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I. A%ICEEd $EE
1. R34
(1) f4
%Y 7'a 7 = 8 60mg EMEC)
(2) #4
Loxoprofen Sodium
(3) AMDHEE
— R4 LY
2. —f&4
(1) M& (@aE)
nx Y77z F MU LKMY) (JAN)
(2) #& (W%
Loxoprofen Sodium Hydrate (JAN)
(3) RT4L
AT 70T = FROPIRIES © -profen

3. BEAXITRER
CHj

CO,Na 2H,0

4. RFRARUSTE
7313 . C1sHi7NaOs-2H:20
Gy 1 304.31
5. {tZ4& (GAik)
Monosodium 2-{4-[(2-oxocyclopentyl)methyllphenylipropanoate dihydrate (IUPAC)
6. B4, 4, KBS, E5ES
=A== al SRV
7. CAS #RES
80382-23-6
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(1) 58 - 1R
A&~ A EOR R SUTRHERIEOM R TH L, (TRWFe<, AEDOREH Y, %&IC
DT NITHKEHRDR D D)

(2) B

ARETAKXNIA & 7 — B TIEITRT <, =& 7 —/ (95) IZETeT<, Y=Fro—
TIUIE E A ETRIT R0,
(3) HiEtE
AMER R L
(4) B (R , BR, BER
Al K9197°C (U3fiR)
(5) BIEEMHMTER
AMER R L
(6) HEFEHY
AMER R L
(7) ZDOMDELREE
A DOKEEER (1—20) 1 ThEAMEE R E 720,
ARAh1.0g % B\ C& W L TAE L2 /K20mLICEED L7k DpHI16.5~8.5Tdh 5,
2. AMHSGOBEEFHTICEITEIRES
AMER R L
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(1) ZRA AT EE I E 15
KEDKEERIZDE, REBDART MLV ERBOSRARY MVERIRT 5 L X, BWHEDA
X7 VIR RO & 2 AIZRREORE ORIN 27D 5,
(2) TRIMBUL A S VRIEY:
BAL A U o AEEFNEIC K D RBREITV, REDART MV ERFOBIARY V7 g
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(3) EMG
AREOKEE (1-10) 135 MY U AEOEMKIGCE BT 5,
4. BMHSDEEE
Rk a~ 727 4—
R - NIRRT
BEE . A% 7 —b, K, BflE (100) , FUTZFLT IR



V. ®AICEY 5EE

1. #Fik
(1) FlORXA, SHERUHER
W7e44 %Y 717 8 60mg EMEC)
PR - FITE TR DT UWRLEADEREA Y DFEEE
4517
EA (mm) 8.0
EZX (mm) 2.8
HE& (mg) 180
il = — K EE54
(2) #HEIOYH

( TV - 4. BRIORFESRETICB T D LENE] OHESH)
(3) @Ala—F

( TV - 1.(D) FBEOXRI, SMELEOMER) DS
(4) pH, RBEEL, HE, HE BEHEOFRUREY pH ESE

BRI L
2. WER|IOMARK
(1) DS GRS DE=
W7e4 %Y 717 8 60mg EMEC)
BN Gy 0¥y a7 xrF YAk 68.1mg
(1 &29) (k¥ & L 60mg)
N ZTbEk, AT T U XU L, REHEE Foa
s vra e — R, KR
(2) #Hhy
( TIV - 2.(0) Ay (GEMERRSY) OE &) OIESR)
(8) =itk
PAL 2D

3. BAEA, AFOLEBEICHT HIE
3 L



4. WHOBREEHTICETIRERE"

(1) MniEEER

Az o= ImERE (40°C, 75%RH, 6 # H) @
W OHSERE N IoBWT 3 £

R, o¥ Y77 8 60mgEMEC) 3@

LETHDHZ LBHE ST,

Onxyrr 7o 8 60mg EMEC) Wi [FR&aEme PTPaY) 1 Buv h)
HIETE B ﬁ%f M
< > BRI LA 15 H 3% A 6 % A
PR A A n A
<L FTWVARLEADHREE> e e " e
TR R =N ™~ e A e A
(s, AT BRI he e e e
fff% o o T o
FiE 00 7
05 0 107 0%~ 102.0~102.6 101.0~101.3 99.0~99.9 97.2~98.3
X FOREBIHTAEAER (%)
OnxY7u 7z 8 60mg [ EMEC)  INfibn [R&QOUERIE (N7 1 Brv h)
HEHH PRATIIR
<HIHE > BRI LA 15 H 3% A 6 % A
PR A A A s A
< IO FTWVALADKEE> e e e e
ffeRRaAER SmE A YN SaE A YN
(s, ST BRI Ba e Ea B
iﬂ?%i% Eo EReY Rey e
2= (0, X
_ 9§ o 1(/)"7) . 102.0~102.6 99.4~100.4 100.5~101.5 99.2~99.8
X FOREBIHTAEAE (%)
(2) REAREFHS
Onxy7u 7z 4E 60mglEMEC) RHIRMFRER =ik [k oZipie (PTP o) 1 @3
2 h)
HIETE B PRAFIIR
<K > BH AR 1.5 4 44
<2< DTV FEE > e o 0
i (kg) N N -
<Bkg LI > 6.6~7.3 5.5~15 6.5~9.9
f;%;ﬁ% 4.6~5.4 4.6~5.5 5.0~5.4
EHEER (%)
<3g%, 85%L |- > - 102~103 103
E (%) * 98.8~101.2 98.4~99.4 99.1~99.3
<93.0~107.0%> : : A9, A9
<§/§\0 y L{%> — 1.36~2.41 2.18~2.26

X FRBISHT S EAER (%)




5. RAEERUVBHREOREN
AR

6. FlEDESELL MELFEMEIL)
Y L7

7. BHH

(1) BB
<mFY7nr 7= 8 60mg EMEC) >

n¥ Y 7n 7 = 8 60mg EMEC)IE, AARRTEEMSGRIIEDONnX Y Trn Tz
TR U U LBEOEHBIICES L TS Z ENEES TV D,
(FBRIIZK 900mL Z vy, /N R/WEIZ LY, 50rpm TRERAZIT D, )

TR H LR
FRE JLE RE ] R
60mg 30 %3 85%LA I

(2) BHHER>
<m¥Y7n 7=z 8 60mg EMEC) >
THISEIE L DAY RN A R4 2 CERR 912 H 22 H  [ESRFRIE 487 RIIWR)

AR
OE ARG EHEERE NNk
[Al#E% M OSRBRIE « 50rpm (pH1.2, pH4.0, pH6.8, /K)

L]

-pH1.2 (50rpm) T, HEAERIF| O LR D 60% & Y 85% (13T & 7225 2 FEAIZHUW T,
ARt O SRV HH SR A VR D IR 3R = 15% DFEFHIZ B > 72,

-pH4.0 (50rpm) T, FEAERIF| O LR HZD 60% & Y 85% 1T & 725 2 FEAIZIT,
AR O SRS HH =R AT YRR O S R = 1% DFAFRIZ 8 > 72,

-pH6.8 (50rpm) T, HEAERIF| O VLR DY 60% & N 85% (1T & 725 2 FEAIZIHWT,
AR O SRS =R AT YRR O A R = 1% DFEFAIZ 8 > 72,

- K (50rpm) T, FEHERIKIO SRR 60% K N 85% it & 725 2 FEAIZHWT,
AR OD SRS HH =R AT YRR O S R = 15% DFEFAIZ 8 o 72,

LIk, Adnh D HZssh 2 ER] (BEf], 60mg) & Lok, ETORMBIKIZIWT IM%
FEEH S DA ZFHRIFEVTRBR T A BT A > ) OREREITHES LT,
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13.

14.
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EER e L

- AP OB S OB

RO AR B E 1

KRELD A B ) —WARIRIZDE , RO AT "V ERIET 5 & &, KK 221~225nm |2

WL DIBR 27~
AP OENRS DERE

Wik~ N7 7 4—

Metias © AN EE ST
BEME : A% 7 —, K, Hilg,
palii]

Y L7

BAT HHREMED 5 KM

MR L

Y =FLT 2 iR

FENDELER - NEIRRCERICET H1FH
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V. ARICEYT SEB
1. BHEEXITZHER
O TR EW ONIER DL - R
BIf Y v~o, ERERIETE, BYRAE, HEREEEEK, SURBUEGERE, W
QFMt8, IMELI ONHHE % OHF - 1K
@ FRUEBOfFEN - R
Atk ERGER (BMERE IR EME S Atk ERGER 25 T0)
2. AERUVHAE
PIEERESE ORG-S
WE, Alcex Yy a7 M) s (ke LT 1B60mg, 1H 3ERROEST
Do
TEHOEEAIE, 118 60~120mg 2% 08595,
7Rk, AR, BRI X 0 TR S,
T, ZEERFORGITRETSELZ ENEE LY,
ZhaE - IR @DHE
W, ACeXY Fa T YA (EKkYE LT 1E60mg ZHEHT 5,
72k, AR, RIS XV T 5, 7272 L, RIS LT 1 H 2EETE L, 1 HiK 180mg
ZIRE LT 5,
77, ZEEROREIIRTSE5 ZENEE LU,
3. ERPRREEE
(1) BRT—R21\975—2
MR L
(2) BRERMR
MR L
(3) ERFREEIEHER
MR L
(4) FRMHER
MR L
(5) REEMIBIER
1) EEALEAETHERGHR
MR L
2) LR
MR L
3) REMHR
MR L
4) BE - mBAIHER
MR L



(6) ARIER

1) EABERE - BEMARERE WHRE) - WERFTREKRER (TREERKHR)
BRI L

2) RBEHL LTREFTEOARXITIEE L -HBOME
Y L7



VI. EhFEEICRET SER
1. FERPHICEESH HILEVMRIZILEDE
vriaZxF 7P NI A EaXvh A AT 7Ty, FhTaTvoy, AU RAXY
E
2. EB{ER

(1) AL - fERRE>
nXyY a7z N LKIWEIT e KTy 7 ThY, IEHEREmMO N7 A OH (K3 R

PEIEAT A FHHIRESR S L TOEREZRT, $720bb, T2 75 0V AGHRORE
MECThHVI7atXv 7 —8 (COX) ZEL, TaRX T T V0 OEAZIRIT S Z
LIZRY, IRIEER, MEVMEH, BmIEA A8, M COX (COX - 1) LiFHEA COX
(COX - 2) Zxd BEIRMET A2,

(2) EWNZEEMTHEBREIR
MR L

(3) fEFAsBRR - Fri
MR L

10



VI. EYEiiEI—REd 58HE
1. MAREDHER - AIEE
(1) BREAHGOPRE
MR L
(2) & MmAPiREEER
( THRPRARBR CRER SNz iR | OIES M)
(3) BEERERTHEIA-OPREY
<m¥Y7u7=x E60mgEMEC| >
BIRIEL DA ZLRENERR A RT A > CERL94E12 H 22 H  [EHEE 487 SHIHR)

n¥ Y 7'n 7 = 8 60mg EMEC) & fFHERIAIZ, 7 rn A4 — =L ZhZh 185 (=
VT MY ULAEKYE LT 60mg) FEEHER B PEICHE R T HERR 05 L Tl
ForXY I T = U REAREL, SN YERE T A —% (AUC, Cmax) (Z2O\ T
HEEHRAT AT » 12455, AW 0 R S SR S T,

CEWE R ST A — 4 ]

HIENRNT A—H BENT A —H
AUCt Cmax Tmax t1/2
(ug+hr/mL) (ug/mL) (hr) (hr)
uXy a7 o 8
BHT£1.1 47+2.1 .46+0.1 1.48+0.22
60mg EMEC| 8.57 0 5.47 0 0.46+0.17 8+0
FEEHE R A
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