* 20244710 F a7 (46 2 1)
20244 3 HEET

H AEAERG an 3 >
872649

RRRINBISER - SIREA
O%V 707 x 27 b7 LKA

o¥yI0IrINaIVy T 100meg =51,
oO¥JyI0I1INaJV» T 200mg =51,

LOXOPROFEN Na PAP 100mg/200mg "MIKASA.

Bk ST
AZHEARE - 30%E 1

73y 7100mg 7% 7200mg

JKERFE S | 22500AMX00072000 | 22500AMX00071000
G 20134 6 A 20134 6 H

BECROBHFICEEFEE LAV &)

1 AR OB L BEEOBRIED & 5 B

2 FAVY YIEEGEA T T A RN RIS X 20
RAEDTEH) LI ZOWEEED B 5 BE [ ERIE% %+
I EHNH2.109.1.1 BH]

2.
2.
2.

3. HERE - MK
3.1 fAm%
b 4, D;\"‘/'f\j']j:‘/NaU;\‘*‘/'fU']#l‘/Na
s 7% 7 100mgl =4 7%y 7200mgl =%
HARSER HASER/
niE YAy s By CA ol N v =Yy s By VA Sl
BRI V7 A KA V7 LKA
113.4mg (K & 1L T|226.8mg (AR & LT
100mg) 200mg)
IVAFUERA YV TRE L, FY X)) v, BB
F% v, CMC-Na, ¥£9F >, =7 M¥#Na, K
e )Y R—hE80, VIVEY v AFF LA Vi
Il

IATIV, R T 7Y IVERE SRR, KY€
ST A=) GETTF A . =AY b=
V. pHEEH], Z O35

YRHEH] GRIIA, ALK 2 4 m 2 L. Ja R o B iRk %
OIRERA . ZAUIHE ) FRBRAED R & 72 & OHEDD 5,
9.7 NBZE
INREE ARG L L7 BRI NG L T e v,
9.8 EE
65 UL Lo IS A6 1. MR O B OKEE I
HEAHT b,
Xy su7 ey b AKMY Sy THII00mg L T — 7
#150mg - 100mgD#ERFEH T A O R, 65 O Ek#E T
DOFEWER DOFEHE(3.7%. 1,738F1H6561) 12, 655 A (1.7% .
1,300%0FF2260) & Iedk L CHEICE < EA2RIER 2SI O
&%ﬁ;lk/c\&) D f:o

1. BlEH
KOBWERD S 5D EDHDHDOT, BEE 51TV,
DR b NI A I Ik 5 7 S ) R ALE & 1T
5k,

1.1 EXLEIER

NAA a3y 7BERH). 7771 7% > — HHEARH)
Yav s, TF74 7%= (MEKT. ZHE., WEERE.
M RS ) 3 H b b Z D 5,

11.2 ZOOEIER

3.2 HH| DMK 1~3%Ki 0.5~1%Ki| 0.5% A | HEARY
i 4 o¥xy7yu7xrNauxy 707 x> Na B %9 L AL BRI, K2
’ 2% 7100mgl =4 7%y 7200mgl =% B R FEHIE. B
DEPIERLERE2AT AR~ REROF B BE A K
PEIR PR % SRR — IR IE L 728G # < B IR JE R
EIAF—THELZLDOTH S, HbE VNP LEESE. T
x5 (HE 10cm X 14cm l4em % 20cm W - HRAE
] (B1K10g/140cm?) (B1£20g/280cm?) JFH& AST E 5H .
ALT L& .
4. SHEEN $%hER y -GTP .- 5
TEE{%E&EU&:E’I*@;‘%’% * &Eﬁ %@,ﬁﬂ (%HE

TRUREEE. BAB. MERDER - K&

6. HERUHE
1AM, BEBICHEN T 2,

8. EELERNEE

8.1 THRSEAANC X 2 I LR R Cld e SRHEE I CTH 5 &
LICEBET LT L,

8.2 18y B (ZE LRI EE ) 1A LA & I 2 5 A 121338
BN OFEL L EET L L,

9. BENBERE2ETIEEICETZEE

9.1 AHHE - MEEZDH 5 8E

911 TBEXHWENEEZE (7TAEY VIHENIZZDOERERD & 3
BEERL)

REEA (LS 2 LD D, [2.2 2]

9.1.2 FBBEEDH 2 EE

YT £ B SAEIIRT LT B3 A 2 2 DU A LS P
WHRIAGEH L. Bl s T WEEICHHT 28, KEORK
YEZ AL T 2 BEND D D,

*9.5 157

TR IR L C W B WD & 2 R IR Lo A ik )s
ettt s LR EHB SN DS AICORBHTLZ L, o0
T & 2 — BHER ETIRP I DEO MM L. JREE)
RENGEI R E 2 e s e b, T2, YratF o ry—

14, BAELDEE

14.1 ZAIRSEOER

14.1.1 SEG R R ORI BRI L 20 2 &
14.1.2 \WEERBOWMIHH L 2w &,

16. EYEHEE

16.1 MR

16.1.1 Mm¥FFEE
TR B F1ABOFIIca ¥y 7a 7 = v F b o Ak Sy 7
#F100mg (280 # 1H1E, 5HMKExRSG LA, aXxy 7O 7 x
J Utrans-OHAR G PEAE ) 1385 5- B AG 5800 72> (2 AT H IS B S
G E & D IR IIHIN L $5- G H4~5H B ISR ITHI$ G
LB LRV CREFIREE L 2 ) . 58T RIGER R ARG & H
R E L2,

Oy 7u7 ey M) AR Sy THIT00mg (280 05 H 1 R AE S
T D I 5 v i P

Css AUCo~ MRT
(ng/mL) (ng - hr/mL) (hr)
| SR = i/t V4 54.9+19.3 5,281 +1,704 72.2+4.8
trans-OH{A
GEPEAC ) 23.5%9.5 2,278 +863 73.1+4.9

n=14, FIfH =+ FHEREE



16.3 &%

16.3.1 RGBT
uxy7ua7 eyt M) sk Sy THI3. 5em2(MC-a ¥ v 70
TrrEEL) Ty NSRS IC24RE BN L b &L I GERAIE T
DB U e R FE S IR G AR R 03 . 6~24F5 % < . trans-
OHE () O LSRR S 7z2)

16.5 HEittt

16.5.1 FRepHEMt
R BEAR TR OE IO Xy 7a 7 2 v F b AR Sy 7
#100mg (280 # 1H1E., SHMEKEESG L2 A, a¥yTa Tz,
trans-OH & GEVERCHY) K Ocis-OHE D1 H IR bl 1 345 5 Ak 2485
BLAREIRIT—E T GRG0 & 3 58T 54 M & T o B FEHRILER
132.67% CTH -7V,

16.8 Z Mt

16.8.1 £MEHFEEMRER
0¥y 707z yNa¥y 7100mgl =48] & u ¥y =%y 7100mgll2
WO, ERBABEOE RIS Lt &ofEhaxy TuT x
R L LT, WA 0L R S & BEE L 7.
AE LT F =8y 710mgD fEHm T ¥V 70 7 © v EOTFIEHEO
D% EHEX M L. 1log(0.70) ~log(1.43) DHPHHTH v . HWEHA D
AR RISF AR S 72

17. ERIRAAE

17.1 BMERURSMICET 3R

(ERERAERE)

17.1.1 EASE IHEKER
BIMBERFERE AR E L~ RERRBICBVT, oxy 70
T rF MY LKA Sy THEIL00mg % 1 H 1R 320 (Wt ie b 11
MO BRI G L 7oA, S AT B o e R (T2 | L R o H)
13, 1H1E#80.0% (44/55%1) . 1 H2[mI#79.7% (47/5961) TH - 720
BIVEFIZ I H1AEECT4.7% (3/6481) . 1H2[AIHEET6.1% (4/6661) TH 1 |
THIBIBEOREIER L, FIBE. Z 9 . 5. B E1.6% (1/6461)
LTH2MHED 2 BIMEHIE . ALBE, 2 9 FEED%3.0% (2/66f1) TH - 729,

17.1.2 EAE MERER

(1) ZRUBREEERE 2SR E L EERaRIcBVT, udy 7o
7 xrF MUY AGEI80mg  HAEMEIEL LT, u¥v7u 7 ) b
) WKW S THI100mg H % 485 L 72455, 78y 7#]100mg
B R A st B o s ([ J DL R o Je38) 1277 .9% (67/8681) T
B o120 BIWERIE Xy 7HI100mghET18.8% (16/8561) 12580 b, T
BIVE L, BEEALES. 9% (5/8581) . THI - B, £ 9 FERED%3.5%
(3/8581) Td - 725,

(2) ZRVEREEESRZE R E LEER - EEAENRBICBL T,
rh7u7 o rF ) alifdHe0me S HAERERE LCoxry T
Tz M) LKA Sy THII00mg, S H w4 G L oA, ¥
VI 7 2y N ARy THI100mehE T O R AR I E O
2R ([ | D Lo ) 1372.8% (107/14761) T - 72, EITERIZ T
XV 7u7 ey M) AR Y 7HI100mgHE T10.0% (15/150%1)
IO S, EAEIERIE, HAEE %,y -GTPRMAS%2.7% (4/150
1), ALTH§/12.0% (3/150%1) T - 7:6)

(3) IR ERE 2 G E L — R ABRICBNT, o¥xy 7
T2 Y7 LKA Ny THEII00me H & 12~ 248 %5 L 724G 5t
R ERRYGEEOUER (TE I Lo ) i3, 73.3% (22/3061) T
& o720 BIERNZ10.0% (3/3060) 1238 S, FEH L 2B, 5k
FER 45, AIHE. T HIL. Z9)HAE. FEH%3.3% (1/306]) TH - 727,

(FHPafE)

17.1.3 EAE MAERER

(1) mwmEEES G e LZZEERABRICBNC, ¥y a7y F
M A5E180mg HZEMIEIE L LTuxy 7u 7 ) M) w7 LKA
Yo%y 7HI100mg, H % 208 M 4% 5 L 7255, 7%y THI100mghf T Ok
Gt E R oW ER ([ Lo ) 1375.2% (82/109%1) TdH - 72.

HITER 1E/8y 7HI100mghET9.4% (10/10680) 1238 S, E4REIER L.

Z ) FEAES.8% (4/10661) . FJEEBIE2.8% (3/10661) Td - 728),

(2) Wi EHE TR L2ER - I EAEMRBIC BT, £ Fx
5y M HI140mg H A mE3E s LCcudy a7y F b))y ok
Xy 7HI100mg,/ H % 28M4Z 5 L7z#5%, u¥vysarz Y
Y ZAKFI S v THIN00mghE CORiE SR oUEE ([t 1D ho
) 1385.7% (102/11961) TH - 7z BHEHIZOF Y 7o 72 )
v LKA S Y THI100mg i T5.0% (6/12061) 1278 S 4, L4 RN
1E. 29 HEEAEL. 7% (2/12061) TH - 729,

GMEHRDERR - BB

17.1.4 EASEMHERKER
IMGROIEIR - KEEE AN R E L2 EERRBICBVT, ouxv 7
o7 x>y b)Yy AgEl80mg HEMIIEL L<caxy Ja 7o v ) b
) ATKFI Sy THI100mg H % 7H BHES L7258, 78y 7#]100mg
HToRBEMRUEEEOUwEE ([WH D L) 1398.1% (101/103
B) TdH o720 BWEHIZ Sy THIL00mgHET7.8% (8/10261) 12788 & 11,
FERBEIWERIE. 29 FEfE2.9% (3/10261) T - 7210,

18. FEhEIR

18.1 fER#RF
TuRIy 7 THY . EEREWO N5 v AOHKDEEMEIEATF O A4 K
HIREE L LCOERE RS, $hbb, TURAY 7T 0T VAR
OHREBE TH LY 7 uFF V75 F—L(COX) % HEL, 7ursy /I
VU VOEARIHIT A LK, PUEEN ., MAWEM. EEIEN
P9, MREICOX (COX-1) & FERICOX (COX-2) IZhf T % #ARPE L
7&\/\11)0

18.2 MIAAE(ER
O¥xy7a 7o ryr M)Ay THIE Ty ML E &
BT = R (BMEREET V). T Y 2Ny MR (BYERIEE T
W) DWF AU LT O HERPRAEMER &R L7212),

18.3 $EE1ER
u¥y7ua7zryr )y aKHY sy THE Ty MR Lz E &
Randall-Selitto: (SAE M) 12 BW T, SEIER AR L7212, 72,
Ty hOT Y 2N MEVEBIE PR\ ER I 2R L7218),

19. B3RS ICRET 2IBIEZMHAR
—MBEETR 0X YT 7 v+ M) AKEIY
(Loxoprofen Sodium Hydrate)
1EZ% 1 Monosodium 2-{4-[(2-oxocyclopentyl)methylphenylipropanoate
dihydrate
AF : CisH17Na0s - 2H20
AFE - 304.31
M R A~ EACOBE RO R TH L KL A S
J = VIZBD THEIFR T, T8 7 = (95) ISiETFR3 <. ¥
IF NI —TIVIZIEE A EET Ve KIE (1-20) 1 etk
EIREE\,
b EER
CH4

CO,Na
- 2H,0

o

20. BBV EDER
WEHE BRI T v v 7 ZBOTRIFT 52 &

22. ‘A

(A% v7O7 1 >Na/vy 7100mg[ =55 ])
TORL (74 % 10)
350 (7 % 50)
7008 (7H x 100)

(A% v 707z >Na/Sy 7200mgl =5 )
TORC(THL % 10)
280H (74 x 40)

23. EEXmk
1) HIEFT32 © BRESE. 2006 ; 22(4) : 279-292
2) AREEFAID ¢ IREESE . 2006 5 22(3) © 187-203
3) ZAFHEMRR A ALPER (RS R SR ER)
4) EFRSETIA  BREESE. 2006 ; 22(4) © 311-326
5) EIFEIET1E ¢ EPREESE . 2006 5 22(5) © 393-409
6) EIFHFET1E0 0 BREESE . 2007 5 23(1) : 55-71
7) MBI 2 — R EE R R ER (1 % = 2%y 7 200641 H
23HAKRE, HEEEFHRE b 1-4-6)
8) HRET1IA ¢ BRREESE. 2006 : 22(5) © 411-426
9) HEET 32 ¢ BRREESE. 2007 5 23(2) © 127-141
10) HESETI2 - BRREESE. 2006 ; 22(5) : 427-442
11) &5+H/\SE OASER Ji sty . BT 5 2021 : C-6311-6316
12) AR BRAREESE . 2006 5 22(3) : 179-186
13) 7 v MIBT ZHEFRICH T 2E (2% v =208y 7 20064F1H
23HAKRE. HEEMELR 2-2)

24, XEEKRKERUVBEWEDEE
SRR AL HEARIAE
T176-8585
HEHHE X ST T H3E LY
TEL (03) 3557-7287
FAX(03)3994-7462

26. HERFTEREE
26.1 8HERRSETT

@ =R EHRNSH

RRERBEXE XL 2-3-1

01J407



