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16. Y&
16.1 MHRE
(FAlD
16.1.1 BEARRRAS S
(1) BOks
HAANEREABERERE 20512, KA (n=65) &HEIT/NAF
E#mED (n=65) Z40mgHEIZ TS5 Lz & EOENHEOMR
SRR L 7zo AR/ FEATNA FEIERED 240mgHER N5
BOMERT &) L< 7 REOHR (FISELSD). EMHE T
A=FZL TR,
R MARE (Cnax) KUK 5 BASHIER R (54265 H i
) ETORE-RRR FEE (AUCot) DFEAT/NA F ERHERED
BN 2 AHIBE D2 GRATFIEOL) DI0%EMXHIE. F%
HOHEREETH 50.80~ 1.250HFNTH D KA EFLIT/NA %
BREE D (IFEYBRELNICRAE TH D Z MRS NI,



5500 pg/mLy A b b LFS— MEFRARTR8 ug/mLTH - 7217 (H
5000+ —o— 7AlB (1=65) ENASEOR
45004 <X SEATINA A RSB (n=65) 16.1.5 EEMFFIEBIETRA
E (1) RERs
g HEEBEY I FEEICA N NLEY— MIATTY YV LAY T
o 20mg R U 40mgZ K TG L&D b T 7 BEIIRE16E
L BCH7~104g/mLTH 718 (HAAT—%),
3 16.1.6 BERIR—F T v MR
& (1) RERS
B BEMN—F v MEREICT Y A7 7160mgEMERS L, 2
g HEEIC80mg. 4 HLUKIC40mg % Ml k5 L & & 0EEik
BEIZB B b5 7 BN ug/mLTH 57219 (HAAF—%),
§ 16.1.7 70—V
T T T T T T T T T (‘]) }Efg;g%
0 192 384 576¥N%l]7%6;§(h) 960 1152 1344 1536 7\:1—‘/7??3,%\%‘!:77‘"}A77°160mg’2?ﬂlil%t5b\ 2EE Iz
- SOmgZ K TG Li-EED M5 7MWER., SERICBVLTHI2
MBI/ ST A — 5 (GRITTFHIE) pg/mL. 43 F LI I240mg & IR TS L7z & & O RRIEI
B AUCo-t Cmax BU BT 7MERKS~T 1g/mLTH - 720,
(h - ng/mL) (ng/mL) HERRRE IR A L 7 0 — VRS (R—25A Y 57
A 65 2570000 3840 W 193 ug/mL) 127 ¥ A7 780mg % A TG Lk &
FeAT 3 A BRI 65 2350000 3710 DEFRBICB TS T 7T BEFNT~9ug/mLTH - 722D (K
1) : HUMIRA CRETERS N7 5 L~ THH]) AF=%)s
(E135®) 16.1.8 EEMAN
16.1.2 BEFU ST F (1) RERS
(1) BEEs HARANBBERBREZICT ¥ A~ 7 160mg 2 WERS L, 28

i) 7w FEFICT YY) A7 720mg. 40mglk 0'80mg % Hi[Al KL
THE Uiz & & OIMEHREHRE K OFEMBE/NT X —5 2LITFIC
R MIEFEEIFRICHA L THEML, 74 A< 7 03EE

Ec80mg. 43HE DIF&Ic40mg % F@l R TG Liz & & OEFHRE
IBITS bT 7BEIEN6~9ug/mLTH-7:22) (HRAT—%),
BEEERBRBEICT YY) LT T7160mgEAEZRS L. 28EIC

80mg. 4EHEKRUV6EEIC40mg. 8EELIFEI240mg % M3 1 [EfZ
VY FEBEICB B MIE P REEE R UM T X — 5 LR THRELZEZOEFHREBICB TS b5 7#EIEK14~17 ng/mL
KABEY 7w FBE LML T2 (HRAT—%), TH-7:23) (HEARUHEAT—%).

10 - 16.1.9 FERRMEDPREER. BEXIENRE SRR

R&1320mg~80mg D A E & THBIEZ R Lz, £z, HAABIHE

(1) RERS
L, il JERYE 522 5 A IS 7 5 ) A 780mg A HIEHRE L. LEE
E 7] —a— 80mgBt (n=14) DIRc40mg 2 KR G L L 20 EREBICBIS T 7R
E N 3498 1 g/mLTH = 7224 (HAAT—%),
% 6 | (FHHE +i1ZEERE) 16.3 975
S (E1=35®)
4 MY Y FREICT V) AT R EBIRAES L& &, WEh T
N ) W7 T INE T D31~ 96% D TH 5 7225 SHEAT—%).
B 16.4 X381
i“é! (E1=5®)
27 FHVLY T, b MgG1BREF A TH L Lo, thORES
a7y v ERBICEbENS LR INS25),
0 . . ‘ ‘ ‘ . . 16.5 HEtt
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B (h) PIICT ¥ ) 5 7214.8mg/kg % REMIRNZRE Lz & &, RPICT
FV) LT TRIZT F Y L~ THRIT 3R H S e o 7226,
20mgh¥ 40mghf 80mghf 16.8 Z0Dft
Cmax 1.805+0.833 | 4.265+2.411 | 6.390+1.504 (E1=50)
(pg/mL) (n=12) (n=14) (n=14) 16.8.1 Fi+oh#giT
Tmax 206+92 204+32 210+85 BHRICT ¥ L~ 740mg % A N5 L7z BEO LT Rk,
(h) (n=12) (n=14) (n=14) BE56HBICEBM (3lng/mL) 2RULE2D HEAF—%). [9.6
AUCo-336h 465.8+217.8 | 1039.1+530.7 | 1697.2%455.8 A
(pg-h/mL) (n=12) (n=14) (n=14)
AUCo0-672n 740.0+324.7 | 1620.8+814.9 | 2864.1+735.4 17. EERRE
(ug - h/mL) (n=12) (n=14) (n=14) 17.1 BHURURLIHICET BHER
t1/2 339.3+£186.6 298.0+88.9 265.6+64.0 A
(h) (n=7) (n=9) (n=9) 17.1.1 EEIU DT F
CL/F 18.0+6.2 22.1+13.9 24.1+87 (1) BN _ESHRLBEER (FKB327-002:158)
(mL/h) (n=7) (n=9) (n=9) ARRLFES—F (BT IMTX]) THRA D7) 7T B
(PHE + REFEE) BEMRE L. MTXPHH T TARA & 1751 A EFEHED 40mg%

R AWRE ICT ¥ LAY 740mgx BEIE TG Lz & &0
Cmnax® O Tmaxid TNEN4.721.6 ug/mLET131 +568/ T
Ho713, THY LT TA0mgE BEE NS L3RS, 5155
Niz7 7)) LA T OEMZNFAL (FHIE) 1364%TH - 7214
HEAT—%).

(2) RERS

MEi ) FREICT Y LAY T40mg R RERE THRE L&D
EFHEREICB IS T 7REIN3g/mLThHo7z (XML F
H— MIEGFHRE) . 20mg. 40mglk U'80mg D Fl & TR T 5
L7z & EOEFERBICHE T 2MEF b7 7 REZHARICIZIFHAIL
THMULZ1S) (HRAT—%).

*% 16.1.3 SEME. RIERER. RENEE
(1) RERS

WRBEICT YY) A~ 780mgEAEIEE L. 2:8HDIEIC40mg %
FEE TG L ZOEFEREICBT S b5 7EEIZN4 ug/mL

23 1 ER24BM RERE Li-. 24581512351 5 ACR20Z| 32 ER
FHOEEIARB K ORATNA FEHER/ED BTENETNT4.1%
(269/363f1) . 75.7% (271/358f1) TH V. RERZED SHEEMED
OSWEHEX L. FEEHAE (-13%~+13%) Ic&Fh. WAID
RIS RSN,

1 24EKFRUCHB T 5 ACR20EEHERE OEI &

kS ACR20Z|EHERE

AH 363 74.1% (269/363f1)

FEATINA A ERFEED 358

75.7% (271/358%1)

RENBE R OEFTNA A EERED BOREWHENRICBI 2E6E
HROFEBUHE L. RHIEE203/366f (55.5%) i85 4 ESE
WED BE223/3620 (61.6%) TH . KFHBEOWFIZ, LIHFEZR
2601 (7.1%). FREIBRZL7H] (4.6%). @3 L AT 0 —)VIE]LSH
(4.1%). ERGEREG136] (3.6%) FTH->7:28),

1) : HUMIRA CRETERRS N7 5 L~ 78I

TH-7210 (HRAT—%), —=
et A (E21=35®)
1614 MBI 173 W
" (1) BRI/ IiERER

BEMEEMEREBEICT Y LAY T40mg A KL TG L&D
EFHRREICBT S M T 7REIX. A MMLFY— FEHRTH12
—_7—

1AIBL_ EODMARDSICEDRA+53 2 BART U 7~ F BE 35201 2 W5
ELT T R EERILEHERIC B 1 52438% DACR20%



WEEE (ACR20) 3. AFIREHYI ST REEGRICHANTER
ICENT WIS,
2 1 248%DACR0ZEREE OEI &

A 40mgh@iA 80mgFaE
13.8% 44.0%8 50.6%%
ACR20 (12/87f1) (40/91f31) (44/8741)

§p<0.05 ®N7FLKREE
RAEAEFMAR265H1IC BT 2 E L HEBERIE. T4 EHAFLH
DNAHUARBHEASAR] (20.4%) . BRIFTERALH] (15.5%). Fiikdt
TABFIE33B (12.5%) EEHBOIZ S FERR1f] (7.2%) HFTdH 7229,

(2) BEAEMEHER (RIERTRIRDERRALE)
WEICMTX G L7V I FOMEHZERA % < BRI AT 28D
WO 7~ F BE3340 2 MR & L, ERRREEE L TMTX %
iz 77 A B EERLEGRRRICHB T 5 26ABDXBAITT
modified Total Sharp Score (BAR. [mTSS)) TaHii L 7z#58R
R=2F4 P 5OELBEIRABRERHNT T T REERICHEART
BRI, BSiEEOEREN IR SR S iz,
#3 : mTSSE L&

75 € F+MTX 40mghgE+MTX
R=2AFA
P 13.76 14.22
26;HKFOE(LE s
FH1E) 2.38+3.195 1.48+6.065

§p<0.001 7Tt AE
F7o. 266 %DACR201E. ARG HS T T RBEGHICHART
BRIEBN T30,

#4 1 2658%DACR20EREH OEE

75 R+MTX 40mgh@EiE+MTX
56.4% 75.4%%
ACR20 (92/1630) (129/171471)

§p<0.001 #75tAREE
TRMFMARI7TIFICB T2 ELEEERIE. BIHER264
(15.2%) FFHEEEEH 1401 (8.2%). ALTH#EM13H] (7.6%). AST
BB (6.4%) FEHERAIRIS. FER106] (5.8%) %TH 723D,

(3) By MARHER
1ML EODMARDSIZIREAR 53 % B U 7 < F B 5445 % 1tR
L L7127 AW B EE RGBT B T 526 % DACR20IE.
AR EGEN T T REERICENTERICENL TV,
#5 1 2608% DACR20EREE DOE| &

A 40mghaiE 40mgfE
19.1% 46.0%$ 53.4%$
ACR20 (21/110f1) (52/11341) (55/1034)

§p<0.05 MN75wRR

LRI RA34B1IC B 5 ELEEHRIE. FHS7H (20.0%).

BR756] (17.3%). FE68MH] (15.7%) . ALK IG464]
(10.6%) Z HEEREALH] (9.4%) HETH-7232),

(4) BENEEER (BEIEDERMLE. BEICMTXDERRZRSI R
WVEE)
WEICMTXOFRHKEEEA 72 < . BRI A 3ERTEOREE) 7~ F
BETI 2 HE Lie. ZEHEMERERICH T 55208% 0 XF
237 (mTSS) Tl LiziER%E RRIRT . R—AT714 U H5
OELRIIMTX E AR OGRS, MTXBME SR ICHRNTAER
12472 < (p<0.001). BAEHHEOER (LRRS RS D,

#6 : mTSSEbE (MTX{ERRERD 2 \WERE)

77 L AR+MTX |40mghE+MTX | 40mgha
N=2AFA >
(Fi91iH) 218 18.1 18.8
S2AR DAL E .
(F1H) 5.7+12.7 1.3%6.5 3.0£11.2

§p<0.001 HMTXHtH 7FtXE
KA EI I SR 2740IC BT A ELEEHRIL. BIHEFEK6LH
(22.3%). BEFS6H1 (20.4%). ED466] (16.8%). BAHEIZHE
4141 (15.0%). b5GEREG230] (8.4%) FTHh->7zo MTXHHH
BE268BIICH T 2 XA EEHR T, BIHIEKRS2M] (30.6%). FEFE
5361 (19.8%). ERGEEFS0H] (18.7%) BEDASHl (16.8%).
MR EE21H (7.8%) HETH - 7233,

BB NAERER (PIETRIEDERLE. MTXIRR T2 DEE)
MTXZhEAR+ 7 OBE ) 7~ F BE61flZxH & Lz, MTXH
ATROT 7 ANBEERABICB T S52BBOXMAIT
(mTSS) TFHli L7258 %2 TRICRT . R—AF A1 V2 50E{LE
WEMTX EAFOGFREEA . MTXBEMESEICHRTERICDZL
(p<0.001). BEEIREEOERL LRI RSNz,

#£7 : mTSSELE (MTXTRHRA+S % EE)

(5

=

7F 2 R+MTX 40mgh@EiE+MTX
RN=AFA
CPA91E) 66.4 72.1
52RO L E §
(TH1E) 2.7+6.8 0.1+4.8

§p<0.001 7T AE

AARESHALOPNICBI 2 ELAEFRIE. LRERES2H]
(19.6%) \ EHERAERRE7AG] (17.7%). BET1IH (16.9%). EIE
JER6AG] (15.3%). BERSSH (13.1%). FD4561 (10.7%). T
4361 (10.3%). 354200 (10.0%). RI&EZ38H] (9.1%) &
T 7234,

*%17.1.3 SRULE. REREEmN. BREE

(1) EREI/MEHER (FE4ER)
PEENIZEREOSEEEBMEE (BEREIEE S EREHE
(BSA) ®10%LL E. #2»DPASI (Psoriasis Area and Severity
Index) A3 7H12LLE) 16962 KR & Uiz 24 G —EEM
BT BT BPASIKIEE (1638) #RE TRISRT . KAIBRESH
DOPASI7TSRIGHRIE T T £ R ERICHARTHERICEN T35,
#8 1 16J%DPASI7T5RIGH

A 40mg 40mg+La 80mg
PASI75 4.3% 57.9%% 62.8% ¢ 81.0%¢%
(2/4641) (22/384) (27/434) (34/4243)

§p<0.001 *7F LA B

a: 80mgHEl&aH 5 H v
BRI RI23FICB T 2 EnEEERIT. BIFER45H
(36.6%) Ifiidp ~Y 7)) REEM24%5] (19.5%). MAPCK#EHM17
Bl (13.8%) IESHERALALEE, MIAPREEHEMNE 166 (13.0%) %T
7230,

(2) ENEMIEHER (R

BERE (ThLFF—b, YT RRY V&) THEAHS LR
EtEE QLR BHIOFlZ MR E LIIEERAERICB ) 55
16 AR ICHERNNE (R—=2AF1 V256 DOEMIERA I 7 iEX
TEARE) &R L2 HERE O&A1370.0% (7/106]) TH otz
FEoAEHGI, BIFER. 2 5>FEEE3F (30.0%) FTH-7:37,

(3) BHEMEEER (FRFLREERN) (BE)
FREE IS ENRE O TR B MR B E X R (REAR B B2 A 3RE £ L
b BRI BEE L LA DIER T O A R RERBE TR
PARTD2EGE) 3130120 RE Liz24 %5 75 £ A E 8
BB ICB 5 12HBDACR20%Z FRIRT (BEDKS50%IX
MTX %) o AFHEEBEDACR201E 75 L RBH AR THEICE
nTwniz,
#9 1 1208BDACR0ZREHE DE| &

TR 40mg A

14.2% 57.6%
ACR20 (23/1620) (87/1514)

§p<0.001 7Tt AE
7. 24BOMEHEERE 2 FROBOXHEA 7 (mTSS) THF
fili L7z ft SR, BHREGRONR—2F A > 5 DELRIZ T TR R
ICHANTERICD R -7,

#10 : 24:B#%OMTSSE/L&E

TR 40mgiE
NS T
(P454H) 19.0 22.6
248K DAL R 6
(P45(H) 1.6+£7.50 1.0+£8.62

§p<0.001 X77 AR
RRWFHMNRISIFNICHE T B FELEHFERI, EXGERERE1
(12.6%). BIETEALSH] (9.9%). FHHHBARIS106] (6.6%). BE
B (6.0%). RIMLESH (5.3%) FETH 738,

17.1.4 BEMHEHERX

(1) BN MEER
1AIPL_EDONSAIDS TRIRA 73 UL BEHED 70 W IG B R E e
REEZFAFIZNRE LIFERRBRIC BT 251 2B%OEEHR
(ASAS (Assessment of Spondylo Arthritis international
Society) 20) &, 40mgh@E#5T73.2% (30/414) %R L7239,
FLEERRIE, BYELF (46.3%). FHAERELLH (26.8%).
FHHBALRIL6MH] (14.6%) FTdH 7240,
JBSLE MABEER
TEEHEREYERREE (NSAIDSTHRA 3742 E#H) 3156]%
WRE LT T2 AR EERIERERIC B 5 1 2BBOUEER
(ASAS20) 2 RNRITTT . AABREGHIET 7 RESRICHNRT
ASAS20ITE LI AP AERICEN TV,
#11 ¢ 12i8%DASAS20GER

(2

=

75t R 40mgli:
20.6% 58.2%$§
ASAS20 (22/10741) (121/208f1)

§p<0.001 N7t ARBE

REMFHE N R208F1IC BT 2 ELEERERIE. RIFER264
(12.5%). BERE200 (9.6%) &TdH -7,

17.1.5 BEMEIFFIERIETN

(1) EREEMmAEEER

R CRBESEO I Y ba— VAR EE L SR ICTEETE A A
T 5 A FEERE R IR R B F 2501 2 MR & L IEEMARICB T 2
2516 KER (ACR Pedi 30ISH) IEMTXHHAIFI90.0%
(18/72061) . FEGEHBI100% (5/561). (& TI£92.0% (23/256l)
ZRUT4D,



(2

=

FLEEERIE. BRER7H (28.0%). HE. FHEAE4H
(16.0%) %TdH->742,

BV S ARG ER

BRI OIS D 0 > b o — U IR S ENCEBE 2 E
T HEERR RS BEL7IH 2R LFEREASICE
5% 516E%NER (ACR Pedi 30KIER) IEMTX Gt
94.1% (80/85fl). FEPHRIEE74.4% (64/8601). &1ETIL84.2%
(144/17161) #RL7z.

F/-. EEMBAW (1668) TACR Pedi 30SICE L BE %
WHRE LI ZEERPICBWT, #5480 E TORBHEMREEZT
FITRT,

AREFEGENE 7T AR SRR TEBBERRIIAERIE, 57243,

#12 : A8H E TOREHME

AP

PS5k A TIEE | eMTX
e | 71.4% 43.3%" 64.9% 36.8%5
REEIE | 00088 | (13/3080) | (24/376) | (14/38%1)

§p<0.05 Xt7TtAREE

1638% (REWFHEXNRI716]) OE2FAEFRIE. EEHELAIER
320 (18.7%) EETHEBALSIS27H] (15.8%) . TESHERAIMIEVEL7
Bl (9.9%). FER16MHI (9.4%). LGEREIELSH (8.8%) HFETH-
2o ABHEAR (RAEMERHIIXIRO68H]) OELGHHRIL, EHELIE
Ay A NVABREL26] (17.6%). ERGERZG] (16.2%) .
SHERAIRIS106] (14.7%) #EHI (13.2%) ETH - 724,

17.1.6 BERXR—F T v MR

(1

EAEE MAEEER

BRI (A7 04 FXIIRERETA) THRATDLBEN~R—

F v MEEE206] 20 51E) & U IFERIETREBIC B 524

BROFWARER (HLIEROBE M T RS R EE D

WINB DT (FWLEE. TRuM) Cuo-o EBREOEE) 3.

45.0% (9/20f) #mRL7z45),

ELAERRIE. BIAERG (45.0%). FHl. N—F x v MERE

B URREBOEL). #E. EHE36 (15.0%) TH o740,

H2) BEHBEN—F v MRICET 2 REM RO LRI
55, RERNIZREWEZish, HEHICEZLcm
Do #RIREE RO S W BEPNRE SN,

17.1.7 20—-2i&

(1

ERE I/ MBER

BABE

fliDiEEE (2FaA B, THFATY V. BEFERES)
RO+ 5 EEIIEEOEHICH S 70—V iHEE (CDAI
fili : 220~450) 90l %35 & Ui 7T & Rufid & 5k i
ICBI24B%OEME (CDAMEISOA) (&, ARSI T
Y ARSI ARG P 57247,

#13 1 HEROEFR

e 160mg (#J[E) /80mg
7R (235%)

TR 13.0% (3/23f3l) 33.3% (11/33f)

ZEMFHINROTHICHE ) 2 EAAHESER (4H%) &, THHERA
G, EXGERBSEAR] (6.0%) HFETH -7,

- KA

LABEOREE T, 4B%ICCR-70 (CDAIE70LL EWA) 2R L
7o u— UIREBE2HIE IR E LU 7T £ A I E BB
BT 5. HE52HEKROTEMERE TRITRT . S2HROEMRIZ,
KA GRED T T £ RGBT HARE D 5 7247,

14 : S2EROEMR

A 40mgf@E

FRR 9.1% (2/22f) 38.1% (8/214l)

(2

=

(3)

LRWFHERNR25HIC BT 2 E L FEHFR (52KR) 3. BIWEK
144 (56.0%). BE4H61 (16.0%). 70— k. & 34]
(12.0%) ETH 7249,

B MAEHER

BERS5

MERPERIEARIC DRSS L7 7 0o — VR E 28 2R & LIzIE
BRBICB LT AAEERSIC X HCR-50 (CDAMEAS0LL L
A) 138EET75% (21/28f1) TH -7z,

FEAAEHRRII, RIFHERL3G (46.4%). 70— K", FEEAG]
(14.3%) EFETdH 720,

B ER

- BARE (B I/ IAEEER)

thoEEE (ATuA K, 7HFAT) V%) THRA+S LR
FEXIZEREOEHIRICH S 70— EEE (CDALE : 220~450.
PUTNFBAIRIBE) 20961 % MR E L 7o A BB
HERICB T 24 HBOEME (CDAUEISOR) 2 FRIIRT. 4
BHROBMRIL, KFREHD T T v RESHICHNTHERICEN
TW/z9,

#15 : B OERFR
e 160mg (#IE) /80mg
77w (235%)
BRR 12.2% (9/747) 35.5%5 (27/76)

§p<0.001 377 tKREE

REEFHANR22561ICB T 3 ELAEHERIT. FHEAMEEEE30
Bl (13.3%) L1761 (7.6%) . FEEHERARIE. ERS 14450
(6.2%) . FETERAER 136 (5.8%) HTdH 7250,

- BAEE (BN MEHER)
A7 F T THRNPEEK U2 IR 72 PERE S EREDTE
BHlIch b 00— fREE (CDAE : 220~450. 1 > 7V Fv v
TAREHIZERL) 325012 /R & Lz 75t R lB - EEMRHER
BRICBU 24A%BOEMEBE RRITIRT,
AABOEMRIE, ARIREHDS T I RAEEHICERNTHERICE
nTnish,

£16 : B OERFE
= 32 160mg (#JE) /80mg
77w (235)
BRR 7.2% (12/166/) 21.4%S (34/159%1)

§p<0.001 X7T+KE

BREEFUENRISOBIC BT 2 EEERIE. B, BEREN
(5.7%) . FESE. IEATERACRIEURE8H] (5.0%) FTH 7252,
- HMESEDE (BN IAEHER)

hoEEE (AFa4 K THFAT) V%) THRA+S LR
FENIZEEDEBHMICH S 70— REHE (CDAIE : 220~450)
854f1I12H AR (FE80mg. 2:EH40mg) 21T\, BRI
CR-70% R LEBHEEZNRE LT T R EE R EERERIC
BOVT26EKRUS6EEROEMREKIT. AHA0mghER S5 7S5 &
REEERICHRNTHERICBRL TV,

£17 : 268 N 0563 % D EfRR
A 40mgl@E
N 17.1% 39.5%8
» 261 (20/17081) | (68/17240)
SR ¢ r2f
563 11.8% 36.0%
(20/17081) | (62/1720)

§p<0.001 N7 RRE

TAREIE (85461) 1B ELEEFERIE. HHFHSLHA
(6.0%). FD4561 (5.3%) FTh-o7z. ~EHEWRMM (40mghs
HE26000) 2B 2 ELEEERII T T —R5160 (19.6%). &
MR 22961 (11.2%). BAEHRE27H] (10.4%) FTH 7253,

17.1.8 BBMEXRER

(1

) ENEE T/ N8R

fiiE@E (RAFuA K, 7HF4+ 7Y V&) THRAT S HRE
FESUSEEOBBERGREE (MayoRra76~12, NS
YT 2a72~3, FTINFRARGE) 2730 20K E LTI R
AR EEMILEEBRICB T 2 HAER (EHEMEHE) 3. SHERk
TRHARRERE T I REEGHEDEIRD 5NE P> 7H, 52
BEHTIE, REREGHS T I AR BRGHICKNE P> 7. /2. 8
BRICH T HERD (BIRFMEE) &, 77 2 RBE35%
(34/96f1). 160mg (#[E) /80mg (2:@#%) BET50% (45/90
Bl) THY. ARREHDS T T REGRICHARE D 0 722254,
[5.8 28]

F) MayoRA a7 HR—=2A54 > 5637 D230%U DD, D,

EBHINY 7237 AR IER=2 51 56 18 ERED,

#18 : Q%I U521 % D EfER
e 160mg (#IME)
IR | eome (2i4)
- 11.5% 10.0%
BfRRa (11/9641) (9/90f1)
(EEFMEER) - 7.3% 20.0%
52;b
(7/9641) (18/90f1)

a:MayoRa7A2LF, 2. WINOYFTZAa7H1ILT
b : B LIRE. ZRAT DG E IRFHRANBITAREE Sh, BT
JEBE SN,

(2

#19:

BRI RI7T7HICB T 2 X0 FERER (520%) 13, BIYE

7661 (42.9%) . HEERAIG18HI (10.2%) FTH > 7259,

ABVEE MAEGER

- BARE
HTNFRARBE T, howEE (A7u4 K, 7HF+7Y »
%) CHRATFLAPEFERIHEEOBEBEABREE (MayoR
aA76~12. WREHREY 72372~3) 2MRELETT RN
W EERLEREE (576f) ([CBI 2 EMER, RARSHIT
T RBERICHNTAERICEN T /5455,

ST DFEMER

=

TR 160/80mg

FifERa (8iH)

9.2% (12/130f)

18.5%85 (24/1301)

§p<0.05 xt7T KRB

a:MayoRI7A2BIR, 2. WIhOHFTAar7H 1T




160/80mgE ABE223BIC B 5 EHEEHRIT. EEEAEKR13
Bl (5.8%) #5596 (4.0%) FER7H (3.1%). EIATEO6MH]
(2.7%) TH o754,
- BARUISEE
HTNFEAOERARBROGEIC A PO ST, tOBEE (A7aA
By 7HF A7) V%) THRAR+S 4P EEXIIEREO BB ER
s BES18H] (MayoZ 2 76~12, NREREY 72a372~3)
EXRE) & Uiz 7T AR B EE BRI B S BRI,
AENEEHEN T T 2 RSB R THERICEN T\ 725456),
) PITNFRIEICRIEASHEE Uz (ZRER) VIR BE LS
Fhico 122 L. BERICHTNFRANCKIE LE» -7 (—RE
) BHEEBRI SN,
#£20 : AR KUS2AEBOEMFER
TSR
9.3% (23/246)
8.5% (21/2464)

160/80mg
16.5%5 (41/2481)
17.3%5 (43/248f1)

FffRa (85H)

Bffga (52;8)
§p<0.05 7Tt REE
a:MayoR a7 A2BTF, D, WFNOYTAI7HIMUT
ZEHEREMICB Y 2 REMMENR2STHNCB I 2 E L EEER
&, EEE KRR R58H] (22.6%). EBIHEAASH (17.5%). TEF
226 (8.6%). HE¥E. BAEIRES200 (7.8%) HThH 7254,
FMEHR MSHERSE)
HTNFEAOFRABROGEIC A PO ST, fthOBEE (A7a4
By 7HFAT) V%) THRATHLPEEXITEE (Mayo R
a76~12. RREREY 7 A372~3) OBEENHABRBEED %
R ZEERRBRDSER S N, B CEBmS - FH R (852
Bl) ROBENTERS N5 7B (1006]) 2B 552@%OH
fRga) 2 FRITRT . HEBELIEICAFIA0mg 2 @1 EI%E Lz &
EOS2EHOEMRIZ. 40mgZFEKG Lz &L T, £
REBEONEANEFTRIAFTZNICERREDIRD SNL P 72H,
H7HBEOHARANEN & ERBEONEALFOHKEERTIIERIC
BERTW5T),
#21 1 S2EHOEMR

(3

=

40mgh@EiE 40mg3#E 1 [a]
SEANEH 29.0% (42/1454) 39.5% (60/1524)
MEHEHE 30.1% (49/1634) 41.1%8 (72/17561)

§p<0.05 xt40mgheEkS5E
WA (8EET) 952FlIcB T A ELAEHRIE. BER71H
(7.5%) BBEEKRER6301 (6.6%) TH-olz. MFFH (SHEDLE
52 FE T) B46flIC B B ELAEERIT. BEEKBR1704
(20.1%). LMAEEZ 10441 (12.3%). BEEES4%1 (6.4%). L53E
BG50M] (5.9%) . FEFE4A7HI (5.6%) Td-7258),
) FLTNFEAFTURNABERED R S, R SUIAHE
EolBELEEN, 12720, BEICHTNFEFNIC R L
ol (—IRERN) BERASIh.
a: #E58MEMICMayo R I 7IC L 28E (MayoR A7 HNR—A T
A 2P B3RA Y MU ERPD30%LL EEA. EICEBH MY 7 A
IT7HFIBTHZVIEILL EORED) LI2BEDS 5, S52EEFIC
Mayo A 7H2L R, 22, LWFhOHTAI7H1LUT,
17.1.9 FEREEMEDPRIER. FEBRITARE SRR
FMEHR (BERAZSTCEEFHLRERER)
(1) SFEEERE SER
BOZATFOA RIBEFR (7L Ry ViE10~60mg/H) ICFER

L7ziG @t 5 &5 A EE23301 (5 5 HAANLGH]) ZNRE LT,

FEOZXTOA FOAFRKSICE VERFESELZMI &I, BOR
FuA NHBZERL-EEOMRE TOMMERGLL T 7R
IR —EEMR BB ORR 2 LI RITRY .

#22 B E6ELEORM) oMM (ITTHH)

A F5 e R
ﬁﬁzﬁ?§F@¢%@ i o
%‘fi NP — 056
[95%(E#XRI] © | [0.40, 0.76]
piEb) <0.001
E COMMOTRE |, s
FIoA A ) : :
(16f) NP — FE 1.20
[95%EMXM] © | [0.41, 3.54]

a) : OFFOEBEO SEHERE . QRIENMIED 7L — FoE(L, QT
FIEBEO 7L — FOEL, OBREBERNTOKTOVWTALIRD SN
BAICERE R

b) : HEEEOCHARAIIHNEAZFHER & LizCoxbfiiNY — FETIL

c) I G5 EHMAEEE L-CoxtINT - REFIL

HAAGFE OREMFMARIIOFICB T 5 ELEEHR T, BIF
FEHR2160 (17.6%) FER13M (10.9%). ¥#EF. NEIBERKI2
Bl (10.1%) ETdH o724,

(2) FIEFIMESE SER
BEICEORATOA RERICKDEFRLIEBROS S, —EHED
BOZTOA R (FL R=vo U #E10~35mg/H) 12k DfE
RPRELTWBIEEBERE S BEABEHE2586] (55 HAA32
Bl) ZRRE LT, HEEBHBIFOROZAT 0 A FOFEZ W L7
L EOHEMRE COMBZIM L 75 v AR EE R EGRER O
FERZDITICRY .

£23  HE2ADEOFERD £ oMM (ITTHM)

ARF TSR
ﬁ%iT?§F®¢%E ST 56
£kt o 052
[95% E X ] b [0.37, 0.74]
pfEb) <0.001
R E TOHAM O HIfE 20 21
HAAERST 8 (H) ) )
(3241) N —KH 0.45
[95%E X ] © [0.20, 1.03]

a) : OFBOEEED EMHE. OFIERMED 7 L — FOBL, OmT
FRED T L — FOBL, ORFBERNOBETOVTIL»HPRD 5
TSEEIC R ER

b) D G R U HARASUISEA 2 FAZH & L7z CoxHBINY — FET L

o) BB EHAEHE L-CoxfINg — RET IV

HAANFEOLREEFMNRIBIFICE T 2 ELEERRIL. B
2801 (21.4%). BIEIHA2361 (17.6%). FEFE17H] (13.0%).
JE55 1461 (10.7%) HETH>7224,

18. EpEIE
18.1 {EFER®
751 5% 7 TNFICERIICHES L. MFI%EOpS5% UOp75TNFZ
FMEE TNFOMEMERZHET 5 2 & CTNFOAWEN 2 hild 5,
18.2 #ITNF{EMA
(HEl)

18.2.1 AAZin vitroRERICB W T, TNFallBIRWISHES LUTOERZ

R L7259,

c EFTNFalictt LT 2 I S0LFARBEORMMEER L.

- LO29fHAEIc 9 % & b TNF a i F MBS 3 3B W\l FagE % 1
L. TNF a ®H i & 2 MZEHHERA T 2 I SRLFEEET
Hol,

18.2.2 AHzin vivoREICB W T, E FTINFa hIF VAV 2=y 7w TR
ETNICB T HHEROREZMEI L. 2oWlflide 2 I 0L HE
ETH - 1260,

(E2=35%)

18.2.3 74 ) A< 7IXTNF a IBIRMICHESE L. IRO/ERZ/R L7260 (in

Vitro).

- B FTINFa o L CEWHAEEZR L7z,

« TNFa®%&/& (TNF R1 XOTNF RII) 103 2 TNF a DiEE %
fHE L7z (ICsoff : 1.26~1.47%10-°mol/L).

o T ASRMESEMIRIC R 9 5 & N TNF a #BFMIEE I8 W Tt
L7 (ICsoff : 1.4~3.5x10-11mol/L).

1824 7H¥ VALY TR FTINFQ b I VAV = 7T AETIICBIT S
BAER 2 DFAE 2 ] L 7262) (in vivo).

19. B ICEAT 2BEFHNEIR

—MRE TV LT BETFHERZ) (75 L2 THEL
(Adalimumab (Genetical Recombination) [Adalimumab
Biosimilar 1]1) [JAN]

DFE - 148,000

A H:7¥VLAYT BEFEIRZ) (750 L7 7% E e b
[EEEER T a (TNF-a) 1239 28ETFHEBRZ e MgGiE
Joa—FVHETHB. THYVLYT GRIETHEILZ) (74
VLR THIEL] & Fr A =—ANLA A —IEMIC X D E
EENd, 7YV LT (BETFERR) (75 L~ THEL]
. ASUEOT I BERES S 5 H5HE (v 18H) 2ARK 21448
OF I BERE,S AL (i) 2RTERSNSHY 8
TETH 5B

20. BRWV EDFR
VBRI R L TIRIES 5 2 &

21. FERRMF
RS A S SR E A HEO b EYICEET 5 L,

22. 9%
(U LY ITBSE TE20mg¥ U > 20.4mL [FKBI)
VY UIXIAR (5= :29G)
(U LY TBSETE40mg¥ U > 20.8mL [FKBI)
YVIXIAE (=Y 1 29G)
(79U LY TBSE TiE40mg~R>0.8mL [FKBI)
NRYXIA (5= 1 29G)

—10—
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Al DIEERIEAERLAA TR A 2R F 135 (200844 H 16 HA&GE.
b o I IR RE HFEERMSTE2.7.6.3)
14) YW RER - EWEOFESE (2008F4H16H%&RE. b2 I 705K
T HFEERMSEE2.5.1.3%0'2.5.2.3)
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16

=

17

—

b o I IORRE HFEERMNEE2.7.2.2)

wmEe (HARNEFEERREEESZEE) (2011F7HIAAR, ta

I IR BB ERMEEE2.5.3.1)

19) MEFR7 %) L7 7RE (HEAANBEHER—F v MNREE) (201345
H16HZAR, b I IR NE HFERITE2.5.3.1)

20) HARAZ u—fRE#E (2010F10H27HA&R. b2 I IO Nk HiE
BRME2.7.2.2)
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T BEEHREE)
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