* 20244F9 O] (B52h%)
2023%9HET (BE1h)

B ¢ EIRRTE

BHHAA : 3

BAEEE R S
871149
KRS HR7EBRAA
#& 100mg | 22200AMX00446000 20104 11 H
#E 200mg | 22200AMX00444000 2010 11 A

FERFOA RHEEESRE - TIER
ITrRSTEE

TR 28100mg 'JG)
T HFF3245:200mg 1JG)

Etodolac Tablets

EIES

g (RDEEICIF RS ULENT L)
HLEBBEOH 2 8E HILEEBEL2ELSEA2 0D

éJ[QLLlLL3§%]

2.2 BEELMBEOREOH HEE[9.1.3. 11.1.5 2E]

23%%&%?*@%%%%@31 11.1.7 8]

24 EELERBEOHHEE[0.2.1. 11.1.6 =R

zs%%t@% ER2DDH HEE[9.1.4. 11.1.8 BIE]

2.6 BEELSMEEDD 5EE.1.5 BIE]

2.7 RAIOB I3 UVBEIEDBHEED & 2 BE

2.8 7AYY VBB FERATFOA FHEHEAEBRIZEICX A
HEOHER) N3F0BEROHHEE (v ratF 7
—VPOEREZEETLOT,. MBZFEHETHEDNDH S,]
[9.1.6 Z&]

2.9 IFREIOLHE[9.5.1 2]

\\\

w

3. #AR - MR

3.1 #8m
. AR .
% (0 ) wRAA

FUREKFIY, BT A8, R =173
= (BAFTALS). 7aAH)LAT—R
INMRNIUEE|T N R T J|FbITA ZBILT AR ATTY) VY
100mg [JGJ|100mg THRII A, e Faru—R, BILFY .
v ruad—)b, HEETEEE. LT UN
ury

FREKFY, BT A8, R =L 7L
= (HEFTALY), 7aRALAT—R
FRhUDL ZBILTr AR ATTY VY
THxYI A, U RXug—RA, vrad—

INKNTUEEIT N KT U
200mg [JGJ|200mg

. BAbF S 2. BT

3.2 REIDMHEIR

7 & - Hif %ﬁi jtéfé -EE ARIEFR
R
IRRT 8 O —
100mg [JGJ JGCl8
BiE Ex HE
WEEBOT 4| 7.lmm  3.6mm 130mg
VA —T 4
V4 L
IhES o @ O —
200mg [JGl JGCl9
[EXES Ex

HE

9.lmm 44mm 255mg

4. FEEXIFFHR

OTEHEBLTICREIRDHER - 155
BETY OV F. ER4REETE. BRAE. BRAEIEIERN. TR
AEMREY. FREEN

OFiigit TICSHHS R DHN - 1E55E

6. FiERUHE
EE. AT M NF27EL0T 1 HE 400mg 28 - 4 &%
D 2 BN TROKST 5.
sB. Filr, ERICEDBEEERT 5,

7. BERUAHZCEET 3R

O RIEREA & ORI S Z EAEFT L,

7.2 mmE TR, L& (WJZ £ 200mg/H) » 55 %25IET 2
HEBEOREBZBE LAV SEEIIRSTSHIE.[9.8 &
fE]

8. EELEAIER
8.1 HAEHBANIC K 2
LICBET AL,
8.2 BHERE (MY v~F. BIWHMEENES) (<0 LA %= H
WABEIZIE, ROFBHEEZEETH L.
- RS 92548 ICIEERNICEEREE (REE, MREE
ROFHEERES) 21752 &, £, BEFZO 5 NI-5
HIZIIEE, KRBEOBYIZMEEITH 2 &,
- BYPEEDNOBRELEET S a
8.3 AMERICN LA ZHW5I5E
Zé&s
CEERENOEROBEEAEERL. #5355 &
CJFHIE L CR—OFEAOEHZES 28T 5 2 &,
CBRBES DL INZITH T &S

9.%Eﬂfﬂ§%ﬁ?%%ﬁﬂJ§3%&§

SIHIE - BIEEEDH D EE

&L1%ﬁﬁﬁ%®ﬁﬁﬁ@ﬁé§%

TUuURy 75T v EGKBERRICEDE B OME»ED
I 570, HItEBE*BHEIELENH S, [2.1. 11.1.3
]

9.1.2 3R O4 FEERNERRIOREIRSICL D HIEEERED
HIEET. FFHORBIESENUVETHY ., hDIVIFORX
—IVIEKBBENTONTNSES
AE 2GRS T 258101, TORBZEEL, HEICERS
T5IE, IVTORAN—UIZIERAT O A REERERAICK
DAECHEIEBEEZRENIZHRELTWVEY, IV TOR
=i K BIBBICEE 2RI IELEEEL 5 5,

9.1.3 MRDNEENIFZDEHEFEDH 3 EE (EELMEDEE
NH2EEZERL)

HIMER - ARMBK - MM PRE SN TV S0, MROE
FHEEDHDHVIIEFESELEDNDH D, (2.2, 11.1.5 &E]

9.1.4 iMEBEREEDH 2 EE (BEELGIRERE2DH D BEZR
<)

TURY 7TV VESGHEEERICE D Na- Ko irgER
BdH 570 DEEEEL2E(LSE5 T EFH 5. [2.5. 11.1.8
28]

9.1.5 BMEEDH S EE (EERSMEENH 2 BEEZRL)
TaRY TSV ESGBERRICE D Na- Ko irEER
WhBizH, MEE2 ERSIERTENDH S, (2.6 ]

9.1.6 IEXMEDHDEE (FPAEVU VIHEXRIFZDEHEED
H3EEERL)

JREEZE(LS L ENDH D, [2.8 BE]

~N

B IZREEE TR MERETH S

3. MOBIEHZEET S

o



9.1.7 SLE (B4 IVUFIYF—FR) DEE
SLEJEWR (BEELZ%) 2BLSEEIENDH 5,

9.1.8 BBHEXBRDES
RIEEZENNSH B EPDH 5,

9.1.9 70—VRDEE
REZ BN SHE B ENDH 5,

9.1.10 BREESHLUTWLIEE
EZIE CCHEY 2 EAIZ R L. B2 +oICfTOEEIC
B59 52 &, BYUEZREHLT 2B8ZN1Pd 5.

9.2 BigEEEEEE

9.2.1 EERBEZENHIEE
BELEWS &, TURY TSI VAESEBEERICESL
ZMAEEBE TN D570, BREEZELSELIEDDH 5,
(2.4, 11.1.6 ZHE]

9.2.2 BEEXFZDEREENH D EE (EELBEZEDHDE
E=RR<)

TURY 75V U EEREEERICED L Bl NER
Nhd-0. BREZ2E(IHZ2VIIERSELZEVDH S,
[11.1.6 &)

9.3 FikEEEE RS

9.3.1 EERIEZENHZEE
TS5 LrWZ &, BWEHE LTIFRESIHE SN B, Eit
ITE5BENDD 5. (2.3, 11.1.7 2]

9.3.2 FFEEXFZDEEREDH D EE (BEELBHEZEDHZE
E7ZR<)

BERHE LTHBESRESNTBD., BEltdsr0IZERSHE
BHIENDHBH, [11.1.7 BHE]

9.5 1TF

9.5.1 WHiREEIDL
BELrnwZ &, BMEE (Sv ) THRBErHfEshT
W5, 70, HEBAOS v MBS L-EET. BREOEIR
BIGEPHRESN TV, [2.9 28]

9.5.2 iR (FIREHZR<) XIFFERLTVWSTEEEDH DL
1
WELEOEREPEEEZE EE & HFs N2 BEICORERS
THZE, HETAEICE. RERNRICEED, HEFKE
EHWRT AR ECEBICEET S L, YrutF o —YHE
EH ROAL BE) ZEFICERAL. REOBRERERD

REWEAD . Z TS FRBDENEE 1 L OREDH %
9.6 I

BWELOERERUCBARBEOEREZEE L, BALOMEYX
EHikEBE T2 L. BMER (v ) THITHAOBAT
PHREIN TN,

9.7 INB
NREENRE U7z BRRFHBRIIER L T,
9.8 Sk

AENE. EELTERE OHRMESN, /o, ME7TLT IV E
DIEEEIBNEY THE DT, BHREDETICLD FEWIMLH
BESERE LD, MEFTLTIVORDICED ., BEEEOZEY
DIMTEENIEL BEBEINDDH 5, (7.2 ]

10. #BE{EA

10.2 HEER HACEFRISI L)

A7 E EEPRAEIR - FEE A W - fabER
72 v Rg A JubrurErEHo | KFHOL N TOEARE
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1. BWEA
ROBERBH6bNHIEHHHDT. BEETDITITL.
BEDVROSNIBEICIIREEHIET 274 EHEY 2 LB 2T
5T &

11.1 EXIGEHER

1M.1.1 ¥avo (FHEERH)

M1.2 7FT45F— (BEHEARH)

TFT74TF T~ (RREE. HFZS. 2580, METE.
HIEE) PhHobnbdI ENH D,

11.1.3 JHLEEE GHLZEHES CEN'HB) (0.1%KiH)
FHIESHELHZOT, BE (BF., B, i - F0%
S EBEN) AR 6NBEICIE. BEIIS L THE.
REE, HBEHRIEEDOBY L MBLITS Lo (2.1, 9.1.1 ]

11.1.4 hEMRIBIFERAFAE (Toxic Epidermal Necrolysis :
TEN). KEHERERAEIREE (Stevens-Johnson fERER) (W7

RS =2 N i)
11.1.5 SRIMERRIAS. BMEEMmM,. S|EEMIRE. [U)MRES (V3
RS =)

(2.2, 9.1.3 Z&]
11.1.6 BARE (BEEAH)

aEEEE (MEEER. BAEERS) PEBEE 208
BERHSDONEIEND 5. 2.4, 9.2.1. 9.2.2 BIE]
11.1.7 FFEEERES. EE (WINLHEERH)

AST. ALT. v-GTP ® L5 %> FFkeEEE. BEFH S
bbb ENDHSH. [2.3. 9.3.1, 9.3.2 2]
11.1.8 S>MMEDARE GEEARH)

[2.5. 9.1.4 =&]
11.1.9 IFEEERIMERGR . RAEMRR (W3 n b EEARR)

FE, W, RN, I X B EORERESEOREENRD
SNBEICIIEE2FRIEL., BIBEERLVE CAIRESZEDH
PaMEZTH> 2 &,
11.2 ZDfttDEHER

0.1~5%FK# | 0. 1%k S
5. ZORE |HAE T, KB
R S, SEHRH;
R . R I %
( 3 0 BR B
BT ED)
. B - E|Ek. B Loo<
M. BEAE. T
i . ORI, ik
KA. M
B &4, 08
y - BHFEWN LU, RE.|IBHR
BT o
TR
P (AST. ALT. Al-
P 0 _bER%)
BRERE (B0
- . BUN O L5
o %), EMEN
iR
e 2l RS e
sk, WO |9 . 13| %A, BHREEE.
< BiE. WA R
Zofh B MR
(d mE=)




12. BRRRERRICKRIFTHE
CULEVRBTHRBEZRTIENHS (RbcHtsns
7z ) = VHEREIC L),

13. BEKRS

13.1 R
FEAT O A NEHERBEFAOBER SR O—RE ZERIE. 1§
IR, R, BO - B, DEEE TS 2.

14. BRLOER

14.1 FERIAHFOER

PTP @0 #A1Z PTP > — b 5EO i LCHRA T 5 & S48
B2 L. PTP ¥ — FOBRHICKD . BOHLARD REHIE
AFIA L, BICREFAL RS L CRIBAAZEOER L AMHEL
METHIEND 5,

15. ZODMDFE
15.1 BRERERICE D < 1B
15.1.1 EINIZB W T 1 H 600mg %8 2 % F& TOR KRR
EREL T,
15.1.2 EX 704 FEHEHAERA = BEHEREGShTw a4
IZBWT, —BNEARESRO 6N EDORESH S,
16. FYENHE
16.1 MRE
16.1.1 B@EIZS

TERERLA S 5 flicT b R 52 200mg % HERFO#RS Lizi5e, miEh
ARERBE IR EE | 4 BECREEIGE L. Z0%, 6 K 0 FiRIH
THELRY,

HMFREIST R —F

Dose Tmax Crmax AUCo-48 T2
(mg/body) (hr) (ug/mL) (ug * hr/mL) (hr)
200 1.4+0.2 12.2+0.8 61.1+8.3 6.03%)

(Mean*=S.D.,n = 5)
) —RMIN %> two compartment model R MEFEE % HTIED. Hild
L7z

16.1.2 RiERS
BERABE 6 flIcT s 52 200mg % 1 H 2 [ 5 HMKERORS
L7-45A . MEERRE(LIREEHER IZ. BEEGRH S REL P o720,

16.1.3 EYPHES SRR

(T FRST% 100mg [JG])
I bR 278100mg [JG) &4 U8 100mg &, 70 AT —/N—k
ICEkDFEREN 1§ (TR T2 &L T100mg) EHERASFICHER
EREORES LR s N7 7 BEZRIE LG5 N7-EMERE ST X
—% (AUC. Cmax) IZ2WT 0% FHEXBIEIC THEHRIT 21T - 724
£, log (0.80) ~log (1.25) O#EANTH V. WAEIOEMZNFZENE
NHERS N,

(ug/mL)

12

10 —o- T} F5 2 $100mglJG)
{,ﬂ% s —o— /A X VEE100mg
h (Mean+S.D.,n=15)
X
N
I
=7
z
i
&

0 4 8 12 16 20 24
Pe 5% O (hr)
EMIBEINT A -
HENT A= BENT XY

AUCo-24 Crax Tmax T2

(ug * hr/mL) (ug/mL) (hr) (hr)
i)gr::(?éf 38.2+10.4 | 8.2+3.0 | 1.6%1.1 | 4.1£2.9
NA RVEE 100mg 34.7£7.0 7.3x1.4 1.7£0.9 3.9+2.9

(Mean+S.D.,n=15)

MEEFF RN N AUC, Cmax H0/85 A — 1%, #ERE ORIR, EED
SFIES - BEZEORBAIIC &> TREBTHENESD 5.
(I b RS5288 200mg [JG])

I b RF 245k 200mg [JG] &\ <5 200mg % 2 0 AT —8—KIC
E0ZFnEN 18 (ThFS2E LT 200mg) BERAETICHEANE

RS L OISR | K5 2 W2 FIE L. 85 N EWBes 5 A —
% (AUC. Cuax) 12202 T Q0%RMIRKRIEIC THEMRNT 217 > 74 5R,
log (0.80) ~log (1.25) OBWENTH Y. FHIDENENFSHIE T
BN,

BN S5 A — %

HEIST A =5 BEINTA—F
AUCo-24 Crmax Tmax T2
(ug « hr/mL) (ug/mL) (hr) (hr)
I RI U8
200mg MG 56.3%£23.3 11.7+£5.0 2.0+0.8 2.8+1.6
NA RUEE200mg | 55.9+17.0 12.6+6.0 1.5+£0.9 3.4+2.0
(Mean+S.D.,n=13)
(ug/mL)
18
15 .=
L —o— T b FJ7§E200mglJG]
5% 12 —o— N A X VEE200mg
& (Mean=®S.D.,n=13)
I
L9
¥
A
b
LA
0
0 4 8 12 16 20 24
58015 (hr)

MEEFEES N AUC, Crax E0/57 X —# 13, HEZOBIR, FiKD
FEUEE - BRSO RBEGIC K> TR LTRSS D 5.

16.3 9

16.3.1 MEZEBESE
b MIEHRTO in vitro BHAEAFIE 0.5~ 50ug/mL o #iFE T
98.6~98.9%TH->7%,

16.5 HEtt
[RERRR A S flicT b K527 200mg % BERZEOHRS LzHa, T K
7 27.6-OH (A& 7-OH (AP #5800 N2 15.8.3.6 K1 16.8%
RECHRtt s Nz, TheoREBFEVWINS L0 vEaakE L
THEIEL TV,
BEEER A B 6 flicT b K52 200mg %= 1 H 2 [0 5 HERERZO®S
L7356, RypFRit. BEESREREL L ESEEEGED N> -
72D,

18. FEZHEEIE

18.1 {EFRIER
INRIVE FuRY TS50V Y B2 ASBEEER (Y ratFoy
F—¥ -2 BREEEER) . ZTEZAMEEENGIER (1 v V-4
BESREREHIHI R IR RE A MSIER, EEMRIER) ROTIDF
ZVBEEMFEERZET A ENHSNICESNTNSY: 5 971D,

18.2 RMEREETIVEMIICSI1TZ1ERA
IMRIVENTTF=VFE (Fv ) REIVAFN) Y AFE (F
» ) 2R U Smg/kg (p.o.) MIETIHEIERZR L. SIMEE (£
JVEY ) IZB1F 5 EDso fEIE 8.98mg/kg (p.0.) THD, IV HFN
Uy AFREICHT AIEERIZA VY R XY U RUY7u7 25427 Na
J: Dgﬁ[];‘l)’())o

18.3 BMREETIVEMIICSH 1T Z1ER
I RIS ZIZAFEERK (5 ) 2L lmg/kg (p.o.) HIETA >
FA% oy ERBEOIIWERZR L. 792N MR (T b) I
L 0.5mg/kg (p.o.) BB MRL//jpr< =7 AOE##IC L 1mg/kg
(p.o.) BlERO 35—~ VEEi% (w7 A) 1L 10mg/kg (p.o.)
THHIER %R e MRL/[pr~ 7 A TORSRKE - BRMOEE IS
BHHEIERIEA > FX 522 K D5RNY: 08,

18.4 $EIEIER
BB T A > > V(R 2) ICBF AT K520 EDso il 3.67mg/kg
(p.0.) THL. E—LVEREHZICHT ST b KT 70 EDso i
9.24mg/kg (p.o.) THZY ),

19. BRSICRET 3 EB{LRNAR
—f&% : = b K52 (Etodolac)
k%4 : 2- [(1RS) -1,8-Diethyl-1,3,4,9-tetrahydropyrano [3,4-5]
indol-1-yl] acetic acid
C17H21NO3
287.35
B~ HEEOREEREDH KR TH 5.
X&) —=)LXIETH ) =)L (99.5) KBTI, KIZIFEA
EBET 20
Ay ) —VIEKR (1-50) IFEtEERS 50,

FFR
DTE:
" oK



R OHEGREESE

AR 147°C (9348)

22. S8

(T MRS58 100mg [JG])
100 2 [108E (PTP) x10]

(I ~RST%E200mg [JG])
100 2 [108E (PTP) x10]

23. EZ37W

1) ZELfKTE fth : BRPREESE 1987 5 3 (4) 1 419-446

2) REBIERASE HNER (EYANRSERHR)

3) AH—# i BEMIE 1991 5 22 (1) : 109-123

4) Inoue,K.et al. : Arzneimittel Forschung. 1991 ;41 (1) : 228-235

5) Inoue,K.et al. : Arzneimittel Forschung. 1991 ;41 (1) : 235-239

6) Inoue,K.et al. : Biol.Pharm.Bull. 1994 ; 17 (12) : 1577-1583

7) Yoshida-Suzuka,H.et al. : Agents and Actions. 1991;33(3/4) :
310-313

8) InoueK.et al. : Agents and Actions. 1993 ; 39 : 187-194

9) fRIE— fih : 29 1995 ; 15 (5) 1 409-411

10) Inoue,K.et al. : Prostaglandins Leukotrienes and Essential Fatty
Acids. 1994 ; 51 : 451-455

11) Inoue\K.et al. : Prostaglandins Leukotrienes and Essential Fatty
Acids. 1994 ; 51 : 457-462
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26. EHEARTRES
26.1 BGERRSETT

AESEHRA S
BERNEH FRRE60F 1
% 26.2 ERSEIT
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