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TRERRR A AR 2 BA R 5 Lz & & D
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Crnax (ug/mL) 15.85+2.98
5.00
Tuwx (day) (3.0, 6.0)
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(Y URZ—"FT%)

16.1.3 RiE%S
HA AR ) 7~ F B IC4E 2 & ICAR50mg X i2100mg
EREETHRE L-EE, MBERITY LY T REIIRSH
BIZEEE CICEFRBIGELZ, MEFRITVLTTO b
S 7BEIIHEICIZITRAL TEmLLY,
HAAROHE NEEE KB REEIC, 0K O2E IR
200mg K O'100mg . Z DOH%AA100mg % 43812 1 [E 52 R
L&, MERITY LT EEIIRSHKBIGEEE T
ICREEIRRBITE L 72,

16.2 ORUN

(VURZ—"FTF
R A B ICARFI00mg % B[ 2 N5 L7z & & ot
BINAFTRAFEY T 12 1351%TH -7z, LREES. BEES
FORBEHICE FHRELLEE, NS TR S
U T 4 IR EEME TR P -7 (EAT—4),

16.4 X5

(VURZ—"FTF
TY LT, B MgGlE/ Z7u—F Wik TH s L
5, fhofEs a7y GlLEFEEY ICTR#Sh S L RS
némo

17. BEPREE

17.1 BERUTZEHEICEAT SR

(A

17.1.1 EEHEEZEIIEGER
hEENSEEOME) Vv TFOREEWRIC, A MML
FH - bEHALLARR EETNA FEER EO_EF
M SEFRTHR MR TRER e B 2 SE i L 7z, WG 54
AT EIT5BHE T AR NTHATINA A B % 50m g
5 LU7Y, aB. R CIXIABRBAREICEITNA A B
ZEIMIF-BHFICBWTIZ, I6ELEICHRITN A T BT
EMEL THRETHHEARFANDOBL TRET 225
Iz,
PITRICEEIHMEIEE T3 5DAS28-CRP® OR—Z 5 A ~
B S 160AEE TOELBICOVWTRT,

L) BATNA FEES RN TERRE SN L~ T EE|
#2) DAS28-CRP:EBIEHE 2 2 728-CRISHEHA



DAS28-CRP™ OX—ZF A VKb 6 OELE

AH FeATNA F

(RRAFF RSB < 223) | (RO SBIRL © 230)
‘E‘Zg;;)%%@@ -2.89 (0.058) -2.98 (0.058)
Y NmE XA
0)% (SER‘S))
Chlvssrsss|  0:09 (0.082)
£ S
95% (S HEIX [l ~0.07, 0.25

1¥3) SE : {ZH#EgasE

F16EE TODAS28-CRP® ZI 7 DR—ZAFTA4 U H 5D
ZILBOR/N R FEHIEDOEDISKEHWEXR L. HATICH
E L -FAEMHFAHOHME (-0.6~0.6) NTHO., ARtk
IZBBEEESHREES Nz,

BERAD & AH 25 S N=25161F3161 (12.4%) (CEl
ERDPFIR L, ERBERIETANNSEVBTI ) FT Y
A7 x5 —EHEMH (2.0%). 79=VT73I) FIFVR
7 I —XHEmME (1.6%) TH-7z.

F 7o, BEHBEICRTNS TEER2HRESN, 16EH
DIREICARNCEI 0 & 2 7B 112601261 (10.7%) (CEIfE
APHEBRL., EREERRET7ARNSFUB7I ) FI VA
77— (1.8%). 795=>73I ) S5V AT
S5 —EHEI2H (1.8%) TH -7

(VIYRZ—"HTF)

(BEIEIU DI F)

17.1.2 BRSI/NIE"ESREEEER (X M UFY—MMi

FAEER)

AN BPLFT—MIE2BHERITT LIRAT2 25D ¥
YFREERNREL. A PLFY—MEATT, It

A (XM MUFH— B, RFIS0mg MK &K 100mg %4
EICIEIRER R’ %5 Lz,
BAEIELLRO®ED TH - 71o [7.3 ]

(1) EROERE
14BTHACR20%HE L. 7T REE27.3% (24/88
Bl izxt L. ARFSOmgBETT72.1% (62/86M1) . A Hl
100mgBtT74.7% (65/87fl) TH V. KAKSEHTEH
BlEE2z2RLULEROBRISARZO SN (£
p<0.0001), 728, 52BTHACR0%BKEIZ. &KH
50mgRET86.1% (62/72f) . AFI100mghET82.4%
(6L/7461) TH -7 9,

5148 TOACR0%EE (MTXPERIRE")

AHISOmg  AHI100mg
MTXHR +MTX +MTX
% 88 86 87
ACR20%243% 27.3% 72.1% 74.7%
pfE™ <0.0001 <0.0001

Fl) MTX (XA hbLFH—1) AT (6~8mg/i#)
E2) A ZRBE

(2) BAERtRIZDIERPALE

BEHID 5248 % TOMEEER 2 F R R OXHRA
a7 (van der Heijde Modified Sharp Score) T&F
fliL7ze XAI7OE(LEBOR/N_FFHEL, 7T
TARB2.51I Uy ARFISOMgHETL.04. AFI100mghf
T0.33TH V. AABREGHTERICKEZ R L, B
WEOEROMF PRI N: (Z12hp=0.0203.
p=0.0006) .

BEURTOXRAIT DON—RATA V5D E(LE
(MTXfFFRAER™")

AAHIS0mg  AAI00mg
MTXH +MTX +MTX
B 88 86 87
BN P E 2.51 1.04 0.33
FHRfE 0.25 0.00 0.00
pfE™ 0.0203 0.0006

F) MTX (XA hbLFH—1) AT (6~8mg/#)
F2) HoEH

AAISOmg+2A + b L FY— FHOBIERFEBREEIX,
83.7% (72{51/868) TH 7o FLREIEMIZ. BIHE
222801 (32.6%) TESHERALALIESH] (9.3%). WHBHZE6
Bl (7.0%) ESZR6H] (7.0%) . ZETED £ 44
(4.7%) . BERERAB (4.7%) TH -7z,

AAF100mg+ R + b L ¥ — FREORIERFEBREE.
88.5% (7751/87f) TH 7. FRIEMIZ. BIHE
22745 (31.0%) + TESTERALALHELLA (12.6%). MHEHA

66l (6.9%). HHRFEESH] (5.7%) TH-72",
(3) FANCHT BHUFEE
523 E TICAANC K 2 HARREA IZF8D S h e - 7219,
(VURZ—"FHT*)
17.1.3 EREI/NE"EEHRLEEEER (BRI SEHER)
1AL EODMARDIC & IR IR LETRAT57 2 BEET Y
TFRERMGRE L. 7R, KAS0mgRk100mg %4
B[O RAERE TG L7z,
BT OED TH - 720
(1) FERDER
148 THACR0%EE, 75+ ABE19.0% (20/105
) 13t L. AHIS0mgBET50.5% (51/10141) . AHA
100mg#ET58.8% (60/10201) TH V. KA SHT
ERICEEZRLUEROBRERISZBOONE (%
p<0.0001). 7% H. 52 THOACR0%HE L. AH

50mgRET71.4% (60/84%1) . AFI100mgHtT81.9%
(77/94651) TdH -7 9,

#5143 TDACR20%NE (AR5 3 ER)

75t R AAISOmg  AAI100mg
1515 105 101 102
ACR20%E4E 19.0% 50.5% 58.8%
pfE® <0.0001 <0.0001
) A ZRRE

(2) BIERLRIZODIERRLLE
HEGHID 5248 £ TORETHIEER 2 F R R OXHRA
a7 (van der Heijde Modified Sharp Score) T#F
fliL7ze XMAI7OELBOR/N_FFHEIT ST
ABE2.5IC0 Ly AHISOMgBET1.85, AHI100mgRET
1.15CTH > 72"

BEXETOXAITOR—A514 1 6DE(LE

(BAAI: 5505%)
75K AAIS0mg  AHI100mg™
il 105 101 101
BN FIE 2.59 1.85 1.15
R fE 1.00 0.50 0.00
piiE* 0.1852 0.0102

ED) SAEOHEEEB L. KELHNE (R=ZF74 25D
ZL8102.5) %R L7z DERIZ RS L 7:
F2) HaE

AAHISOmg R D REIVEFAFEISARE X, 77.2% (78f1/101
Bl) Thoto. EaBUEMAIZ. RIFEA24H (23.8%).
ESHERAALBELLG] (10.9%) . WHEEASHI (5.0%). F&E
361 (3.0%). ALTHEM3M (3.0%) TH-7"
AH00mgHEOBIMEAFEIRBEE L, 78.4% (80%1/102
Bl) TH 7. EBWERAIX, BIEEA214H] (20.6%).
ESTERALALSELAG] (13.7%) . FIE5H] (4.9%). WHBAZE
4B (3.9%). =IMEAF (3.9%) TH -7

(3) AHNCHT BHFEE
SLEE TICAANCN T BHARENRD 5N BED
#l&1x. AASOMEETA.0% (4/10161). A#I100mg

BT3.9% (4/10261) TH -7

(YYIRZ—"FTFE)
17.1.4 BARKER (FINBE_EERLEHER : GO-

FORWARD:ZHE%)

AL FY— MIXDBEITT LIRS 2 EE Y
IFBEZNREL, TR (X bLFH— NEE,
AANS0mg+ A b b LFH— MEHETAFL00mg+ A b~ L
F 4 — MR ICARAI00mg  (ARFI100mgHIHEE) T4HEIC
IERERE T 5 L™ Y,



14ATDACR20%EEE. X b b LFH— FBIHEE33.1%
(44/13361) (o6t L. AHSOmg+ A+ b LFH—MHT
55.1% (49/89f). AAI100mg+ A b b L FH— MHT
56.2% (50/89f) TH V. KAHBKEGH THERICEHMEZTL

FEROBERA D 57z (£1h2hp=0.001. p<0.001) ",

AH100mg B BE344.4% (59/133%1) T A+ LF
V- rEERFEHEREEZRIRD NG o 12N
(p=0.059). & DEWAERIREZRLEZ. [7.3, 7.4 ZH]

5148 THOACR20%HE (GO-FORWARDMER)

MTX®  AA00mg AA50mg AA00mg
B g Bl +MTX  +MTX

%4 133 133 89 89

ACR20%:cE 33.1 44.4 55.1 56.2

pfE™ 0.059 0.001 <0.001

EL) MTX (X FbLFH—1H)

¥E2) hA —HE

(Y UR=—"RFiE)

(BN

17.1.5 EREHEREER
(1) EENEREHER (BAERE)

fltoVEEE (A7 a4 B, THF4 7Y V&) THR

A543 72 PEED S ERE DG B HTEB KGR B HT74

Bl (HERNEFT20 2z &) 2REL, 0EKRU2E

12 A#1200mg &% U'100mg (200mg—100mg) . 400mg

0200mg (400mg—200mg) X 75t K%K F5

L7z. ZDOFEHR. 6#Dclinical response™ X, I &

ARBE30.3% (76/251%1) 123 L. A#I200mg—100mg

##51.0% (129/253%1) % U*400mg—200mg#E54.9%

(141725761) TH Y. KAHGH THERICHEBNRY

@H BN (£p<0.0001) © ¥,

#) MayoA 27 ASEAHH0ED 530%LL kD3
WAL, SSICERBHIMY 7 227 %8 AKHE D
S51RM EEAT 22, HLLRBOIZIDEBA.
clinical response @D 5Nz EEFE L T2,

AH200mg—100mg B O BIE A FFIE1X16.3% (54

Bl/33161) TH o7z, EaBIERIE. BIEIEROH

(1.8%) 1ESHERAZKIBESH (1.5%). FEEA2M (0.6%) .

HIMBREANEH] (0.6%) TH -7,

ARFHI400mg—200mg B O BIMEFFE TS IL17.5% (58

B1/33261) T -7z ERBIWERIZ. ESERAKIHEAG]

(1.2%) . SEEAG1 (1.2%) . ESERALRIS26] (0.6%)

MHEE 26245 (0.6%) . RIEFES26] (0.6%). {EF2H]

(0.6%) . FEHED E V261 (0.6%) TH-7",

SR (MEED

R O EFHHAFER Tclinical response % 7R L 724644

(HARNERZ&T) 12, ARHS0mg. 100mgXi% 75

L ARZ4EICIE, 52BFE TR RERG Lz, ZORKE,

543 dclinical responseld. I L KRE31.2%

(48/15441) (2R L. AHISOmgHE47.0% (71/1514)

K T'100mgHE49.7% (75/15141) TH . KA 58

THERICHEMFDR P RO 5Nz (p=0.010Kk T

p<0.001) * =,

AHNS0mgBE O RINERFEIRAEREE325.3% (3961/15441)

THolo FBEIERIX. 3ETH (4.5%). BIFEZ

S5 (3.2%). [EXZA3B (1.9%). WHEH%2H5]

(1.3%) TH-7",

AAN00mgRED BIVEFHFBUSARE1335.7% (5545/1544)

THolco FBEIEMIX. BIEEAOR (3.9%). FZE

A (2.6%) ESTERALALBEAF] (2.6%) . FATEREGE

Bl (1.9%). BIBFER3F] (1.9%) TH -7,

(YUYRZ—"FKTF)

17.1.6 EIRERREHER (EABEENUHRES)

fliOWEEE (A704 B, 7HFF 7Y V%) THRAT
7372 REEIE A & BE O TR B HIES R R BE 14401 & 0t
XL, BAMEE UTOERO2BEICAH200mg % 0100mg
ERTHRE Uiz, BARERIG6HEICclinical response &7~
L7630, MR & L CARAII00mg i3 77t R 24
IZ1El 52 E TR NG Lz, Z0#ER. 54E0clinical
responseld. 7JtAREE19.4% (6/314]) 1xf L. AHIE
5#56.3% (18/32f1) TaH -7,

(2)

HAMOBWEFRFRISEE1210.4% (1561/144651) TH -7z,
FERBIERIE. EEREBAIALBISN (3.5%) . FEETERALZ S FE
BB (0.7%) FRAEELF (0.7%) . FZ1461 (0.7%) T
Ho77,
MR ORBIMERFIRSEE1X34.4% (1141/326]) TH -7z,
ELBMERIE. EEERAAIBISN (15.6%) EHERAMZ S
FERRLH (3.1%). ALTHEMLIA (3.1%). HEYEHkEZEE 15
(3.1%)+ BEEIELH (3.1%) TH-7=7,

(VY URZ="FETF)

17.1.7 AT DIFESE
E PRI W T, AFBESHED S HERHHS4E % T
WCARFNIX T B HEREEDP RO 5 N7 BEOEEIZ2.7%T
H o7z,
ENEE R ICB W T, AFIHR GG 6 R4 E £ T
WCARFNC T B HEEEDSBD SN 7-BEDOEEII3.5%T
Ho7". B, KRBOFUAEHFEZ. BEYY~F B
FIIXT KRB RO BEEKBREZEEZNRE LEH
B EHEE R 5,

18. EENZIB
18.1 {ER%R
(VYR —"FT:E)
AHNZin vitroRERICBWT., A[EH K OEZARITNE o
IR U CGRIRBNICHEA L. UROER 2R LD 2,
* TNFa OTNFRZBEANDOEEEZHE L2,
« TNF a $lli#1c & 2 SRR S SN ifa o 1 s h A
> (IL-6. IL-8. G-CSF. GM-CSF) DA N OHE M
fmTcoEENs+ (E-tL 75>, ICAM-1., VCAM-1)
DFBZIMH L7,
18.2 TRMRUEESETNF a [T BiEEEE
€ 3:=1)
AHNXin vitroRERICB W T, AIEEROBEHKERTNE a
IR LTHAE L. ARIOKEEEE. BINTERRI T
)L THE R OKETERA SN T L 7 A LR
EThH-o7",
18.3 MU IV F{EH
(VYR=Z—"FT:E)
AFNE. e FTNFa b IV AV 2= 737 AOBHIRD
HIEXARIBE L., MEiOREMAGZNE Lz AR ICH
L=,

19. B ICEET 2B L2HFR

—fi%% : TV L~T (EEFHEIEZ) [TV LA~ THE]]
Golimumab (Genetical Recombination)
[Golimumab Biosimilar 1]
C6530H10068Nl75202026544 (y ‘\//\07E3§B§})
%9150,000
TYLXT [T L THEEEL (IR, 3V L=
THAEL) 3. BETHEBRIANESEER T a
(TNF-a) £/ Z7u—F Lk ThHD., b MgGl
ICHRT %,
T Lv TGN, Sp2/0MiIc XD EE SN B,
TV LA THEENX. 5607 I ) BERE, S K
HHEE (v 18H) 2KKROISEO T I ) BEED 5
AL (k8H) 2RTHBRSNSHY V808
(778 : $150,000) TH 5,

20. RV EDFE

20.1 ML LW &,

20.2 AENGERET 2REN D SH7-0. HFERERIZES
WA &,

20.3 BEELEBEWT &,

21. FEEBRM
B 2 7 EEETE 2 KED b, BYNCERT S &

22. E&
0.5mL [13V > Y]
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DFE
A B
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