5

SKK

XX2022F 10ARET (BB322hR. A LOERZEODRE]D)
X20214 2 B&ET
miEF Al CERRE

B{EFAEAER (25 3F (NECRROFERPRAICERTZ 2 &)

575 - URIE - BEEVA

O0XYJOJrJNazB0™r=m =

| BREERENEES | 871149
& @& 3 [22500AMX00545000
¥ i W #| 2013%F 68
R % B & 2013% 7AH
B B8 | 2005412H

LOXOPROFEN Na

(BFEEA OxXvV707zrFMUILER)

BEzR

BRROBEHICIF®RSELAEWZE)N

(B EBDODHZBE[TORY T I VY
VHAESRIHEICK D, BOMBREMNE AL
EHILEBEENEILT 2 ENH D] (1
L. "BEHRS5 DIESR

QEERMBRDODER D H 2 EE[IM/IHkiskss
BEEZRIL. BltIT2EENHLH D]

QEELHEEZEDHZEE[BIERAE L TH
BEENRESINTED, BT d2E8EFNH
& %o]

LWEELRBEZEDH 2EBEH2UEBEE, X7
AO—CERBEFORIERZRIRI SN
$H %]

C)EEROMEERLEDHZEE[BDIOR
TSI VEERIGIC L DFE. BR
FREDEMME D, DEDOEEEHIE
M 2HEREBLIEIEENNDH
%,]

6) AFN DR TIBBIE DI FRED H 5 EBH

M7AEY VB GERTO4 REEAER
HFICLEZ2MERIEDOFER) XIEZDEE
ROHZBEE[FZ7RALEY VIEEREEZFH
5 ENH D]

@) IEIRAH DM [TTiFE. El. BRIBEN
D5, DIESE]

WAERL - AN

1.48R%

Oy 707 = NateeOmg =1, (.

TRDOHD - PEZEE T DEEFTH S,

THE,AxY 707 v+ KU LKY:--68.1mg
(FEIKHP & L Torererremmneerennnns 60mge)

A E LT, Ky, hoEOODTVT

Y. eROxFY 7O EILO—R, =1k

ATT7YVBME, BKTABEEET %o

2. WF DR

O%Y 707  vNafeg6Omg'=Ff,k. FE

1/2E @ADL DL ST WHEDERRT, &L

<. DIMNCHEEBRIINAEDHEDSH %,

T8I

e = A
| D @
N ) —
FHAO— R | ER(mm)|EE (mm)|EE(mE)
Sc107 9.0 3.1 250

HZhEE - BRM

() FEREBL CIERDE X - 85
BEEn o~ F. TRHEEE. BREE. BB

EEEL. SEPEER. =B

) Fifite. MEBIA VN ICIRERDER - HA

3) TELEE AR - $EE

AHLIEX(BUEIEIRZHSIAKELR

BRZED)

HAE - HEN

ShEE - WER() - QDFE

WBE. BAICOXY 707>+ Yo LK

¥ (XY E L T)1EI60me. 1H3EROEK

59 %, ADFZEF. 1E60~120mgziE
Q%59 %,

BE. Fh. ERICKDBEEERY %5, £/,

EEFORSISE TS TSI ENEFT UL,

ZEE - MR Q) DHZE

BE, RAICOFY 707 >+ 8o LK

¥ (kY E L) 1[E160megZ=iEAT %,

BE. EiH. ERICEDBEEERT %,

fereUy RBIEUTTIHZ2EEZETE L, THR

K18OMgZREE T 5, £l ZEERKOE

Sl3BIFSEBENEELL,

HERALEDOFER

1LEERE(CROBEICITERICKRSETSZ L)

(EILEEBEDOBREFREDH 2 EBEEEZH
I ENH D]

QFERTO4 REERERAORARSIC K
ZEEEEBEDH % EET. AEORAK
EQRETHH, hDOIVYTOXM—ILIC
LBEENMTONTWEEE[ZIY 7AX
N—JLIZFER 7O REERERBRIICKD
A UEEEEEZREE - WRELTWS
M. TV TARM=IICE B BEICETNE
ZRIHILMEEE S H 2D T, A %= kG
’E5T35EICE. ToRBREZHERL, B
BILKk59DZE,]

BIEDEEXRIFZFDEEFEDHDEELA
MEBMEDOEERNE D P I KR3B,]

WFFEEXIZDOBREFEREDH 2 BE[FFEE
HEEANIIBRIEZENH D]

O)BEEXIEZFDOEREREDH ZEEFE. &
AR, MEIL7FZVER §HYDLA
MFEDEIERNE 5T & B,]

6)DEEERE D H D EE [ BRI DESE]



() BEUEDBEREDH 5 BE

BREXMENDEEHREZRLIESLZ L

EBEMHERBAODEEFEZE{LIEZ L

(10070—>mDEEREZBILSER &N
&%O]

(N EE [MEREANDKRES DIESE]

LEEGERNER

() BAEREAIC L 2B IFREAREETIERL
WERETH DI EICBET B &,

Qe ErEE (Y v~ F. ZFREBENE) (T
WUARAFZRAWDERICIE. ROFEZE
BIdIE,

) RERE T 258 ICITERNICIRERRE
(REE. MRERERVOFEERES) %
T2 &, £y EEDRHOSNTIEE
ICIEBE. KEFDBYIBRIEEXHET D
&,

2 EMFEUNDEELERT D &,

QAMEEICT ULAFZBWRIHBEICIE. X
DEBEZERITDIE,

) AMRE. BRERUOEHOEEZERU.
B’E59DZ &,

RAIE U TR—DOERORIPIR S Z & T
52 &,

JRARBENH NI ETV. KEI%E
REBGURWT &,

HEBEEOREZTIERL., BMERDORIRIC
BEITDIE, BEOKETE. Ei. M
BSHENHDSDONBZ I ENHZD T,
LB EHESEREXISEEEEREZ &G
LTWBEBEICEWTIK, R58DEBED
REEICHMERT DI &,

¥ O)RPEEABEELLT 2R ENLH DD T,

BRAEICLBDRIEICTH U THWSISEIC IF

Z U TEYGMERZHBAL. 88%

+RICITWEERICKRST B &,

6)fth DE X IERBEE & DHBIEE T D 2 &ML
i LJ L\o

(NEEmEICITEERBORRICHFISEEL. &
ERNEDFERICEEHBZIREERICKRS
IT5IE,

3.HEEEH

GERER (HERIOEIEI B &)

EHEE | BERER - EBEAE B - BRET
IRVYVR | ZOMENER%Z | AFO7ORY TS
v 5% I & BRIIZEENAD | I VEARIEIE

JILT7 7| HZOTERL. & | Bl & D MRS

Y ENHNIEHET | HNE S IR EE

BT &, BENMET L, TDE
# o #1%% M 1E B (< 48
mansrkzeH&EX
5hTW3,
FEXaE T | MmO BEEEZE | ImEERZE®RY
=7 ASEBRTNN | SLHEEISAT
= W,

HHRE | BREER-EBEAE| #%F - cBRET
ZIIRZIL | ZOmMERERTER | AFOEARKEERIL
REXRNE | 2BBIZ2EEN | 5VLVDOT, tHOER
& T Al NHZ2DTERL., | EEEROFWEH &

NILT Y | RERSNIERE | tRT D EMAICE

I RE ITBIE, B D HFREIE N

L. ZOEEIDER
NEBEINZ e &
EZ5NTW3,

Za—F/ | ZOREBFERER | Z1—F/0VFRMN
OYXRIE | 2RI D ED | BHIE. PIRERR
#l HD, DN F R EEY

L/R70O BTH3CGABADZ

FHIY BURNDOEGCZHEE

KIY & L. EBFHRER%Z

BT, KEIOHE
ic& b ZDBEERR
EREBTBIHEE
Z5NTW3,

AMMLF|MPAXNKMNL ¥ |BERIRBETH S

H—k Y—hNBEEZLER | D XAOBICHIT
Y, FOEREE | 27O TV
BIBIEND D | VESHIMEIERIC
DT, BEIHNIE | D, Th 5 DEHA
WEIT DI &, g%ﬁﬁ@ggb?

UF LB My FyagEE | TRENEFT S
# 2 tRaw, yFy |®EFEASATY

HBUF | LhsERCTC | Do

TN ENB B DT

DY FILEEIC
EIBL, BEDBN
EBET DI &,

FP7IRZR|ZDOHR - BEBEER | AXHOBICEITZ T

FPREE EREITEZEEN | QRIS VI VE

EROY | DB, ARG ERIC &

ooF7 D Ko FRUDTL

I RE DHEMZE RS ES

fehEEZSNTL
%)o

BEIEH ZOBEERZR | A0 7O TS

ACEFRZR | 559 28 FnNHH | vy Y DEERIPH

TYIA | B, ERICED, 2ns

FYVY DEFROBEEERZ

1% A& K 55 E B B ITRE N

BEnAE H 5o

BgxrEIE | KFOT7OARY TS
28FNHLH B, Iy DES RN
fERICK D, BIR
EMETITBHE
EZZ5n3,
4.8{EMA

() EXLEHER

Woavid. r7r7143F>—:>3v7,
TFI74 27XV —(EET. ERE. B
EERE. WIRR#EZ) NS SN EN
HBDDT, BEZTDICTTV. EELR
HonficERICIFELICKRSZFIEL.
BWYRNBETSZ &,

DEEFERIBRAE. BB, BMmERRES.
/NGRS @ EEEERIERAE. FAMIE B I,
HmEGERA, MRS H S Shnd
ENHZDT, MAERBEZTORERR
ZHoICITW,. BEENRO SNIBERIC
FESIC&RSERIEL, BYIRNE%TT
22 &,

ek x 3) a1 R BIRSERLARAE (Toxic Epidermal
Necrolysis : TEN). BE#ERIEREE
(Stevens-JohnsonfE{Z8f). ZHHIH.



AEAEERZHIREE - PEHERKIE
TERUARIE. FERLARARAEMRRE. ZHAIHE.
SMENEEREEBBENSSOND I
EDHBDT, BRZ+DICTV. BE
DRBOESNHBEICIIES Ic&RSEHIE
L. BYIBRMEZITS I &,

HAEMBEE, x7O—CiEEEE. FHEk
BX AMEBEE., x7O—UEREE. B
BEBAINHDSDND I ENHBDT,
BRZ+TRICITVW. EENTBOHSNEH
BICIFESICERSZFRIEL, BYLRLE
ZITS T &, Fe. AUBBEEZICHEVS
H)DLMENDSONBZ I EDNHZD
T, FITERT B &
5S> MEDARE: S5 ->MELRENH S
PN ENBHBDDT, BEET+DICT
W, EENREDSNIIGEICIFES [T
ExfIEL. BYIRBRNEZITS I &,

6) EIEETERGA - FE IR, MIREREE, K8
XREF., FEIIELEZH SEEMERMA
NHSDONBZZENHBIDT, TDELD
BRERIH SNBEICIEESICERES
ZHhIEL, BIBRERILEVHEIOKRSSE
DHEYVFMEZEITS 2 &o
NEEEHI - EELECEERE X S\,
KBNS DM, T, MEFDHELE
HmAHIR LU, ZRICHESTYa v ILH
S5z eEhHdDT, BRETDIC
TV, INSDIERMBHSNIBERIC
FESICEREZHIEL, BYIRNEET
22 &,

BEILEZ  BLEZFINH SN
ENBHBDT, LEEE. BREEOER
NROSNIEHEEICITES RS ZH1E
L. BYIGRAREZITS I &,

9)I\i% - KEBEDIKZE - FAZE . /I\B5 - KEED
BEBEICHWV, BRE - FAENH SNBSS
ENBHBDT, BEZ+DICTWV. B
Dy - MR, BERE. FRERE G E DRI
HENFBEICITESLICEREZHIE U,
WYIRLEZITS Z &o

10)FFHEEERE S, |/E - i EES(EE.
AST(GOT)LEHR. ALT(GPT)LH
r-GTPLERSE). BIEERFANH SN
52ENHBDDT, BRZ+DICITLN.

EENRDOOSNFEBRICIEPRIET ZGE
BYIRLEZITD I &

MEEFEF  mEREZFO R EFERESN
HELNBIENHBDDT, BRZ+5H
ICITV, BEENREHSHIBEICIF. K
HoES5ZzESLICHIEL, BYRLE%
T>2 &,

12) R MEBEIR A - MEEREIREA (&, FESR.
BD - B, BEIEE. ZHREEE)ND
S5hN32ENHBDDT, BRZT7IC

TV, EENROSNIEBEICIIESIC
‘’EEFRIEL, BYIRNMBEZTS & (GF
[CSLEX (EMCTDD B2 & ICHIE LY T
\/\0)0

13) AU BARLARIE « ERERIERIEN D S b s
ZENHBBDT, BRZTDICITWV. B
AR, B CK(CPK) E&. mA Xk
VCRPIATOEY EREENRBOH NI
BEICE BE5zHRIEL. BYLBLEZ
T2 &, £l ERNHRBEICKLDA
HBEEDRIEICEET DI &,

(2) EXZEIER ()

BAREMEM : IR T O RN
EEHT. BERBRBNASS5bNSE
DE/ED S B,

(3) Z Dt DEIEF
0.1~5%KW | O.1%Kim SBEAH
BEAEY | RP BFEER. B2 | ZER
Hibas fefE. BEAAR CHAER® (| 05, B
B BRAR (B Be 0. | B G-
B - WBME. T | O, BT | KEDES™
1 B
¥Rz #E mELESF
BRAER |EX B ;U’n &
W
m& I, B3R | /) viRig
D FRIKIES
B AST(GOT) ER. |A-PLS
ALT(GPT)ER
Mo PR AR MmeR, &H
R HERRE
#. RER
N
Z Dt =i BAEZ M. 2
R FHT

E)VIERD B SO NIFEEICIIRSZHRIE LB RLEZTTS

&,

bL.EMEANDIRE

SkE Tk, BIEE B SN YPIT VDT, 4
ENSHKBIT IR EBEDREBZHER LGN
SEFICKRETS L (BEEGEANER,
DIEZR) .

6.1, ElR. RIBENDERES

(N 3E i (FEIRAREA LA XIS IR U T W5 AT BE

D HBDEMEICIFAELOBREN BRI
% EO% EHWEINDBERICOHRET S
&, BEITBRICIE. REFR/NRICEE
O, BEFKEZERITDIHREEERICEKS
T5ZE, [(HIRPOKREICET 2L
[FHEIZ L TULVR W, ]

VoOAF VT F—EHEERIGROA. 4H))
EERICFERL. REOBEEREER VR

ERD. TNICHSIFKBMENERS &
DIMEND %o

QIEIRARIADLZMEICIZREG LIRWT & (B8

EBR(Zy N) TOHREENRS STV
%5]

QIFRRID T v MG UIcRET, RkiE

DEIRELNGENHRE I N TWL S,



WIBRAFDOLEICIRET D EZEIT. YO
EZITRETZHEICIETERILERILEIES
ZEL YRR (T Y N) THARADBET
NERESTNTWS,]

TINBEADRE

INRZFICXN T 2REMIFHEILL TLVRLY,

SEALDEE

RIS - PTPEEOEAFIIPTPY—MH'5

BROHUTREI2&L58E9T 52 &,(PTP

V—RMDBERMICKD, BLWHAIHIBEE

ANRIAU, BICIEZFELZHE I LU THRRAZE

DEEBEWHEZHRIT DI ENBREINT

W3)

9.Z7DMDER

FERTOA REER BRIz RIABKSSI N

TWBLZHEICEWT, —FFHNLBRENTED S

NicE DIRENH %,

mE P 7 =l

1. AYFENRSEESRD

OFY 707 x vNafeeOmg =1, & iZESAZhZ2h
(oY 707z F NI A%EEKYELTE0MS)
EI42DBRBHRABFICVORA—/NN—KICLDiERE
EROKS L. mighaxy 707 x ViEEFAIE Ul
BonEYERE/CT X —% (AUC. Cmax) ICDWTHEET
T (T > s R, MEOEYZENRFEI BRI N,

HE/ING A =5 SENGA—H
AUC Crax
(,ng . h/mL) (ug/mL) Tmax(h) T]/Z(h)
OFY 707 x> Na
$260ma’ =, 7718 4716 |04+x02|15+02
TEXERIH|
Ge#l. 60me) 7813 49+14 |05+02 | 15+02
(Mean+S.D.,n=14)
(rg/mL)
6 -
m 5
i o OFY70O07zx>Naiit60mg =,
5o - ERA (A, 60me)
ES Mean+SD.(n=14)
Y
7
o s
7
>
B2
E
1

0 ) 2 3 . 5 6 ()
B5% DR

MEFFEEL OICAUC, CmaxZFED /T A —F (. #HER
HOREIR, EROFINOEK - FEFORBREGEICE->T
ERDUIREMENH B,

2.8 EEH2
OFY 707z vNafegeOmg =M, k. BEAEFAE
BREXICESSNEOFY IOT7 v F MY TAR
DARBHEBICEELTWS I EDERINLTWS,

® &

mE o ¥ EN

ZORZy I THD, FEREYIDO LT > AOHK
NEUIEATOA4 RERMREEE L TOERAZR
I, Ihabs, TORY T VI VERRDEERERE
HZTHhDdyrOAFI5F—E(COX)ZHEL., 7
AR TS VIVDOEEZMHEITD I EICED. T
REEVEF. BEVER. EREERZIRY., BRECOX
(COX-1) &EERICOX (COX-2) o9 B IR 1372
L\3),

BEMWRSICET SEEENMER
—f%4 : Loxoprofen Sodium Hydrate
OFY 707 z>yF U D LKDY
{E% % : Monosodium 2-{4-[(2-oxocyclopentyl)
methyl]phenyl}propanoate dihydrate
2F ¢ CisHi7NaOs - 2H20
DFE 30431
B CH3s

Q\/O)\COZNa «2H20

O
H R ARIAE~FRABOKRENXIIERMED
MRTH %,
RBIFKXIGEA T / —)UICTES TAEITPT
< IH/—JLOD)ITEIT»TL, YIF
IWI—FTIVICIF & A EBITIE,
KEDKBR(1—-20) [FHRAHEZ RS 7R,
Am1.0gzFizlcEFIHL TRALek20mL
[CBD U R DPpHIE6.5~8.5TH %,
BERWEDEER
T E Y
RIREEMNBZEBWINERAER GO C, EEE
75%. 6 B)DOHR. OxfY 707 = vNaig
e0mMg =M, IFBEEDHSZRE TICHWT3FEMH
TETHDENHERANST N,
[ 2] £ |
10082 (PTP10%Ex 10). 50088(/XZ).
1,000%8 (PTP10%8Ex 100)
BE E X #.
1) ((%) =FE2AFRFT (LA ER (ENENEEFEHR)
2) (BR) ZFMLZ2MA5Err  tRER (BHHEER)

XX ) BT N\KIEAARREFAHEHE (B)IEE) C-6311,

2021
4) (R =AML ARFERT R ERH(ZEEFER)
B i F K £l
FEXRICEHDHANE RN DOZEXLTHTRICTER TS,
KA =MEPMER V57 b5 —

T461-8631 AHEMRXENEM3ISEHM
TEL 0120-19-8130 FAX (052) 950-1305

R % T

wxaa =FLFEARA

SKK ZEEMRR RS EAETILHF i T461-8631

VJ-23



