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1. WIE(CBEd 5EA
1. RAROERE

2. HAOBRFHRFE

3. HAOHAFHRE

4. BMEMFAICEALTEAMTR
S

5. RBEHRUVRE - EAL
O R IR

(1) R2BEH

(2) il - FALOHBRER

6. RMP DBE

0. A% %I1EH
1. R5E4

(1) 1 4

(2) & 4

(3) BFOHEX

n¥Y 77z Na Ny 7 100mg [ 77— ke xy 7
27 =2 Na Ny 7 200mg [F 27 —)v ) 1%, IEAT oA MEh
RIERRS O XY 707 ) b U 7 AKMER Sy THO
BRERRS E LT S, 100mg 1% 2020 452 A, 200mg I%
2021 2 HIZARR ARG L, T ZnEs 6 Hic kL., 8
FEIZE->TWA,

() M - #ERIFEoORm e Y a7 o) N T LK
MEEEG LTRSS T2 5EA LT 23y 7HITC,
MR O EmAIZAR S O,

(2) FHEMICEY AR SN D720, B5E%28 1 B 1 [T
wie,

(1) EFFaHENED & 5 A O T, BEHALTH Hi
<,

(2) BEBIZAEHET 100mg (10cm X 14cm), 200mg (14cm X
20cm) 2EBINTE D,

WIEMERICBI T 2 8h . o E D (1 7% | A - %
RMP

MO A/ METEE & L TER STV D&M
BB HEET A KT A

B A b o> B8 T S IEE

2lm|ee

AR

M LN

nXyY7Fu 7=z NaXy 7 100mg [T 27—/
a¥%y7nu7xNasNy 7 200mg [T 27—/
LOXOPROFEN Na PAPS 100mg RAKOOL |
LOXOPROFEN Na PAPS 200mg '/RAKOOL |
—AH+RE+ERES
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— A

(1) ;& (&%%K)
(2) ¥4 (w4iK)
(3) AT 4

3.

Im.

1

. BR%A. M4, BS.

BERARILRERX

. AFRRUSFE

. eRE (GBE) RIEFE

dJn

&=

B ICET SRA
MELEZHEE

(1) 58 - R
(2) BAfEE

(3) Rt
(4) R (5RR). B,

RE R

(5) BRIGEMEETEYR
(6) HEFEH
(7) 20D ELREE

. ARESOEEEHTIC

BIFEREN

. BRES OREBBREBRIE.

E&iE

rXY a7 erF b v LK (JAN)
Lxoprofen sodium Hydrate (JAN)
HRERIE (7717 = UFFEIK) @ -profen

BU B e R

%%fh . C15H17Na03 + 2H,O ﬁ\%% 1 304.31

Monosodium 2-{4-[(2-oxocyclopentyl)methyllphenyl}
propanoate dihydrate (IUPAC)

AR L

A~ 3 A ORI R EO MR TH 5,

KNI A H 7 =D THEITFRT <, =% /7 — V(95T
FRT <, PEFILz—FTIF L A EEIT R,

M EE e L

AlA - 59 197°C (4 fiR)

LR L

RMERR L

K (1-20) 1XFEEMEZ R S 720,

pH : 6.5~8.5 (1.0g |ZHT 72128 Wb L TN L 72K 20mL 1T )
L7

MM ERR L

AR laxy a7 M) sk 2Xb



V. ST HIEH

1. Hlf

(1) FROREH

(2) HADONBER UK

(3) ®Aa—F

(4) HAOME

(5) £t
2. HEOHEK

(1) A GEEMRS) D
EERUFMHA

(2) BRHEFORE
(3) #&

3. RTERBEOHEMRURE

4. A

5 BATIHFRMEDNHSD
E3 030

REAEF (2 7DD
AT HO~REAOERE XFFHRICEBIE L, BREZmEZ 7
AFT—THEEB LNy THIT, Ny DMOFEEZFT 5,
BAIDOK X X :100mg [T 27 —/1] 10X 14cm
200mg 77—/l : 14X 20cm

n%Y7Fn7 ey Nasiy 7 100mg (57— Mg 308
B Y77 ey NasSy 7 200mg 77— g 309
R (R—n1% v 71k -
WEHRATF =NV R— L EEENT L&, Nod U EDOKRE DR
F— VAR — L3k B2 5 UL BRI S,
MU ERR L

n¥Y7u7=xNasty 7 100mg [T 27—/ :

1# (BEE 10g) FICAReXxY a7+ ) oA
AKF#) 118.4mg (K & LT 100mg) EHT 5,
n¥yY7n 7=z Na Xy 7 200mg 77—/ :

18 (BRE & 20g) FlcARrXY7rn 7= R oA
K 226.8mg (HEAKY) & LT 200mg) ZEHT D,
TRV, BbFE, I Aa—RF NY DA FALT
TABT NI Mg, =7 Mg Na/KFi, RV V_— |
80, 7uX I bk, D-Y/LE b—)b, RUT 7 VLT
iy, RV E= 7 va—v G Alky) . -~ i, pH
FHEF. Ot 1 oy

Y LN
Y LN

BAROANA

LR

0
o g-on
R 1 O
o,
OHC%C:}CHCOOH



6. HADEFEEHTICEITS
REH

7. ARERUVEARROREM

8. fFlE NEAEIL
(ME{LFRELL)

9. BHH®

10. 735 -a%

(1) FENRELEE - 0%,
NEHFEBRLRE 8%

ICBAT 515
(2) A%

(3) PRAEE
(4) RBOWHE

1. @RS hIEME

12. FDfth

0 CH,

I
HOOCAVAVKC:}CHCOOH
YRRV

CH,

I
HoocAVAYA<:}CHCOOH

SRV 0

BFERAT TSI DR EMED

PRAF S PRI | PRAFIERE iR

8 IRF PR 70 5 R A2 B
M, £, SR
DR T RO b T
. BURHEIPAIN TH -
o TOMOHEEEH

25°C. 60%RH | 36 f&H g k]

(\‘%

WA e Do T,

R L

MR L

MR L

MM ERR L

nXY7Fu 7= NaXy 7 100mg [ 77—/ :
354 (7 #2x5), 350 #& (7 #2<50)
a%y7u7xNasNy 7 200mg [T 27—
140 Kz (7 #X20)

YL

W T7NIT7IFx—hF (RV=FLV)

MM ER L

AR L



V. ARICEY 5EA
1. DEEXEDHR

2. PEEXTHRICEET S
IE

3. HERUHE

(1) AERUAEORES

(2) AERUVAEDRERE
- 1R

4. AERUAEICEET S
FE

5. ERERAR

(1) BRT—81Rv7r—
(2) ERPRIEIEHER

(3) RERGERRHR
(4) BREEAIHER

TRLR B ONTAER DIH R - 8

IIEPERASIE., AR, SMER OIEIR - &

RESHN TR

LA LEL BT 5.
AR L

BRE I TV

A% ERH R L
LR L
LR L
<RI ETAE>
ENE IR

ERAMEREEIERE 2 x5 L L —REERRBRICB VT,
oy a7 et MU U AKRY Ry 7Hl 100mg & 1
H1FESXGZ2E (W3 b 10E1484), 2 HEBES LR,
ot UcEE oueER (K] DLEokE) X, 1 31
[BIEE 80.0% (44/55 B). 1 H 2 [HIFE 79.7% (47/59 fil) T
ot BIEMIZ1I B 1EEET4.7% (3/6461)), 1 H 2 [n]
FET6.1% (4/66 ) TH 0., 1 H 1 [EEOREIER I, FLBE.
FORERE. BB, BBV 1.6% (1/64 ). 1 A 2 HEED
E7eRIERIL, ALEE, & 2 BEIENS 3.0% (2/66 ffl) TH-
-2,

E M % MR

(1) BRMEBEGERE 2SR E L —HeRRABRIZEW
T, vexyru7zrF MU LEE 180mg, H % xtFR3E &
LT, gexy a7z 8oLk Sy 7Hl 100mg
/S H% 4 HEEG LIERER Yy 7H] 100mg BE O Fofs ik
UEEOWER (IME] LK) 13 77.9% (67/86 )
T o7z, BWERIZ N> 7#l 100mg # T 18.8% (16/85 #i))
WO BV, ERBERIL, BEEAPE 5.9% (5/85 i) .
THI, ZF OEERENS 3.5% (3/85 %) T o7= ¥,

(2) EBIMEEESIERE 2SR E LR - WIELE AR
BRICEBWT, 7 b7 7 = CAE] 60mg, H Z %k REE &
LCexyrFurzrF ULk Ny 7H 100mg,”
Hz 4 BM%E LERER axy a7y MU TAK
i %> 7°Al 100mg BETORM MG EEOLdER (T
T LLEDHR) 1T 72.8% (107/147 ) THo71=, BIE
Aidexy v 7=rF ) o sk Ny 7Hl 100mg
BET 10.0% (15/150 ) (2R v, EARRIWER X, Bk



(5) BE - RERFER
(6) AEMER
(7) =0t

VI. EMEEICEI SHHEE
1. XEZMICHEHSHLE
MR ITILEHE

RS, v-GTP A% 2.7% (4/150 #11) . ALT #4501 2.0%
(3/150 f5l) TIH 7= 2,

(3) EEMEREEIERE 235 & L —RERABRICB W
T, vBxy7ue7zrF b vaKiW Sy 74l 100mg,”
H% 12~24 G L7ofER, Bk Bk EcEE owER
(Meg#) L EDHR) 1%, 73.3% (22/30 #l) TH-o7=,
BITEAIX 10.0% (3/30 ) (278D v, B L7ZEIERIX
PR RG S RLBE, F2 N, & 9 FEIE, FIB 1A 3.83% (1/30
i) Thot v,

(B

E N E IR ER

(1) AR AEEEZ IR E L _EERABRICBVN T, XY
a7 xrF b U LAEE180mg, HAERIRE L LTy
a7 xrF N T LKy 7H 100mg, H % 2 3
B LI=fE 8 2%y 7#) 100mg B T O Rk ki 5 o
TR (M) LLEDOHER) 1% 75.2% (82/109 #]) TH -
77o BIWEAIE Xy 7F] 100mg BT 9.4% (10/106 f51]) (278
oL, EREWERIZ, % 5 FEE 3.8% (4/106 ) . EJEHES
A 2.8% (3/106 f5l) TdH 7=,

(2) HARBREEZNRLE LTI EER - BIEAZIMSRBRICBW
T, A ¥ RAX VAR 140mg,/ H 2% FRER L LT &
Va7 rF N w LK Sy 7K 100mg, H & 20
%G LR, exy a7z F U oAk Sy
7'H| 100mg #E CTORMEEMEGEE OLESR (TdE Uk
D) 1T 85.7% (102/119 #il) TH 7=, EHEHITRF
V7ma 7z MY LKy 7K 100mg # T 5.0%
(6/120 f1l) ([ZFRO B, ERBIWERIZ. & 2 EIE 1.7%
(2/120 f5l) TdH-7-7,

IMERDIERR - &R

Bl

IMER OIEIR - EREE EZ R E L —HEERRABRICE W
T, w¥Yyru7=rF b 7L 180mg/ H % %R &
LCrxy a7z F MU oKW Ny 7 H 100mg,/
H% 7 BRBG LR, )y 74l 100mg B T O Rk
WEEOWER ([ME] U Eok®E) 1% 98.1% (101/103
) TH-o7-, BIWERIZ/ Ny 7 #l 100mg T 7.8% (8/102
B ICERD B, ERRIER . £ 9 2.9% (3/102 1)
Thot= ¥,

MYERR L

MY EER L

MY EE L

AR A =X (e I Gl = B AE R Sl N = R e
T o VBRI AY 7T F s /a7 )2 Na
I

AV R=IVERRRLEY - A A X 5

T RTE=NVRIEEW - AT =T AR

U FABRICEY T A U5

FX A LRIED B rX T LE



2. ¥B{EA
(1) ERAEBLL - ERBF

(2) KBZEERFITLHEHEBRAE

(3) fERRBFM - FbERE

VI. EYBEICET H|E

1. MPREDHRE

(1) BAREFHDLCOHRE

(2) BREBCHEESILE
I iR EE

(3) thEs

(4) BRE - GrAROXE

2. EMEERMNTA—42
(1) A%

(2) WRUNEEEH

(3) HEAEEEH

(4) U753 >RX

(5) 2HMBHE

(6) Tt

3. KM (REaxL—>aYy)
FRHT

(1) BinAE

(2) NFA—SZHER

4. RN

VERAL « B CRFTIICAER 2 5483 5,
TEFAREF - vy 77 =0 U o 2KITEE D 5%
&=k, IEMHEARGY trans-OH (RICZHE S 4,
BMERIE - BYERAE, EEICx LT, Bt
SiE - $EIEM 2R,
PLIENE A
nXxy a7z F M)LK Sy TR E T > ML
Ll x, W77 =VigE (BEREET L), 7¥an
v NEEIR (BHERIEET L) OWVTIUCKH L THAER
PRIEVER 2R U122,
S
nXy a7 et M)LKy THEIEZ T MG
fif L7z & &, Randall-Selitto 15 (RIEENEE) 2BV T,
BURIERZ TR LT 90, £72, Ty bOT Y any MEtE
BIEN SR I SR &2 R L7 10,
EUER e L

AT L

BB L

MM ERR L

mMER L



5.

ki

(1) Ini&—RdEEFYEB1E
(2) Ik — &8RP @B
(3) Ait~DBiTiE

(4) HBER~OBITH

(5) ZofiniB~DBITHE

(6) mMREAHKSE

6.

R

(1) REBLEURBER
(2) REICRET HBEER

(CYP %) D4 FiE.
HFEH5E

(3) DEEBHNREOERRY

ZDEE

(4) REVOFHEOHERRY

10.

11.

AEtEk., FHELE

. B

FSUVRAR—E—ICET S
LE:

. BRFICESRER

HEDEREHRIIHIBE

T DM

e (FRALOIES)
B89 5HE

. BERRLETDER

. RRARLETDER

MM ER L

A TR SRR
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