% sk 20224E6 A URT (45310
sk 20194E 12 H T

B & 2~8C TR
FxhEAR - 367 1
&R 200Uk EoEESH

ek FUTAMTNFa/LTa L7 2 —&H
IARIVET N (BiEFHERR) &HF
EERRNE, B LS EEESD

TIYTLI) ETiE25mg AV 0.5mL

BARERMIHES

TIVTULIV ETFE50meAY 1.0mL

ENBREL® 25mg PEN 0.5mL for S.C. Injection
ENBREL® 50mg PEN 1.0mL for S.C. Injection

i) R - EMSEOMTEI LYV HEHT AL

873999
25mg 50mg
ARES 23000AMX00190 22500AMX00866
BR 5% B 48 201846 H 201346 H

1.
1.1 XERE(CELY, & BINEZ2SCEELREERVCHE
REOBAEIPRESINTHY ., AXFEDOEEMIIHS HTIE
U, BEMEEORBELHRESIATVS, XV KRKETAE
SEBREFTEVWCEDED, ChosDEHEBREFICT9EEA
U. BEPEMBUACEZHEELALT, AELOFERMEN,E
RE EEH 3 EHMIhBEICDOARETE &,

Tz, FEOBEICEWT, EELXBEEARICEKY . B LR
BWEEEDIENFHDDT. BRFOMEHTAFIREL EEK
BRUOEMAERAL. AFRSZICEERASREL 58S,
EREIERTDILOBEHICEEEE5AD &, [2.1-2.3.2.5,
8.1-8.3, 8.7, 8.8, 9.1.1-9.1.5, 11.1.1, 11.1.2, 11.1.5,
15.1.6, 15.1.8-15.1.10%:E]

.2 BRAME

2.1 EELRBLE

BIMfE. EREREEZ S BB BEEES DI & BRLE
PHESNTVWE LS., THEBEZITI K ERFEDORIE
ICEBET A&, [2.1, 2.2, 8.1, 8.7, 8.8, 9.1.1, 9.1.3,
11.1.1. 15.1.6Z&H]

1.2.2 &%

BREMER (ERER) RURmHERE (BE. UL EHE) %
ECHBPREL. RTEHASHESA TV S, BEROBBLEE
TIIERDOBELCRCBEDE ZThI H D -5, FFIREICHE
Ao THEEKICET 2 T2 4RZRUBEBL > MM %EICA.
A28 —7 O -y EBHBRIT YNV D RICKREETT
V., BERSCTHREEZEZITOZLICEY., BBRBLEOFELRE
RNId_&E,

o, BROBRRBELEICE. RBEZEOHREELUAZLT. £
eHRE5ETBH&,

INIVY ) CRICEDHRELIBHEOBEICEWVWT, RE5%ED
HEZEIROS N FLHEThTVS, [2.3. 8.1, 8.2, 8.7,
8.8, 9.1.2, 9.1.3, 11.1.2%1)]

.3 BHBERBOBRKER - BEfRZH LEOELD. XFZEZETTNF
MHEER2E T 2FEFTHON-EDHEL H D, HEEKRE (F
HMELESE) RUZTOBREEOHZ2BEICIIHRELEVIE
EL. HHERBERI BEPRIEEZEI5BEICIRET 515
BICIE. BEEGKZSHEOREEZERE T 25E. +9EBHE:
T52 &, [2.5. 9.1.5, 11.1.52]

A4 KENOEBEEITOENIC, FEXTFO4 FERAEINRCHOHR
U)vFREDFERZTIMET S L. £ FHICOWVT
DR EREBEE ) VT FAEOERE S OERMIPFERT S &

I3

A
=

—_ -

—_

—_

2. B (ROBEICBHERELEWVWI L)

2.1 WMIMED BHIEZ D) A7 2K 2 8% [l 5 & 5
F& L2BRBERIZ B VT, RAEGHE IR OB e
TP LA L 72.] 1.1, 1.2.1, 8.1, 8.7, 9.1.1, 9.1.3,
11.1.1, 15.1.6ZH]

2.2 EEREGYEOER DERE B S EL2BENDGH 5] [1.1,
1.2.1, 8.1, 8.7, 9.1.1, 9.1.3, 11.1.1=H]

2.3 HEMEREROER HERZEALSEI BT D 5] [1.1,
1.2.2, 8.1, 8.2, 8.7, 9.1.1-9.1.3, 11.1.2Z&:M]

2.4 RO LBBREOBAED & 5 BH

2.5 Bilpil (ZIEMMALES) RO OBERED D 5 8H DR
DR EADBENDH L] [1.1. 1.3, 9.1.5, 11.1.5Z ]

2.6 ) oMM UAZDERF [11.1.12, 15.1.7%H]

3. #ERE - MR
IV 7 VIVEE F{#E25mg~ ~0.5mL, 50mg~X > 1.0mLiX. TRES
R TA LLBEESEAE V) Y D REESN - Uy F 2 HiEAS
2ty bL2Fy MRTH L,

3.1 g
W % IV UIIVETE YT U IVETE
- 25mg~< > 0.5mL 50mg~ > 1.0mL
% & 0.5mL 1.0mL
i o IE AN T b Iy INET b
gy - (EfE T4 2) (GEfETHSR)
(1% b))
25mg 50mg
Y UER—OKFEF M) AZKEIW | ) Y ER—KTET B T A KA
0.6mg 1.2mg
wom #l VU KFEF M)A 15mg| ) YEEUKEF MUY A 2.9mg
1% v b)) L-7 V¥ = VR 2.7mg | L-7 V¥ = v ¥ 5.3mg
iKY 2.9mg | $EfLF MY T A 5.8mg
FEELETHE 5.0mg | HH N 10.0mg

3.2 RAIDMERK

R T UVETE YT LVEFE
- 25mg~ > 0.5mL 50mg~< > 1.0mL
ES i - PR IR I~ B G T B~ E R T 5
pH 6.1~6.5
BB T @1
(AEFAIR T 5 1) "

4. zhEER 3ZNFR
EIFRE CHORT T 4B Y Vv F EEHOEENREOMLEE

&0)

5. RHEEIIRRICEIET 33 E
5.1 WEDEHERICBWT, AT O A FEPURAEH & OMbodt) v~
FHEE L B B ERE T CTh . SBICREKT 25 2 A Eik
PR E IG5 L,
6. AERUVAE
KE %, @, BAICIEZY AvEe T b GEETHEz) L LTl
~25mg#x 1H 1A, 22l X1325~50mgz 1 H 1, #IZ1H, 5

TS 5.



7. BERVARICEET 335

7.1 AHZBEIZ20$% 53 A5A 1L 3G HEE3~4HHEE T4 2 &,

7.2 BTNy LT (BEETHIEZ) OFHIZITbRN &, #
MCHEM L 7T 2 RERBE LERRBRICBNT, Rz &t
PUTINF#AI L 785 27 b GRETHRIRZ) OftfEEE %7
BETIRBHIC L 2EORRITRENTE ST, EYEN N EE
7 JEYAE O FEB R DAH) % H CPTNFEAN O M2 X D EHR T 21
72RBECTORBREERTEP o720 72, KA & Mo A=Y EHK o
BERZ DV T4 R OB RN R L T2 W o THE % 8L %
ZE,

8. BEELAEANER

8.1 AFHIIL. MUFLYVESIE UG & TS % TNF O A B EE % 1H %
DT, EYIEIZHN T 2B MBI EEZ RIZT DD Db, €O
7o, RAOFGACEE LTk, T B8 2TV IRGYE O TR
BWEICEET L2 Lo oA RH L O OB EET S 2
Lo Fo, BEICHL. B BRIEESD SbNLA I, #
RPICEREICHKT A L EET 2 L, [1.1, 1.2, 2.1-2.3,
9.1.1-9.1.4, 11.1.1, 11.1.2&Mm]

8.2 AFIL G o THICH T 5 T M R O L » b7
WEIIAZ, 4 ¥ 7 =70 -y EEERBRIEY v 7 ) v KIS
BAEZTV, HEWTCTHRES21T) 2 LICX )., #EHEROH
AR T A2 & Tz, RAFGH L. ML >~ b o ks
WY 2 AL A AT O e SR ORBUE iR L. BE
xR R B RIS L2 E (i3 2. 383%) 12
EHRL I FREICER T2 L BHT L2 8, [1.1.1.2.2, 2.3,
9.1.1-9.1.3, 11.1.2&M%]

8.3 &K% &L HUTNFEFIHE G2 X ) BEAF £~ 4 LV 2 OHEFEHRLYS
Wl EN TV D, AFIFEG 2067 - T BIFFLY A )V A g0
WA 52k, [1.1, 9.1.45H]

8.4 AHIFGAII BT 7 F ORI L )RS 2 BENDHLHDT,
HET o F BRI b W L, [9.5.2, 15.1.35:H]

8.5 AF % & LI TNFEEICB W, Hi7- 72 B OCHUAD S 25 s
ENTwb, [11.1.7, 15.1.28H]]

8.6 AFIHGIEIZIZ, EHERALICKIBE, SR, KE. MER. &0 FES%
DFEFHBAL UG H 5 WIS FESHBA B IS HRRO 5T b 0
T, AFIZEEICHSTHEE DI, BHICESEL, LFESLT
WY LB 2179 T ko [14.2.38H]

8.7 BBIIH L. AHFIF P I M e 0 JE e % B O fE IR (B88 0
PG BN . #485. BHE) 25 S5 bNA I, EHeriiE
BEICHET LM TLIE, S0L) REHICIE, ERLIC
MERAESE 2 E/fiT 5 2 £0[1.1.1.2.2.1-2.3.9.1.1-9.1.4.9.1.6.
11.1.1, 11.1.2, 11.1.4, 15.1.6&M]

8.8 FiRAER L N2 DOHSEM O RIAER T, B v s oM
MBS DR SN T WD, —IC, BUHRENERROD 5
BN REIIHIF & RIS L 7o, BYUERR B ) v B %
HOGMRESPEE L2 EPMESINTD, T, KAlZ &L
TNF#EA & EH L 2NEREERACBWTL, B v oS
DEMERE WG SN TV b, RENEE T 2 20 655 ThRWDS,
EEESORBIIEET L2, [1.1. 1.2, 15.1.8-15.1.10
2]

8.9 AHIOHGFIGICH 72> Tid, ERfiRIcB VT, LFEMIC X
Lh. EiOEHOEEDS & THEE1T) 2 L, HEHES OmEH
WZOWTlk, EMD 0742 EHEICHET L. Hoa8dmilidz
Fhi L7205 REFGC & DGR & A ILEE D CRE AR
L. BEHOEEICHKGTTEL I L E2MHRL LT, EMoSmE
b ETEMTHI L, T, BAK, EEESARHNIC X BRI
FADEEDN 2 Y %0 B OHE G- O Mk s R EE 2 R0 & 7 B W ReE DS
LHEICIE, BEHICHCHG 2RIk S8, EMOEHE T CEEIZH
BY L EHY BT Sk, HEHRS 2MEAT 2441,
FFEAOEGE D 5 CIEF SR EFFER L 2w L ) ICBRE IEE %
L. BEBBEEHEIOVTRELMIET 52 L, &2TOHRED
LA BRI T 21 A AT ) LS, HHEAOE L OVE
A BT AR RMT L2 &,

8.10 AHIH G2 & D HREDFEBOUIEAL S 5 2 LA SN T,
BIEL YA IR GO 2 BT 5 2 Lo

9. FENHEL2HIT2REICHATIEE
9.1 AHHE - MEEZEDH 28E
*%9. 1.1 BPE (BMMERIEZOURIEETHEE. EELBPER
WEEMERER R ) DBREIBEEIFEDON 3 ERE([1.1.1.2.1,
2.1-2.3, 8.1, 8.2, 8.7, 11.1.1, 11.1.2, 15.1.6&%]

9.1.2 HEROBEBEE HIIEROBRERDH 3 BERVEHL > b
T ERBEBRDSH 2 BE) RIERBELIEOh 3 BE[L.1.
1.2.2. 2.3, 8.1, 8.2, 8.7, 11.1.2&]

(1) OG- TlX. MBROKEL » b7 oS+ E i
179 (FG-BIGEH%2 s ARIEPTREZRBE YD 12 IS 1IEl, DLR I 8
BB LC) A&, WREROFEIIC T 5EET 5 2 Lo Mifke i
L ErBENNDH 5,

(2) WEROBAERE % H T WA K ORIERES DN DY 6121E,
K OBHRERD S HEMICHET 22 L UTFTOWFND-EIC
&, SRR E U CARRI O BMGTET I M) 2 P 2 G4 5 2 k.

- BRI AR A CRUAERE B AT A 0 e SN AT /T 5
B

CAEROEEE WVEE T ED) AT 08E

A VI =7 0y -y ERERERC Y NV 7)) 2 OB SE O
&0 BEEGATR C BN D B

R L OREEMEY AT 5 BE

9.1.3 BELMOREICHHEE
JEAEZ FHETABENDH 5D, [1.1.1.2.2.1-2.3.8.1.8.2.8.7.
11.1.1, 11.1.2&M%]

9.1.4 BEFFRVAINZAZ v U T7DEERXIIBERELE (HBsHREE
. HDHBcHi{AR IZHBsH A1)

e BRI AT A NVAY—H —DE=ZY ) VT RFH I &
BEIFF 47 4V ZA OFEHALOBERLEROEIIEE TS 2 L,
RH) % & CITNFREA 245 S NABIFLEY A VA v ) 7 OH
H IR E 2BV, BRUF & 1 L 2 OFEEAL S

NTVL, B, INLOMEDE I, o BEMHIERZ b >
HWH & PR S L - BB ISE X Twa, [1.1. 8.1, 8.3, 8.7&H]

9.1.5 HEERBIFEDLDNIBIREFTI2BERVORERDH 2 BE
[1.1. 1.3, 2.5, 11.1.5&%]

(1) BB EDEEDON L 8T AT 5 EE IOV T, MREEIFHE
RLMGEBMEORE 21T\, EEICEHRIEE BRI 2 ML 22 LT
RFNE A OZ Y% e L. 5% H i lg e 1) 2k B
REEHOBENDH 5,

(2) BB BEDOREED D 5 BE L W E W S omh 2 9256 L.
THEET A L BERBREIOBZNDD 5,

9.1.6 EEAMKAER (LIRS, BERRMENSE) OBEERII
ZTOREEET2EE
JERDEALT 2 BENDH 5, [8.7. 11.1.45H]

9.1.7 MBEMMRDEEREDH 5 HBE
EMIRICHIZ 2470 2 X, EET 5 2 b BRI 4 B3
BEHZENDH D, [11.1.62H]

9.1.8 75 v U ZBBMIEDEEEREH 5 W IZTEEMD H 2 B
BHSUSH B D2 N HLOTHRBUEE T2 2 Lo AHIOES
Hoxvy 7, STy 7 AEEHE LTS,

9.5 iFi@

9.5.1 Ml IR ITIR L C WV 2 W FEME D B 2 otk i, 1G98 Lo 5%
MWEmtEr b EHM S NILEIZOAEG 5 &,

9.5.2 WHIRPICAHI 2 3% 5 LB S OMERICB LTI, ET 2
F BRI SIS IEE T A 2 L AR E B D |
HER O M S RFI D SNz & OHEDDH V) . BYETRB O
YA HRETE Vv, [8.48H]

9.6 ®IB
B EOFEER ORILRBEOFEE L EE L. BALOME LT
IEABRET 228,  MFAPABIT T2 2GS N T2,

9.7 hRE
INBEE R G L L 7B BRI SN L T,



9.8 mE
BHAEEORITEMOFEBURE L, T Bl 21T) &,

AEEIRRE (REREAES) AT LTw 2,
10. HHE/EA
10.2 HAEE (BHRICEET B L)
A BFRAEAR - B i B - BT

FISANT )T AN T 7YY | BT,
5-h o B SAH & B IN%
Gl A, #4DHM
BB LT, A
MERB AR A A TS

WAL OWEDD L,

. ElER
(kmlﬁzﬁ%%%bna LN BHDT, B E TITITV, iﬁ':f‘ﬁ
SRR LN A3 G 2 kT 5 % S#E 2 EEZ1TH 2

1.1 EXLEIER

11.1.1 E%t;ﬁ‘&%ﬁ
WifiE (0.2%). ik (=ma2—FY AFAMi%k%x &, 1.5%), 2
TR (0 2%) @B%D%EE%J“ (2.5%) HdHHbbI EH
B DT BURGIEI X VIECICE o HEFDHE STV B.[1.1,
1.2.1, 2.1\ 242\ 8.1, 8.7, 9.1.1, 9.1.3, 15.1.6ZH]

11.1.2 #8% (0. 19%Kii)

KA G X DR O X . G055 6 b W HEEL D
Bo E7o. MiAMER (WS, ) 2 SESE) L SR TWE D L
O, TOMHREMEDL HEE LBgE24TH) 28, [1.1.1.2.2, 2.3,
8.1, 8.2, 8.7, 9.1.1-9.1.3%H#]

1.1.3 BEELT7LILE—RE (0.5%)

MEFRE. 7F 74 9F v —, KELERR U AMRBEORER
TUNVE=FIEDH S5 DML DD D, ZOL D REIGHED S
NG AIITHERe IS 2 Ik L, B2 0EEZITH 2 L,

11.1.4 EELMEEE (0.8%)

AR B IR ONLIERIR A (@i iR IC R - 726 & &) |
FHER A TP ERE A IR, Bl IERE BE RS S
SEbNLIENBHDL, [8.7. 9.1.6&M]

11.1.5 BBERE CHEART)

LEREAAE . BRI ZS, BRI IR REZS. ¥7 v - N L —ERESE
BHbbNLIENHbH. [1.1. 1.3, 2.5, 9.1.5%H]

11.1.6 BEMM%X (0.7%)

BB W@k IR DR 3 25 D IR RRAE AR LS 43 LR L. B A5 R0
SNAITIE, LA E L v b U, MR C TR ) O
mmﬁxﬁﬂ%%%ML $ﬂ@&5%¢¢¢étt%::l—%
VAT AMiig L OERIZWE (F-DZ VI v ORESE) EEREIC
WEY BT 2 & [9.1.78H]

11.1.7 HidsDNAFADEMEAL % £ 5 )V — 7" ZHBAEREE (0. 1%Kii)
PLdsDNAPUADSH AL L. BIETRE. SR, REZEEOER?H S
PNLEZEDNHD.ZD L) RGAEIIE G52 hIET 5 2 £.[8.5.
15.1.2%01]

11.1.8 FF#EREREE (3.1%)

AST. ALTE D FRZ M) I EREED? D S bbb 2 LD,

11.1.9 hEMRFIFSERAEAE (Toxic Epidermal Necrolysis : TEN)
(BHEAN) . REHERIEREE (Stevens-JohnsonfEf&EE) (0.1%
Fiih) . BRALBE (0. 19%A:i)

11.1.10 HisFhekmaEHik (ANCA) BHmER (HEAY)

111 2aEBEE (0.1%). 2 70—EERE (0. 1%K0)

11.1.12 OFL (0.1%Ki) [2.6. 15.1.728]

11.2 2ODOEIER

19%8hE 0.1~1%Ai 0. 1%l BHIEAS
I 25 . BAGERE | . WHEEgE. | Mok, NRE. W
oo RELR s‘—k BISLESE, | ey WL BB
SR kg J]]l% SR
SR
"”iﬂrhmﬂi/ﬁi
i FHZERL

1%L 1~ 19l 0. 19%Ai; SREAN
B g 5% G5, K | CARYE. FUEE | S, R | Wik
i ge. ALBES) . | BB, MPHZ%E F K, R
Z 9 HEIE DI B,
JETERCEE, T
(EALZ &),
SR, ALNEETF
Jidge, @R
B
AL Bhg. T IHEEAS P, 11
HRAE, CN%E. | BRIOMAES),
JEA . WREVESEE | BEEORE. B
S O M, | dEREZE, TURERE
fERS, PRIEZE, | e BRI
SRR, A | i, PRATEIR,
2%, . HE | EE. R
AP, WAL
fise
G PG S
(RLHE,  HEIILEBE,
ZHFERE. B
P I 55
WIRER RS (B | ®AR, 2L 7
#%), BhE | F=rLH.H
%%, BUNSMN, | IR, JRHE, FRIR
JRILE TR & BREA
FEANARE R SHIE . REhE | B (Y) ¥
o, BAEEGER | VB, IR
(LU | LRE. TR
N HM;J# N
N3
JHF i ALT k5. AST
. ALP LS
LDH L&
TEBRET UL UL | AL, AR
HooBpE A | mEL (FImEk
[ EARERN
TgA I 725)
iR 3 FIMEREIIN, 42 | SFEREREIIN, ~
m (BRZW%E |~ 20y Mk
Gt NES | A RILEREA
oy M/, )
S SEREEIN, I
RTCHE, AFrhER
. ARIMERTE
RESLE . FIMER
PAIIE- S EEIN
ARIMERHE N
R Milge, FRE | 7 FUBRE, H
PAIE A IBEFE AL
PR AURE
57 MREZIE.
Hossox,
IS PN
MR o> S5 &
i - AR (LMt 2¢, | BASIR. .
P (I, B |V — 7 ARER:
TP RS | BEL WBLE. H
20 WA,
BERRBLE ., FE
AiE
BilR7IN WIEE. A v | BB LR
PRI N R DAY (N
HIe, M FuaL K-y
2
HEGH R FREANE, U
%
Z DAt S PERURE. PRI (H aLAFH—)b
nﬁ{i%am EA AR

JIN/TEN EPH%&
MR X AR

& IS B
B TIVT I
WA e, H
O,
N N
CRPHIN, A
WA R AL
B, IT_EIHiA\Hl

N RN

ik, B FRRIE
I, #EEBL

a) TEGHBALBOG I GRS 1 HOMICEBEE TR L, ZTO®KBY L Twh, ik

SHBALLCUGIE . DTS L3 Ic b b 5 DN D BZ DD 5o
B ) 7~ F R O AR SE B Je o i R A SR 2 B o




14. BAEDEE

14.1 EHIFRANBFOZEE

14.1.1 FHHI5~307AiICZRICE L TBL 2 &, ZilRICREL T
Tl REIR IO F v v TEHNS BN L,

14.1.2 $5p0, NEWZ BRICE DRERT L 2L, RANX. B
B DOEBAMFL T Z2BD D 2 ENDH DN, BRI OG- 2H 72> Tk
MR, 2B, HOEY ITEODFEO LN LA, L
TnWZ ik,

14.2 EHIRESHOXE

14.2.1 FFNE, 1EOF5-E)25mg X AE50mg D BE 12D Ak H§
5HZ ks

14.2.2 AHN. 1l cemr T 28ATH ). BHEHLZW
L,

14.2.3 MRS GRLBE. F87R%. 0@, JERR. Z 995 25
HENTWDLDOT, HHGMIEFEAER 5 & EFEA %
KBEER. R, LBREERE IRk, EF B CBE L., FIHEICE—
A ABTESHIFT D W T & o PRI, BT m 3553
R SA47% L d3emiEd 2 o [8.620]

14.2.4 BRPHBIER LA, BEOH DL L 2 A, FEARITMFE L
TWh EZHNDFESTRT D Z &,

15. ZOMOEE

15.1 ERER{ERICE D < 15k

15.1.1 RFIOEERABIE, ENTIa52:8H (EHHBROB S HIH3
~112HDhyeflE) £ T, WP TIISEM T TOHE TEBENT
BY. IS O & 2 7KK O EWT G- K O 4T L
TV,

15.1.2 JLECER R BRI B W T Pk B R L (=1:40). Bt
AsDNAPURBG AL L OB v ¥ ) € U Uik L A58 &
TeARFIB G EH ORI, TR R LTl 72, F72.
U< b FRTHBEOME ) v~ FEEE2 &0 T, BRAERSE
B ORI XD . ARV — 7 A UL IRV — 7 A 12 A
SNERIE ROV — 7 ARREMERE % D Bz e BCHik 2 53
TEESHE SN TWD, [8.5. 11.1. 78]

15.1.3 FFMHI BT, RFIF G- oz i g0 B8 Tl Mg
WKW EHERY 7 F VO L CAHR Bl tZ R s 2155 2 L A8
TEXLDHEDH L. L LAFZHG LTl L g
5 L. AR AR THARMGAR R L FURMAT26R5 122 L7
BEED Loz TOMKNERIAHTH S, [8.45H]

15.1.4 RIFIZBWT, KF Ebodr) v~ F3EEDHHIZOWT,
BN R O RIS STV,

15.1.5 FHBEEOEF OGOV T, a7 STV
Vi,

15.1.6 B/ CHIMIEYE S 3 v 7 O BE1AF RIS, 79 2R
IEARAI0.15. 0.45. 1.5mg/kg% HIERN S35 7T & Kxb
VR 2 — HE MRS EE S 7z UL B & KFIOFS:
TIFRBOMITEIIT S 2 LA TES, KFFEGHETHEOBMN
IRV O FANA SN EEFEMIEE T 528 H M1
X, 7T REET30% (10/3361) «A&#0. 15mg/ kgt T30% (9/30
%), 0.45mg/kgfCT48% (14/2961). 1.5mg/kglT53% (26/49
#B) THo72P o [1.1. 1.2.1. 2.1, 8.7, 9.1.1, 11.1.1=MH]

15.1.7 7T H o kLA 2EE (NYHAOHEESHEI~V) %

TR E L7200 7T 1 Kt B E 2 — B MR R A T S 7
AT NS EREATED SN L bRk S hz Ga
PRI T o Bz F NI, 1277 H. 5.7 AHTHHo72)0
WOREETIX, AHI26mgH2[mFE (3081) I U AHI25mg i 31A]
B (308%1) ow L, T EAREE (30961) &L TLAS
DFEAL K OFECEATE N EI B o 72,
PG H2B D A EOEAIL . AFI25mgH2[RIHEA8B (29%)
25mgiE3EIFEA3B (27%) 7 T & REED62H] (20%) TH - 72
F 7 REIE I EUE . AHI25mg H2[E #5565 (18%). 25mgid
SMFE6LH] (20%). 7T L REHD44HB] (14%) TdH -7z 2% H
ORETIE, 11236125 F25mgHA 1 [AFE, AHK)25mgl@2/m ., L
277 B REGHOWTNISE ) T SN2, LCAREDEAL
FUBTIZ BT, AEHGEE 75 L REORTEITA SN
oz

% B, MOPFTNFEEICB W T, DARSIEIROEL R T
T ITERELY) LERICHEOONEORENDH LY o [2.64
11.1.122]

15.1.8 KENZ B 2DMARDIAIBE ) v~ FBEE IR L L7z
IR COSEM O eMHE 12 BT KH 2 #5- L 7278341
DL Y CoNE, U E. AR, R E RS 2601,
BN IR 150 S Twvw b, [1.1, 8.8 ]

15.1.9 BiEE CGERaEEEEIR)
KNG & VRS 56 B & DB 2 MG 5 720, FERRIEME
JES 3B ST E e — B DO KRBT — & R—= 2D B
E LT RIIR L. 2 o F B, ERED
1 fE#E % B X [CNational Cancer Institute SEER (Surveillance,
Epidemiology, and End Results) 7 — % ~X\— A (SEER1992~
19994F 5 200244 A MO H HHEE L7 Fivi7z, ZofR, &
Fl¥% 51 T O IR EUE K2 9T % B < VRIS O BIS I BUT . il
BIE23. 594611k L26BITH V) . 2D 5 BEM) >/ E DB
Bud, FHIBIERO . 91BN LEBICh o 720 —Ti 7T RIS
BB 2 VRS e ) VoSO BIBREIEIE. T hEnT
HE%L0.25961, 0.010B01ZK L COBICTH > 72 WHEAT—%),
[1.1. 8.8&]

z1 B GERGERERE ) OBISROSL OFilleK

PAE o8 I T L VRS
P AR L0 AR

B l i P Fo | CGBERUIR | e Tl
A4) 1 i wig | N8| pisk FES

B voNiE 41 0 0.010 2855 5 0.914
T »oxELAL 41 0 0.249 2855 21 22.680
TR AR 41 0 0.259 2855 26 23.594

a) RIIFBRBEATHORRRRICBI 2 77 L EGEF AR E L
b) A M FLFH— MEAGLE &L,

15.1.10 JFREERSE

AFIPe G- & IR TR S & OB BET T 5700, FER
WZINS DAL SINTHEE —REROT— 5 hoHEE L7z
TR A F2TR L7z SNOOFMBENL, EEBEOM. £
fa b LIS T =y O HEE L EE vz,
LT BB T — 41k, FEHAIER H A National Cancer Institute
SEERT — 4% N— ZIZ&HFN T\ 720, Southeastern Arizona
Skin Cancer Registry (Harris et al, 2001) ®7— % = flifj L 72,
Z ORGSR ARHIF G- T OIFRANE R TR OBISE B I, TilE
Al 74560k Ly 1560 (B2 R T L B4l SR 114610)
Tholze —H. 77 RTEERIIBIT 2 I BANE L FEHEOBILE
BlEIE, FHEIBIE0. 5736kt L, 0BT -7z (HEIAT—%),
[1.1. 8.8&MH]

2 IETAE B HE OB EU O 7 5K

7T R G RE I T LV
oS PN L0 AR

PR | e T | EEE | e Tl
N g | w8 e | e

Bz - LB HE 41 0 0.107 2618 4 8.221
41 0 0.466 2618 11 33.524
e Ao i Rz 1 AR 41 0 0.573 2618 15 41.745

) BMBBETOBRARIC B 577 L KK GBE LR L,

b) A ML FH— MEHBIE &

15.2 FEEREAREABRICE D C &
KA E~T A, Ty MEOW SIS 5 & BHIBUKSG 1
b & SEHEARGTE O LA S, T A RIBHBEEIPES LRV,
D72, DBAFERERILIE M S Ty,

16. EHENEE

16.1 MFRE

16.1.1 BEKRS (T2 T LILETEA25mE)

(1) BEAICHT BHE
8D HARMNMERFER A 12, =4 2t 7 Fl0mg. 25mgh U50mg#k H
[ TG L7z & & DG h S iR EHER R O BE/ T 2 — 4 2 [X]
M ORIIRT,



3000 | —+—10mg
—0—25mg
——50mg
2000 -
(FH+HEERE) (n=8)

1000

MEFI 237 NEE (ng/mL)

6 100 200 300 400 500
5 &eRE (hr)

M1 =& Aovt 7 b HEES (o M e LR
Kl HEWERE ST A—5 (n=8)

#1128 A OACR20 GE2[EIES-)

Peha (x2/3) 7T kR 10mg 25mg
ACR20” 6.3% 64.0% 65.3%
[t B 12 33 L 72 B 2/ i 0 4 [3/48] [32/50] [32/49]

AUCo-480 AUCo-o Cmax Tmax CL/F ti2

(ug - hr/mL) | (ug - hr/mL) | (ng/mL) (hr) (mL/hr) (hr)

10mg 76.5 78.6 474 43.5 153.1 87.6
S.C. +33.4 +33.7 +230 +19.2 +73.5 +18.1

25mg 222.3 227.3 1415 52.5 134.5 86.3
S.C. +91.9 +91.9 +761 +16.9 +78.1 +22.5

50mg 412.0 419.6 2668 49.5 125.0 77.9
S.C. +95.7 +98.7 +684 +16.3 +28.6 +10.3

P + R

DR AT T2, 50mgx MG TG Lz L EOMENPSE. =5 4
ot 7 N IR B RE iﬁﬁf&ﬁﬂxfi%j“bf*“

(2) SHEAICH T BHAE
KEORBER AL, T %)L+t 7 Fl0mg. 25mg X 1x50mg % Hilal iz T 5-
L7z SOEWEHTENT A — & 1ZFK20@E ) T, HARANERBRAOMHE L 1T
IZFEECTH 57250

K2 FEWEENT X -5

AUCo-80 AUCo-o Cmax Tmax CL/F tiz

o (ug - hr/mL) | (ug - hr/mL) | (ng/mL) (hr) (mL/hr) (hr)
10mg 6 79.0 81.7 425 66 132 92
S.C. +24 .4 +24.6 +205 +22 +41 +8
25mg % 241.7 245.2 1650 49 113.8 72.1
S.C. +76.0 +76.6 +660 +17 +42 +13.6
50mg 23 460 502 3440 48 118 78.0
S.C. +179 +196 +1920 +21 +52 +17.4

P+ R

K O R N334 % R I FE M L 72 AW e RS R o fE R, = v
T VIV TFiE25mgY ) ¥ V0. 5mLik, E L 72y 7 L OVEE T EM25mg
(B TEIR ) & AW Hif%é LSRR E N (BAEIAN T —
%)

16.1.2 REHRS (T2 FLIVETEA25mg)

(1) E2EiRS
HARABIET ) 7~ F BHII210mg Xid25mgd L ¥ F v+ 7 b % 1AM IS
22 TG L7z L SOk =y Aovt 7 MEgE (b7 71fE)

Y GBAMGL HRIIERIRBISEL, DRIZIZ—EOMRE &L

Tz T/, 52 MG L7z & X DI b 128 B 45 -5 & [ k¢
BN BIRGICL 2EYBEAOEBIIA SN Do 72,

(2) B1ERS
HARANBE ) 7~ FBEI50mgD L% A )bt 7~ & AR 1E R TS L
JelEOILY AT bOBEREIE, 25mgD Ty A vt b & LA IIZ200
BTG Lz & LEETHY), /2, 26mgD ¥ At 7 b & LARIZ]L
[\ TG Lz &0y 2t 7 FOBERX, 10mgH Ly 2Lt 7 b
ZLEMIC2I ) TG Lz s & LIRIERETH - 7128 o

16.4 3
I AT FHPTNFICHEEGT 2 L. HAKIET I/ BoOFEIEE LB
T CRANOHER- O VTP L > TRTF FEBR T I BREKEE L
THRH#END LHEEN D,

16.5 HEittt
IH AT MR TS L2 e. 8 At T b OREANOHE
ZFE A ERD LN AT,

17. ERPRRXIE
17.1 BHMROCRELMICET 2558
17.1.1 ERE I HHR (REZREHOT—45)

AH D10mg e 0°25mgi2[m 3% 5- O DMARDER) O BIET 1) 7 ~ F B % %k 5
L L7277 AR R EEMULEGAR (CHRD AT o SO B 45 14781) 128
VT 5 120 H o [ACREGEEILHEIC X 2 %)% (ACR20) ¥ | % . E IR T.
KA GBS BT A2ACR0IE, &4 7T v RIS LAZICE D> 70

a) ACRI 7y bd) b, ML BEI K ORIEIRBE AT L DI220% FgEE L, A

DY) OS5I H 3T H A520% B\ L L 7Bl o4

EIVEH o s BLE=1&, A F10mgir69.2% (36/5211). 74 #125mg#E60.8%
(31/5141) K77 kR #EBL.0% (27/50)) Tho7zo FEENEMIE, &
F10mght CHAHPALRUS15.4% (8/5261) SIHEHZ13.5% (7/5281)
JH97.7% (4/5281) . AF)25mght TS AL RIS15.7% (8/5161), 5L
U %611.8% (6/51B1) . ILSHBALALHE.8% (5/5181) TH o7z

17.1.2 EREMERER (25ngiE2E#% 5 & 50mg>E 1 E% 5 O HE)

KA O25mgIH2A PG L ) BEEFEBEILE L T L HE) 7~ FE
HraRMRE LT, 25mg% M2M48 B4 51268 X . 50mgid 1 el 88 i P 5 L
7ok EOHMMEN R ETER G Lo RERREE CER MR o RAEH)
1 60) 1250 B 4BEFH H (25meiE2ml 3% 54 7 ) &% O 123834 H (50mg
SALEPEG-# T W) D28M I BIFEIEA 27 (DAS28) (CFIgfi) 1%
NEN3.26%03.13 (D7 1 -0.10) TH o7z,
FIVER UEGiE  $55- 5067 BOG % Bk <) OFEBIERIL, ARFN25mgli2[nal#2. 4%
(1/421%) RANS0mgIA1E#E12.2% (5/4160) THh - 720 EREINER (EGE.
FEGEAUC % B <) 13, ARHI26mgH2[MHETII52.4% (1/4260) . AH]
S0mglH 1 FIFECREE, N, B, T PIRER, AR RE, e
PERZ BB AE42.4% (%1/4181) T o720 BYHEDOFBIEIL, AHK]25mgd
2M01#2.4% (1/4261) . ARHS0mgHALIAHLT7 1% (7/4161) Tdh -7z, #5-
EALOE (HEBFRE D) &, ARFI25meH2m B TIEFE0 51,
ARHFI50mgH 1 AEET2.4% (1/4161) 1220 5Nz, (GE KRBT, &
it N 0¥ G800 SO &, o5 & iR S hz,)

17.1.3 ERNE MAAHER (10mgdE2E#%5 & 25ng:E 1 Eli% 5 D)

DMARDER OB ) v~ FBHEE IR E LT, AFD10mgHA2[m14% 5 K
O25mgB1 A4 5- OB 55 L O et % et L7z “E AR CA%)
PRI SRAEBI459561) 12 B1F 5 125 H ODAS28D R— A5 A »H 5
O%AbE CFIEME) &, 10mgl2[nl 5 5-8 & 026mgl 1 ¥ 58 2 v &
IZBWVTC2.07/412.25 (WD -0.18) THho7z,

BIVER (EYE. % 53O RUG % BE <) OFEBIEIE. KF10mgH2[H #
17.0% (8/47%1). A#125mg 1 #:22.9% (11/4861) Tdh - 7z. F22HEl
TER UG, $G-30A0 006 & Bk <) (&, AF 10mgH2m i CHEEE. 5
B5%4.3% (%2/4751)  AFKI25mg 1 [ #ETALTHIN, ASTHIAN%8.3% (%
4/4861) Td o 720 FEYEDFEHHILAH10meEH2m E21.3% (10/47651)
AAN25mgiE 1 AIHES . 3% (4/48%1) Td - 7oo FeGIA IS (KRR % M
D) OFEBHRIL, AF10mgB2MEE10.6% (5/4761) . A#I25mgiH1 [
HE16.7% (8/4861) THho7ze (FE @ ARERTlE. BIYWE K OF 5307 SUS
1, oFER L IFHNCEF Sz

17.1.4 BERFE AR GEIHOBENREICHT 2HHIE3HR)

AH# D 10mg K% 0°25mg #2181 ¥ 5- O DMARD IR O B fiii 1) w7 < F B % %
RELAANMLF— bt GBI REE (B SRR AT o i
BIRSA205), A7 R A AT A S BIL55060) 12BIF 2 N—AF 1 ¥ 55
S52:AFHM H £ CORFBIEMEREZ TR OEOX#HA 27 (modified Total
Sharp Score : mTSS) THEAli L 724 % 2218970 ARFFEGHIE, 2 b
L FF— M (MTXE) I LW Shed A R ICBETBIE O MR 4 1)
Ml L7ze F 72, ARENOmg M 025mef G-HDACR20IE, 24:E¢Mi H TZ 1t
FENTT.0%. 77.5%. S2EFFA H CZ L E75.9%. 78.6%TdH H ., MTX
HECII 245 H T56.3%. 52:85Ffii H T62.5% Td o 720 AHIH 58 1%
MTXEEICHB L WS b FEICEr - 727 o

22 B52HFFIH OmTSSDR— A F £ ¥ /b DZE{LE

e AL b L1 jg;“mg 25;“;
HiE 4L 171 190 181
mTSSDON— AT 1 ¥ 76 D2 L 9.82 5.197 3.337
Rt [1.16] [0.93] [0.73]
Hh il 4.00 1.00 0.50

a) p<0.0001%f A b L ¥4 — M, L5H0TE 7V &
b) LEMIZ6~8mgx 2~3MNI5 % L TG

BIVER (e, # 5 3MBUS % B <) DFBIZFIE, AHI10mghEdl . 7%
(80/19261) . A#125mghtdl . 2% (75/182f1) Je O'MTX#E43.8% (77/17611)
Thotzo ELalWER (EHE, FGHMUGE ) &, AF10mghE <
ALTHIN4 . 7% (9/192051) . ASTHENNA . 2% (8/192f1) . 1N 4£3. 6% (7/19241)
ARFN25mglE TCALTHIMNG 5% (10/182%1) . ASTH#4MN4.4% (8/182%1). %
53.8% (7/182) Tdp o 70 JEUIE DFEBIZIT AFKI10mgHES7. 0% (71/192
) AFI25mg#E38. 5% (70/18261) K UMTXH#36.4% (64/17661) T -
720 FEGHAT B0 (R B AR % [0 70 ) 1 ARH) 10mgi:20. 8% (40/192f1)



AKI25mgE20.3% (37/18261) Je OMTXEEL. 7% (3/17601) T - 720 (Ji:
ARHER Tl RYE J OF G300 U, o5 & 35N ERF SN rz)
17.1.5 B E T HHR (REZREHOT—45)

DMARD DR A RIS L 72 iG B ) v~ FBEEZNRE LTI LR
R HE T LR (B R MR R G 1 £2180%1) (2B TL F G
1685 H $ D ACR20% #3127R T

HRNE & 35w & ORIHIBIEAT RS 51, A#16mg/m?* it D ACR201%
ol & I L CHEICE o 1210

#3  F5-BAE85 H %0 ACR20

MR D72 . ; ; .

_h 5 D 2 9 2 2
PSR (x2/3H) 77K 0.25mg/m 2mg/m 16mg/m’
FEBIEL 41 46 46 44
ACR20¥ 14% 33% 46% 75%

a) ACRIT v b0 b, MIEHBEHE ORIBEMEHA & b I1220%0 3L, 2
SF% ) OS5I F 3T H A20% T L s ol &
B/ 03 BLER 1, A#0.25me/m28E21.7% (10/46%1). A #)2mg/m?
126.1% (12/46%1) . A#16mg/m*HE72.7% (32/44%1) K O°7 T & Kt
18.2% (8/448l) THh o7z F2EIWERIZ. AHI0.25mg/m B CIEAS. 7%
(4/46f1) . $£5-3B0LFG4.3% (2/4661) . A H]2mg/m>H CTHE5- 50 BUG
13.0% (6/460B1) . IZEIED F\12% (2/4661) . AHI16mg/m*HE THG-EAL
BUR52.3% (23/4401) iFEhED F 595 E ) HEIE ST E A4 . 5%
(%2/4481) Td-720
(E : RIBCARF OB ) 7~ F 126 L TRB SN T2 HEE - HEIE10~
25mg% 1 H 11l 3812 208], i325~50me% L H Lal, 812 16], B2 F s T 5.)

17.1.6 BHE MAEHER
DMARD DR R ARG L 721G BB ) v~ FBEEZ /R L L2 T TR
IR MBS G R VERRAT o SRE I #22061) 12 BT x5
16238, 37 AR U6 HHDACR20% F41R T AHIFGHEDACR20IE2
W, 3H ARU6s HBEOWTIIZBWTL, 72 RBIC L THEIZE
<L 2BMED SREROFHIED SN

4 F5BIE2E, 3u AL 64 HEDACR20

G (x2/38) 7T R 10mg 25mg
www | n | s | m
234 1% 18% 31%
ACR20¥ 37 H 23% 47% 62%
674 H 11% 53% 60%

a) ACRIT &y b0 b, MEMHMETHL CRIEEBE s L b 1220%LL R L, A
S¥ ) D5 F H13TE H A20% L RS L s odl &

FIVEH (e F 53007 SOG % B <) OFEBIERIE ARHI10mgHE28. 9% (22/76
B\ AF25meh25.6% (20/7861) e U871 RKE11.3% (9/80%1) TH -
720 ERBIWEM (EGE PGB SO0 % B <) 1L A 10mgh CHii5. 3%
(4/7661) . $93.9% (3/76M1) . 395, BLBHE BEMREE I, T, IHA#42.6%
(#%:2/7661) . AHI25mghECTHRS. 1% (4/7861) . F&95, 9 HEHERS3.8% (%
3/7801) . BiEAE. BB IN&2.6% (42/78%51) f@o 7oo BRYWE (HE
MRz b)) O3B, AH10mehEs6.6% (43/7661). A#|25mg
TE57.7% (45/7881) K U7 T & KEE37.5% (30/8081) T - 7z0 HG-H
RS E . ARHI10mgET43.4% (33/7661) . AHI25mehf T47.4% (37/78
B) RO7 TR REET12.5% (10/8061) 12780 b7z, (1 RER T
JEYE Je O 5 RO . oo Fge &3z it sz,

17.1.7 BHETHERE (25ngB2EIR 5 & 50mgiE 1 ER 5 D HE)
ARFHID25mg A2 [A % 5 T O50mg i 1 A% 5- O DMARDMES OB 1) 7~ F
BEEMRE L7277 R B mE MBS I RAT ok S 61
$42060) 1250 B8 FEA H O ACR201&. ARFI50mgild 1 Al #1231 T50%
(107/214%1) . 25mgiE2HEE 2 BV T49% (75/15361) TH h . Hakics
U % IS EDHGEE S 7z,

S F TORNEMOFB I, AFI50mel 1 [E:38.3% (82/214%51) . AHI
25mgHA2InEE4L . 8% (64/15301) KON T 7t KEES2.1% (17/5301) Tdh - 720
B F TIZHEH L - E4RWERIZ, AH50mg 1[I T gHHFAL US17.8%
(38/21481), %8955.1% (11/214%1) . HEHG3.7% (8/214%1), AH]25mgii2
[ GG RUN17.0% (26/15361) . HE7.8% (12/15361) . 6. 5%
(10/15361) TH -7z, 1658 F TORMEMOIEH G, AHI50mgl1 [ 7
43.5% (93/214%1) . AH25mgH2mEA47 7% (73/15361) TdH o720 F
FIVER L, ARFIS0mg AL m B CHEGHBAL RN 18.2% (39/21481) . 55956.1%
(13/214%1) . BH54.7% (10/21461) . 7R #]25mg ¥ 2[al F C 73 H A7 KOS
18.3% (28/153f%1) \HE.0:8.5% (13/15361) \BEIF7.2% (11/15361) TH - 720

17.1.8 B E MR EHOBENIEEICH T 3HIEHER)
AH D 10mg K 05 25mgi2[m#% 5- ODMARD MR O HAI R Hi 1) 7 <~ F B &
ERGEE LA N P L — bR Eammuﬂ%ﬁ (BE B ST AT X 5
FEBIEL61661 . A 5h 1k S AT R SE B14563261) 128U A= 5 1f »Hh

SUEHROBEMIBIEERZ F R OREOXHA 27 (modified Total Sharp
Score : mTSS) % I\ CTaHli L 724 % K518 370 AH25mgfix, A b
ML ES— M (MTXHE) K OARFLOmgH 12 B L w3 d A = I BIE
WO Z I L7z F720 AHI10mg Mk O25mghE D ACR201E. L2
N55%. 69%TH Y . MTXEETIZ64%TH > 722 o

#£5 UEROMTSSON— 25 4 ¥ b DL

e A b b L 1O jlﬂog‘é fg;nwg
e 213 199 204
TSSO N— 251 o 46 DT EE(LER 174 L4 | o7y
D] [0..30] [0.30] | [0.18]
e 0.48 0.00 0.00

a) p<0.001xt A b b L F4— MEE BRI TR L 72van Elterentise

b) p<0.05x10mge5-#E. MR TR L 7zvan Elterentfise

c) LAMIZ20mg % To
FIVER (BCSE N O G- AT BOG % B <) D ZBLERIE. AHI10mgHES2.9%
(110/208%1) A4 25mght57.0% (118/20761) J O'MTX#:68.2% (148/217
Bl) Tdhotze ERENWEMN ORYEF OGO UB % B <) 13, AH
10mgHECTHHR13.9% (29/208f1)  HE0:9.6% (20/208%1) . F4#i7.7% (16/208
Bl) . ARH)25mght THIE10.6% (22/20761). H:9.2% (19/20761) . 78
D FNWT. 7% (16/20761) Th o720 BGE (KFEBBRE DR V) D%
Blsid, ARHAN10mgHE75% (156/20861) . A#I25mghE79.7% (165/20711)
K OMTXH#80.6% (175/21761) T - 720 $EGHALIS L. ARHI10mghf
30.8% (64/208%1) . A& F#I25mgH#E38. 2% (79/20740) & UMTXH#ES. 3% (18/217
Bl) Thorzo (1 ARRECTIE, BYE N OGBS L, hoFs
LRI R S NTz,)

18, ZEXHIIE

18.1 fEAHFE
Iy At M, & MINFUEMSEL &7 8 =555 05, @R 2R S
TNFa BRUOLTa%. B L7y —L LCHiRL (LE 7y —#ER5) .
MiaEROL YTy —LOMEEZET S LT, i) 7~ TR, fisk
HEVEM A RIS 2L EZ 5N TWh, B, KFIETNFa KOLT a & OFf
AR TH ) . Vo ZZAE L2 TNF a X OLT a IdHEOERE SN S,
Iy 3 )Vt 7 MEU9STHINL 1 O TNFA2 28125 3 5 TNF O 4 % &
L7 (e (Ki) =1x10"M),

18.2 BAEIRIMEIIER

18.2.1 Jv MARBREEHRXET IV
IYANVET MET v MUEFEEBEE T T IV LT, Sug/joint Pl Lo
BIRINPE G & 0 IEBIEIBERR 2 30 L. BIEiR A a7 2 2E L7z,

18.2.2 YHZ MRS -4 HHEETIL
I AT MEN) TS =7 WHEi%ET VIS0 LT lug/body Lk
FORPENTG &) BIERISEIIRI A R AR L72e F 72, 150ug/body D
BERENFE G X0 B R N RS BIEDO A a7 2 & Lz, v Mla T —
& BRI JEE TOVICRT L CId, 50ug/body DIEREPIHR 512 & 1 . B g R OF
MR P TR 2 T — 7 A HikfliZ Ml L7z, 78 DTRla 9 — 57~ B %€
TR LT 10ug/body DRERENTEG-12 & 1) . B4 585 & P L 72

18.3 TNF7 7 3 ) — I § B S EMME
IH 3NVt 7 MITNFa KUOLT a DWW $FUix LT h s aBmtkz a3
575, LT BIZKT 24 GBI 20,

18.4 TNFOEREEIC sdmmuﬁu'ﬁm
LO29#Mf O TNF A FEMafs & 12xF L ¢, =% # )b+t 7 MMdl0ng/mLEL Eo
TERECHMIBL R OB Z I L7z G vitro) o

18.5 IL-1 a BEATNFHERBITICX T 2 MHEHER
<~ ZDIL-1a (30ug/body) PFHTNF (3ug/body) FHEFEEIEIZH L T,
T4 2 vt 7 ME30ug/body BL_E O FRIRNI% 512 & 0 BOEIMEIER %R L
7z (n vivo) o

18.6 MMEEEM

5 At T NSRRI O MG i 2 FE L s b o 72 (n vitro) o

19. HRIRSCET 2 EEZHNHME

— R ZR =7 AT b (GEETARZ) [Etanercept (genetical
recombination) ]

1424 : 1-235-Tumor necrosis factor receptor (human)fusion protein with
236-467-immunoglobulin G1 (human y 1-chain Fc fragment), dimer

grf 1 £9150,000

KE:F v A =—ANnn2y - (CHO) %2FH L 7- B m Al 212
Y EA SN, & MeGlOFcHHg & 4 F-&75kDa (p75) @k hHEEE
’5’|S.T T#RZZ24E (TNFR-T1) OMifast A4 v o 72=y b Z8k»

7 B AR
%\7 3 WREL ¢ 9344K



20. BRVLEDEE
TRTE BT B 7200, RHNIIMEICANTRIFET 52 &
T7o. SMERE RO EZE RET 2 2 Lo BT #EIT A2 Lo

22. A%

(T2 T LIVETFE25mg~>0.5mL)
1% v b

(> T LIVETFiE50mgN>1.0mL)
1% b

23. EEXH

) Fisher CJ, et al. : N Engl J Med. 1996 ; 334 (26) : 1697-1702
) Mann DL, et al. : Circulation. 2004 ; 109 (13) : 1594-1602

) Chung ES, et al. : Circulation. 2003 : 107 (25) : 3133-3140

) Kawai S, et al. : J Clin Pharmacol. 2006 ; 46 (4) : 418-423

Q1 s W N

=2

) ALPER AR R SR RS R 20021643 FER
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