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BRNHAR
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e Rz RN RYSERg - HLAREA
= VA= bR B DRV AV 17 L=

B EEERI HES
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D¥YJ 071 INas—750me,
O%+Y7J0J1 Na>-7100me,

LOXOPROFEN Na TAPES

%3 RES | 22500AMX00243 | 22500AMX00244
BiFERe| 201356H | 2013464

2. Z23 (ROBEICIFIZRSULEWVNTE)
2.1 AEIOBEIN LBBHREOBER O H 2 BE
22 7AEY VIgE GERXTuA FEEREREASIC
KBHEREOFER) NIZ0RFREOH 2 EBE
[HEREZFERITLHEDTH5.] [9.1.15H]
3. #8Rk - IR
3.1 #88%
s oXv7yu7zryNar—7F|laxvy 7 a7z rNar—7
7t 50mg YD) 100mg YD)
1% (Biklg) . v+ |1 (Bik2g) #. uFv
R Fu7xrF NUTLKM|TET v R T LKH
M56.7mg (KM E L T|W113.4mg (EAKMELT
50mg) 100mg)
AFLY - AVTVLY - AF LY TAy AR T,
R RRERREIRIRIL KA. KU 75>, BHT. A, 1
a4 VAFTYVE. LAY b=, BESST 1V, D
fh25% 53
3.2 ®EIDOMIR
Wins o¥yyu7zrNar—7|a¥vy 7 a7z Nar—7
e 50mg [YD] 100mg [YD]
BAZZREICBEL, BB ZREICEBEL, B
etk - HI AHEZSAF—CHBL|AHEZSAF—CTHELL
7B A, B Z B e~ 1B M Al. BiRIIEa~18
BTRELFEEND 5, BTRELFEGH 5.
RES 7cm % 10cm 10cm % 14cm
#BAla— R YD750 YD751

4. SHEEX F5h5R
TERBAUCAEIRDEX - 8%
ZRERIEHAE. BAPORE. SHSERODIER - &

6. HiERURE

LTH1E. BEICHLT 2.

8. EEREARNIE

8.1 HREIHEANC L 2B REEE T2 S AHERETH
HTEICHEETAHI L,

8.2 BHEE (BRMMEEES) 1o LA ZHVWSIHEIC
EEYREDNNOBELEET H T &,

9. HENERZHI ZEBEICHT IR
9.1 GIHE - BIEESDH 3 EE
9.1.1 [EXMEDEFEE (FAEU VIHEXIEZDBEED
& BBEZRL)
REEE(LSE L EDDH S, [2.250]
9.1.2 HIERBFEDNH B BE
BHAT K 2 RE IS L TH W 25613 E Y 2 HUE Al
XHEFEAZHAL. BE2 T WEEICERT
BT L. REOBRISECANEMILT 2BENDH 5,
9.5 1Tim
ERSIIIER LT W A ATREE D & 2 i3 Lo
w2 EE2 EHIT SN2 BEICOAEHT S
Z&o MDIEAT T A NI R EEH /B F A 2 IR
BREIOLMEICHER L, BREBIRENFEI LS - L OWE

NHd, £z YrurForr—YHER GROAL
AHD) EERICER L. BEOBHRERERCRERD.
ZIUCHED FKBDIEPRE 72 L DWEFDH 5,

9.7 INR
INEERRRE U BREBIEERL Th i,

9.8 SinE
65 EOEIME ICHERAT 25 A1E. BB E DR
RICERT S &,
udyyu7 Uy LKY Sy THRI100mg KR T
7 —7HI50mg - 100mgDHEIRFEHRAEOFEE. 6558
Dl EoEwE CORIERAORBER (3.7%. 1,738F1H65
Bl) 1. 655ERM (1.7%. 1,300f61F2241) & H#ELT
BRICEL . ELREIERAPMHROEEERTH > /2.

11. BIfEFA
ROBEWERADPHE5DONBENHZDT, BELZ+TIIC
T, BEPROSNBEICIIMERZHIET 5% &8
e MEZTS 2 &
11.1 EXBEIER
M1 vavg BEEARR). PFI7453FY— HER
i)
Yavry. TF747Fy— (MEET. EHE. B
HIFE, IRRES) PHS5HONEIENDBD,
11.2 ZOftDEIER

1~3%Ki | 0.5~ 1%k 0.5%Ki SHEEANEH
B | ZOE. AL B R HAAL
BE. A ALy S
A B3 BRILE.
2 A FERR
THILER BR R S E
T - ER(E
FrF M AST 15,
ALT L&
v-GTPER
Z DAt e i

uFy a7z Y7L Sy TEI100mg D ARER F TORR
FRRBEREZ S SIHEREH U,

14. BRLOEE

14.1 ERHRSROER

14.1.1 BERBRORBEICER L 2w &,
14.1.2 BEXIRHEOFMIFER L EnT &,

16. EYENE

16.3 931

16.3.1 £EMZEHIEF 1R
u*y a7z Na7—7100mg [YD] &uaFvV
=7 —7100mg% % N Z h 52l 3 B Re 2 a5k
&Y, BEBRABFI2EOBETICHT Lz 20
BrRREARELZEE L. Bon-AEHREL
RIRE IOV TREHET 217 > 1o/ R. mAlOEYE
MRS PHEEE S D,
¥y a7z rNa7—750mg [YD] duxv 7
07 xNay—7100mg [YD] &E—AF - FH—
BLEAE T, BAEEL- D OEYEDS KOEMRE
EE—TH %,
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17. BRERAHR

17.1 BMERUREMICEIT SR
(ZERAERIEHIE)

17.1.1 @S D185

GHERDER - &%)

17.1.4 EASE MAEEHER
SMEZOIEIR - REHEEZNRE L ZEEMRERIC
BWT, a¥xy a7z b LEEI80mg/H%

B REEEREZ MR E L — BRI BV
T, BFvy7ua7zryF MU LKAMNS Y THEl
100mg# 1 H1EXiE20E (Wnd 1E1H). 258
BE LR, BREReERSIEBEORER ([thE] N
EolR) 3. 1H1EEE80.0% (44/5561). 1H2[E
BE79.7% (47/591) THo7-o BIEAHIZIBLIEBET
4.7% (3/64%1). 1H2EHT6.1% (4/66%1) TH

MEFEE LTcaFy a7z rF MU LKAy
THIL00mg/HA7HM®EG LI-/ER, /Xy TH
100mgH TORKERWEBEOREER ([HE] Dk
DOHHR) 1398.1% (101/103%1) TH -7z, BHEHIX
28y FHRIT00mgRET7.8% (8/102%1) 2D 51,
EEIERE. F58EE2.9% (3/10241) TH-
728),

0. 1H1E#HOBWERE. 3. Z58EE. &%, #

EHNE1.6% (1/64%1). 1H2EEEDE 2 IERIL.

L. FOEERENE3.0% (2/666) TH -7,

17.1.2 BAS MEEHER

(1) BE4RESERE 20RE L ZEEMRHRIC
BLWC, ¥V SOz xrF b YUY LEE180mg/
HZEWMEEE LT, axvy S a7z F )74
KISy FHI100mg/ H 2 4BR#% S U7 i3,
8y THI100mgB O A LM UWBE ORER
(Tekz#] DI EDHR) 1377.9% (67/86%1) T
Hotz. BIERIZ/)SY 7HI100mg#ET18.8%
(16/85fl) 1< 6. ELBIERIE. BEHRA
PIES5.9% (5/8561). THI. %S FERENFE3.5%
(3/85f1) TH-73,

(2) B REIERE 2 NRE LI-FEM - BIES
HIFRERICBVWT, FhTu 7y F YT LR
fFHl60mg/HE2RMIEFELE LTuxry a7z F
) LKFI Sy TEIN00mg/ H % 4B 5
LfER, uxvy a7z r+ ) AKY
78y THRINOOmgH TORBKEBRBE OWBER
(M&zE] D EoHR) 1372.8% (107/14741)
THolz, BHEREOFY a7z F M)A
K%y FEI100mgEE¢10.0% (15/15041)

18. EZNEFEIE

18.1 {EAER
aFV a7y M) 7 LKIMIEE D S RINE
7ot WEHEREItrans-OHIR ICE B &S L. SHERE -
BRI, BRI LT, BNRRE - ERER 2R
99,

18.2 MREIER
aFyFuz >y b) LKy THES Y M
Biff L7z & & o=V iFE (BRERETTV). 7
Yoy MR (BEAEETIV) ondg LT
SERGTIREERAEZR L0,

18.3 $&5E1EA
gFXvy a7z rF MU LKy THEIZT Y M
BEfT U7z & &, Randall-Selittoi®: (RIERIEE) I
BWT, EEBEEREZRLEZIOID, F7-, S DT
T aNy MEHEE AR ICEREER 2R L1212,

19. BT CERT BIBLFHAR
—fIAFR XY a7 2 v F b YLK
(Loxoprofen Sodium Hydrate)
: Monosodium 2-{4-[(2-oxocyclopentyl)
methyllphenyl}propanoate dihydrate

ft % #

RO SN, EnEERAIE. EREEEK. v- 7 ¥ 3 CisHi7NaOs - 2H20
GTPHEMAE2.7% (4/150%41). ALTHEM2.0% 7 F &:304.31
(3/150%1) T -7=%, s R aE~HEABROBREXIIHEREEOWRT
(3) ZRMHMBERE 2R E Uk —REERRERIC H%o

IKXIIA Y J = VIO THEITFLT L, T

)= (95) KBTI, YITF L

I—FIIZIFEAEBIT N,

KYBIR (1-20) 3 ZRE %0,

1.0gZ#7- 12 W L THEI L 7z7k20mLic

B LIz OpHIZ6.5~8.5TH %,
{b2EmEE

BWT, aFv a7z F b LKPISY
THIL00mg/ H % 12~ 24:8R#% 5 U7z iR, &
ERWBEEOWER ([thFE] D Lokkk) &,
73.3% (22/30f1) TH -7z, BIEMIZ10.0%
(3/73061) Ic@RD SN, FH LRI EM
RE#R. KLBE. RNHIM, Z58EE, BENIE
3.3% (1/3081) Ta -7,

(BPSTE) CH3
17.1.3 ERE D855
(1) HARBEREZ2NRE LEZEERRBICBVWT., Q%Na-ZHO
OFy7 a7 rF kY A5E180mg/ H % KR 2
ELTOFYFTT 22 F MUY LKA
FHI100mg/ H % 205 LR, /Sy FHl 0
100mgH COmMBERMBEOLEZTE ([E]
D EDH®R) 1375.2% (82/10961) TH -7z, 22. a
BIfEFIE/ S v FHI100mgRET9.4% (10/106f) (%Y 707 xYNaF—750mg [YD])
K@D N, EREIERIZ. 5 FEE3.8% (4/ 708 [7H# (£8) x10]
106f1). EiEEE2.8% (3/106f) TH - 729, 700f% [7# (%) x100]
(2) HAREEZNRE LIZIEER - BRI R (OFv 07 xYNa>—7100mg [YDI)
ICBVLT, 1> FA% > BRI 140mg/ H % 5 708 [74 (£%) x10]
B LTuFsy Fu7 xrF YLK 700#% [7# (48) x100]
2%y FHI100mg/ H % 2EMH S L7z R, v )
VFUT v F N LKA Sy FHI100mg 23. E2Ek )
BTORKABRNEEONER ([%E] Mto 1) (MR BEZLEANER  2WENESEERER (7 —7
) 1385.7% (102/11961) T -7, BlIfEF 100mg)
HoFy a7y Y E LKy FH 2) BESET fth: RRESE. 2006 ; 22(4) : 311-326

100mg® T5.0% (6/120) @B BN, i 3) BEET fh: BKEE 2006 22(5) : 393-409

BIfERIIE. 25 5E1.7% (2/12061) T& - 4) BRET Al 1 BRERSE. 2007 5 23(1) : 55-71

7. 5) EMMBEE N 5 —RERRE (BFY =25y
71 200641 H23HAR. HFHERMEE 1.1-4-6)

() [338A]005



) BT il BRESRE. 2006 ; 22(5) : 411-426

) BRETF Al BRESE 2007 5 23(2) 1 127-141

) BRET Al BRESE. 2006 ; 22(5) 1 427-442

) FEEEARBICNT 2HBANRE,»SDEE (DF V=
Y%y 7 20065F 1 H23HAR., HEEERMIEA.3)
EATM il BRRESE. 2006 ; 22(3) 1 179-186

Z v b REA — R PFERERIONT 2 EEER (2FY
=%y 7 1200641 A23H&KE, HEEREA.2-
1)

12) v b7 Y aNy MEERERICN T 28RIER (o+
VZ=y)Xy 720061 A23HAE. HEERME
&R.2-2)

24, XEREERERUENEH B
HRASHGEE BERHERE
EILRELHRPETE3697E M8

BI8. 0120-647-734

26. SSERSEEES
26.1 SHEER5ETT
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SRS ILMEFIIME3697&E8S
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