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-1l s T—7 (B&AFFD)
5— 7 50mg 5— 7 100mg
B . S8 7cm X 10cm(#E & 1g,/70cm?) | 10cm X 14em(Ef A& 2g,140cm?)
1 #eh FiIcBReXY 7aryzr |HICBERESY 707 v
T R U ALK 56.7mg | 7 U T AKFI 113.4mg
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I. BIZICAJ 5EA

1. FAFOZEE
nXY7r7 e Na7—750mg [ HARSZ] KOV —7"100mg [ HANEZ (AT, AH)
X, 7z =7 a A VBROIERAT a A MEERERE CHL XY T a7 = R RNE
MT 22 L2k Y, HLERESCEEES O MERIVEH ORI 2 X - 7o /% K S8R 1H R Al
Th b,
AFNT, ¥ Y7 a7 Na7—7FlE LT, B MIBT 24 F0RSMERER 2 555 L.
2013 4F 2 HIZ/KGR, 2013 48 6 A I Hfl I S Tz,

2. Ha0BERUERNE
1) BEICEDETRN2 2OKRE X &Rz TWET,
2) L Y1 X(100mQ) D T A F—1%, JEF & i CAMTEEO Y b EE K-> ToET,
3) ol 7 & O RIELERAY I b L7 (i A A5 T — AT,
) BIETEIE. FY v 7 E2HD D Z L CEICERENTE £,
By Y=V v/ EELTHY, BESAOKRFHAHROEILEZ I ET,
) EARLEMEHELT, vav s, 774 7% —RbobNb I tnby 3, BEHER
i)



. BIICEET H1ER

. BR5E4
(1) ¥
n%Y7nr7 o Na7—750mg [ H A
n¥Y7u7 x> Na7—7 100mg [ H A
(2) *4
Loxoprofen Na Tape 50mg “Nippon-zoki”
Loxoprofen Na Tape 100mg “Nippon-zoki”
(8) AT L
— k4 AR+ EE R

a

. — ik
(1) #1%& (fAdiE)
nXy a7 erF YU LAKIY (JAN)
(2) *4& (fRiE)
Loxoprofen Sodium Hydrate (JAN)
(3) *& (@&iX)
A7 70T CREURSEA : -profen

. BEXAXITRER
CH,
=
y A
/f
@]
HFERUVSFE

d\

s CysH7NaO; * 2H,0
7 1 304.31

. LR (%K)
Monosodium 2-{4-[ (2-oxocyclopentyl) methyl] phenyl} propanoate dehydrate (IUPAC)

. BER4A. A4, BE. E5ES
|=3= YAy = By ACTI Ay il NRV R y AV

. CAS 2885
80382-23-6



. B ICET 5EE

1. ¥EEZENLE
(1) 5V81 - tEIK
H A~ 85 A A ORI IEOM R TH %,
(2) B

YL AR
K R D TR 0F 0
AH ) =) Hik 6D TERT 0T
T4 ) —)L (95) DA A
JxF I T—T )b X & A ETET
(3) R
EUERR L

(4) @R (ERR). FR. BHER
Al #9197°C (OfR)
(5) BRIREARRETE R
pKa=4.20
(6) HERHRE
MM ER R L
(7) ZDHhD E L REE
FESCEE « KiwiE (1 —-20) 13hEEMEZ R E 220,
pH : 6.5~8.5 (1.0g IZHr7= & W L THmA L7z/K 20mL # /N x 5)

2. AHASOEBEMTIH T ZRER
AR L

3. AMAS OHEZRHARE
o FROMAIRC EEIE 15
o RAMBUNL AT N VIEE
o T NI T AEOEMKIG

4. AMED DEES
o Wik~ NTTT 4 —



V. "B SRR

1. HIR
(1) HE52%
232
(2) FIFZDRXABI. &R UMK
XAl . 77—l
B ) -
oY 7n 7= Na7—750mg [ BANE
7cm X 10em (B A 1 g/70cm?) i
A%y 7ae7zF N0 oAk 56.7mg (k¥ & LT50mg) &,
n%Y7n7 = Na7—7 100mg [ H ARG :
10cm X 14cm (A 2 g/140 cm?)HiC
AlRufxy a7 =rF b ook 113.4mg (K8 & LC 100mg) &4,
MK SCRFIR, T A = RO F A~ IR A B OB IR L 0 72 2 BEAHAIC, DI i
FERRITB VR H 5,
(3) BF| DM
FhEND
DAR—=ILE v ik
R—/LT A NRBREERE D 30° OERMEICAA] (7 —7 50mg [HAN#ER] B LOT—
7" 100mg [ H Aifds ) Z¥EE w2 B2 UCHEE Lz, AW D Bk » 2AF— LR —
Vo (1~95) FERD L, REAEEIC 5 UL EE LT 2R ROR—/LF o _—EHIE L,
BUFIREAE D OFEIE L Lz, AF— LR — s, 57 EOME L TOARVERR S
D%z iz,
) Fn—J% vk
AH (7—750mg B Afig#s] 5L 07— 100mg [HANEES ) & kEEE izl
THREFEO Blcotd, A 2%5 LCEE L, sk R & 100g HE~S—27 7 A
N (10mmX10mm) % 3 RS-, 0%, 1 2RI 300mm O E T
RERBRZEE (AG-50NX, #RASHLEEEUERT) 2B L, N—27 T4 MRE SRR,
FHifl £ 0 FBET DO S 2 RE L, BARERE ) OfREE L Lz,

(#5R]
AN Ta—7 % ik
BRAR—LF R — ¥ 71 (g/cm?)
(CE¥)E, n=3) CESE =R 72, n=3)
n%)7° n7:/Na7—7" 50mg [ H Afigiss) 8 430+17
n%)7° n7:/Na7—7" 100mg [ H A<igiss ) 7 395+13

AAFNE, BEFRMEEZ OB THD Z LR ST,



BE MR

KA (7—7 50mg [HANERR X7 —7 100mg [ HAWER ) ORELIFHICHE
2.5cm, NG ANCE & sem (W Li=T —7HI 2 D T A F—2 RN L., KA
&AL AioH, 2kg B — T — T LIEEATEZ 2T, 300mm/ 53 O3 E TH & FIH L7z
OIS & AF L UCTRIE Lz,

(#£]
HA&E Ok CEXE, n=3)
e 7 M) BT 1)
(THfE, n=3) CPHIfE, n=3)
n%)7" n7x/Na7-7 50mg [ H Afies | 361+44g/2.5cm 538+108g/2.5cm
n%)7" n7x/Na7=7" 100mg [ A A s | 273+8g/2.5cm 596 +560/2.5cm

AFNIOBENL, ZOBREOBE N THIUTHE SRR ENESE L7-L &, TITRLY
TWHIAITH D Z EDNRB I T,

(4) #@Ala—F
ndY7u7 =2 Na7—750mg [HARES : 2415
ndY7u7 =2 Na7—7 100mg [ H A : 2416

2. HFI DMK
(1) A% CEERD)DEE (1 Fh)
oY 7nu7 =z Na7—750mg [ HANES :
7cm X 10em (B {4 1 g/70cm?) i
AfErXy a7 b oK 56.7mg (HEKY & LT 50mg) &H,
n%Y7n7 =z Na7—7 100mg [ H ARG :
10cm X 14cm (A 2 g/140 cm?)HiC
HRuxy a7z F b oAk 113.4mg (B & LT 100mg) &H,
(2) @&
AF Ly ATy AFLrTuy 7 IESKR, ZATATLA, PTFLE Fexs
MLx | G-A 2 b=, JiBINT 7 4 ZOM 3 sy



3. HHDEREBHTICHETIREN

n¥xY7n7 .z Na7—750mg [HAR 3 500100mg [ H A |

RERR S REEN gz RiEmEE R
118
RHIRE | 25°C(£20C) g kS .
N f
HERY  |60%RH(+5%) 36 7)1 (HEFE. TV3T3%-14%) el
VA S~ B N Eo] I/
B T B RS S U S HE A o0 SR
24 HRFfH] B} . = FDRAL =L ERICT AN
THIT34-ME : B .
BISED | 25°C(+2°C) PR A BT, 2 O/ORET B I ITEHT
REM? |60%RH(+5%) {BIZERD BT,
TW734-ME - ARBAE
1 H | T ME  —ERE%, | Bkl L
HHIZFvy) % 7 RkRe

HERIRE
RMREAER - MR, meRBatBh, MEERUER, TR, HEMER, BAE D, Mtk & &
FREROREN : MR, MR, Mk, K&, 74 —HEEH, a8

4. M
FE - B R —AEBRE TS HHERBRIESS 2 k) X RUVE
R 3220.5°C, [Al5%L : 50rpm | BREBRIE  FEHBUBRES 2 K 500mL
R © 2 BT 30% LA ~60% 1. 6 B < 60% L1 I

5. HEFDDEMRS OHERHRERE
o /U~ NISTT 44—

6. HAMDAEMASTDEE:
s RIKIu~ N NTTTT 4 —

7. IBRAT BRIREMED H 5 Y
WAL SR, AV R—Lm AT )L

8. R
<BE>
S BRI ER Y
H A A A FELENME SPF » U ORHIE L 7o B0 B 36 K ONERSHZ X 0 A8 I AR #2
Wi E2 ST BIERE~ Z Tk T, KAI(T—7 100mg [H A )& B 2cm
(3.14cm%) 1ZHI0 &0 | K9 23 BERIRGAF L. BAIOBESE - BREE 14 BRIV IR LTz, BEAHES
DR GRS OBIERT, B O GRAIRSE - RO 30 41217V, Draize OFFAHHEUED
[ZHE> TR TAIT L. B AR M 2 54 L 7=,



[ 2R]
BREROSE T <BEDKLBE] DA T, FIPEA 27706 b BRIV B2 bR,

1%): Draize, J.H.: Dermal toxicity. “In: Appraisal of the safety of chemicals in foods, drugs and cosmetics”, the editorial
committee of the association of food and drug officials of the United States. Austin, Texas, p46, 1959.



. ARICET S1ER

. PIEERIFZR

TRERBLEITERDAE L -5
LR B, FARE. SMEROER - K5

. RZERURAE

1B 1E., BEICAEMNT S,

FRPRRIEAER - BRMHER
BRRMAER - AERICHRRFAER
FREERIEABR

5 BRHIER



EMEE(ICHY SHEHE

. EREZWCEEH HLEMRITIL S

HEAT 1A PR SR A

. EIEBEA

(1) {EFRERLL - YEFRE
YERBRAL « RIETBAL, RIH O = A aE TIEHT 5.
ERBF : 2L LTT7 7% FUBREICRBIT 7 n A3 v 7 —E 02 BEHIC
PRET D2 Z LIk, RIE - ERECHAET 270 R ¥ 7T 0V DAL
FHES D &I Tn5D,

(2) EhEEM T DHBRBAE

1) R EVEF
D5y b7 A ARER Y
HER Ak

DA ZHEMET » N DORBERNIC 0.6% 7 2 =3 MEREIR 0.1mL & 5 UIRIE S,
JEAE 15 ARSI O R AR A RIE U, FIEREDNEAERTOEER & i L, 40%2L |
ML TWAHOgZREE LT, RREiTo7, &8K (4x3.5cm) OREfHE, 1
B 6 R L, IE 15 B DEME2L BHETo 7 BREFE L7, 7ok, RARH
EX, EIE 17, 19, BRO21 B BICHRBAIBRERZRITITO, RERIET ¥ 230 MNEE
AT O EFFEN DR LT,

LS
TV FIEIE17~21 B O T, MALERE I JOHEAIRE & i U TR RIS
PR 2R L, € oM E IR ERG & [RIfRETH -7,

(%)
160 -
140
120
— ok, Bt W JEALE R
5 LN =2
E:t 80 O : KA (7-7° 100mg T H Afii#s )
- FER L pmrEE] (-7 Al 100mg)
40
o (F#fE+SD, n=10)
20 SRR B '
. IOTEAIET ** 1 p<0.05 vs SEALIERE (Tukey test)
0 " 1.4 1.5 l|6 lu? ]I8 119 2|0 2-l ## . p<0.05vs HAIFE (Tukey test)
TS MEAE% D B 3K (day)



@h 54 = BFEMHIHE Y
HERAE
Wister 2l T~ b OFIEE B RIA (4 X 3.5cm) ZREAT L, Z D 4 B% IRk,
RABERET PHNVRY a— 5 A—F &R0 THIE Lz, IO TEEEHI & L CAEBRTER
(R L72 1% A -0 7 7 = K% 0.1mL VRS U, ERANEST 3, 4 36 KOS5 FRfEfZIC 2
KRET VA NVRY a— b A —4 THIE Ul BIERITERFR SRR O L FE»I LR
HL7z,

e
775 = A 3~5 I OREH T, MRS & OUEAIRAC Mt L O 1T
FUIER 2% Ly O30 s & R T - .

(%)
100
80 -
60 - - W SERLEEE
e ’ A BRI
= O : Al (-7 100mg T HAMIZ)
il e gy | X ¢ FEERGEL -7 A, 100mg)
20 (CE¥fEESD, n=10)
** : p<0.05vs HEALIEFRE (Tukey test)
05 F# 1 p<0.05vs FAIRE (Tukey test)
0 1 2 3 4 5
HFY =B DR (hr)
2) tEE1ER
E— LB RS S A i B A i s ER ©
HERAE

Wister SREEME T b DA% I T SR 200 SR 2 2418 & V. 16g/F) DEIA C LM
Banz, 5, b<, ®BEES 2IAD D 7e EOITE A FRIE & L CHm i B il 2
L. 7.0~13.59/F ORI CRUST 28 & @80 L CEH L7z, ka7 v hot
R A UA (4x35em) ZHEAT L. 20 4 BRI ICERER . EROGBIEZHIE L
Too WWNT, ERHFE U THEBAEKIZEE LTz 10% B — VEERHK 0.1mL Z 75 L,
FLRANES % 1 IRF[E 2 &1 5 Rl £ TV ERANERATOME A 100% & L7z & & DF|
& (RJWERE) TRl

HR
E— VR G% 1~5 BRI OFEPH T, BALERERS L ORAIRFICHE L TARICER
BUEOE T 280 L. £ ORRITIRAERG & FRRE ThH -7z,

10



(%)

100
80
- W SELER
% A : AR
{;E\ O : A#| (7-7° 100mg T H A% )
404 X fEHERLA] (5], 100mg)
20 (CEH#fE+£SD, n=10)
** : p<0.05 vs MEALERE (Tukey test)
0 : : : : 7 p<0.05vs HEAIRE (Tukey test)
0 1 2 3 4 5
LB 5 ORER (br)

(B)E R - Frigens
DR L

11



VI. EMEREICET HEE

1. MREDHT - BIEE

(1) AEEFEDGOGRE 22498 R72 L

(2) xEMARERLERM : Y ER L

(3) ERRRERER CHER SN -MRE
<BE>
YR RS R ©
AF| (77— 100mg [ HANEESR)) & ERAERGE (AEAA]. 100mg) (22oW T, AT
FOEHEEEN TN L& by 772 LT224mg ZF LIz & D
nXY a7 ORE~OBITRY AEENe XY 707 VEEEEE L THRIEL
7=, BonimiFons Y a7 o o BOSMEIEO B OZED 0% EHEX ML, &
YRR ST OB E ZEHE log (0.70) ~log (1.43) O#EPHNTH 0 . MWK O LY SFHTFE

SR HERE ST,

30_

A

H

E I, B s

o 20f

%

5

7

fm

Z10F L, O%v7O07z NaF—7100mg FEARS,

> —o-- HEERIE (AAFHEL. 100mg)

fg P + EAEETE (n=8)
{} 1 1 1 | L | |
0 4BSRS  OR5RY 1285RS 168RN 2085M) 24RERS

LUF, B8 &ERe L

(4) e
b BE - FRROZE
6) B&EH (REaL—La VERICEYHIBAL-EVEANBEESER

2. EYRER/INTA—4
(1) AVIR—FrAVRETIL

(2) MRURERFE EEK

@) MAFTRLSEYT 14—

(4) SHEREEH

B) 2T UR

12



(1) I ik-Md B8 P9 @@ T
(2) BBR~DBITH
(3) ELitP~DFITH
(4) BERA~DBITH
(5)

5) ZDMDBEEADBITIE

. R

(1) HRBHERAL R SRR

(2) RBHI-BAE5T 5EF (CYP4S0 HF)DHFig
(3) MEEBHEDEERVUZDEIE

(4) RBMOFHEDHERULLE

(

)
)
)
5) EMERBYMDERERI/ NS A —4

N i

(1) BEAERAL K U HE RS
(2) Hrir
(3) ittt

. BNFICKORER
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. REM ERLOFIESF)ICEYSEHR

ERNBEFDER
YMIEE R L

%HW

3

SRAAEZTNDER

(23] CROBHEIZIEEALEWNI L)

(1) ARHFID RS A BIE DBEFEED & 5 B3

(2) TAEY U GERT v A RYEHAEREAEIC X DM EREOHER) Uk
ZDOMEERED B % B
(M ERIEELFERT L0 DD, ]

. PhEE - HRICEETSFERALDEE L FTOEA
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