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Etodolac Tablets
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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)
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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 1R (MEIREHZER<) XEFERLTVWSTIEEN DG DL
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EH ROAL LA Z2EBICER L. BEOBREERER Y
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9.8 EEE
AN, EELTCBEE ORIt /2, MEFTLTIVE
DRESHEDIBRVEYTH LD T, BEEDETICED SN
BESEELEZD, METILT IV ORDICED ., HEEOEY
DM BENEL L HBEFNAH 5, (7.2 BHE]
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1. EWERA

ROBMERDPHSDONBH I ENRHHDT, B2 T7ITTV,
REPROONLHEIIIHREG2HIEY 5% EBY 2 LE 21T

oRupa
1.1 EXGEIER

1111 Yavg BHEARH)

11.1.2 7FT745+FY— (BHERH)
TFT7 4% — (HIREEH. EFZ. 258, MEZE.
WIS PHobhdIENH5.

11.1.3 HLIEER (FHLZEHESTENHSB) (0. 1%FKiH)
FILICELBALHAHOT. BE (BF. B, Ml - FmE
S EBEN) AR S NHBEICE. BREICE U THEE.

R, BEFIEEOBYZMEZITH T &, [2.1, 9.1.1 BE]
11.1.4 hEMREIRFERME (Toxic Epidermal Necrolysis :
TEN). FIERERERAEIREE (Stevens-Johnson JE(REE) (W9
NHEEAE)
11.1.5 ROEREAL . AlEEm. |ERERE. VIWRES (WF
Ny HEERRA)

[2.2. 9.1.3 =&]
11.1.6 BFE (EERH)

SETRE (MEESR. BIESENS) PREER20&H
HWHEPHSDONDEIEDH 5. [2.4. 9.2.1, 9.2.2 RE]
11.1.7 FREEREE. &5 (LI N EERRA)

AST. ALT. 7-GTP @ LF%% k> g E, BENFH 5
bNBTENH 5. [2.3. 9.3.1, 9.3.2 ]
11.1.8 S>MEDFRE (FEERH)

[2.5. 9.1.4 =]
11.1.9 SFPEEERMERGN. RIEMRR (VW3 h b HERH)

FeEN, MR, DRIRREE. BE X R EOBEEEZDORE SR
ShEE I EE2hE L, BIBEERLECABRSEOM
UM BEZITH T &,

*%11.1.10 DEHEE. RMEFEE (V3N SEERH)

DA%, MNEREEOLMERMEEREERPH S5 DN
HTENBHBY,
11.2 ZOfthDEIER

HHIZ % BRRAEIR - 5B R W - fElERE T
7<) v RE A FubrurCUEEO|AFHOE hTOEAR
TLT 7Y EE (HlEfES 2 &8 | &RIE, 99%EEmL . &

bHB) Whobhl=&D
REDVDH B, HLEILIE
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20T\ WENH I
B9s2&,

B aRomnwEA &
PR 2 & MIHICE S
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Wd,
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0.1~5%KM | 0.1%k A
BRERE (E0
i . BUN ® L&
R ). BEBE I
R
s A THERE S A MRS
3. WO . BRI %% BRER.
<0 E. WA, DR
ot B, BEEE
(B3 5B %)

12. BRRRERERICRIFTHE
CULEVRBTBBEZRITIEN DS (RbCHBitshs
7)) - VEREDICES).

13. BEKRS

13.1 fER
JEZATF O A MR EBR OBERSEO—RIZERIE. 1B
AR, {EER. B - B, DEPETH S,

14. BERALOER

14.1 FRIRMAEOER
PTP A DHH|IZ PTP ¥ — b6 WOE LTRAT 5 &5
HI L5 &, PTP ¥ — bORMICE D BELHIAER A BB R
AFIA L. BICRELERI L CHIRRRAEOEE L SIHE%E
HHETHLEPDH 5,

15. ZOMDFR
15.1 BRIRERICE D 1B
15.1.1 EFICBWVT 1 H 600mg ##8 2 5 F & T RRE I
EfEL TV,
15.1.2 FEX T oA FHEEAERA 2 BRERES STV 2 HE
ICBWT, —BEARENRO 5N EORENDH 5,
16. FUEIE
16.1 MepiREE
16.1.1 BEZS
FRERRLA B 5 HIICT b RS2 200mg % BEREO S Ui #4, Mg
REFRBE IR ES | 4 BECREMEIGE L. Z0%, 6 K O FiRH
Tk L,

HFREIST 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)
F) —RMX % £S5 two compartment model RIS MEEFEE % H T, Hild
L7z

16.1.2 RiE#RS

BERABE 6 flIcT s 52 200mg % 1 H 2 [ 5 HERERO®RS
L7i5a. Mg RZE(UABEHERS . BEREGREE AEL A 722,
16.1.3 &EMRHIRIS SR

(T FRST% 100mg [JG])

IR 278 100mg [JG) &4 U8 100mg &, 70 AT —/N—k
kD ERZN 18 (TR RF2E LT 100mg) MEMASFICiERN
EfEOHS L ClsEFT b RS 7 BE2HIE L. 5O NI EYEHE/ VT X
—% (AUC. Cmax) IZ2WT Q0% EHXIEIC THERIT 21T > 724
£, log (0.80) ~log (1.25) O#ENTH V. WAIDEMZENESEME
PHERENY,

(ug/mL)

12

10 o T} F3525100mglJG)
% 3 —— A4 RV §E100mg
Eﬁ (Mean=®S.D.,n=15)
xI
r
Iy
7
7
%
&

8 12 16

P E %01 (hr)

20 24

HEMERE/ ST A —F

HEIST A =% BENTA—=Y
AUCo-24 Crmax Tmax Tis2
(ug - hr/mL) (ug/mL) (hr) (hr)
I RTU8E
+ + + +
100mg 1G] 38.2+10.4 8.2+3.0 l.6+1.1 4.1+£2.9
NARVEE100mg | 34.7+£7.0 7.3€1.4 1.7£0.9 3.9£2.9

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

IMAFFEEN N AUC, Crnax ED /87 X —# 1%, #ERE ORIR, AR
BREX[EI - BRSO RBRMTFIC L > TR D REEYNH 5.
(I hRST%200mg [JG])

I+ RF 78 200mg [JG) &NA RVEE200mg % 7 1 A A —/N—IEIC
fbzrnzEn 18 (T FF27& LT 200mg) BEERASFICHEAERE
EOREG LR T s T 7 BEERE L. G5 N/ HHRE/T X —
% (AUC. Cmax) 12D\ T 90% FREKEIEIC THEBHENT 217 - 7o/ R,
log (0.80) ~log (1.25) O&ENTH D, WHIDEYEH RN TE
@anid,

MBI S5 A — %

HEIST A =5 BEINTA—F
AUCo-24 Crmax Tmax T2
(ug « hr/mL) (ng/mL) (hr) (hr)
I RIU8E
200mg [1G) 56.3%£23.3 11.7+£5.0 2.0+0.8 2.8+1.6
NA XRUEE200mg | 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 o=
L —o— T b FJ7§E200mglJG]
5% 12 —o— N A X VEE200mg
& (Mean=®S.D.,n=13)
I
N
Iy
7
z
bl
lic3

8 12 16
5% DK (hr)

MEEFEET N AUC, Crax E0/57 X —# 13, HEZOBIR, FiKoD
FREUEE - B ORBEGIC K> TR A THEESDH 5.

16.3 9

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

16.5 HEtt
[EERRRASEME S flicT b K527 200mg % HBERZEOHRS Lz, T K
7 27.6-OH (A& 7-OH (AP #5800 Z N2 15.8.3.6 K1 16.8%
RcHft s iz, hsoRkEFRVWINS Ly o Blagke L
THFIEL TV,
BERABEME 6 flic b K2 200mg %= 1 H 2 [0 5 HERERZO®S
L7356, RpFRttd. BEESREREL L EEEEGED N> -
729,

18. FEZHEEIE

18.1 {EFIER
INRIZ. FuRY TS0V B2 ARBEEER (Y ratFor
F—¥ -2 BRWEEER) . ZTEZAMEEENGIER (S1v V-4
BESREEEHIHI R YRR R AR, EEMRIER) ROT I DF
ZVEEMEEREBT A EDHESPICENT VS 0. 10713,

18.2 2MEREETIVEMIICS1TZ1ER
IMRITENITF=VFE (Fv ) REIVAFN) Y AFE (F
w ) 2R U Smg/kg (p.o.) MIETIHEIERZR L. SIMMEE (£
JVEY ) IZB1F 5 EDso fEIX 8.98mg/kg (p.0.) THD, IV HFN
Uy AFREICHT AIEERIZA Y R XYy RUY7u7 25427 Na
J: Dgﬁ[];ﬂfﬂo

18.3 BMREETIVEMIICSITZ1ER
I RIS ZIZAFEERK (5 ) 2L lmg/kg (p.o.) HIETA >
FA% oy ERBEOIEIWERZR L. 792N MRE%R (T b) (I
L 0.5mg/kg (p.o.) BlE. MRL//jpr< =7 AOE##IC L 1mg/kg
(p.o.) DERO 35—~ VEEi% (w7 A) 1L 10mg/kg (p.o.)
THEIER 2R 9. MRL/ [pr< 7 A TOBESRE - BEBOEEICNT
BHEIERIEA > BX & v K5 D9,

18.4 $EIEIER
BT A > > ZHE (R A) ICBF ATk K520 EDso il 3.67mg/kg
(p.0.) THL. E—LVEREHZEICHT ST b T 70 EDso &
9.24mg/kg (p.o.) THZ 7,

20 24




19. BRI ICET B ELFNAR
—f%% : Tk K52 (Etodolac)
k24 . 2- [(1RS) -1,8-Diethyl-1,3,4,9-tetrahydropyrano [3,4-b]
indol-1-yl] acetic acid
773 1 Ci7H2aNO3
S1E :287.35
" R BE~MEEOEEIEREOHKRTH S,
Ay J—=VIFTH J =)L (99.5) 1T <, KiZiFEA
EWET 0,
A% ) —)VIER (1-50) 3hettEERES 20,

CH3
(

CO:H

R OHEGREES

A9 147°C (9348)

22. S8

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

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

%23, EEHR
1) 7= R—-ZHAEEROME (NDB # WV zIERT 01 REFRISE
TICL2DIMERA N2 PHROY R ZEFHT) © https://
www.pmda.go.jp/files/000270714.pdf
2) ZELARGH A BRIREESE 1987 1 3 (4) 1 419-446
3) KEBEERNA HNER (EWENRSERER)
4) KHE—F fth : BEEMZE 1991 ; 22 (1) : 109-123
5) InoueK.et al. : Arzneimittel Forschung. 1991 ;41 (1) : 228-235
6) Inoue,K.et al. : Arzneimittel Forschung. 1991 ;41 (1) : 235-239
7) InoueK.et al. : Biol.Pharm.Bull. 1994 ; 17 (12) : 1577-1583
8) Yoshida-Suzuka,H.et al. : Agents and Actions. 1991;33(3/4):
310-313
9) Inoue,K.et al. : Agents and Actions. 1993 ; 39 : 187-194
10) #RHE— fih @ 285 1995 ; 15 (5) 1 409-411
11) Inoue,K.et al. : Prostaglandins Leukotrienes and Essential Fatty
Acids. 1994 ; 51 : 451-455
12) Inoue,K.et al. : Prostaglandins Leukotrienes and Essential Fatty
Acids. 1994 ; 51 : 457-462
Glaser,K.et al. : Eur.J.Pharm. 1995 ; 281 : 107-111
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