARTINGSE F 8 T RA k. IR TR, 4508 3 s R B A, JC R R
o3 BB S D AR T 10 8 5E 545 R R R

ST BEAE A P R B TG B M AL S ETCRE SR AT T R T IR YT 1
o AR R EG AR 5 RN  (AAFTE SR ISR R R 3, NAETF AR A
AT B IR IEZ A IRTT . TEREPAELIRTT R EM TR —MAEER, @il
WTESS IR YT 7 TR A B LA BRI .

XA IR YT 1A BT R Gy, IR AR AT s 8 B S A% e R E SR
AT B G ) A VE SR A R B R, AU BN . N A
BT B3, TEAR AT I R IR YT B R AE SRR R AE AR CEIRRSERZI . I8/
TRE RO, WREFREETTRUA -

i)

TESRSZ A SR YT A BT IG , RO D) AR 4 M B (R FAAAIE, 4
SRR IT AT AR PSS R AR 45 RN MR 83 o FEAR IR IR, TR RS sk
Gkt I 45 S b T] i AR A

FERRZ AR SRS, R VP S5 A, BRI AN R AR 254 . TRYT
[ — BSWriEsh 4%, RSZEME ARG, &S M a=&iadT .



USRI IR BUIREAE, A AN o R AR TR T A B A 1
B, BERA—EE M T  RE ok B IOREE . SE RIS TRrss TR U1, R
THGE S PURTATT -

(R AR FR IR G

X FAEAAE T P B R Rt DX AR SR AT I (R B, i RRAE T ™ BN R SR
T, BIVREEIR RNk U G o N2 RELE 12 W Ao 8 BEAT 38 A 2 B P BL IR T
FEEAFAEI B PRI B b, LGN B DU R A e 45 SR nT R NI . sk
FIAT, AR RV A W AR YT 7 L BAT L2 S0 R BRITOR tR 2 A& AT 12K
BAEATIURRIRTT, JF5 R EE RS PO RATT A .

Btk R

FESRSE BB A A LE I TNF $06157VR )T 1)L . S MER R T GRITITia
FIFRe<18 %) Ot ORI RIR G, 800, HA KA —FRR e vk 2
T, OETEMARE TS ER . FRIRGI TRV e, OfEEE 5%
PEAMEA IS 5 IR R R L SN HAE L EE AT D SR LR B B E bR o e
Je B AR LA 2B I TR 7R TNF SGRGa 7R B 30 M (Gl 1-84 NHD. ZHUEE
IEAEBR SRR R BEANHIRNGTT . XERBI L0 L Ehe, REZAEK, 0
LKA E AR TR

FEFTAT TNF 75 R 6 (ot BT 7, SR IRALARLE, fE852 TNF 015G
I7 ) B TR TR R IR o AR AR i i R X 6 R R T FE AR EE 7 o
5707 AEARA GBI B L, A 5 2B ML TR R R LR U5 RFEEI TR 22 1.0 £,
MAE 1600 X AR F T, TTEHEHIUKER (P AEEVHFZER A 0.4 ). 1EEX
MRTREE T, ER 100 B -FRIFEVI AP 17 2 BIMkESRmG], SomEN
0.08, 5@ N U OB AR L K20 iR 3 4o AEVC A BOSRIMIB IR % L 702 U
R RTT A  SREMEEHE R B L i KBS ARG s AR I N, 7E4F 100
BB BE VI (8] FP SR T 5 IR B, ARHR N 0.10, 58 AU
AR 4 . S UM SRR R BRI RS 85, JUH A e
TSI AN/ BAR YIS B FRG T (0, RIMESRAETE TNF $0f5ra T, 3
AR N RS T e B T A (R LG ). E TNF S5 L e N 28K
MR RN EENAERS, R S EAEE 3 o6l . BIAERAETT TNF 56
SYRREOL T, SRR I 2 R A 1 I ) S s th Pl e B Tl A CRZ) 2 )
JUEE A R




B3 TNF ##17) GRITIFAR<I8 ) (BIEAR) T s DaERE R T 4
(JMAD. e BRI LR )L . F DR R (RRE 22 %) BE P gk
o S SR ], e S BOET. KGR R ER . AR
e 22 FANTR (G g, RSN LT LB AT DA B R . Ko SR A R
AN, 0 NS | BRMEIEERS B 6-3R NS . TNF HIHI7I7E ) L3 ATS DA i
Jed R A R R R AR AR AN
JH R T-Z0 bk 298 (HSTCLD

A R, AR ERZGIEA SLEN 1 TNF #HA T 0 S T B 7
J T-4HAEMRELR (HSTCL) Jifl, X2 — b WL T-2HARRELIR o 3K S5 9] fhp o A2 4%
2, ATLLSEGET, SRZHORAETE RS RURSm g i EF T, HRZHNT
DEBEFESNE . JUF LRI B AR TNF ] I 50 Fi A I 8] 4252 i 1 e
MEABR 6-5IEMEIAMIIETT . H T ANEE HSTCL K475 TNF #7718 TNF 41
H 5_ R e AR B A 5. EXT R MR B T, AR R
RN, BT R 6 B T SRS R A i B 24 Y0 0T I W SR B 1) 28 S 5 e A
RSB AR, AR BRAETT AT AE S50 HSTCL MR EfERE m, B % R A i o
FE 25 He e R o 4% 1845 T B SRR P SR R 23R 9730 2 5 Hofth G
VT AT P B 6~ MR B Y 7 T AR I A0 i , 5 AT DA R AT R,
BUEAEYAYT I HSTCL ARG, S WLE% SIS I e BT B 24 YR T 1) e 2 S M T
SR RS S
BRI

TE CEAE ] TNF 67 G508 F AR i i B vh O B G 38 A1 Merkel 28 i
(ARt o UM AMHOE BT R IR A, e e B P DRI e 1) £

— TG T NHE I R B BA BB T R B, 5 A e s2ad A it SR A B s A (B3 60
LA R, 3B TR G B A 28 IR DG T 26 £ R R B U Y R A 2R T
AHEBR AR S5 EHURIRRC R A 60 5 DL A Lok B 3 A bl 75 A T e IR
FUROE T R

FE AR AR S TE P9 1 J= TNF $0f1 700 RS0 oo HE 3, S IR R Al L, TE4E
52 TNF VAT 1 S oW S 3 T 852 1k g s 9] AN B8 bk LR AR PR € 3R
B (NMSC) 1o fEFR B R RGBT 48 . 5e % URE . AREHOCTT 4 . s ELMEE A 4%
Tt P 2 1 9 AN B SR AR 3 5 P AT (RS e o) HEE 4 4019 232 AR R iRYT
EE Y, A7 14 2 BB RIS EIEME CREFRK R NMSC), 1M7E 1597 44X




MEET, RA 1 4EENDUEYEIE CR e L8 IR RS0 0.52/100 B3 -4,
XHRALBE IR ERON 0.11/100 -4, AfhifyT HEE f T LB Ui Fr e Al 2 0.5
e, XN 0.4 50 Horh, feH WARBRAE MR R I . 25 B e MR a0 . A
T LB R R 1R AR R S B AR R U s AR AL, T A R I T
i NP R R

£ rp AR R FHIE PERTN (COPD) IRk, SXHRAEEAMEL, ARGy HE
FARE T2 WA ], HA R 2 BN BRI . B R A AE IR
MRS, FEFREERE COPD & i FHAS fhiS,  AEJ7 BRI BT 24

S M IR 3 A8 7 AR RR R B e (NMISCs), el e IS Le R AR 12 32 1
KIWPERARTT R EE . AR LERFRT 7, s NMSCs BH LT 2wt
(Epus, A iGEP gt e

TNF NG 7 7SR R 2 T RERS B /R M ANS 2 o Al e PR 8 i &2
N HIBRIR R A AR TET 5 FE TNF S G P8 Hh (0 5 2B S L AN mT AR 1500
2 BE R R B R AR . AR RE XA AL R IR o S i) B BEAT AR IR, B
B JER A IR T AR A2 T R R () R AR SR T I, N

45 AN ST A m A e RS I N BRI 0 PE 8 Mi 9% BsR R E REALE BEVE ¢
B BT AN A SR R i i ST B RS I A8, AR IR BT AT SRAE
O TR A AN MRS . SRR, PP NS S AR A . I B
AR BIRAA SR TT 2 75 23 MR R AR AN SRS HE A s s ) AR o H T 32 A IR T BT
AN UL R A (10 R T PR TR RS S N (T RE P R S, DRI RN T PP S AR X
B AR an, JERN BT,
R R B TS

FEMS YRR i E (WERTEHTR IR o, A A REA AR N I TNF #6050, 9
Yot 2B 2P E (HBV) FREUE BB, SELEEOL T, B TNF #5067 I
HBV G P REARTEIE K o e R 2 AU o A 2R AR TR 4252 H B R Gk S e i 24
Yify7 i T, X2t 2 3B HBY 30

TG EAEARMAEN I TNF JIFRG T AT, SRS B A BT IR R A o A 75
L HBV &3¢ . X1 R & R MR 45 R 2 PR R B, @ERE ORI RIRTT
Jr AT 58 BRI, TR & S I TR EERTT - X T HBV #5404, A
PURBEIRIT 5 TNF $0H15E T )2 2 VBT 200w RERAS 78 A OB o X 1 75 224852 TNF
IFNGTT B0 HBY #5417, £E ANy T Wl R N D) 02 15 R L& S 1 HBV Sl
RANSER = FRAE, FRAEIRIT S G 1O LA H 4kt AT il . 724 HBV HBGEIEE



Hr, BIfER TNF $50), HETH PR ssins T ALGE A SRR . Al M ANS 2 HBV
FHEOT J5 EHTT 40 TNF #0HIFNaI 7 224 B, semB o0 T abJ7 B R H % fE Pk
& TNF $I55) (36 7 45 3 B w00 .
JERERE 1

FERESZ AR I T, LW R EdE b O e EE AR RN, BAE SRR fE
TEVR L L HFRAIBRAR, b RS G B S B R . — eI S
RAETAMIFIEIRIT AN 2 Ak 8, A vF 200 BIE R IUTBES 05 5T R 5
B LA B KR 3G m, L5 2 BRI I SO AT I RS AR . X T U D AN
SREREAARTIE IR B, NIVl & AR TR0 (R o S L 0 SR/ B 225 F i
w (i, KT S R RIE R B, BERAR, ISR AT AR . R IR
WIS, CEfERZAMIGTT EH TSR] T RS R ALT Al AST &, HE
A7 3t Je 2 TR 3 B 191 o
Va3 )

PRSI EE T, ARMGT 2RI R SR, RERERT AT A A4
O Sy A TP AR . AEVEOY O 3ESE (NYHA QIR 408 TIVIV 90 B {8
A BENL T AU TR, 3252 10mg/kg A BT IR B SET- R, Sme/kg AT 10mg/ke
FIEALO M A R R E R & O A M 25 8535 B0/ i N (1 _E i e
W AFAEBANAEAE A S TN R 30O o T R0 J138 0 BT Ja P AT s, A AERS BEAT L
MG ARG &, B EFRN T 50 Do QR GRE XSO 320 B A
it U SRR IR 25 T S U0, ELAE BT (0 o 0 S S AR ORI 2 IR A5 P A i
L SRR YA

A i T T RE RS B U ON, (R BV AR SE MR A VR RS N, (B R AR IS (8]
BonZAR, R RET 2. ZHOTHURN. (RIS « WPIR IR SEA B <8
FEAE L MK WA K AR IR D A A A by A 1) B v Jm 2 /NI A

A, EREHE BT, T RAINSERAM P R GTRTT R (RIS 5D, URAEK
o TR A et V7 4 L ORI AS iy I, TR PR B T ISR SR, AR I
SN HBLLA AR R B SO, TR L. 2GR, T EK A/ ER
A WA PRI M o 3K fio 72 Pt EH B 25 (R SRR OM P BT A vy iR AR 11 A 7
PURI ML LA B AT RERE SR 254097 R4

A L RS BN, B A . BB R AR T R U N 25 (i, X 2
BEZIEm . DUALIGES . Bl B R A/ R )

FERNIRRTT R 7 BmARE AR RS, SHEN4ERG T, g —



ANrBUEL A, B TAS S SRRSO (R AR AR I . e — B [ 2 e R
TAN, FERROE R 00 2 M6 AESITRE, BOAFEE B - AR L. Wil
JE I R E YRR IR T TRk, AMERERRORBIERIRTT, NAZ IR IRIT R 2
H &

il A it iET P RE AR B S HUIR B R ABAE R ER SRR I 5 BB RS2
A RTINS H BUREFEER S AL AEIE, B ST B2
MR RS

A SAIHEE TNF F 70 F 24 Hh 2 BE L I AR GEPERKAE 28« i . TP f e R Gtk
I B A T A i AR BB DR B A/t B et (O AE 2 R MR AL . ks
R ALAMNATERBESN CEAERAMR-EMEZR G . AbJ7 BRI N 1H 525 8 A B b i
2R AR AR, RN R A2 A T A
ShBamReH

FERTAR 1 3RS TNFodMHIFRIR PG & F A IR e, WU 3™ B e [ o
PERE AU A SE RG], 5 BARE PRI VU AR B, IBC S FH 245 5 ARG Iy 2. A Bl R
R SO P S R I AS RSN IPEST,  RTHED BT AR i 3R 5 e TNFodiif
Al AR AR A RN . BRI, ASEESCA & 5 R i R & I
SMEEES

PRI, TNFoufii il 7515 il B2 P4 32545 -5 B8 ] TNFod il 7rUAR EL, HLskege
CRUE ™ EIRGY REEIN, myr BOFRINGR. Hk, ANV S0 E PSS H
EReEYHFTEAH

I A fty 55 AR G RE I L e AR IR & e 5 B e AR UUR b 5 L BATAR
I3 MLAE (KA T, DR AT e IR e KU
Sl bl Rgr A EIi Nk S

S TR b A A R e o — b, RO 2R PR ] k2D B I ) XU

AR SE ARG, 7 BRI R AT A
Xt LY AR GE IR

FERESARMIRIT IEE T, C2A QgD PR L iR s e A
I A0 D RE R AR T, SR TTEUE . HFE S AR MIRITT R R KRN, &
SR ARBRSL e SE N, BN IR ST B A 3 IV W S B, AR
ARIATIN AR . O B A AE A R IR T 3YIT8] IR 7 IS5 B (A IR B
PR (i, FRERH I, RAZEIS KRBT ROA . AR L2 1 IR 2 7
JS7 7% A LA IR YT



RBEETER NG ARG A1 57

FEHESZ TNF 76T (0 8 T, A D B i PR e o B 37 28 v B 4k
PERRGAE R Bs A IR o T B AT A8 5 R A I DRSO R A N R I R . L
B AN BRI B RT o A YRIYIR) B A2 S A R I R o P B T 2 ) LA R i 2 v B T
THE, DUONAMER RS, Q2 TaiRaE s A dhia 7 1 L ik 85 12 LI+
KB A G, PR BTk 6 M H .

et —BIE T 5 P B ER T ORI P L A JE 2 R i S BORHLE R v
JEGEIMAET . U LAHE T B h R T RRIE L, A EEAD 6 A JE T #
S H .

TR PR G E R AR, W B R AR B (I, AT IR RS I P )
I B AT BE 51 RS B R TR MR G AE Y AR I e ISR IR T YR G ]
G A S RN A o AT B AETT AR S RA VY TR |, SAELp BT i B
ABERT . BREE 5T URSE IR PG PR T 2 1A A% 18] i ML A2 I H AT A28 B 4P e
He

BRA BT ARSI (BN B MEH % ESRAT IR. it
RIS BT, N7 RE B SR PG PR B I R 2 AEAMREP AR5 B U
A ARG B8 PRGSO, IF RIS 2 157

ve, B BURRYT o T RER B A A L AR A, AT RERR T RIBIT . AR
B SR SR PG BB (B B G R LT 4R A

AN ity 55 F RN A AT L R A= DDA 243 14 A A A P 1) 22 4 PR AT R0 1 AR
o PRI A 55 FLAE WD SAUL 24 22 T FR) e e i AXAE

(e R AR E LA ]
BikEdk

B IE L e A SR T W IR R HUA AR 8 i, FLAR SR IRIRYT i 28 D2
W6 N H o
IR

TEVCEE S P RS (29 450 51D (¥ %4 40 Bk 55 1AMt i FL CL A R S A AL s
Fh, AIRECE (2230 B MIELAEREIR IR T AN, (AR RIS IR IRES R
AR BT M TNFo IHIER,  SEARIIE 457 A it mT e Bz ) LA IR & fe
REEAT RN . AE/N B PSR BN B TNFo 35 TR AT T — TR & Bkt
55, VA RKIBHAREEE . G 1 B 1

2171 /341 T



T B IR Z 98 AT IR, A BEFIRERAS b CE AL RIVIIA] (X URS:, - IR ANHERE AR AR
LAERIA Ao

A bt DB AR B, EARIRMIF B A e T 0 L, LB UE T E R RS TA
dns RS 6 AN AT AT FE ML ARSI I A i o PR, JX e LRI RE S 1 R G KU
CLAG TS R EU R . U LAE TR R AR, EHAEED 6 MH)ETT
RSB o
M 7,

H AT ANE A S T MAFLH A 70 i DL P A2 5 2 e, B ARk
EREH AR, NEERAEAR AR IR R 2D 6 A H N RS IR L
=P

W T IR AT ORI AN A2, TR A doxr NSRRIZE B JIR AR R LR S

él:gl: i/e o

DLEA#A]

A it T ) LB R B IR S 1 v 2 R R AR AR, (RIS 5 3 IR 4Rl
IRGESR . BUSERIE, THHRES (REACH) IFTA B B ESR4ERE RS E FIE M 6-5i
MRS L B MERERS B AR 2R (L DR PR IR D .

A ARSE 6 % LUN JLE 0 B B P AT 7. MR e IERE 1 P ) L
B PRV A A il 1 2 A VE AT 2P

78 21 BLE D BN 83 Rk 6~17 ) b 1AM IR G 4254880 1147
Smg/kg 45255, AMAEILE (6~17 %) MIEAwZ Bp B W23 /1 2 RHE (R4S
WG JEE AN I JBE DA L 28 AR T DD HEAAH 1L

[(ZFRA]

I AR BEAT 4 B (A W (KRR E E T

FESRMGR I R A BEH AR S il RS . SR EE ML, 21 65 5 &
65 Z UL EBFH CRMIBRATR AL 181 B, FIHARIEREE 75 61D HIRETRAM %
VT REEZESR, (HARMAMZETH 65 5 K 65 % UL I B ™ B A )RS %
SERBEMULE TS, 2 B, BomtEdini . mE VAR ARSI O R
FeH, 65 % 65 % UL L EEHEA L LUAE S 18~65 % 2 8] 3 [N B A7 AE 22 57 o
AT, BENBETRPRER T . BRARMIAITIN 65 5 & 65 5 UL LA 1/ E
AR AR 65 D ULT A T, PIAEIR YT E 4 BE I N A



(4 EEA ]
SRR B 3 B 2 P Bk A

FE LB TNFo H 7705 BT 0 1 v 2 BSeT B2 0 32 B FH AR I PG iR, WSR3 2 2
SR ARSI, (R ORGSR AR . %5 F TNFo #0161 IS 677 H TSR 2 1A
RSN AENUEE, B A5 B 1 i 2 BR8P F L e TNF o #0357 P g2 3 808
AR, DRI, AR St RT3 2 sl BT 2 P S e A P
HIEEREHEH

FEER PG AW s A PUXIEZS (DMARDs) (0 TNF #0057, AHEA M) B
BT, VLR S AN I AT B ARG ) K 2 1 . BB FERR BT S AR A
SR eEMH A

ANERVUAR ity 5 FC R A R L P L e A i A
FEIRS (MTX) R E&3ER%

AR HEATHRFE 25 (48 MTXO AHE AR IR TE . 7RIS 2 8w 2 U I AR
e, KEHWEFIEZ T —MEE ZME MY . ERXBRT BT, B MTX
ANRE TGRS AR RSEPIARZE (NSAIDs). MR AR R A BRI 25 . 7o %
RUBBI A& I 2503 HER. SURTEZ . BERUMER. 6-MP/AZA MEIEKIIR
#he EMRBRKT RIMAKRE Y, SIFHZAERS: MTX CRZA—FHEE). NSAIDs.
HRRAIRE B MR . S IR MTX AT RE S/ s KA VG BT i) = Ak, (R A
PH BRI T
S PEFNHIFR

GANESZ G AN BB AR B, B S Bt e T 7 i e 2 B SR A b
B L R RIS F 50 2 SRR VR YT 2540 HE IR SR SR M) 7 B L 70 ) J
s, ¥R 2. B EER . bid R (REMER N ) MK .
AR P450 Y (CYP450)

81 JORERT, CYP450 BT BT B2 R4 R 77K P #1141, TNFa. HA3-1 (IL-
Dy ANE-6 (IL-6). HAMNZE-10 (IL-10) FFHEE (IFND 038 = =2 2900 . Rk,
REMSAE PR TG TR 47 CANSE R PE 40D Filih Al LME CYP450 BEHE & T 1E
o BRI TREURAE 1 CYPASO SR ZIMiaYT B P IRBUS FIAR R, dilh
DX A2 ST 20 (BN, HvEMD BIZVIREE (BN, PRERREURD, JHARYE 7R 2
TR BB SR 2 7
TERE T NETT ARG 571

SRS ASE FH A it ) S8 A [ IS e 2 7 B A5 R 9 e Ml 51 o



(v ISt DU P 2 T S ORI PG B LA 2 LAE AR S 0 6 S A P RIE

[(Z5¥dE]
FLIRZE 27 A B 20mg/kg IR L BRI RV SOV o I AR 2G0T, U
H AN RS A A AT REIREARAE, I AR REUS 4 APAEVR T o

73059
RRIBRTT R

2 ATTRACT (&3 HIZ530 7 B XRS5 R HIHT TNF %) 1 ASPIRE (fff A 5
TEIT BRI R B HURAE TS M BRI A2 HG. BFL. SE IR, XA
dn IR 22 A PRI Ve EAT TV . ZEIRSG T LG IR AR E R IR . B R R
A7) (<10mg/ HOF1/B R S8 AT 5% 24 o 24 i 10 S BEAR AR AR 35 B X3 %23 (ACR)
PRAEVE EREAR AL A IAR . TRy 5647 45 a0 T T 5035 B AL e

1E 428 ZIEFNTER IR R EH (A I S 2E 5% ATTRACT
WA, XTHE 30, 54 R 102 JE I RT R80T T VR . AR AR T ALE N 54 %,
TR AE DY 8.4 48, AR SS T HOR it < T BU P ALE 20 )09 20 A1 31, 4 50%
M AHLEE N T 2. BE P N LRI, 3mg/kg FERFPE A HAEL 10me/kg TE R F
VEEHLAL, 20 T2 0. 2 F1 6 432y, BEJSHERG 4 Bk 8 4 2. il F N
R 6 AN AR AR ZUENS GRIE T AME Y 15me/ D, HTE RS R 4R A e
Fiil) =

ASPIRE B PP T 1004 4 A F HH USRS (1 5309 CRRURI <3 48 Va3l 2R KGR 5G
RIBETEE 54 FNPT R NHEE R PAUE R 51 %, BRIhAE N 0.6 4, MK
FEATHOAN e S 5 B0 L AE 4> B 19 A1 31, A¥RERAETESE 04 2 A 6 LA X LA HE 8 &
552 2R 3mg/kg AN MhER 6mg/kg A, (RIS F FH U (FE58 8 JARIRE =R
W2 20mg/ D . AE BRI, HT 3 REEERS RSO I 2 /N, oA R SRS
£ T LUK 2 5 (R E I TR, (RN 40 434
I RT3

SEPRAAAE (IR 1 SCATESC TR 7 T AT LA R 5 AR 1) 3 BT 270 20% 1)
B, B ACR20. 1X 5 Madsd: BRITSAIEE . B SRIEE . ThRe/Ak VPl . Lo
B ER . AU ZE (ESR) B C-RFEE (CRP).

f£ ATTRACT 56, & F BN 1A il 4l ) B AT RRZHAE 54 ) rhonb etk AN
PRAE (¥ S0 2R 3 1 55 B R 22 bRt 1) ACR20 (& 1o SRR AR ME AT Git- 24
XIS (ACR20) FIHFEEZEEE 102 i



100
)

BETH

LA

T T
10 14

18 22 26 30 34 38 42 46

50 54

—4— 3mgkgF 4 8

EEESSHEATEEN

—O— #=EH —C— 3mokg@BE8E  —{1— 10ma/kgig fEe/E

—l— 10mg/kgE 4 &

B 1: X3 ACR20 b B Ll

£ ATTRACT 5, SR il ik 2] ACR50 F1 ACR70 (1) 2 T2 E 57
(R 3D, TEIRFEFT GESCR 6 MHYERE ACRT0 AR HEELE F, sk
FIPEERFTHLIN 10%, 1ZE 4N 0% (p<0.018).
# 3: ATTRACT A% ACR R (HEFHLED

25270

AR i+ P B S
N LR F RS 3mg/kg* 3mg/kg* 10mg/kg* 10mg/kg*
Rk 8 Ji 4 8 Ji 4
(n=88) (n=86) (n=86) (n=87) (n=81)

ACRS50
230 A 5% 27% 29% 31% 26%
354 9% 21% 34% 40% 38%
102 A 6% 21% 30% 36% 20%
ACR70
30 A 0% 8% 11% 18% 11%
254 2% 11% 18% 26% 19%
102 A 1% 10% 21% 20% 10%

* p<0.05 15 2RI AR/ 45

7 ASPIRE R4, 697 54 FJ5, EXGEEHERIAIEAE] ACR20. ACR50 F

ACR70 HILEBI_E, 7S i 2557 B ALY B35 v T VRS AT 24 (R 4). 7

RIFEEST

R B B b, JERFI T AP 15%, 1M & IEs B 2620 0 8% (p=0.003).
#F 4: ASPIRE I+ ACRRR (BEH)

LI S

FH 2 e

S i+ S




3mg/kg 6mg/kg
(n=274) & 8 5 8 JH
(n=351) (n=355)
ACR20
54 [ 54% 62%"* 66%"
ACRS50
54 [ 32% 46%" 50%°
ACR70
54 21% 33%° 37%"
<0.05, °p<0.001, °p=0.002

L TR T YIN AP R
TEER 54 J8, @R U AT A TR MBS A I E (R A ST s it
47 van der Heijde-modified Sharp ¥F-73, 1 V173 & 0ETF=/ i A2 38 50 71512 h B2 AR B2 LA

FeRAT IR RE S S M 5 AT PP ) — b il 2

1E ATTRACT 50 H, 29 80% EEH A MU EXT TRl 53R A T3 5. 725 54 J&3K
R o h 24 U 15 1 30 35 R T AT Rk 22 28 102 Ji .
£ 5: ATTRACT A% 54 F& I B 22 2R

AN D+ = ﬂA
rRALAE " e 2R+ FR s .
(10. ‘?0 E7) R it 3mg/kg 3mg/kg 10mg/kg 10mg/kg pfE
#0) 8 A 4 4 58 A 5 4 JH
% 54 [ (n=64) (n=71) (n=71) (n=77) (n=66)
SEaE
Fek 55 (14, 188) | 57 (15. 187) | 45(8. 162) | 56(6. 143) | 43 (7. 178)
AT 4.0 (-1.0+ 0.5 (-3.0- 0.1(-5.2. 9.0) | 0.5(-4.8. -0.5(-5.7+ p<0.001
19.0) 5.5) 5.0) 4.0)
1204
Fek 25(8+ 110) | 29 (9. 100) 22 (3. 91) 22 (3. 80) 26 (4. 104)
SR 2.0(-1.0. 9.7) | 0.0(-3.0. —0.3 (-3.1. 0.5 (-3.0- 0.5 (-2.7+ p<0.001
4.3) 2.5) 2.5) 2.5)
JSN 43 %
K2k 26 (3. 88) 29 (4. 80) 20 (3. 83) 24 (1. 79) 25 (3. 77)
G 1.5(-0.8. 8.0) | 0.0 (-2.5. 0.0 (-3.4. 5.0) | 0.0(-3.0. 0.0 (-3.0. 3.5) | p<0.001
4.5) 2.5)
* RN S R

7E ASPIRE 467, 90% LA EBEA 2D 2 ANaT PN U 2452
54 i (% 6), TMELHIA S+ G IE0A-A P 2R FR G 04 BALFH 4 ek 5 i 451 3 ok T )
BRI AN 9T%H 86%. TEAERFRTI T RIMAR . (R 7D, A+HRESS A

2671 /44170
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(79%) BHEALT HEMEAS A2 (57%). ERTTHARMMEELG L (£ 8), Ak
+ WA S A (47%) B B/0F s 4 (59%).
# 6: ASPIRE X% 54 BB F A B0,

. A i+ FH S A
AL A RIS -
(10 90 F 4% IR 3mg/kg 6mglkg p
& 8 8 8 JH
o 54 J (n=279) (n=355) (n=360)
STt
2k 5.05(1.40. 14.50) | 5.15(1.75. 15.05) 5.25(1.75.
14.20)
By 0.43 (0.00. 4.53) 0.00 (-0.75. 1.25) 0.00 (-1.00- p<0.001
1.25)
12k oy %
ek 3.00 (0.50. 10.50) | 3.75(1.00. 11.00) 3.75 (1.00.
10.75)
SR 0.25 (0.00. 3.75) 0.00 (-0.75. 1.25) 0.00 (-1.00- p<0.001
1.00)
JSN 43
ok 1.00 (0.00. 3.90) 1.00 (0.00. 3.80) 1.00 (0.00. 3.80)
M & 0.00 (0.00. 0.40) 0.00 (0.00. 0.00) | 0.00(0.00. 0.20) p=0.004
R i+ R G M 7] B 2 5 2 SRR A
£ 7: ASPIRE RIS H LR K58 54 BRI R B F
ENTRREE Y
FH G s 3mg/kg 6mg/kg &It
7 8 JH 84
(n=282) (n=359) (n=363) (n=722)
SR INHR T HON 0 I B 40 50 48 98
23 39 38 77
Pt 'j]: S 'g’/, /‘\w \\ 3 ‘% M
5 54 R A BON 0 1) B E L (57%) (78%) (79%) (79%)
p 1H 0.037 0.028 0.012
R 8: ASPIRE A EL KL 54 FRTHERMAIEIL
ENTRREE Y
FH s 3mg/kg 6mg/kg FE A
£ 8 JH 8 A
(n=282) (n=359) (n=363) (n=722)
SE R RTR A 1 B 227 306 306 612
93 155 168 323
0T AR R AR ) S (41%) (51%) (55%) (53%)
p {E 0.027 0.001 0.002
F27T1/341TT




SHARHLRE A i

fE£ ATTRACT 36 102 v, (EC0E S RNLRET T, A df+ FH VIRV 1 %550 B T
A ROR I LA T 22 A+ N ZURne 21 . ST W BRI A 105 (SF-36) X 5@ FEAH K
ARG BUEREAT T1F . SF-36 1 8 MRZIFEIFAN 2 NEVES (BHRE PP RS

PP AE 102 FHh, g+ RIS RS R AT 5 %

R

eNTT

T SRR B SGE, RN ORI R P A BB (3R 9).

£ 9: ATTRACT &% 102 &4 B gE B,

[+ FRE RS HAREE, Bor

, ENTEL R
R+
FF 4 ey 3mg/kg 3mg/kg 10mg/kg 10mg/kg p {E*
8 4 8 i 48
g FREVEE 1) 4
HEH 88 86 85 87 81
WA AE 0.1 0.4 0.4 0.4 0.3 <0.006
VY 5357 #1829 ] (0.0~ (0.1, 0.6) | (0.1. 0.7) | (0.2, 0.9) | (0.1. 0.5)
0.4)
SF-36 & P55
HEH 88 84 86 86 79
WA AE 2.8 4.6 6.8 6.9 6.7 <0.011
VY 5357 % 8] 9 ] (0.5 (1.3, 9.5) | 3.1. 15.7) | (1.8. 14.8) | (2.8. 11.4)
5.8)

RN S 2R LA

7E ASPIRE 501 54 Fh, XbTAR¥E R [0 5 0P 10 S AL RS e i (3%
100, AFHAFREITH 0.7) K7 RRER T R ESA (0.6), IESFEFGIT¥E X
(p<0.001), [FIRF ANt SF-36 F i B PEo 7= A2 AN KL o
# 10: ASPIRE R4 54 A AL AL EE A

AR i+ R S S
FH 2 I ns 3mg/kg 6mg/kg
& 8 £ 8

g FEVF i€ ) 4
BEE 275 354 358
SREDALES 0.57 0.64 0.76
DY Az 25 [ e Y e (0.16+ 0.90) (0.29. 1.07) (0.28. 1.20)
p fH* <0.001 <0.001
SF-36 G4 L P14y
BEH 226 303 302
SREIAIE] 8.9 10.9 11.8
VY o for 25 () e Y (1.4, 18.9) 2.6+ 19.8) (4.4, 21.2)




p fE* 0.099 0.003

*REANTRR S 2RI PR

AR A 5 R F R R TR
ERN T B

i 2 WAL XUE R IR REIE FEAE 653 44 XE GRif 7 o 78 73 B ) o
2 H G v P R B [l P RRIE SN 1R (CDAD >220, <4001 PFAN 1 A il BL771)
BRI 22 5 (1 22 A PRI 2. ke Fo VR RE AR PR R B SR IR Eh . W R B
TR/ B G PETTHIT, 92%1) B kS 2 IX R YT R I 2 1 R,

FE—T0 108 44 3% gt A7 I SR IR ARG Y, 16% (4/25) 22820 B 1 5 4
JHHBLIGR N (CDAI F#{%>70), 1M Smg/kg A TN 81% (22/27) (p<0.001, XU{MIFs:
5, Fisher Mk E%) . 7ob, 4% (1/25) HIZEGHH B #E L& 48% (13/27) [#) Smg/kg
A BELEL 4 ARG IRZE % (CDAI<150).

S BRI 1 (ACCENT D ZIE GRS, 545 ZEFHAEE 0 AHEZ K
Smg/kg A, 5 2 JH LI R R 1 B F BEL 7 LA =AM A N AR 2R
2 JE. 6 RBEERE 8 AT B Smg/kg AEFFALAESS 2 L o 6 A K BEJERE 8 A
25T Smg/kg AN s 10mg/kg 4ERFAHTESS 2 FIFNEE 6 FI4h T Smgke A, BEEH 8 4%
T 10mg/kg A o X 58 2 J& HHILING A 725 ) S8 2 5 o Hh BN 8 P BB 40 IR AT B AL 4
55 6 JE G SOV B R B R

%2 FRE, 57% (311/545) HIEEERNRKNE . 5 30 FN, 52@M4ER41H
Et, Smg/kg Al 10mg/kg 4ERFAH IR M BE BEH L GR 11D,

Ueak, TEE 54 B, SRR, A Sme/kg K 10mg/kg 4ERFZH HBUIRIR
R ffe HL T 4 1A OB R AR (0 S LU BE R (R 1D

R 1. EPREBAGE R R ERES

5mg/kg 571 &2 S EP
L A SRS AR YT
IR BERRIT
5mg/kg 10mg/kg
30/E
- 25/102 41/104 48/105
I K 22 i
IR 25% 39% 46%
pfE® 0.022 0.001
H54/E
Refs LB B2 TR FH 24 1) 22 6/54 14/56 18/53
fif £ 11% 25% 34%
JER 0.059 0.005

250 AR I Z




b %5 0. 2. 6 AN Smglkg 4%
¢ HLRAILE p E
BB R

A EREA (Smg/kg FI 10mg/kg) B 5 22 RGIAERF AU L, N2 4ERRRT R BE K (18]
2).
TESE 30 A FIZE 54 J#, Smg/kg Al 10mg/kg A i 4EFFAH 5 22 gERFAHARLL, i
SEPER PR R E R4 (IBDQ) VPSRN R s, JoH AL 7E Ty M R G 7
T SRR, i FL SF-36 A B i th 2 3 5

SERFEERF M.
1omg/kg EERFFREIT. P<0.001
’Smg/kgﬁfjﬂ\lﬁé?ﬁz P=0.004

(%) BT DeH RIS

B 3
1 1 1 1 1 1 1 1 1
02 6 10 14 22 30 38 46 54
JH
—O— &’ —@— SmukeEFHTEER g jomg/keEEFITER
Hr3if #edra HEFFE

B 2: 55 54 FERFNEREE A (Kaplan-Meier YF43)

TEHL MO L B2 5N BB 7 78 & h, 2 10 AR, AmM4ERR4
13/43 2 BE N BRI SRR R E S, M2RRA 128 2 B BRFEEE. 510 4
IR A A SR B, 912 BEBEESS 54 AR G

SRAF L EAR B J5 2 25 W B 1) SR P SZ LU R BEATL 0 LR s st Smg/kg MUAR ARG
I o IXLL R 2 BREXT B R A N AR 2 R LN R R T, 59% (92/157)
A YRR TE S 14 BN, 51% (39/77) R 4e 2l i BN o 155
14 RN B, AT IR R B2 I IR R % o
P T B B




I 2 AR I v B B AR B GRBERE /0 3 AN D T IBENL . WS -
LR IR ISV T A S (¥ 22 ARG . FERFFTAR, SOV B ] Ao P B R I
o SRR, PUER. RIS 6-ZRIE A I/EUR I o

FEE5 1 DAL, 94 A EHAELE 0. 2 A 6 B2 B IEiA a7 . LI PR
R W EEF] Smg/kg A2 (p=0.002) F1 10mg/kg A fh4H (p=0.021) BEENZ (AR
BB T ARV IT LT, AEESE A/ 2 REEY T U B R A S R
P SN B R AR >50%) 1 553 LLA9 4033 h 68% (21/31) F1 56% (18/32), T EFIL N
26% (8/31) A b4 £ S 20T ) o (7 AR 28 RSBt ) R A 2 i 2 R 12 ], A
i A A B E BN 52%, BT HLBA 13% (p<0.001).

TE55 2 WAL (ACCENT ID i, ANHREE 2DH—A5IREmME LA, 1
). T BELE 00 2 F1 6 [ Sme/kg AFIAIT. BEY 14 BN 2 2R
8 Smg/kg AMYERFA . BETER 14 RS2 RREIRYT, WSS 8 ARMT—IIRIT,
BRI 46 . 5510 AR 14 R EE R GEENE T 55 1 TUREeHAEED )
B IR RIE I B A FEREATRENL . II0 ( 2 s BB 73 2 B 48 RV 2R PR BT 1)

FEFTAE BEAL S L) B (AN 296 LR IP 9NN 273 2 838D 1, 87% B NLREE, 14%
G, 8%H ELmBIEEE. & T 0% Fd 4 {8 FH i S e i 7o) sl AE 2

55 14 JE, 65% (177/273) H) & IR N2 o A i YRR N RS T T
GRIFIAESFA (B 3). 55 54 IR, A5 RIS 1 B EeBi Dy 38% (33/87), %
RN 22% (20/90) (p=0.002). 52 RFIYERFAIM L, A i 4ERR 2 S AT e U
AN EE

100
% 80
ri?:‘{:
)_\i
= 60 —
E
% 40 -
k.
]
,@_;.J 20 -
= SERIFHEF A .
Smg/kg RFIFEERIA: P=0.001 g
0 1 1 1 1 1 1 1 1 1
02 6 10 14 22 30 38 46 54
Jii)
—O— Z=RIHeIE —@— smg/kgEETI TR FMEFE

B 3: 28 54 AERDRENERRELE (EFEER)

3101 /34170



AT A f5 R 22 N I AR B T2 LU JE BEN LA BCR E m  Smg/kg BIAS A
7o LRFIGERFA R E S T Smgkg ARG, 66% (25/38) HIIRIZ, 57% (12/21) A
A ERF LR 10mg/kg 7 H BN &

XFTER 14 AR R IIN B ) 8, BRI IR AR R B3 IR R

540 BB () 3 LA DL Rk ok 17%), UMK 8 BoE AR AL Cfa
Ik 15%)
JLEEE AN v % TR

—IRENL FFRCEIERIREE (REACH #EF0) 18 112 6 6~17 & & Guifyr B
AR E w2 R EE (JLE CDAL HEN 400 F¥P0 T 4% 5 107G Rk fnee 4
Vo T BEBTEEEZRERER 6-MP. AZA 5 MTX JAJ7 (35% BT
SR LRI 2 B R B R IATT ) 26 0.2 F1 6 A4S T Smg/kg JE R AT L HLIHTT
5510 JA I PR N2 1) S BEAL G e 2 4 8 JH Bl 12 J Smg/kg T8 KA 7E #41
YERFIRIT o SUVFYERHIBYT h R N 1) S e N s (10mg/kg) ZHA1/ B4R kT 45
2y[a)R% CIaJRs 8 J&D. 28 10 Ji A llm R B2 1) &2 1 70 N 88.4% (99/112). 2 10
A IR PR fR 0 55 E 0 EE oA 58.9% (66/112). 30 JEIRF 44251l R 8 JAALHl
IREEARHFE T (59.6%,31/52), ¢ Zjlalke 12 FIHER (35.3%,18/51; p=0.013).,
54 JEBF, [R1R% 8 FE YEFEva T AL AN B B 12 JA 4E4F 1697 20 73 7 55.8%(29/52)
F123.5% (12/51), p<0.001.

FEL I 2 B R BB IR T R E R, 56 30 AN A 8 A4ERRRT A TG
W Rz S5 PR I R 22 A R LA N 45.8%, TTEF 12 A 4ERFG YT 40N 33.3%. 5 54 4
INfEE 8 S AR IR YT A B TORE B UBGR Im R 2 AR I LL A9 Dy 45.8%, TiHE 12 JH 4k
FRHRITH N 16.7%

REMEEER

— 50 279 BESPESR B AL 4 B AT IOREN L. 20, XUE . RN IR
FEVPN T AR e VR . B CFIREN 18~74 B) NAUARERF GE 1T IRALZI bR
TSR BRI S BRI AL TG B, Bath 3 ELPEE AR FE ) MEAR 2L (BASDAD
Wor>4 A4 BAUIES (VAS) A 0~10]. BEFCHER: TR e 4R E B,
I ELAE - T s R I BUXGE 25 (DMARDs) 14 5 FVBE J2 R . g 2 BIfES 0.
2. 6. 12 A1 18 JEIE I # ik as T 705 A Sme/kg B B B

5if LA 2 RE R A M CE S DLl ASAS GREMEBFFHER T 20 J7 bk

H3201/341 701



BATVEAY, TE2E 24 J, A S 2H A2 B A R A RAE S0 8 ASAS20 7 &K 82 L gl 2y
N 60%F1 18% (p<0.001). BHLE IR 2 BN s, I HIFEEE 5 24 A (K 4 Al
12,

100

(%) =Emkek

E318v

—O—  EFIA —M-  Sma/kg FERF P ERST

B 4: AR ASAS20 J7RK B
TESE 24 JH, A ELIEE] ASASS0 Fil ASAST0 J7 XK i ELtgl 43 5 44%F1 28%,
1M 2253 9N 9% 4% (p<0.001) . 22%F1IAS i 21 K 38 AT ik BRI ih BPIR A5 [4 A
ASAS P TEFR <20 (D EIERE 0~100mm) |, 1M Z2EFIHI N 1% (p<0.001).
£ 12: BEWHERIORESERARE D

LR A fh5mg/kg
(n=78) (n=201)
pfE
B4 24 E 24 24
ASAS2057 3L
FrfE CEIMED
H AR 6.6 6.0 6.8 3.8 <0.001
A FE R 7.3 6.5 7.6 4.0 <0.001
BASFIP 5.8 5.6 5.7 3.6 <0.001
e 6.9 5.8 6.9 3.4 <0.001
SEH R B
CRPH iz {¢ 1.7 1.5 1.5 0.4 <0.001
(mg/dL)
BHEEME (em, SFEMED
2% B Schoberif 3&e 4.0 5.0 4.3 4.4 0.75
a4 ke 3.6 3.7 3.3 3.9 0.04
2 5 hhe 17.3 17.4 16.9 15.7 0.02




gl A fh5mg/kg
(n=78) (n=201)
pfE
Fh2g 24 2k 24
A 1) B A2 e 10.6 11.0 11.4 12.9 0.03

& PAVASHll &, 0=-F”, 10="HF”

bR B RE R IhBEFE R (BASFD) , 104N AR fH P 4E
RIE, HL61BASDAI A @ H 43 /024 o] 7~ $5){E

¢ CRPIE % iz #l 2 0~1.0mg/dL

e HAENESIE IE R A ok B & Schoberik e : >dcm; By ok: >6cm; H-Z EhEIHEE.
<15cm; lFEAEZ . >10cm

5 FREA I A4S s 22 SF-36 JEATVPOY, SILZRAALL, 28 24 WA M4 SF-36 4K
PR IR SARTE S OB IR AE N 10.2, TR EGHI48 0.8 (p<0.001). SF-36 /CrER{HFE T
g1, A BRI IR R AR

BERF P25 5 — 00 70 50 BELME A FE R B T I 2 ol s XU 22 BRI BRI 7E 1
25 AR AL
PR AR B

FEVPA S IR PG Bt e A ME R 25K 3 THUREAL. XUE . R FIRT IR, 32
FR N8 J 18 B LA EfgE . AR EERES R i B, HAARTIAR (BSA) 210% H.
RJE R TR R AL FE B (PASD) 212, E& RGITEOLIT . AR, 2R R
o R AAR B R R B RS . B IR A R B e L B RIR YT, (BAEME TR
10 JH 22 J5 AT LATE T30 0 15 v b A P 555 2404 R B IS 83

WH7E 1 (EXPRESS) 7 378 Bilisi & #3267 BUR GiR T I BEHUR AR g o (835 vhvv o
T FERF PG BB S AN LE R VR AT R 2 Ak o BRS04 2 A 6 JA i Smg/kg
SERF P BT EZ R, BJS RF 8 JAHZ —IRAERFIRTT LRI 250 22 JA SERFITg
FLBTAH 2B 46 D TE S 24 JI , 22 BRI AH S35 28 X A% 2 98 R AP FABT 5 SR YT (Smg/kg) s
SRIGHE 8 JHE S — IRYERFIRYT o T 46 AN, BHIBBaAL Y FC A E 2 AR S i T7 1) AR 2 4k 8
k% 8 AMAREN Smykg WS RATERST. FraiasT AL PAST ¥4 thAifE
21, FELMFFSEA A (SPGA) AT (52%HE#E ). B (36%HIEFH ). H
FE QUIIEE D). HAh, T5%EE 1 BSA>20%. 71% &5 B2 RE06T7, 82%4%
I

W5t 11 (EXPRESS 1D PHili 17 835 47114532 22 /&1 7781 3mg/kg F1 Smg/kg 7| & 5 KA PG
FGUERE IO AR 22 4. FE55 04 24 6 JAIIE S IR THEATVRMG . 55 14 I, B
AN TERFN T 25 25 L1 B BEN L A Qe RER T 252 (FF 8 LR 24— M
HEERITINA 2541 (PRND, AT HAEES] 46 JH. 55 16 JARE, 2Z2RIFIH A XA JRFIPE

3471 /3417



HPUH IR (Smgke), ZEHENEIE 8 I IYERFATT (Sme/ke). fEFTHIRITHH,
LR PAST T/ HAIH N 18, 63%EE 1) BSA>20%. 55%M)E#H I 2521 RGuR7TT,
64% 1) 3 2 )T

WF5E I (SPIRIT) P4 1 249 B8 S R2 1AM B G R B MR IS (PUVAD BX
HB RGBT ARSI 3 IR RS TE S 0.2 6 JE B LI SZ 2 R 83 71 3 mg/kg
5 Smg/kg MIHERFIFEELPIIAIT . 75 26 NS, sPGA WP/ A ESRRENESE (AR
T 348, A EGEHER 0~5 40) BZBENITE R —IRGVNATT . EFTARITHS, FEE
PAST P2 I AN 19, H 2k sPGA HITE &1 FE(62% 838 ) B3 (22%) ™ H (3%
AN, T5%BFE ) BSA >20%. ANHWTFEHIEE A 114 N (46%) 1E 26 FIRAEH] 1401
AT 258 o

FEWRFL L. WAL R, RS 10 FER E B LUNIAR] PASITS (PASI P4y H R4 st
75%) WIBE L. TERFT DTRG0, 55— PP gl A sPGA Vil G FEIA EE
B A M. sSPGA & —FhELE 6 M, TP B 5=/ H 2 0=iF R F R
AR IS RE L CLBE RS R DAL AR T AR . IRIT I E SORTE R BUR R, AL
TEPEER S BERIGIARE, 2 RIRL M, <S%IMBEHR - o s 41/ Nk S o

TIFFE TR AR o 1k 5 A AR TS (rPGA) ARUETEAL T34 BN 5 B B /N B 1 4
oo rPGA LAEZKSF 8, SRS 6 M, 1FEEM 6=/ E & 1=]5k. S0
B RARTE R B THAR S 2SRRI E b, DL, SIS MBI, IR
J7 I E ORISR B, TP bs SR RIS H 4 (sl 3R U M W8 et (Bl
IEH R RS PTREAPE R LT B, XL FT 45 A2 13 TR

#13: B\EHRHE L L ULF, 78 10 FHAR] PASITS KB T 230

ERABAAXINGT BRI B %

s T RA PG FAT
LI
3mg/kg 5mg/kg
R 5 1Bl A e 77 301
PASI75 2 (3%) --- 242 (80%) *
SPGA 3 (4%) 242 (80%) *
G RIETN-BEAL A R 208 313 314
PASI75 4 (2%) 220 (70%) * 237 (75%) *
rPGA 2 (1%) 217 (69%) * 234 (75%) *
BB T IN-BE L 51 99 99
PASI75 3 (6%) 71 (712%) * 87 (88%) *
SPGA 5 (10%) 71 (72%) * 89 (90%) *
* 52 BRI ) p<0.001
@ 10K 1 B I WA Y& T AR L
b ST L0 R EIR I B, TEIUE BN R OW SR
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BT T, TR e B AR )2 HEesZ2id ey i s WA, 8 H Sme/kg 95k
HIVEEHT B AT 85% LS 10 AW iA 2] T PASITS, 12 &FIZH AR BB 4%.

WHoT 10 8, XTSI R T AR T2 BBz ey (B WAL, {£H 3mg/kg
Smg/kg JERF| TG RFIHIEE G 72%M1 77%E5 10 JEIRTIAR] T PASIT7S, 12 554 1IAH
AR 2%. WEFC LB, 6 THRE RS AR EE TV, AEANRET 26T BT IR Ok
Wy, A 3mg/kg Al Sme/kg JEF THRSTIREH 70%H T8%IEH 10 JART ik H]
T PASI75, 1 ZRFIA N 2%,

TEREFT I, BFFCE X 3mg/kg Al Smg/kg 7B AL 292 Fil 297 95| 75 B priayT
SBEHAT T RIT AR [ (VP0G . AR5 10 JE¥) PAST 7 ORI FU bt mi0S (835 3R 4T
S, HEE 14 AT, BUCEASIRIT AN B BN AL, LR E R 8 H YR
BT B FRIRIT (PRND,

X FALTIRIT I ERT S, f 8 FEZ 4R T I B 1E 50 J& 1L 5] PASITS Lupi
o, 1 B 8 42 Sme/kg A A TSR Bl 5 BoR TR eess B SR v i
(P IMTE A FELESE 46 I BERIA IR, 7fE5E 8 4 2540, Smg/kg 2 54% (1) & 315 5| PASITS,
i 3mg/kg HN 36%. 7E4F 8 JE%4245 3mgkg HIEE T, A5 PASITS HEH HLHMLT
Smg/kg A 254, E ARSI ) (1 LY 9% I 78 SR 9 2 LA IR

PEAE IR R IR 43 SR R W] R S BRSOk BhAh, X TER 10 ST AL
(R, B 8 FAHIVE Sme/kg 9 KA PG LpT AT DAL B3 (97 AR K IR) . TR R4 8
JAAERRRITIE AL THRIT, & B WA N7 RO E RN ] RIS . FERFFT 1 N 50
R E P, A 8 A Smg/kg SERFITE BTN 4k R4S 2524 TS 145 R SRS T I
25 AR

100
80 -
i i
§ 60
f 40 4
20 -
. :
2 6 10 141618 22 26 30 34 238 42 46 50
JE
3mg/kg FERF| TG HT A Smg/kg L HRF| TG HLA
i 8 Ji— (N=148) 8 JE— (N=150)
— 3mg/kg LT TH HHT — A Smg/kg FERFIVEHRHT
PRI%I (gN:148) " PRN (N=149)
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&l 5: % 50 i PASI \NEELTER>75% 8 BE KL (BETE 14 B REHLALD

AR W TE BEPUTL AR 3 J 3 PP A S SRR T SRR T R 50 J T R 22 Ak
Bt a i &

W R AR GRIT LR R R . R KRR /s 577 (6-MP.
AZA) 1 BRAER R EEFEIES %K (UC) &3 (Mayo Wiy 6-12; WK
BHTTSr=2) HIFRIIPEIFENL. BE . LEG RIGRIRE: (ACT 1 A1 ACT 2) 3F
7 PERFIG BT 2 ARG . R VFRRE B I DUIREE KA IR ER . W8 R TR
B G LA IR . W Fih, B BENL A BoH 2 27, Smg/kg 96 ) 76 H
Prak 10 mg/kg TEFRF TGP, FHZRRNES 0. 24 64 14 F122 J&, PLA ACT 1 125 30,
38 M1 46 . 5 8 JA L J5 SUVIHE B UM R e .

R 14: %58 8 70 30 AR HINGIR LS WRPREAEARG IR R A 7= AL R BB

ACT 1 # 2 FVC S B3R
JEFH P L

2R 5mg/kg | 10 mg/kg s
BEHL A I 2 ik 244 242 242 484
PR R IRR I R RE B A
55 8 JHIIF I AR N 2 2 33.2% 66.9% 65.3% 66.1%
55 30 JAI IR R @ 27.9% 49.6% 55.4% 52.5%
FREE (55 8 FIAIEE 30 AR 43R IGR | 19.3% 45.0% 49.6% 47.3%
R @
R ERNFEZRERZAE TS
55 8 JAIT I R R R 2 10.2% 36.4% 29.8% 33.1%
2 30 JE I I R 2% i @ 13.1% 29.8% 36.4% 33.1%

S =) Ex oy ER A5 ZEL 1A

g;iﬁﬁaf (5 8 JEFNEE 30 JHIIT 51315 I IR £ 30 19.0% 24.4% 21.7%
HEREHZREE S
5 8 A RS @ 32.4% 61.2% 60.3% 60.7%
5 30 JE I ARG 2 27.5% 48.3% 52.9% 50.6%
& PR IR AGTIA T vs. BRI S, p <0.001

7E ACT 1 BFFE Hh il 1 8IS 54 Ji I 9 KA U B A Rtk . 56 54 JARS, & Jfa
KAV ERGRIT A 44.9% K EEFRFIMIKNE, 5 BG4 19.8% (p <
0.001) . 2 54 JEIW & JF 38 RH| 0 BG4 b SRI5HIG PR A RURS I 5 11 B3 LAl v
T EHNEITH (53514 34.6% vs. 16.5%, p < 0.001 1 46.1% vs. 18.2%, p < 0.001) .
%5 54 FNG I IERAN VG ERGIIR T 2 AP IRAG R 21 N B MR 22 22 il 1 (8 L9 v T 22 TR
WBITA (43514 37.9% vs. 14.0%, p<0.001; F120.2% vs. 6.6%, p<0.001) .

%530 & (22.3%vs.7.2%, p<0.001, Vi ACT 1 A1 ACT 2 %u#ii) F1%f 54 F (21.0%
vs. 8.9%, p=0.022, ACT 1 ##i) I, & JFFIE AT BHTIRTT 4 P RES LENE PR 15 24
() [ R S5 1 PR 1) FE o LAl v T 2 lERR 7 4L



MEEZ A5 54 J, WF ACT 1 1 ACT 2 BFF 7 K S K e fig gy 25048 23 i S, 9%
RFNTG BATIR T i 50 P45 o 6 M o A3 B AR ARl b . 5mglkg AT 10 mglkg 2 A
VG BRI 2 1 48 M A DGR B R B K T 22 BRI (8 100 5233 -4 113
fEBEE: 21 #1119 7k vs. ZEFRIZH 40 U 43512 p=0.019 1 p=0.007) . 5mg/kg Fl 10
mg/kg S I T AR ST AL TR M RAHSCIMREF AR EABAR T BRI (BF 100
ZRE-EN TR T RS 22 A1 19 7k vs. 34 ¥k; 43 H1A p=0.145 Al p=0.022) .

I ACT LRI ACT 2 BIF 58 S KSR PRI 70 25 o Ui S 54 T P ATART Bk [
ZAMHVIRAR N Z W3 L. Smolkg 9 RA TG B2 (28/242 B 11.6% [Jo 3% 7D
F1 10 mg/kg JERF TG FLpT 2 (18/242 Y 7.4% [p=0.011]) w245 IR 2k E >
T2 R4 (36/244; 14.8%) -

FiAb—TBEAL. RUE iR5 (CO168Y06) T Hf ik K Ji i 2 VA7 e LI v B8 P s 3l 1k
W I 96 BRI TR i 25 A TR A RS R BE £ (n=45) FPiPAf T 95 A G
PR A VIR A AL 21097 2. Sma/kg T R VG BT 5 I 4h 25 2HL 1) R 3 TR e i I
3 M HWEZ VIR 1) 5 W3 /D T 22 BRI (4538 29.2% vs. 66.7%, p=0.017) .

£ ACT 1 Ml ACT 2, B B3 1BDQ Al 36 Wi H i &4 % (SF-36) ¥
SR Grih A ek, F ST SRR TG R R e A T

[Z3a]
ZEEA

AN - A BT YUA, W15 TNFo (A B RS R DL s s g &
ik TNFo 5524k 254, AIMAE TNF &£ 4205 . TNFB GHRELH %R o) & —Fi1 5 TNFa
I AR RS2 A I A0 R 7, AR S EASE] TNFP (3G 1 . TNFo (A0S MEELES: 155
MAHBA T, WMANER-1REANR L) -6 AR BN A R Z 85 AP R4 & A
SRR B 2 DU SR AR RS s VA rh PR 20 AT T A 4 L ) T R 12
5 AR U U S SR HL U 2 1 U5 DA B 175 3 i B L AR/ 0 7 A 2 1 e A
TEARAMIR 9IRGB ESIE TNFo FILHAR-S AR G 45 & 5 vl s . 7E R P A2t 4
REZHA. P4 R AHML . g RN . B bR EL M T IR R4 AR e 40 B iR T 1) 22 T b
AR, AR S ST ] TNFa DI REVETE . BT TNFa fUiA ] BEAR/NRE S5 I 215
MBS BN . 7E RSIRIR T ST R AT 1 R56 P, PT TNFa Huiod ny ikl i
R AN TR . X AR TNFo SRIAFTEUN 2 56T 2 MR R/NBR AR S AT Ty %0k
TR, HX BRI/, TELR 2 5 i RAER M T K . TEAR RS,
A A 5 AR TNFo BGd Y ke e 64, I8 TNFo 2K 2B W& .

FESRRIRICTT 98+ 502 U A5 B M AT 2 S8 RO AR DG SR T 0 H vk 2
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(] TNFowe ST RIB I 4, A it kb 98 P20 B [ OG5 SOE SR AL R s J b A S 4
PR BR 0 23 T B2 AR e 33 3  ZBa[BD R PR 2 7--1 (ICAM-1) LI 240 MRS B 43 7--1
(VCAM-1) H3RIL; M RAE[EN R 8 (IL-8) MEBEZAMMEELER (MCP-
D I SR RE [ &R E AR (MMP) 1 f13]. 7% BUR ARSI & B HA
KEiaIT e, S A -6 (IL-6) Fl C-RMEE (CRP) 7K FFK. ZA IR
B, HANE MR A AE R BRI 2200 A TR AR B (RSMRER) L,
BARIEZIRIT B F I RE K. SR MNIBIT B AT R EE T, T 4
TR RSP I R RICRE R, R S R TR A AT R P R 2 P B

YIRGZi)E, (E3ELRIA. 55 3 K. 58 10 AR, X5 BT (s A UG A R A
2 U PR R e s AL U B AR IR . A RE RIS B R I E AT S RE AR KB N, IR
WMEAHTE (CLA) BAVER)R iR SEARR L, fFE CD3-. CD4-. CD8-FHE
Rk g, R CD1 B R 5 S R A Rk

XRG4 J8 5 S5 H L A AT FE, 2o TNFo fer R BERAE F B4 St 25 1%
K. 0% BB FMHIARIRT A, WD R RAE R MR CY) C-NEH (CRP) i
TR E PG (FRANE, BN Rk S A B AT Hh ks 20 i 2 &
FEA ] TR, F AR I AN B S AR /N o A A F AR SR 10 R, AR TR
TG, R RN MR (PBMC) RIS 38 A= A SO Aok /b s HLREEUS
PBMC 7E 7 LA 177 0 35204 o Xkl I 1 2= R AR 2 23 70 BT S 7= AR ot v )
DREFRIE TNFa Ml y-FH R AL ECE . e A SUERT 70 3R WAR i ml sk b 56 M40 i
15) [ P 93 28 S A (IR DA R R A R AE AR IC I

XA AR i B B BN PR SO R S R R, TR AR BE 8. 30 AT I
HLR R AT R A AR S AT AR A 232 R I A RORG 2 A 308 TR R B R R )
brbie MFARIEIT 8 G 400N 7 HLA-DR. CD3+bk E2 20t AT kAo 4 6 75 W e il
B. #fid AR KT R

S IRIT SRR AW A, HhE B S I A I A I S B A R T
IL-2R. IL-6. IL-8 £l ICAM 7K FREAIK T o X PR F 2 8 4275 T 8 XA F A B 9T 5 1
%8 & 30 A,
FHHERR

it

fE /N ORI B 1T B - K HF I (Ames) S3edt, SR BLA A I
P o 75 A PAIREANIEAT 0R00 1 UL St PRS2 7R s U AP 723
AR



cV1q R —FrE A UM, T LAEN AN TNFo 35 PE. RH oViq #E4T
4B JI R — AR o, RSN XS SR B I e . AT R G P 0
RGP BT NEE 7.
Bom

R cViq /MR TNFo BB I/ BT I — T S St 7, Lo
SR BUEYEREAT T PP /AN 2 D 3 41, B8 43 0 H 2 6 HE  cV1q10mg/kg . 40mg/kg,
e 6 M H, B 10mg/kg F 40mg/kg IR TR cV1q AR/ R A= A o

(2R3 /%]

N BB I R R T BT 3mg/kg & 20mg/kg, T KIS 25K S5 7 ek
PR R RSN IRN S BIRGHETCA RN, SR m 80 T MERERA . XK
RIBFT 4 3~10mg/kg B E . w2 B Sme/kg BFIE. BEHRAREG 3~Smg/kg #.77)
AR R RN, SR B AR I AN 7.7~9.5 K.

AL Z G, 2 A6 JRE AT B BV BE - [] it 28 5505 S0 45 RARL
8% 4 JEl 5 8 FHEAT 3mg/kg Bk 10mg/kg 5T 4524, T8 R P BB A HE LA S AR B R
5 ) P BB AE B P BT UORBH 1 2 T 2 BRI N . A AR 3~10mg/kg
YEFFFIRIRYT 8 5, HERFITGRPTRALMIERELHN 0.5~6ug /ml, {HJ& 2 EE 2A N
PRI A BET P B D2 AR 0 380 2 R PG BB (<0.1pg /mD o TEAFHS. KRR, PEHIEA
BF PR RIIERR R A BBUFEH B2 MATE B0 8B B 3 th o A
PH S5 VB R B i AR AR ZE ST

v B RIR B S A R LE (617 ) RN EFA T Sme/kg Ak, 2Ra)
JIEERAIE CRFBIEIREE . IR L LR D) RARAR AL

DL RS I 9 (N=60) 782 B (N=112). ZIFERERIEMERTT4% (N=117)
NI (N=16) 3 CRAFERTERE 2 A% 17 2) MEWE A ERET RRHA 23]
TIPS W IR, SRV BT ) ST IR 28 A B A F 1 g 2 g I Rk, BAAS S Smg/kg
8 AL Z —IRIG, 6~17 % JLEBF I P ARSI KA P AT B E K (FRASIREE -
(A2 FIHEIAR, AUCss) TSN B P A A A 251 2 8 K-HARE) 20%, fE2 2% 6 %
PAURLE B Z AL AUCss TR R AR L) 40% G —fli i1 23T IR & A KD

(5]
2~8°C Tt RAF

(R3]



PRI, 1M

(EEpeiD|
36 M H

(PATARAE]
JS20190051

(i O 25 i HIES ]
820171001

[A47=40]
M4 FR: Cilag AG
A= Hiuhit: Hochstrasse 201, CH-8200 Schaffhausen, Ffi—
E BRI
ZRR: AR 2 IR AT
Hokk: PG4 PG 22 T T X R AR L AR B P 19 5
MR AL : 710304
HLIE 5 %: 400 888 9988
FEH 5. (029) 8257 6616

W4E:  http://www.xian-janssen.com.cn
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