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WA, DMEOHSEESENT 5 OER2ENLSES
BENDDH 5B, [2.5 E]
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FFREfREZ BV IIERSE 20D 5,
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ROBIRENFEDSREEDHREN D 5.

9.6 3w
BELEOERERUBARBEOEREZEB L. HAOMHEX
EHIEEERFT 22 &, BMER (v ) CTHITHFANOBIT
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BN GAEAH). BERRMEANM GEEARH). MWD (58
FERER)
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11.1.3 hEMRKIRFEFEAE (Toxic Epidermal Necrolysis :
TEN) (BHEAH). KEHLIRIRIEIREE (Stevens-Johnson fEf&
B) (HEARHH). SAM EEARE). 2ENREREZ RS
fE (SHERER)
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S0t NEEITH 2 &,

11.1.8 HEEERE (HERR). EEEBm (SEEARH)
EELEMEEEI/NEG. KBS O, T, M{EFD
HEBEHRMAHEL, ThicESvavy s Pbobnsl ent
HBHDT. INEDERPEDSNBEICIIESICRE 2 H
IEL. BERNEBEEITS &,

11.1.9 JHLEZFL (BEERH)

DEEE. EREEOERPED S N-BEICIZES IS 2H
L. BYIRLELTS I &,

11.1.10 IN\B5 - KEBDHZE - BIE (BEEAH)

NG - RIGOEBICHEN, 7 - ENHSDNEZENH D
OT B - B, 8RR, BREHEOERPRD 5 N5
ICIRES RS 2FIEL, BYZABZITS &,

11.1.11 BIERTR (BEERER) | FFHEEERESE (BB REH). BB (A
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frtgeEme=E (EHE. AST L&, ALT L8, v -GTP L8%).
BERFRD HODNEENDH 5.

11.1.12 REFE (GEERH)
HEREZEOSENREESH 5bNE I ENH 5,

11.1.13 \EMEEER GEEARH)

MEMEBEE A (BB, TEE. EBO-IEM., EEEE, BHEES)
BHobNbI ENDH D, 1T SLE RIEAHEEAHMROBE
ICEFE LT,

11.1.14 EERIERE (BEENEH)

AR, AR CK ER. MHARURFPIA 7oy LRE
WROONTHEIE, BE5ZFIEL, #ULUEEZITS 2 &,
F/o. BEMAREIC L 22 HEBEEORKEICERT S L.

11.2 ZOtDEIER

OFRITHIE LIz, RmMEEFREICHET SREIETFY 70
7 x> T304, trans-OHATHK 50 3 TH . FREMIE W
ITNHH 1M 155 TH o722,

Oy 707 >N AGE 60mg & BERR R 5.8 OB RE/ ST X —4

pigg| Cmax | Tmax| AUC mggﬁ mggg
(ug/mL)| (hr) | (hr) |(ug-hr/mL) (hr') (hr')
A1=4.04
(mESVs 16 5.04 045 | 1.22 6.70 11.21 | £0.93
a7z +0.27 |£0.03]x£0.07 +0.26 +1.82 | 1,=0.59
+0.04
A1=0.99
trans- 16 0.85 0.79 | 1.31 2.02 3.56 +0.07
OH & +0.02 |£0.02]£0.05 +0.05 +0.21 | 1,=054
+0.02
mean = SE

16.1.2 RiEHSE
BFEBABESHlicoFy a7z >+ )74 80mg % 1 H
3[E 5 AMRERORS L & &, PREEFSHE & Mg
KRELERIT L, EHRERIERO NG P72,
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0¥y 77 x> NafE60mg [TCK] &uFy = §E60mg
. JURF—N—FEIEXDEREN LS (XY 0T 2y
TNV LK & EEKY) & LT 60mg) RN E FICHE
BEREOHRS L CERRE(LEROR#Y (FF 22 - 7L
a—)Uk) BERHEIEL. 85N/ EMEHRE/ ST X —5 (AUC,
Cmax) 122\ T 95% B X MIEIC THETRRNT 21T - 725 R
+ 20%DEENTH VD . THIOENFHESEEDSFER SN 9,
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8
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i
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5
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B9 52 &, PTP ¥ — FOBRKICE D BOWHAID BERE
ANFIA L, BIZREAZB I L CHERIAREOEE L& IHEZ
HREITHIEDDH S,
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15.1 ERRERAICE D ER
FEAT A FMEHERERAZRHHERS S hTwaEizs»
T —RNERENRBD 5N EOMENH %,

16. EYENHE

16.1 MEE

16.1.1 BORSHE
BEMABE l6flicasy a7z > F b7 L5 60mg %
HEROREG L-EZA, B2 IIRNEN, mMAICidaFy
a7y (REE) OiF». trans-OH & (FEERE D)

HEIST A =4 BEINGRA—4
AUCo - 6hr Cmax Tmax T2
(pg-hr/mL) | (ug/mL) (hr) (hr)

B8)70729Na) 10 00+2.60| 6.58+2.29 | 0.50%0.20

$E60mg [TCK] 1.30+0.15
§&2§:°@% 10.09+2.25| 6.43+2.30 | 0.55%0.30 | 1.34+0.22
(Mean*S.D., n=14)
(pg/mL)
i

e~ OFYurzrNafE60mg[TCK]

I
Qe _o-
I

¥y = 5E60mg
Mean=S.D., n=14

BES S T VRO OB E
N
L

6
1 (hr)
2) R#E
BTSSR — % BENTA— Y
AUCo0 - éhr Cmax Tmax T2
(pg-hr/mL) | (ug/mL) (hr) (hr)
o¥)707zNa
B0 TR 2.64£0.68 | 1002027 | 0.8420.30 | 1.58:+0.19
ggi;:’ﬁ 2.70+0.62 | 1.00£0.23 | 0.91£0.23 | 1.56£0.35

(Mean=S.D., n=14)
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(pg/mL)

-o- OFYV=$E60mg
Mean+£S.D., n=14

0
054 !

BEFS—USN- NI BIHE

MiEFFEEN I AUC, CmaxZEn/85 X —# 1%, #EED
BN, AR OFEEIE - FREAFORBEFICK > TEZ S T]EE
WD 5,

16.3 91

16.3.1 MFZEEREEER
a¥y a7y, trans-OH (RO MEERBERIIZNEN
97%. 93% TH 5,

16.5 Bt

17. ERRRNIE
17.1 BHERUR2MEICET 2R
17.1.1 ZE=5RHEBER
(EEEiU O FDHENX - 55
e TFVFu7: Nat60mg[TCK) (1) ERsEmEER

B Y FEEEWNRE L ZEEERABICBVL T,
AV RAZ Y 75mg/ HEMBEE LTudy Surzrs
MUY L 180mg/ H%E 6 BEHSG LR, ury o7z
YF VY LATORMERWEEOWEL LI1X 23.2%(22/95
) R ekELL B 55.8% (53/95 ) T -7z, BIERHIZ.
uFy a7 zryF YT LT 15.5% (17/110 fl) 1278
HoN, EbOIEER 3.6% (4/11061). FE - 5 2.7%
(3/110 f51) Td -7,

(R HBAEREDENX - 8%8)
(o) (2) EBREIERER

EEMBEHEREZNRE LZEERABRICBVLT, V7
07 xF 2 75mg/ HEMEEL LcaFy Farz ) b
U4 180mg/ HE 4 BERE LR, kv aryz
F T LTORKERBWEEOWEL 11X 61.8% (68/110
) BB L RE 87.3% (96/110 ffl) TH -7z, EIERIZ.
Xy a7z yF M) TLBET17.9% (22/123 f) 125
OHENFELHDIEE JEEAPE6.5%(8/123 1) . BiE 4.1%
(5/123fl) TH-77,

(EEFRAEDIHEK - $578)

BEERASEHE 6 MIco% Y 7072 v F F U v Lseomg #  (O) ENEIEHER

ERFORE Lz & & RAEAOHNIE S T, R IcHEf s
nNrzRKoyraFy yu7 o Xk trans-OH A0 7))L 7 a >~
Atk Tdh o722,

OoFy7u7 x>y b ASE60mgHERE 55 O R it
b2l

4% of dose)

(n=6)

trans-OH{k

¥ 5t K M (hr)

I a3 o vl

30} (% of dose) (n=6)

oy sa7zy

[ SO &
o N .

~ ‘i' - \trans*OHﬂi

5 t ® B (hr)

#5 8 Bttt & ToORFAERE (% of dose)
TERERY A= 3 =il
== YAyAu byt 2.07 £0.29 21.0 £ 04

trans-OH 1& 2.21 +£0.47 16.0 = 0.6

n=6. mean *+ SE

F) REIOEZRAHARIE 180mg TH 5.

BEREREEZNRELCZEERABICBNT. 1770
7 x> 900mg/ HAEMBHEL LTtudy S aycrF by
2 180mg/ H# 2 MG LR, u¥rvy 7 urzvF b
U L TORMERNFEDOWFL EI1Z 62.7% (52/83 ).
PRWBELLEIZ77.1% (64/83 ) Th-7-. BIEMAIL. B
FUTUT 2 UF MU TLBET16.5%(16/97 ) ICFRD 54,
FubORE EHARE5.2% (5/97 ). 8% 3.1% (3/97
) TH-o72%

, o (RESERRIER - TRBMEIRBEDNS - 3576
¥ =Y o (4) EREIERR

BEEEE - EERERFEE 2 HRE L _E5HEE
ZBWT. 47787 x2>900mg/ HEREEE LCox
v7ua7 x>y UL 180mg/ H%E 2 BEMES LR,
o¥y a7yt b LATORMEERERESEORKS
ioiEEOWEL £ 57.4% (35/61 ). LB B
85.2% (52/61 ). & 7-%ERE BEME & O RE 2R UE
EotEL EIE 61.9% (39/63 ). %thE Ll ik 88.9%
(56/63 i) TH-7z. BHEAIL, uxV S urzrF Uy
LEET 12.6% (18/143 fl) ICERDEN T2 b DIFBEE. 7HH-
< A 3.5% (5/143 1), B - IEEARE 2.8% (4/143 f1)
ThH-o72%

/ (Fs - SHBR DR - K30
| (5) EPus MBS

FifiB LOMEROKEERE L BE2NRE LI THE
ERAEBRICBWVWT, A7 25 AF 1000mg/ HEMEEE L
cuFySurzzrr YT LA 180mg/ HE 3 HEHRE L7
R FfipoRBLERELCEEICBY S50y Tu T
YF MUY LATORRERABEEOSEL L1E 79.1%(53/67
Bl). 2RUEL LI 94.0% (63/67 fi) . HMERDER %3
HUzBZEICIBU 20Xy 072> F NI LATORKS
iR OWEL EIE 71.4% (30742 ff]). RLWEL LI
97.6% (41/42f) TH -7z BEAIIEZ, v¥y S O7 x>
FRUTLETA2% (5/119 ) ICEBH 5N, FE, EZ,
ME, HEVRTIRTNPE 1BITH 721

(FREEERDIER - HR)

(6) B MABEER

MR, FROFAR L CBEZNRE L ZEERHERIC



BWT, X7 xF L8 500mg/ HZMBHEE LTaFy S0
7z F M)A 60mg L IE120me/ H 25 LzfER,
OFy a7y b7 L 60mg/ BEETCOEMEDERILL
F13.88.2% (75/85 fil) .o E L E1x 98.8% (84/85 fil)
axv7a7xrFd Y va 120mg/ HETOENEDELD
DI 91.4% (85/93 fil) .0 EZI L L% 95.7% (89/93 )
Th-otz. BHWEAIZ, uFxy 7 a7+ M) LEET 3.9%

(7/17961) 1c@BH 65N, T b DIFESR 1.7% (3/179 #)
‘(‘\& D 7‘: 1D o
EHEJERX (REREZRZH SR LERZST) DFER-

TE5E)
(7) EASEMEER
S ESERBEENRE LLZEERRBRICBVT, 47
Ju7 x>y 600mg/ HEMBEEELuod:y FurzrF b
U2 180mg/ H% 5 HRE# G LR, uxy oy
F MUY L TOTRMSEREEONEL LI 76.5% (62/81
) DL 1% 90.1% (73/81 fil) Td -7z, BIEAIX.
oFy a7z MU TLETLONS | FIRERD 5z,
EASE M85 5%
EELESKERBREEZNRE L ZEERRBRICBVWT, 17
707z 600mg/ HEMBEHEE LTaFy a7z )b
U2 180mg/ Hx 3 HRE® G L-#ER, u¥y ooz
F MU T LTOREERNBEONREZL LT 61.6% (69/112
B) ReoELL B 85.7% (96/112 ) Td -7z, EIfEA
X, BFY a7 MU LEET6.2% (8/13041) 12
RHHN 2D OILDEIRE 2.3% (3/130 )  BEEBRZ .
BR& 1.5% (2/130 1) T -7z,
EASE M4HHER
BHELESEABREZNRE L ZEEHRRBRICBLT, oF
Va7 rF A 60mg/ He bLEnF Y07z
Y+ UYL 120mg/ HEBERG LR axy o7z
YF MU L 60mg/ HETOMENRONEL LIX 75.8%
(25/33 ). ®wEZELL L1X 100% (33/33%1), ua¥v 7
07 zrF bUY LA 120mg/ HEETORENRONEL LI
75.9% (22/29 f) EEEEEHELL_EIX 89.7% (26/29 fil) TH >
7zo BWERIZRR® S NGD 57219,

(8)

9)

17.1.2 —RBEepRaE
— B PR B ER B30I DB R OB R D EBO T B 1) 19 70,
e R %) AL L e
REET) =T 65/233 (27.9) 132/233 (56.7)
E TN R FRE 95/154 (61.7) 129/154 (83.8)
TSR E 96/127 (75.6) 112/127 (88.2)
T A & B 4% 7/14 (50.0) 9/14 (64.3)
SETE F RE AR 15/24 (62.5) 20/24 (83.3)
it - oM 4/4 (100.0) 4/4 (100.0)
s 124/177 (70.1) 170/177 (96.0)
a2 ERER 64/97 (66.0) 93/97 (95.9)
18. EaEE
18.1 (eI
aofvuyzrF M) LKIEROKSSh: &, §

KERIER OB WARELEO L THEE L VRS, Z0
BESPIZTORY T 2D VA RBENEIER OB EE RS
¥ trans-OH & (SRS Bifi7) ICEMS N TIEAT %, 70+
FIFF—VYEEREELETORY 75D v EERIEIE
Fick . 3 <SNI-ERE - FIRIE - BEVERZA L. 1FIC8EE
,f/'g}fﬁﬁi‘gijj'(‘\%é 28) ,29)0

18.2 $ERE{EM

1821 ufv7yu7zrF M) LKNMZ Sy MREO®RS L
7z & &, Randall-Selitto ¥ (#RFEEMEE) 1235V T EDso f#
12 0.13mg/kg THO. i Fuzzy, FrUFEr, A UK

AF T ATHAR, 10 ~ 20 EoBmWERIER 2R L7230 30,

1822 uxv7u7zrF> NI 2KNM%ET Yy MIEOKRS L
To & & BUSEMERIEICE W T IDso fEIF 0.76mg/kg TH D .

FruFt LR A a7y AV RAYT D3 ~
5 5L EosEBIER 2R L7230 8,

1823 uxv7u7zrF NI LKNMZS Yy MIROKS L
7z &, EHEREEEEIEICB VT EDso 81 0.53mg/kg &5
WEREERZRL. AV RXAY Yy F v Fuarxzy, 770
Ftrn4~6fEOERERZRLE,

18.2.4 uxv a7z M) LKA OERIER KM T
@630)0

18.3 HRAE(ER
aFy a7 rF M)LK ET Y MCRO®S L&
AT UEE (BEREETTIV). 7TV MEEK (18
HREETIL) FIIHLT. v Fauvzr, > axtr &
FIEASOFARREIER 2R L7230 21,

18.4 fREAER
OFVya7 N LKIME Ty MROKS L&
L A—AMIEBRBEWIIHL, H Ty, Faxt

ZITEZE, 12 XYY 08 3 RBOMEVERZ R L7z,

19. BMHD(CET ZEEFNAR
—MRi&H : u¥y a7y MY LIKHIY (Loxoprofen Sodium
Hydrate)

{t % 4 : Monosodium 2-{4- [(2-oxocyclopentyl)methyl]
phenyl}propanoate dihydrate
9 F X CisHizNaOs - 2H20
7 F 8130431
& X
CHs
CO:Na 2H.O
O
{E R ABE~HEABCOBEXIIBREOHRTH S,
IKIUEAY ) =B OTIEITR T L ¥/ —)L (99.5)
ICBETRTL, JIFILI—TIIIZEAETB TR0,
KB (1 —20) heAtEE RS20,
1.0g Z#H7-1CEHB L TCHE L2 K 20mL 12D L7
®pH i 6.5 ~ 8.5 Th 5.
22. A&
100 #& (10 4% (PTP) X 10)
1,000 #& (10 #E (PTP) X 100)
1,200 (NF, AV ZF L UEHR)
23. FE
1) 7= RXN-ZAHEFEROBE (NDB ZHV72I AT A
R HEFARAESRIC & 5 DIMERA N MO Y R 7 EHT) -
https://www.pmda.go.jp/files/000270714.pdf
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C6311-C6316
6) AHEZ#EIE, U< F . 1985;25 (1) : 61-72
7) BARERSIEDEZOHWA. 1986 136 (12) : 983-
1001
8) KA IZ A : Progress in Medicine. 1985; 5 (5) :
1487-1505
9) RKIREMZA : BEAREFE. 1985 ; 62 (9) : 2938-2953
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FEHR—F13 2 Prog Med. 1985 ;5 (5) @ 1469-1485
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H)IE—13 7 : Prog Med. 1984 ; 4 (12) : 2561-2577
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NHEFRUE A BT SRR . 19855 34 (2) 1 188-194
JIEFOSR « S &R . 19855 13 (1) 1 287-299
MAHEB—IZ3 > ¢ S9E . 19825 2 (3) © 263-266
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