20224E6 A 3T (5100

Brik ST
AXDEAME : 34 RS
T N7 7§

IMAL100n

HAEEmm D EES

A FTA NP - YA 871149

NA X 7E100mg | N A X 2 $E200mg
7KERES | 20600AMZ01112000 | 20600AMZ01113000
BRSEREtA| 1994459 H 19944£9 H

INVA Y200

Hypen® Tablets

Z18

2. B2 (ROBEICRBELEVWZ &)

2.1 M bEEEOH 5 BE I bEE*Bfbsgs 2 b
M#bH.] [9.1.1, 11.1.3%H]

2.2 ELIMKOREOH 5 HEH [9.1.3, 11.1.58M1K]

2.3 HELZNEEDD L EH [9.3.1, 11.1.75MK]

2.4 HELEEEOD LHEH [9.2.1, 11.1.65M]

2.5 WELROEERAEODH 5 EF [9.1.4, 11.1.88M]

2.6 BELZSIMEREDD 5 HEH [9.1.58K]

2.7 KRHEN DA LS BOE DO BRI O H 5 B

2.8 TAYY UEgH GEAF T4 RN SERASICE S
Wi B VEDFETE) IIZDBEEOH 2 B% (Y7ot
FIrF—EOFEEEHETAOT, EEFETHZ
L23B B, [9.1.65H]

2.9 IRBI oM [9.5. 18]

3. #ARk - MR
3.1 #ERL
1754, NA R VEE100mg NA RV EE200mg
I TE L5t
RS I} F52100mg I 7 %7200mg

FUBERAM, Py RO aYF YTy, yaAdbAa—
AF MU LA, RYEZVTIVI—=)V EBG5 ALLW).
W (v, ATFTY) VBRI AY T A, SO Aa— A,
TuYL YY) a—, BbFy . AnFoouar,

FO = R bk
3.2 HE DMK
Wi 4 NMAZEI0ME | X 5E200mg
WD W
2N TANLT—F 4 v TEE
i — ®116 | ®117

4. FHREX EFHR
OT & EBLCITIERDHEL - $87F
BaEi) v~ F. EREREEE. BRE. BRERAREAX.
SAMRAEIRAT. MREAR
OFMELNICIMERDHEL - $5R

6. RERUHEE
WE, RACET N FS 2 & LTIH®R400mgZz 5] - ¥ &
B2 5 TR ST 5,
B, AFEN FERIC X )BTRS

7. BERUHEBICEET %5

7.1 MW SRR L OIS 5 2 E TR F L,

7.2 mEE TR, B (B 213200me/H) 2S5 % G
THREBBAORELBR L LEBEIKRSTLI L,
[9.8&H]

8. EELEARIE

8.1 IHAHANC X 2 IBHE LERPRE T 2 SAHERE TS
LTEICHETAT L,

8.2 1Bl (B v ~F, ZIMBMES) 1S LAH

EHWDLEEICIE, ROFH»ZETHI L,
- RIS 2 A @ I I R RS, I
WA T O REMAESS) 2479 2 &o T/ REIFRD
LNZHAIIEE. RIS 2 WE X179 2 &,
CEWIRLUANOWE L ERT L L,

8.3 A icx LAF 2 v 2541013, ROFIHE ZE
THZ L,
CRAMERIEROEROREEZEE L, #5752 L,
CJEHNE LCR— 03K o B S 2T 2 L,
CFERBESH I NEIT) 2k,

9. BENEE+ATHEEICHT IR

9.1 AfHHE - MEREDH 2 EEH

9.1.1 SHIEMBEBBOREENH 5 BE
TURAY TT T AR EERICHED & H O Mt
BATH720, HLEERE RS ELILNH b, [2.1,
11.1.3814]

9.1.2 X701 MEHEAEREIORBHRS (C & 2 H LA
BDOHZBET. AEORYPHBEIPVETHY, hDOIV
THR M= ELZBEBEFTTHODNTWVEEE
RH % HEReH 55 BRI, ToROEZBIg L, JEEIC
BHTHIE, IVTOA M= VIZIERT a4 Y 8
HNC & 0 2R U7 b5 2 SR LRI L LCnB s, 3
V7O A b= X BB 2 R TR D B 5o

9.1.3 MBENEENIZIZDRERENH 2 EE (EELMAED
BEDHDEEERL)

FHILER - ARINER - MR DS SN CTW B 720, LD
B BALH D VIEHR ST T LMD D, [2.2, 11.1.5581]

9.1.4 DIEREEZEDH 2 EE (EELUEERLEOHIEE
B <)

TURYTT T EERHEERHICHED {Na - Kol
BN D 5720, DEREEZEBLIE 2 LWH 5,
[2.5. 11.1.8&M]

9.1.5 BNEENH 23 EE (EELSMEENDH 3 BE &)
TORY 7T T AESEEEENICHED {Na - K
A H 570, MEE LA ZELT LD 5L, [2.68H]

9.1.6 REXMBNHBEE (FTAEY UIHENIE % DEEE
BDHdEHEERL)

REA LS LD b, [2.8501]

9.1.7 SLE (£8MIVF~ b—TX) OEE
SLEJEIR (BREEs) #ELS¥2 2 L2 5,

9.1.8 BEMKBEADEE
R BL XD EHNDH B,

9.1.9 7O—-RDOEE

WEEZ LS L DD 5,

9.1.10 BFEZEML TV EEE

PEIIS U THlE) 2P 2 A L, B2+ T viE
BIHEGTH 2L BYEEZANEMALT 282 N00H %,



9.2 BHKEEERE

9.2.1 BEELBREENHZEH
B’E LWk, 7UuRy 750D U ESRMERENICE
SLFIMBE R TERYH 5720, FhEL2TELSE5 2
EH b, (2.4, 11.1.65H]

9.2.2 BEENRZOHEENH 2BE (EELBEEZENH
BEEERL)

TRRAY T T Y RSB EEERICHED B RET
TERDH 5720, BEEZ TS L2 VIEHBESELI LN
Hb, [11.1.62H]

9.3 FTHEEREE R

9.3.1 EELFEENH2EE
BHLAaAWwZ &, BIEME LTHFREEIRE SR THEY,
WAL B BENDDH D, [2.3. 11.1.78H]

9.3.2 FEEX R ZTOHERNH 3EE (BEELIFEENH
LEEERRKRL)

EIEM & LCFEENIRE IR TB Y, Eitd 20 HEsE
KRB EDNDH L, [11.1. 78]

9.5 117

9.5.1 iFIREEAD &t
BHLenwZ e, BIWER (5 v b)) THEENHE S
NTWb, T, HREGEHO S v MG L2EERT, B
WOBIRE IS ME SN TwWb, [2.981]

9.5.2 1% (HEIRZEEZRR <) NIFHIRL TV 2 AJEEMED &
54
B LGRS EBEE B2 EHE SN B HEICDR
WHTHIE, HHTHEICIE. LERABRICE &0, E
HYEKBZWRT R EEBEICHSG T L, Y7t
Y —ERHER GRIOFL, 2K ZE@EETLL, BE
DOEFERERE N ORI, ZIUTEE ) FAMEAEE &
72 OHEND S,

9.6 =317
BELOERM R ORI EOFREEEZEB L. HHLOMK
BOLIRIE 2 AT 2, BWEER (5 b)) TR
NOBITHE SN TV,

9.7 NRZ
INBEE RS G & U2z FEME L T v,

9.8 =S¥
AANT, FELTHEEIOHEES N, T2, MET7T VT I
v EDREETEDFROCEEW TH L DT, BFREOKTIZLD
EOIL B EA R L2, ME7 V73 Yoz Ly,
WEHEDIEY DOMAIRENE L R D BENDD 5, [7.28]

10. HBEEH
10.2 HtFEFE (HRISEERT 2 &)

EALE WK - 1R T - e T

AMMLFF = AP ML FH— bDOARFOBEIZBITA T T
k MR ZEDDLB|IAY 7T VT VEASRK
ENDHLOT, BUHEEHICEY, X b
BhE 1A ) 2o b L EH— b 0Bk
ERALES L0 L
ZHNTWwWa,

11. ElfEH
WROEWER B SN b EDH LD T, BlgEE 1451247
W, BEAED SNTA IR G Rk B % S 7%
WiEX4TH 2 &,

1.1 EXLEIER

11.1.1 3y 7 CGHEARH)

MA1.2 7F7145%>— (BHEARH)

TF74 5% y— (FRKEE, FHRE., S8, mE T
i, WilssE) 2HS5bNDBET LD b,

11.1.3 JBftEiEE (FRLeESI 2 erH3) (0.1%AK)
#ILICELSELH Lo T By (Wi, e, i -
M % eES BN 230 b 28a12id, LEIZGL
T, KR, GRS oMY 2 E 2179 2 &, (2.1,
9.1.1%M1]

MNMA14hSEMHREBEEMBIE (Toxic Epidermal
Necrolysis : TEN). KEHERIEEE (Stevens-Johnson
TEREE) (WIN b HERT)

11.1.5 JAMERD. AMEEMm,. EFERIRE. Mk
(W AR
[2.2, 9.1.3%H]

11.1.6 BFE GHELRH)

SrtERE (MR, BLEEES) LBETARZD
BV D S bNDL I EN DD, [2.4.9.2.1, 9.2.251]

11.1.7 FHEEERESE. #E (WINdHEARH)

AST. ALT. y-GTP® LH%% ) IFraEmE, W)
HobNBIENHbH, [2.3. 9.3.1. 9.3.2%H]
11.1.8 5 > MELAE GHEAH)

[2.5. 9.1.4%H]

11.1.9 PFEEERIMERTA. BEMME (Wb FEAH)
S WEME, UL, W ERXGRE B o SLE BA R o0 BE S
ROSNIGEAIERES 2k Uy BB E RV v Hl%
HSEp@y) a7 2 &,

11.2 ZObOREIER

EHAE | BRER - fE % BT - felBIET
=) YRPUE O bu s VR AFlO e N TORAM
i 811 DL (B Z ) (A3, 99% & & <.

TNVT 7T EDRHDL) DO | EAMEEOE VA

£ bz OWEDH| T 5 LG

%o PUEEIMLER 2 34 |1 1 o BF I 3E 23 35
WYL EDBHLD L. FOEKDIEHH
Ty BEFHIUTM RSN L7200 E 2
wmTAHI L, S5NTwWb,

F7 T FRFR
R 7]

B Fa7)vx
FT7YR

v fosono
FT7 YR

ABR B FEAE ] %2 954
TEBENDYD D

ARAIOEIZBITH T a
AT T T LK
FHEERIZE D, K.
Na® Pt 2 A s & %
T2l EZLNTWA,

1) F 7 LA
R F 77 2

My F 7 2%
RS VFT L
hEERREITBEN
2HDHDOT, MAD
V) T AREEICTER
L. DB I
wmYAHI L,

RHNOEIZBITF LT a
AFTT T LK
FEERIZE Y., RE
U F 7 2O HE E K
LRELIDEEZD
ncTwb,

0.1~5%A0 | 0.1%A BEEEAN
o 5. FOEK | HRE RLBE. 6 R
SE SRIE. BEIRM
M, 7 A %
(P L ER A 2 Pk i
EREED)
HALR B, L - IR B 25, R LoD
BRI THI,
O %, HER
IR AT o
Wi, 117
FERRSR D F v LU, | R
e U
iR P oBE B B Ow
(AST. ALT.
Al-PO A%
i TR (BN
JR. BUN® I &
). BHDLERE Y I
JR
ik 2 i IR ERINZ | Bk
Z DAl e N ] . R ISR, HERR R .
& 1Ty B WAL BRI
B, MR
(D3 HHE)




12. BRARRERRICRIETHE
CUILVE VR TlRIEE R T 2 L5 RTICHRE S
Mo 7x /)= VL %),

13. BERES
13.1 fER®
AT A FPETY 2889 # 0 38 5 3 51 > — M 19 70 FE IR
. WEMR, EIR, G - BEH, DI TH S
14. BRLEDEE
14.1 FEFIZFEOEE
PTPREDHAIZPTPY — b2 SWHO B L TRAT S L9
FiE3 52 &, PTPY— FORAIC L Y, WAL
EREARIA L, B3Il U TR RS0 EE
HBEPHEZ T A2 WD 5.

15. ZDMOEE

15.1 BRER{ERICE D < 1B

15.1.1 EHNIZBWTIH600mg% # 2 % H# T OIRRER X
FHEL TV,

15.1.2 A7 0 4 FHHERIUHH 2 REIM&E S S hTwad
ZHIZBWT, —BN R AL RD SN & OGN H 5,

16. FMEHRE

16.1 MR

16.1.1 BEKRS
B AT ESHIC T b N T 7 200mg % HEFE IS Laa,
BOPRZACIRIREL 38 512 1 AR TR MEISE L. T Ok, 6
OFFHTHE LY,

10+

BETEE

(ug/mL)

0. 14

0O 8 16 =24 32 40 48
He 5% HER (hr)
A BT b K S 2 200mg % WAL L 72t o g i ok
ZACRILEHER (P39l + FEHERR 2, n=5)
W BENT X — 5
Dose Tmax Cmax AUCo-18nr t1z
(mg/body) (hr) (ug/mL) (ug+-hr/mL) (hr)
200 14+02 122+08 61.1+83 6.03™
SEIME £ R (n=5)
) — I B9 two compartment modelzX 12 -3 il 4 v i i &
HTiEH, FHi L7z,
16.1.2 R1EH#HS
R A B YE6HIIC T N BT 2 200mg# 1 H 2115 H [ BUE#E I35 L
7ot AR RZEALRIR EEHERS 13, IR G0 & K 2o 7200
16.3 27
16.3.1 MBEEAFBAR
b ML Com vitro® AR A 3130.5~50ug/mLO #ERE#EPH ©
98.6~98.9%Td - 722,
16.5 HEitt
fREEE R A BPESHIIC T b K5 7200mg % RS- L2a, =
b FZ 27, 6-OHER K O 7-OHK 2 G- o i Ei15.8, 3.6 41
16.8%IRHFICHEIE X 7z SRS DOKEFIETND 7V 7 v v
FaEhE LTHIEL Tz,
TR A BB T - K5 2200mgZ 1 H 2[5 H B R ER %S L
7ot IR, HERGREE KER . EREERD L
ol

17. BRERAZIE

17.1 BpMEROREMEICEAT 358

17.1.1 EREERRER
FENTHEE S e ZEERILEGR 2 & ORI B VT, Gl
HEAEERL, 33BN BT B BRI RO L B ) TH BY 19,

R e ADMRLIE-T

wRs A GBI ELs

DR AE 123/474 259%

ZEINE B B 175/275 63.6%
TS A

TS A 553 B 2% 223/367 60.8%

Sl
i i 9 28/52 53.8%
FAlits - sMEHT 106/163 65.0%

) SRR OFEBLUE30 LANIZ43.6% (71/163). 6053 LANIZ77.9%
(127/163) TdH o172,

18. FEEXhEIR

18.1 1EAE
IhNFI2IE, TRRY ZT VT VEASHREREHE (Y 7atF
D= - 2RI BLE) . S A MERBEREIIEIAE (54
VY — NN R TR R R BRI E T R
) ROT7I V%= VEAITWERZ2E3 22 LWL 28T
b\%”) 18) ,22) 725)0

18.2 AMAREETIEMIC S T B 1EH
IERIZBAFTHF=VEE (59 ) RayhFNY v AFRE
(v ) 23 Lsmg/kg (p.o.) LLETHIHIMEMNZR L. oM
KLBE (ELVEY M) 12515 HEDsoftii38.98mg/kg (p.o.) Th 5o
YA FNY AR AEHEERIEA VR XA 5 T U ROV S
a7 xF 7 Nak ) igni? 19,

18.3 IBMREETIEMICH (T B 1EH
I ZIERFEEEE (5 8) 128 Limg/kg (p.o.) BllTA
YRS T EAREOWRIER 2R L, 7Y 2Ny MRk (5
F) 1% L0.5mg/kg (p.o.) BLE. MRL/pr= 7 2 o M1
% Llmg/kg (p.o.) M EKR s —4 Y EHi% (7 2) 3L
10mg/kg (p.o.) THIHINER 2R3 MRL/Ipr= 7 A TO K -
FHREOEEI T BEHWEHIZ A ~ B A& 3 2 XD iin? 1920,

18.4 $EfE(ER
WMo 4>y 7 (7 R) IZBITAT b FT 7 OEDsofi 1
3.67mg/kg (p.o.) THY, C— VERHEFE KRNI A+ ) »
AFES R OFEREER (5> 8) (35T M K527 OEDsofild %
nZNh9.24mg/kg (p.o.) K0U3.88mg/kg (p.o.) THB7 19,

19. B3RS ICET 2 EBEFMER

—#g 4 = b K52 (Etodolac) (JAN)

124 : 2- [(1RS) -1,8-Diethyl-1,3,4,9-tetrahydropyrano [3,4-5]
indol-1-yl] acetic acid

413 0 CirHaNOs

o fum t 287.35

LA X

CO:H

HsC B OVBER AR

PEIR - AR A~ ORI EO B RTH 5,
AKEEALY 7=V 72— (99.5) ITIFR$ <, KiTlze
A ETET R,

KD X5 ) — Vi (1—50) 3Gk RS 22w,

Bl 147C (5 T%)

SRR n-F 2 ¥ ) — )V 20 17.8

22. A%

(N1 7~ $E100mg)
100%¢ [1058 (PTP) x10]. 5008 [10%E (PTP) x50]. 1000%¢ [10
gt (PTP) x100]



(N 7~ $E200mg)
10082 [10%¢ (PTP) x10]. 5008 [10%t (PTP) x501. 7008t [14
$ (PTP) x50], 1000%¢ [10%¢ (PTP) x100]1. 500%¢ [, /N7,
WA D ]

23. FEXHM
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21)
22)
23)
24)

25)

WUKIE A © BRIREESE. 19873 (4) :419-46

ARH—FlTA - EESAFZE. 1991;22 (1) :109-23
AREFEITAH - BURESE. 19917 (Suppl.1) :3-27
AREDEITA - BIRESE. 19917 (Suppl.1) :29-50
JNEPREERIE 2 - BRRERSE . 19917 (Suppl.1) :51-68
INIPREERIE 2 - BRIRERSE . 19917 (Suppl.1) :69-86
FARPER 1T - BRIEIE. 19917 (Suppl.1) :87-98
REMFIZIZ 2 © BREEEE . 1991;7 (Suppl.1) :99-109
NSGEMNZ 2 ¢ BREESE . 19917 (Suppl.1) :111-28
ARBEIITA  BREESE . 19917 (Suppl.1) :129-54
REACERIZA - BRESE. 19917 (Suppl.1) :155-75

FARGER 1TAH © BRESE. 19917 (Suppl.1) :177-93

FH S5 320 © BRPREESE . 19917 (Suppl.1) :195-212
fRITEE 2 BREKEIE . 1991;7 (Suppl.1) :213-25
BARTIID ¢ BRESE . 19917 (Suppl.1) :227-39
FHFAZA  BREESE. 19917 (Suppl.1) :241-54

Inoue K, et al.: Arzneimittel Forschung. 1991:41 (1) :228-35
Inoue K, et a/. : Arzneimittel Forschung. 1991:41 (1) :235-9
Inoue K, et a/. : Biol Pharm Bull. 199417 (12) :1577-83
Yoshida-Suzuka H, ez a/. : Agents and Actions. 1991;33
(3/4) :310-3

Inoue K, er a/. : Agents and Actions. 1993;39:187-94
FEFME—13 A ¢ 98, 199515 (5) :409-11

Inoue K, er al. : Prostaglandins Leukotrienes and Essential
Fatty Acids. 1994;51:451-5

Inoue K, et al. : Prostaglandins Leukotrienes and Essential
Fatty Acids. 1994;51:457-62

Glaser K, et a/. : Eur J Pharm. 1995;281:107-11
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HAB AL R Y
T601-8550  HUAR i P X FEBE P/ I 14
7Y =% 4% 0120-321-372
TEL  075-321-9064
FAX  075-321-9061

26. BLERTEESE

26.1

SUERRSE T

HABr Rt
SURRHT R DX FEBE 2 FEF L THT 14



