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11.1.5 28]
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) VN ESOBREESRESNTWS., AANCERT %
PHLPTRVWY, BHEESOFRFICIIEET S & (1.1,
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1.1 EXKEIER
11.1.1 EETREGEE
BIMSE (0.2%) Mg (m2a—F v AF A% &,
1.5%) BEHEBEYYE (0.2%) ZoHMRBEYYE (2.5%) »dH
SbNBETEND D, 2B, BHPIEIC K DIETICE - I5EFIA
wEINTWS, [1.1. 1.2.1, 2.1, 2.2, 81, 87, 9.1.1,
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14. BRLOER

14.1 ERIFARIFOER

14.1.1 B#E5RI5~30FHNICHERICELTBL 2 &, ZRIIRES
F T BRIV ERERDF ¥ v TR S HNT &,

14.1.2 %5/, NAMZERICKVIERET A&, KA. B
BOEAMI T 2RDBZEDDHBH. KFDEEIZHIz>T
FEEZ V. BB, BREMIIEQHIDO 5NHEEE. fH
HALZZWwZ &,

14.2 ERIESHOER

14.2.1 AANZ. 1EOHRSEA25mgXIE50mgD BE 1D A S
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14.2.2 RN, 1Oc2B2HRATHHAITHD ., HHEHALZL
Z&,

14.2.3 FEHERAIRIE (RIBE. FR. B, JER. £ 58S Pl
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1424 REPBIER G E A, EOH D E T A, FFEILHERE L
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15. ZDfthDFER

15.1 BRAREERICE D <15

15.1.1 AF O RASZ . BN TIIS52EE (BHRABO#RSH
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FHEL LTV,

15.1.2 IR REBRIC B W T HUFUERB ML (21:40). #L
dsDNABRRBEL R OH AL DA ) €U HARBEE SRR &
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/o VU b FETFBREORE Y v FBEEEO T,

RERFER R OCERICK D, BHAMEEIL— 7 2 IIHFIR
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ELLBREIDED» -7, COBKNERIIAHTH S, (8.4
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444 (14%) THh o7z, 2HEBEORBETIZ. 112362 AA]
25mgiE 1 [El#E, AF25mgE2[EE, X377 REEHOV
TNR2ICEID T 5N h. DAROE(RUETICE VT,
ARG E TS RBROBTERASNE P 5122,

"B, MO TNFEEICBWTIE, DASERO B OFE
LA, 759t RBLDLERIIEDONTEOWMENH 53,
[2.6, 11.1.13 &I&]

15.1.8 KEIC BT HDMARDE A Y v~ FEBEHEE2RNREL
1R COSEMOZEEREITBVT, KHIZ2HE L
7830lD > 5, EiE) VoVE, g, FE. BiSLiYE. BaiE
L3260, JERAIERFENSISHMESN TS, [1.1. 8.8
ZH]

15.1.9 B4EE GFEBEREEFIERL)

KA G & BIEEERIE & OB B2 R 5700, ERRICE
HEEFBRZ SN E BREROKRBUET -5 X—=2AD 5
WELTHIFIHZRLR Uz, NS OFRIBIEIE. FEH
B, F£# % b &ICNational Cancer Institute SEER
(Surveillance, Epidemiology, and End Results) 7¥—%
NR—2Z (SEER1992~19994F ; 2002FE4Ak) » SH#EE L7z
EEHWz, ZO/REER. REBEGHTOIERAIEELEE LR
EMEEOBZEARIE. PRIGIE23.594%1Ik L266ITH D |
D5 BEEY ONEOBREFL. TRIGIEO0.914F113t L
SHITH o0 —H TITLREERICB T 2 EEEE R OE
Y ONEOBEFEIE. FNENTRIFI£0.25941. 0.010
BlicLcofichd o7z BEAT—%). [1.1. 8.8 ]
#1 EHEE GEREGEEEEZR) OBRHIER PRI

D IV T VVREED

20 EHEHE 20 EHLHS

EEERE | g | P EEERE | g | P
A8 | | pi N8| i | pis

B O NE 41 0 0.010 2855 5 0914
Eiy voRENS 41 0 0.249 2855 21 | 22.680
EEG AR 41 0 0.259 2855 26 | 23.594

a) REBRBBTHOBERARICBI 277t REEEE R E L,
b) A bLFv— MEAflZED,



15.1.10 FEEIERZ SR
KRG LIIEREEREERAEOBEEEZHET 5720,
EBIZINS DEDPBESINIHIRE—BREROT—%»5
HeE L2z FRIBIEZFR2ICR Uz, 2N OFHIFIEIE. iE
BlEOHE. FiEd LICBRBT— YD OHE LI-EEZRH W,
BRI —413. ERCEEZEE S National Cancer
Institute SEERTF = RXR—2IZ&FTh TV W\nizd),
Southeastern Arizona Skin Cancer Registry (Harris et
al, 2001) OoF—%ZHEH L7,
ZORER. REBREGEH TOIRBEREEOBEMEIX. T
BG4, 7456025t Uy 1561 (FZRER-F_LRE@AR]. FEH
L) THoteo —FH T REEHICB TSI EEE
JE R O BEHIBUL. FRIFIELO.573BIcxt L. O TdH -
7= BEAT—%). [1.1. 8.8 SH]
#2 FERENEREEOBEHIEL T RIFIE
75 A5 Beb) IV 7 VVREED
Nl EiEE EX) Bl
BEAE oz | P BIR | Bm |
N-8) | g | pis N8| g | i

|BRRTLEE | AL |0 |0M07 ) 218 | 418221
AR 41 0 | o046 | 2618 | 1l | 3354
fREMEERA | 41 0 0573 | 2618 | 15 | 41745

a) RERBMBIRHOBEKRIICBT 577 A RSEEEHRE L.

b) A b kLY — MERAGIE ST,

15.2 FEERAREABRICE D < 1R
KAz T A Ty VEOF S WEICKRES B & HHITUER
b & ERLRTEEOHERPRO 5N T RBERPFOSN
T ZO7D. BARMERBIEERES N TRV,

16. E4EHEE
16.1 MONEE
(FED
16.1.1 HOHES (EYZHIESHEEER)
I3t MBSETFE25mgy ) > ¥0.5mL [MA] &Enbrel®
B RE25mg ) »20.5mL (BMETRRASNAZIY ZLET b
(GEETHHZ) 8A) 27024 —N—3EIC XD BEKAST
A3ZIHERBEEZ TG L CMEPEMIREZRE L. EMEH)
885 X =% (Cmaxs AUClast&ZUPAUCint) OF FRXEER L 72
EIZ DWW T 0% B RAR A THEHEIT 21T - 724558, 80~125%
OHEFANTH D WHDOFEFEPHEE S Nz, WFIDIMIEHEY)E
FEHERE R OSBRI BI BN S X — & 21 R ORISR T,
(pg/mL)
3r — e THx)LET IBS
B2 F{E25mg s U > 0. 5mLIMA)
- - Enbrel®
JFH25mg > U 2P0, 5ml
Mean+S.D., n=43

)
T

PEFIENG =
=

2i6 2‘88 3;34 504 648 (hr)
BE5 %R
K1 T#%x0Lt7FBSETRE25mgy Y > Y0.5mL [MA] RO
Enbrel®fz FiE25mg V) > 20.5mLE [EI# 545 0D I 17 Hh i i & HEf%
K1 EYHESTA—5

O L L
0 60 120

Crnax AUChst AUCins
(ug/mL) (g + hr/mL) (g + hr/mL)
IY3ET MBSK R 1.77 345.86 365.45
25mg>Y) »Y0.5mL [MA] £1.04 1172.82 +171.89
Enbrel®f Rk 171 348.14 37041
25mg¥") »¥0.5mL £1.00 15446 15195

(Mean+S.D.,n=43)

(TVTLIL®)

16.1.2 BEES (I I VLR T ER25mg)

(1) BRALCSIFZRHE

8D HARANRBEBRAEFIC, T3t F10mg, 25mghk
50mg# H[af N5 Uiz & & O IMiE P RYBEHER R O E g
I8T A =4 %R2KOE2UIRT

——10mg
—0—25mg
—e—50mg

3000

2000
(R EZEERE) (n=8)

1000

MEFI 237 NEE (ng/mL)

200 300 400 500
5 #%EER (hr)

K2 I3t 7 hEEEESHO MGy RS
#£2 HMEREISS X —% (n=8)

0 100

AUCo-40 AUCoo Crnax Trax CL/F tin

(ug * hr/mL) (ug * hr/mL) (ng/mL) (hr) (mL/hr) (hr)

10mg 76.5 78.6 474 435 153.1 876
SC. 1334 1337 230 £19.2 1735 +18.1
25mg 2223 2273 1415 525 1345 86.3
SC. 1919 1919 761 169 1781 +225
50mg 412.0 4196 2668 49.5 125.0 779
SC. 1957 1987 684 163 286 +103

I R R

SHDBEHABTFIC, S50mgZEHEIFE TG Lz EOFER» S,
I3t T b OEMBRET RIFLEE 2R LY,
(2) NEALSIFTBHRE
KEDOEERAIC. T4 3t 7 10mg. 25mgXix50mg 2 B[a|
BTRHE Lz EOEMHIE/SS A —F1IR3DEY T, HAAE
FRRADME & ZIEFEBTH > 7267,

K3 FYFENTA—

N AUCo.450 AUCp-e0 Crax Timax CL/F ti2

(g + hr/mL) (g + hr/mL) (ng/mL) (hr) (mL/hr) (hr)

10mg 6 79.0 81.7 425 66 132 92
SC. 244 246 £205 22 4] +8
25mg % 2417 245.2 1650 49 1138 72.1
SC. 176.0 76,6 +660 +17 42 136
50mg % 460 502 3440 48 118 78.0
SC. 179 +196 +1920 +21 152 174

S E R R

KE DB A334 % 6t RICEH L 72 EMZEN RS ERERS Off

B, IYT7UARETRAE25mgY Y > Y0.5mLiE, LTI L

VR NEM25mME (FASHEEA]) CEMENCRASZETHSZEN
@Bahiz HEAT—%).

16.1.3 RigHS5 (TVIVILRE T ERA25mg)

(1) B2EOH%ES

HAABE ) 7~ F EEIIRIZ10mgiE25mgD Ty x Lt 7 b
% LEMIC 20 1 28ME T 5 L & EOPEIMERT Y 3Lt 7 b
BE (b 7)) 3. BE5HB1» ARICITEEREBISEL. D
ZE—EDOBEZMR LTz, Fiz, S2EMRS Lz & 20
REES 1 2EMBRSREFARTH D, RIKEGICE 2EMEHEAD
MEBIHONZP ST,

(2) BE1O%S

HAANBE) 7 <FEBHIIS0mgD T 3Lt 7+ 2 AR 1 ERE
THRELLEEOIYINLET FOBERIE. 25mgn T ¥ 3Lt
7 & GARIC2EIE R G Lz L& LRAKTH D, /2. 25mgD
Iy 37 2 GARICIERE MG Lz EEDTY 2T O
BEEIE. 10mgD Iy x Lt 7 b2 ARIC2E/KE RS L& &
LIZIFRETH 57,

16.4 {3

(TVTLIL®)
IVt T IHTINFICHEET 5L, HAKET IV BOFHBEEREY
R R ORAOHHMOWTNAPICE > TRTF FREROT I
BEREZECTRESNS RIS,



16.5 HEitt

(T ILIL®)

I3V N ERAE RS LG, T 2Lt bORBA
OHRfIZIZEA EROSNED 5T,

17. BRFRRLIE

17.1 BMERURLECEIT D55
& -1)

17.1.1 ERRHEFEISE MABGER

AR FLFRY— MARTHRAT S EEES ) T FEEENREL

e H 2Nt 7 FBSERESOmgY Y » ¥ 1.0mL [MA] KO

Enbrel® FE50mg> Y > ¥1.0mL (BETERDEN/IZTH F )L

7 CBETEEL) 8A) BLERS o —EEHRLERE (F

T AT REE B3 2901) (2B 552438 D [DAS28-ESR

ZbE] 2ERUIRT. FEIY FRA Y b THHHRE524BEOD

DAS28-ESRZ{t&EIX. T 3Lt 7 bBSE RESOMgYY >

1.0mL [MA] # 58 % OEnbrel®f Fix:50mg> V) > ¥ 1.0mL#%

G T-3.009K%0-2.859TH 0, BHMEDHEMKDZDISKE

KNG, FSEEFAROBEN [-0.6, 0.6] Ic&EN, WO

BHEORFESHER S N,

BIfEF (BAMEHEREEZE0) ORFBEEREX, 24Xt 7 b

BSEFE50mg> Y > ¥1.0mL [MA] #5#7T51.3% (96/187

Bl) THotz. EuEWEMIE. BYSEED 31.6% (59/187fl). i

SHBALRIGED 10.2% (19/187f1) . FFieemziE E54.3% (8/

187f1) HIMMBKEA3.7% (7/187%l). FE2.1% (4/18741).

R, EROEOREE. CREREER. Mgtk WK OEIMS

1.6% (3/187fl) ZTH 710,

EL) RIAER. bRGERG. [RELR. BREK. 7Ly
LR, BEBESS. DEEALRZ, BREE. BiE%. Bl&
flEse. BERERE

H2) AR OALBE. 75 EERE. ERES

#1 248K 513 5 DAS28-ESRZHL B

IH LT MBSE T Enbrel®f T
50mg> V¥ ¥1.0mL [MA] | 50mg¥ V> ¥1.0mL
(164f1) (16561)
DAS28-ESRE (L&D T45(H -3.009 -2.859
[95% /=X ] [-3.1981, -2.8198] [-3.0513, -2.6673]
DAS28-ESRE(LE D% -0.150
[95% B HX ] [-0.3768, 0.0775]

(TVTLL®)
17.1.2 BRE BN (RERREADT—5)
L5 3 E 7 b O10mgkU25mgil2E %5 DDMARDEL) O

Z<) 1 Ty 3t 7 F25mgE2EEETHIE2.4% (1/4261).
I 37 b50mgia ] B TR, OWEE. HiEE. B TR
JER. REMFE. SRR EES2.4% (%1/4161) THh-7z.
BRFEOFKIRIZ, T3t 7 +25mgBE2[ERE2.4% (1/424) .
Iy 3Lt 7 N50mgBE1EREL7.1% (7/4141) TH o iz, 5
MRS (REBEFZREDZV) & T4 30t 7+ 25mgil2[a #
TREOSNT, IT¥ 3t 7 F50mgBLERET2.4% (1/4141)
WD SNz (1 AR T BYER O SIS IE. i
OFEREIHNICEFI SN ,)

17.1.4 BAEIAERER (10mgE2EHES & 25mgl1 Big 5 DHE)

DMARDEX OB Y V< FEEEZWNREL T, T¥RLES b
D 10mgiE2[a1# 5 % 0 25mgil | [\ 5 O BRI K MR 2 % HEt
Ui ZEEMRHERER (BRI AT RAEFIEO5H]) 1cB1F512
EFHEHODAS28DN—A 54 6 DZELE (FE) 1.
10mgiHE2[E# 58 & 0 25mgBE B 5 ZhZ2NIcB 1 T2.07K
U2.25 (MREDZE : -0.18) TH oo

BIfER (BUME, BEIMMRISZ2RL) ORHAKIL, Tyt
b 1OmgiE2[EIEE17.0% (8/47fl). T4 )+t 7 b 25mgi I [mEf
22.9% (11/48(l) TH-7z. FREBWEA (BYYE. HEHMRIE
ZRL) F. T RNE T M 10mgHE2[E R THIEE. F584.3%
(%2/476H1). T F )t 7 b25mglE 1 [EEE CALTHAM. ASTH
N%&8.3% (&4/48%) Th-71-. BREFEOHKEKIZ, T¥ 2Lt
7 N 10mgE2[E#21.3% (10/4761). T# %)Lt 7 +25mgiHl
[a18%8.3% (4/48fl) TH-7zo HEHMKIE (KBEFRZM D%
VW) OFBRIZ, THFLE7 M10mgHE2EEE10.6% (5/4761).
IH 3t F25mgElEI#16.7% (8/48fl) TH -7z, (F:
KRB TIE. BYYER OIS SIE. fOHER & FFICERTS
ni.)

17.1.5 EASEMEHER (BEIDBEIHESICH T BRELLEFR)

I %t 7 b 10mgKkU25mgill 2[5O DMARD L) O B
i) v FEEENRELULA LIS — PR EEREEGR
B (BE S EVAR AR AT 0 RAE GBS A 245 76 2 14 BV AZ AT 0t SRORE 1
550fl) 1I2BFBR—RAF A > 5525l H % T B ik
BEFRURBOXMMAIT (modified Total Sharp Score :
mTSS) THHili Lz iR A2E3IRT. T 1)t T MESEIE,
AN bLFg— M (MTXE) ICHB LW NS ERICEERE
OEREMFHI Lize /oy T4 3017 b 10mghk F25mgit 58
DACR201Z. 24BFHiiH CZNENT7.0%. 77.5%. 52383 H
TENENT5.9%. 78.6%TH . MTXE CIZ24EFHH T
56.3%. S52EFiH T62.5%TH >7ze TH XNt T MEGEIL,
MTXBHCHEB LI h b FRICE Y > 721,

#£3 S52EFHMEHOMTSSONR—Z 51 > 5 DELE

i) v FEEENRE LTS ANBIEERERR (B
MEFRHT R SOERIE1476]) 2B 51283 H O [ACRIE K1
12X BERER (ACR20) @] %, 2RI, TH¥RLET MRS
BICBIFHACR201E. &4 7T RBICHELAERICED 1=

#2 128FHEHDACR20 GE2E#E)

K5 (X2/38) TR 10mg 25mg
ACR20% 6.3% 64.0% 65.3%
&= S AW 0 e | (3/48] [32/50] [32/49]

N 10m,; 25m;
it AR RLEF— D) w@g 5@2@8
FEBI 171 190 181
MTSSOR—254 16 OTEEILR 9.82 5199 | 3339
[fEEnsE] [1.16] [0.93] [0.73]
R 400 1.00 0.50

a) p<0.0001#F A + FLF4— MR, HTEGTET IV 2 HEH
b) LERIIZ6~8mg# 2~ 35 # LT 5.

a) ACRa7+ty bD5 5., RSN ORERBEHA & 1220%2 £t
EL. POV OSHESEEA20%D Lt U EROE &

BIEAORBREIZ, =530t 7 F10mght69.2% (36/524l).
IH 2T F25mght60.8% (31/5141) KUt KEE54.0%
(27/5061) TH -7z EmEIEAIE. T %17 ~10mghtT
SO RIG15.4% (8/5201) . BRIREEA13.5% (7/5201) Kf§
R7.7% (4/526). T 3t 7 b 25mght TIHEGHERAIRIS15.7%
(8/5141) . SIHEHZA11.8% (6/5141) . EEHERAALIHE.8% (5/
S516l) TH->7z
17.1.3 EASEMEHER (25mgiE201#%5 & 50mgiE1EHE S5 DHER)
Iy IVt T O25mgHE2EHREIC LD REEHESLEL T
WHHEETY v FREZNRE LT, 25mg % A2 4R 5106
&, 50mgHE lESHEHE KRG L7 & & DFEMIEKRIZ M2 MET L
Too ARERRRER CARERITONSUEGIEA41H]) (2B 24EFl H
(25mgiH2E#R 54 THE) RO 1285 H (50mgiE 1 E# 54T
) O28MERBEHERA T (DAS28) (FHfE) &, zh?T
N3.26K%0V3.13 (MEEDZE 1 -0.10) TH-7.
BIER (BIVE. BEMAUREZR) OFRERIF, Ty LT
+25mgiE2[E#2.4% (1/42f). =% %)L+t 7 +50mgi 1 [El#
12.2% (5/4161) TH-o7z. EBWER (BIE. BESHRLRIE

BIEF (BIVE. BEMAURKEZR) OFRRRF, Ty LT
F10mg#41.7% (80/192f). =% )t 7 F25mght41.2%

(75/182%1) KUMTXE43.8% (77/176f) TH 7. F7xH|
fER (BYYE, BEFMEERL) &, T2t 7 H10mght
TALTH#14.7% (9/192f) . AST#hN4.2% (8/192%1). OAN%K
3.6% (7/192f1), =% )17 +25mg#ETALTH#MNS.5% (10/
18261). ASTHEINN4.4% (8/182Hl). 5£3.8% (7/182%l) T
Hotz, BEFEORBEIZ, T )17 F10mght37.0% (71/
192f). T# 3t 7 F25mght38.5% (70/182f) KRUMTX
BE36.4% (64/17661) TH -7z, BEIMRIE (FREFKERHD
%) & T RLET M 10mgHE20.8% (40/192f1). T4 I
t 7 1+25mgh#20.3% (37/182f1) KRUMTX#EE1.7% (3/17641)
TH-olc. (OF KRBT BIPUEROBREHLRISIE, i
REFBNEEI SN z)

17.1.6 BHE 1155 (REBENHDT—5)

DMARD ORI R ARG L7 BRI ) 7~ F BE 2R E L
77 AR EHE MBS CAM RO SAERIE 180M) 12
BLT, BEMHSSHERDACR20ZRHIRT .

ARt REAREOMCEBEIROSN, T¥ 2 LET T
16mg/m2BFDACR201 M & i L CHRICE» » 7212,



4 BE5RH8SHEDACR20

REHEBH0 .
+ R . 2 2 2
s o) | 7R | 0mgmt | omgm? | lemg/m’
SRR 44 46 46 44
ACR202) 14% 33% 46% 75%

a) ACRa7+ty b0 5., HEFEMEEN ORIEIRBIHA & 1220%L £t
E L. PO OSHEHSEEA20%D LilE UEROE&

BIfEFHOREBRIE. T4 317 10.25mg/m2E21.7% (10/46
Bl). T3t T F2mg/m2EE26.1% (12/4661), T4 3Lt 7
b 16mg/m2BE72.7% (32/44%1) ROT T AREE18.2% (8/44
Bl) THotzo FREMWEAIZ. T X)Lt 7 10.25mg/m2EE TlE
R8.7% (4/4601). HEMIIKIEA.3% (2/4661). =& F )Lt
F2mg/m2BE TR EEMIKIE13.0% (6/46f1) . FEtEoD £
4.3% (2/46f1). T 3+t 7 k16mg/m2EE T 5 A RIS
52.3% (23/4401). FEtE® £\, FE. ZHEEE. EEEALE
BE4.5% (%2/4461) TH -l
) AFTARFI OB 7 F I L TERBEN TV S HENRUH

&1310~25mg# 1 H1E, #AI2E. XiE25~50mgZz1H1

E, 1|, EREHNTH .

17.1.7 /B85 £ MAHGER
DMARDOZIR A ET U 7 G S HRE Y v v FBEEZHRE L
T R BEEREGER (BRI AT SIERIE22961) 1<
BT, #E5MAB2E, 31 HRU61 HEDACR20ZE5IIRT,
Iy XN T MESBREOACR20I32HE, 35 ARV6H ABOWVT
RIZBWLWTH, FSERBICHLUTERICEL . 2BBERY» SRR
OFEBEPRD 5N,
£5 HERG2AE. 31 A, 65 ABDACR20

K5 (X2/38) TR 10mg 25mg
EAE | 19 | 3w
28 1% 18% 31%
ACR20) 3nH 23% 47% 62%
67 H 11% 53% 60%

a) ACRa7ty bD5 5., HEFEMBEHN OREIRBIEHA & 1220%L £t
E L. PO OSHEMSEHEA20% LilE U EROE&

BIVEF (BYYE. BEBURIEERL) ORAREF, Tyt
M 10mg#28.9% (22/76f1). T# X)L+t b25mgh25.6%
(20/78M1) RUT 5t RE11.3% (9/80fl) TH -7z, FHl
TER (BEE. BREFMRIEZ/R) & T 20127 M 10mght
THANES.3% (4/76f1). B%3.9% (3/76f1). F&. BBE. &
MR, R EXS2.6% (%2/76f). T X)Lt 7 +25mghf
THE5.1% (4/786). 3%, £ SFERES3.8% (&3/7861). B
BIE. MHIEINS2.6% (%2/786l) TH o7z, BYE (FERBIR
ZEbRV) OFHERIE, ¥ Rt N10mght56.6% (43/76
Bl). =& FNET b25mghE57.7% (45/7801) RU'T Tt RE
37.5% (30/80f) Td->7zo HEHMARIEIE, T 2LET b
10mg#T¢43.4% (33/76f1). T# 3Lt 7 F25mgHET47.4%
(37/78f1) K"O TS5 AREETI2.5% (10/80f1) IZFBD 5Nz,
(F : R TIE BPYER OB EGE RIS, oFR LN
#itshiz.)

17.1.8 B E MAERER (25mgE2E% 5 &50mgil 1 @RS DLHE)
Iy 3t 7 b 025mgiHE2[E#E 5 K 'S50mgiH 1 [E# 5D DMARD
FNOBEY < FEREZMRE L 75 A E - EEMmHER
5 (AR S RAERI%42061) 123515 2 8EFHE H DACR20
. T2t F50mgE LERHICHBLTS50% (107/21441)
25mgiE2[EBHIC BV TA9% (75/15301) THD . AEICHE TS
LD RES Nz,
8B E TORWEAOREBRIZ., T4 2t 7 h50mgiHlEE38.3%

(82/21461). =% F )t~ +25mgilE2[EE41.8% (64/153f)
”ROT 7R REE32.1% (17/536]) Thodfz. W TICHI LI
FEREWEAIZ. T4 2Lt 7 b50mgil 1 [ 5 34 56 RS
17.8% (38/21441). FE5.1% (11/21441). FR3.7% (8/214
Bl =& 30t +25mgIE2[EE CRESHMKIE17.0% (267
153f) . BED7.8% (12/153f1). #E#6.5% (10/153f1) TH-
7zo 16EE TORMEHOREERIL. T4 3Lt 7 F50mgiH 1 [EEE
43.5% (93/214%1). =% 3Vt 7 +25mgiEH2EE47.7% (73/
15361) THo7zo EREIFRIE. T4 %)t 7 50mgil 1 EE
THSTHERAIRIE18.2% (39/214f1). %356.1% (13/214%1). B
J4.7% (10/21401). =% 3Lt 7 b+ 25mgif2[EEE TrEEHRALR
J518.3% (28/153f%l). HEi8.5% (13/153fl). FER7.2% (11/

153fl) TH -7z,

17.1.9 BASEMEHER (BEIDESHBEICX T BRALLEHR)
I3t 7 b D10mghkU25mgil2[E# 5D DMARDEL) O &
WRETY 7 FEREZNRE LA MLEY— PR EERET
HeakBR (RAERERAM ARAT T SORE GO L6, 2tk S AT ot SRRE M1
6320) 1TBFBNR—=RAT A »h 5 IFEROBSBIEEREF &
CROXH A7 (modified Total Sharp Score : mTSS) %H
WTRHE L7z 55— 2 ROICRT . T4 )Lt 7 F25mghiid. A b
MUY — B (MTXE) RUOIY Rt 7 M10mghiIcHE L
WENLERICBEHEBEORREZ MG Lz, /2. 22T
10mg Rk U25mgBEDACR20IE, £hZN55%, 69%TH V.
MTXBETIZ64%TH > 7214,

#£6 1FEBOMTSSOR—AF 1V 56DELE

it AR b LEH— 1O ;Ef);lé fg;“é
FEBI 213 199 204
MTSSOR—251 v 15O THEILE 1.74 144 | 07730
(i) [0.30] 0301 | [0.18]
il 0.48 0.00 0.00

a) p<0.001x X b b LFH— M, BRGRTHER L/zvan ElterentiE
b) p<0.05xt10mg#H5HE. fERIRH THEAI Lzvan ElterentiE
c) LERIZ20mgZ Ts

BIER (BRIYER OB SHMRIEERL) ORBEIL, T5 3Lt
7+ 10mgh52.9% (110/208f1). T4 L+ 7 h25mght
57.0% (118/207f1) KRUMTXE68.2% (148/217fl) T& -
Too EREWER (BEWEROBEGEMARIEZRL) & =1Lt
7 M 10mgBECHENF13.9% (29/208f1), ED9.6% (20/208f).
THIZ.7% (16/208f). T# )Lt 7 b25mghEiCIHER10.6%
(22/207f1). Bi9.2% (19/207f1). FH#HEDFV17.7% (16/
20761) THolo. BYSE (FRBFEREDZV) ORBEREF, T
& 3Lt 7 b 10mghE75% (156/208f1). T% )L+t 7 +25mg
BE79.7% (165/207) RUMTXER0.6% (175/2176l) TH-
oo BEEMRISIE. T30t 7 F10mghE30.8% (64/208
fl). T&FLt7 b25mghE38.2% (79/207f) KRUMTXEE
8.3% (18/217f1) TH -7z (I AR TIE. BIERUHES
ARG tOHEHREFRNCEFT S NT.)

18. EFNEIE

18.1 {EFAEER
I3 E T MIE. & NTINFREEL € 77— 4, BREICES
ENLTNFakULTa%z, BED LSy - LTHEL (Lt
Ty —EERIS) . MBEERO LTy —EDOEERHEET S &
Ty MU~ FER. MAEFRZRET 2 EEIONTVS, &
B, AFIETNFaRUOLT a & OFREEIEIAERTH Y. Wolz Al
UZTNFa ROLT a 3F OSSN S,

I3t 7 MZUISTHIARER O TNFZ AR 52 TNFOK &
EIHE L (REEER (Ki) =1x1010M),

€31

18.2 TNF7 7S U—([CX 9 DiESFME
KA O EME R OB AT TNF a2 5 CICATEHLT o 1ot 4 5§
HHMMEIZT Y 7 ULRKOEnbrel® (BETERZENTIY XL
7 GEETHEZ) A LREETH -7 (in vitro).

18.3 TNFa FEMHMRREE(CH T ZEEENE
KA~ 7 ARHESF AR WEHI-13VARMALIC 3L C TNF a 358
HHREEEL2ME L. 2OTNFahfEEIEIZ Y 7 LLOR Y
Enbrel® (BETEREN-ZIY XLt GEBETFHEBRL) 8
HI) ERBETH 719 (in vitro).

18.4 HiAKFMHMIZSE (ADCC) &
LAR=F =V =07 vEeALICEDADCCERE 2Lz, &
Al. T2 7 LVI®KGEnbrel® (BETHERSN/IZTY X)Lt T b
GBEFHBRZ) 8H) &3 ICADCCEEFRZD S h., KFD
ADCCHEMIZT Y 7L IL® K UEnbrel® (#ETHRRBINIZITY %
L7 GRIETHIRZ) 8E) KoEh»o7219 (in vitro).

18.5 BAEIRINEIVER
AENIRERSE (KT) $A2&IC&D, v Ra5—4 VKM
HiRETFTNICB W TCHEEROREZIH L, ZDEEIZEnbrel®
(BETEARSNZZYILE TN CBETHEBLZ) 8UF) &R
TH-71-16),



(TVTLIL®)
18.6 BEETAINGIIER
18.6.1 5 v MARFERBERET IV
IZAINE T MET Y MURBHRBSRET VIS LT, Sug/
jointd EOBAEINE GIC K 0 EBARIER 2 %I L, BEASRZA 3T
RE L.
18.6.2 VAN IAS -4 VEEHNETIL
IHFLETME MY TR IS —7F  EfRET LT lug/
body Pl EDRERENTE G & D BEIEIRFEREMHIR R 2R Lz £z,
150pug/body DIEEN# 512 & U BAET R B RIED X 27 %22
Bl VY IMaT—7YHBAET VI L TIE, 50ug/
bodyDIEFENHGIC LD BEIRKOMEFRIEIT 5 V6
i ZMH Lize 7 NBaT =7 VEABRETIVICRHLTS.
10pg/body DIERENTEIC K U . BAERRFARER 24 L 7z,
18.7 TNF7 7 S U —([Cx9 eSS A0
IH 3Nt 7 METNFaRUOLT a DWW ISR LTS mas
2HT AN LT RICHT 2 EEHEMME IR0,
18.8 TNFOHRUSEICXI T BINHIIER
LO29MIfaD TNFFERMMEEEICR LT, =4 %)L& 7 Mid10ng/
mLE EOWRE CAMBBOBD M Lz (in vitro).
18.9 IL-1 a{#FATNFFEFRMGEIC T SINFIER
¥ ADIL-1a (30pg/body) HHATNFE (3ug/body) sEFEHFEIC
LTy ¥Rt 7 ME30pg/body il ko BIRIE 51 & 1 Gt
WHIER 2R L7z (in vivo).
18.10 fHERIS=EME
IH 3T MIMREREEOMREEEEEFEE L2 > (in
VItro ).

19. BAES TR BIBEZHNAR
— R T XIS GRIEZFHEIEZ)
[Z% 3t 7 Mgkl
Etanercept (Genetical Recombination)
[Etanercept Biosimilar 1]
{f& % 4 :1-235-Tumor necrosis factor receptor (human)
fusion protein with 236-467-immunoglobulin
G1 (human 7y 1-chain Fc fragment) , dimer
#* Byt T b [T RIS MR & BET
TR EREY >V ETHD . 1~235%FHIFE b
JESEIER T N R A DOMAas B A A >, £72236
~467%FHIZ FIgGIOFC R AL Y irbis b, ¥
ANE T [TV T MERL B FrA=—
ANLRY —PRRMIRIC K D EES NS, T Lt
Th 2y T RG] & 46707 I B
BENPSLLZT Ty F2UED SHERSNDHESY ~
N8 (7R 1 K150,000) TH %,
7 3 BB 934

20. BURL EDEFR
BB 5720, FANGIMEICANTRIET 52 &,
Fo SMERER O EEED RET B L. BfEEHT A o

22. G

(TIRILET PBSE TE25mg~R>0.5mL [MA])
Fv b 0.5mLX 1A (29GHEEEEGT#HT &)
(LI RILET SBSETES0mMgR>1.0mL [MA])
Fv b LOmLX 1A (29GEEEET#HTE)
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26.1 SUSARFETT
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