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WFEBOMT R D 2 L TES ., RFEG-HCHEOHNIZ
PEVIETH D ERAH S 1L, EEFFAE H T %28 H WAL
k. 77 REET30% (10/3361) . A#I0.15mg/ kgt T30% (9/
30%1) . 0.45mg/kghET48% (14/29%1). 15mg/kghtT53% (26/
49%1) THo7zV, [11. 121, 21, 87, 9.1.1. 11.1.1 ZE]
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WA OAERTIE, RAEI25mg2m#E (308%1) K UARFI25mgili3
m#E (30861) OWFiLd, 77 bAREE (30961) XKL TUA
EOEALN O THEDS B NETIZH - 72
G248 O OAEOEALIZ. AHKI25mgH2[RFE 25896 (29%)
25mgA3EEEA83F (27%) . 77 v KREEN626] (20%) TH -
oo F AT HIRIE . ARFN25mgE2 M BEASH55) (18%)
26mgHA3MEGLE] (20%). 77 L REED4AB] (14%) TH o720
2% H OB T, 112301 05AK K 25mg A1 M EE . ARFI25mgiE 21
B, LI 792 RESGHOBTNIIZE DT S Nz08, LARE
DEALR OB NT, KA GH L 77 RO’ TRk A
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B, IR RS 1560 E ST b, [11. 88 ]
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B ?’;%‘IEWU?&O.SBWLZ%T L. 0fICTHo72 BHEAT—%),
[1.1. 88 =]

K2 IR R E R O B RO OVl E

77 b ARG D I 7 LIV G EED
o | EEEE | eflo VRS
MW (B T | BEREE (g T
N - 8) o] sig | ON-40) [BI%| B
B2 R BRI 41 0 10.107 2618 4 18221
H AR 41 0 |0.466 2618 11 33524
it;;%ﬁi)}:)%% 41 0 10573 2618 15 141.745

a) BHRBRRITHOBRKEREICB L7 IR REGEEZ TR E
L7
b) AN ML FH— MBI EET,

15.2 FEERRREAERICE D < 53R
KE e~ A, Ty MEOIF S WEICES T 5 &, PRIk E
b & SEHZAHE OB IR S, TR BHEEI Sk
Vo D7D, BARMERBRIZFEmS N TRy,

16. EYEHEE

16.1 MAigE

€S-

16.1.1 £HRHESEHE
RN 7584 & R RIC T ¥ )Vt 7 FBSE FiF25mgy ) » ¥05mL [HEL] &
IV 7 VWK T E2Smg Y ) v Y05mLE & AR TG L CHEMEIEE 2 M Lz i
T RS T N BYRE ST A = IZUTF D E B Y Th o770 Coax L FAUCD
X D DIOWMZHAX L, [F4 D ¥ 23T d Blog (0.80) ~log (1.25) M#ipH
Thotzizd, MPFNIFETH D AR ESNIzY,

(ug/mL)
—o— T3t PBSE RNiE25mg
3 2V Y0.5mLIHETL]
o TYTULEERE25mg ) 20.5mL
2.5
m 2
B
% 1.5 1
]
B
B
0.5 1
0 T T T T T T T
0 24487296 144 216 312 480 (hr)
B 5% 5
£l BT A -5
Cnax AUC: tmax t1z
(ug/mL) (ug-h/mL) (h) (h) *
I AV T MBSHTIE
25mg> ) ¥ ¥05mL 197+0.86 431.28+16392 | 830+29.8 1151+21.8
[HEET]
I T LVVRERE . ey 9 .
2Bmgs 1) ¥ L05mLY 1.74+0.86 380.84 +142.77 81.1%+20.3 1148+18.3

CFfili + #E8E(R 7, n=58 (¥n=57))
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S FBREEFRE LTy 2V T PBSE FES0mgY U v Y 10mL [HET] RO
Enbrel®fz Fi:50mg ) ¥ 1.0mLE) GALEFE G- 0 ~ FEMIERBR (AR
BIBSITHI) 12 BV 51552480 ACR0KL #EFE % /R o
Mantel-Haenszel#7E 12 & 1) Hudsk[H] ) Fi %5 % 47 > 72 I8 B 2 3% 5- B4 #2248
ACR20UC#EHIE, AHIA583.3% (219/26361) . Enbrel®®) 75882% (224/254%1) Tdh Y .
ACR20EZ#H D #13-4.8%, 95%ZHEIX H12-10.81%~1.12%Td - 720 ACR20ILHEH D
FEDIBWZTK MDY, & &2 Loiksi L 7z [MSEMERFA R (£15%) OfFINTH - 722
L RO Enbrel®® L[5 TdHh 5 2 L AR SN,
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50mg> V) ¥ ¥ 1.0mL [HET ]
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Enbrel®fz i
50mg> V) ¥ ¥ 1.0mL#
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ACR20 %28 83.3% (219/26301) 88.2% (224/254%1)
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[05% (= #AIX 1] -48 [-1081, 1.12]
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18.2 TNF7 7 3 U — (I3 9 2HEE|AE (in vitro)
ARHENOTEETNE a BROTEMLT a 1203 2 4 GBI > 7 L peED Jg oy
Enbrel®#2). #3) L @2 TH o729,

18.3 TNF a FHEMMEREE IS 2REES (in vitro)
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¥ 7 LVEED B OEnbrel 2 X ) @apo 728,
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19. BRI ICET 2EB{EFRIFER
—RWAR =y AV T s GEFHIRR) [ 3Vt 7 b 2]
Etanercept (Genetical Recombination) [Etanercept Biosimilar 2]

1b&:44 © 1-235-Tumor necrosis factor receptor (human) fusion protein with 236-467-
immunoglobulin G1 (human y l-chain Fc fragment), dimer

K OE I ANVET S [L8 AT M ERE2] 3 SR TR RERES 8o 8
ThY, 1~235%F Hid b MESEIEK T TR HEROMIIE F A £ > F72
236~467F HiZ MgGIDOFc K AL v h bbb, ¥ AVt 7T b [ZF 2L
Y7 MMEF2] 1d. Fr A S —ANARAY BRI X hEEESNE, =Y
IV T b [T8 R e T M EB2] X 6THOT I B, S 55T T
= 2P SRS NDHES X B (TR #150000) Th b,

W73 B 9341

20. RV EDEE
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T7o, SMERETRO BRI RIFT 2 2 Lo BRI A Lo
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22, A&
(#8427 PBSETi10mg> U >¥1.0mL [BEL])
<Il ; ;;/1,;7 FBSE TFix25mgs 1 > 20.5mL [HEL])
<11 ; ;)/V;7 FBSE TFix50mg> U > 21.0mL [HEL])
<IE ;11/1/:7 FBSRE TiE50mg~N>1.0mL [HETI])
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