20234F6 A k7T (BB1hR)

Bk RERT

AR : 34

ERXTOA FitEdm - HAH
BIE

BAERAF Y bTooz
IV O X280 54,

ZALTOPROFEN Tablets

BAGEERSEES
871149

EKRES
AR ITRA%E

22900AMX00597000
20044E7 A

1L EE (ROBEICEEBEELELNIE)

1 BB o b 5 8E [ EHEEEE2ELLIE 22 03H
5,1 [9.1.28H]

.0 EERMKROREOHZEE [MIERORE %2 S 5ICElS
TLHBENRH D, ]

2.3 EERNTHEREREEDH L BE [9.3. 153H])

2.4 EELBHRERED D HHBE [9.2. 1BR]

.5 HERODEEAEOH D EE [DHEERSE S HIZEfLS
TIHIBENRH D, ]

2.6 AFIO Tk UiBBUE DR O & 5 B

1 7AEY UEEE FEAT oA REEMERAIS I L 0 R
ShBmEFRME) ITOMEROH 5 BE (WERIELT
BIEHrEBENNRH D, ]

3. fERE - AR
3.1 #8R%
BRhSy . R .
(Lt HREY/LVE7a 7 80mg
LK, voEwa T T kL
— m—x\vﬁmﬁ~?mw\tPD%V7?E
e —2, beFmAin—RA BLFE
ZNg . aFooRay ATT Y UM
3.2 HE DMK
bl T AN aA—T 4 T hE
B EF)
S ﬁB <:>E§§
[ELE (mm) 7.6
J& & (mm) 3.5
B & (mg) 150
kAl — K PH112
4 EERITTHE

OTREBLVITERDE S - 55

BEU oY F. EREREE. BEE. REHEAEL. TRb
FEIRE

OFffifk. IMERLUICIREHR DA% - HE

b. RERUAE
WE. EACHFAL P r 7 = 1E80me, 1H3ERA#ST 5,
WA OBE L, 1FEI80~160mg % #% 054 5,

1. BERUVRAEICEET 3EE

1.1 oW REEH & OOFHITRET 5 Z EBEFE LU,

1.2 ElE ST 5 BRI b SE RS B E OIRE 2 BlEE L
N5, BEEEZR ST (B 1EEELA20E) 2 ITAREE$
B EVHERIKRBOFEHICE ED b L HOEEICKREGT DL,
AFNTMIEE AR AERE L, £, F& LTEE DRt
NN, EbECIx, ME7T LT IVREO LTS D ER%
<. BHEREBETLTWAZ ENH Y, EV IR S ek
LBENNH D, [16. 58]

i ERGERNER
B 1 THARBURANC & 2 MM IR RRE Tl /e < RHERE T 5 2
LICHETH L,

8.2 BMEE (&Y v~TF, BIBEMEEIES) 1Tx LAAIZ H
WAHBAITIE, ROFHAZETHZ &,

s BB T 258 T E MBI RRA, MR A & O RE R
HEEZITH &, [11.1.2, 11.1.3, 11. 1.5, 11. 1. 7&M8]

s RELSNOWRE L BT D 2 &,

8.3 SMERBICH LAKIZ VD EAICIE, ROFHEEZEET D
Z &,

s AR, EIRAORAOBREEEZE L, #5352 L,
AN LCRMEBEEZRIT S Z L,

s FREER DX I NEITD 2 &,

L HEDERZETHIEREICETHIE

9.1 AHHE - MEESEDOHIBE

. 1.1 HtHABOBEEOH 85
HILHBIBE A BRI nH D,

9.1.2 ERTOA FEHAERRORPIRE(C L DHLHEREBD
HH5BET. FHOEHBRENVETHY. hD=VYTOR
F=ILIZ& BARBDPITHOATVSESE

AFN ke 5+ 2 B8, Moz sg L, EEICKS
THZE, SYTORM=VTHERAT oA FHEBEREREANC X
DA CTIEEMEESE 226 - IR ELTWEN, IV X
h = L BB 2 R T EEE G L H 5, [2. 15
i

N MEOREXFTOMEEOHZ2EE (EELOLAEORE
DHBHBEZER)

RO R % B ITFRSELBENLH D,

A DBEEEOHLBE (BEELDUDBESTZOHIBEZR
<)

DEREREE LB S B8ZNH 5,

N REXRROHZEE (FAEY VIEEAXIEFOBREED
HHBEERC)

MEREEZFBRIEDLBENND 5,

.6 EBHXERADERSE

EREZFLSELBENND D,

9.1.7 yo—2EnEE

EREZELSELBENND D,

1.8 BREEFAHBLTLSEE

MBS U CHE e ER 2 0P L, B2 H0ICiTWIEEIS
Be59 52 L, BRYYEE RN T D2BZhRH 5,

9.7 BHEEEERE

0L EELGEBREREEOHSEE

BHLRWZ L, BEEREEL S DICELIELIBZLLH
5, [2.450]

L1 BREEERITOBREEOHIEE (EELTHIEREE
DHHBEZERL)

B E 2B IFR S BENL S 5,

.3 RFRREEERE

A EREGHBREEEOHSEBE

BeH LW &, FEEEEL S DICBLSE2BEZLRH
%, [2.35M]

L3 HFREREER X TOBREEOH 28E (EELTHIKEREE
DHHBEZERL)

JHERERE S 2 B IR S B2 NN H 5,

.5 iR

V501 R RITEENR L TV A ATREED & S &t

BRI E OB EIENERIEE B 5 &l SN DA IO RES
THZ L, #HETIEICIE, RER/NRICE P, HEEFKE
EHERT D PHEEILRET L, YA x VA —El
ER (ROA, BAD) ZAEEICHER L, B OBEERE L)
JREID . ZIUCHE D FABEN X 7= L ORENDH D, I
RRMOZ » MoS LEER T, RITOBIIRE UFE #E S
nTWnd,

w

w o



9.6 wyLIR

AR EOFBMER ORARBEOARELZE L, I OMkE X
FIEERET 2 2 L, BMER (T v b)) TAITBATT

L ERHESATWSY,

w

.1 IMNRE

I 1E O S8 BUZ R IR

NN

HEICEG5T2
AN

10. A E/EH

~

10.2 BFREE (BFRICEET S L)

L. RER/PNROBHICE ED DR E
Faxtg L LRI SR L

A4 % ERAIEAR - H5 18 515 S - faRA 1
Sa—F /v | BEEFEETHIL | ma—F n R
REUEA N BHOT, HE%E | HANL AR RO

T )XYV RET AR EERET | MGt RERE TH
s HIZk, Loy -T2 ) BEWR

(GABA) D4R~
DG EHETDHZ
LT X0 R AR
T 5, AANTZE DR
EERHZW®T 5 L
EZbBNRTN5SD,

VAU IV X8 -

P M AF 2 8 5k

ZVIR = VR E

ifi 5 [ T VR 2 4 ol

AKHF DO MTBITD

ikl LRENABPHDHOT, | MPEEAKEGE (in
ONT7y V| HEEFGT 2% E | vitro) 1399%LL L&
VRN TET5Z &, ml, miEEAEA

ESOFARE iR vl
T 5 & b ol

RILBERE TH] | T DB LN DD D | gy ooy i 5 |- 5.
MVTEIR|T ARERGTD | 5222 0n
s RMEEETDH L,

Tn5Y,

57V RRHIR

F7 YV RRMRA D

AEOTaRAE T Z

il EHZW T 25 & 0| v v G REnE
theron | ®ERH5, DA A /RN N
FTY R DM EIET SE S

ATHEMEASE 2 BT
W5,
VF LA |V F Y ARAOMER | KFOBIBT 5T
BEEY F UL | RHEIRT D LOWE | R AX STV Uk
WHDHOT, VF U | EmEERICLD,
LB > F 2 A | 2 AL S o FE A 0 B B
FTHARLEET S WA L, i
L. HE A3 < 72 % AT RE M

ARRLEH—|2 b bLFg—po|PELOATNS,

b fE % R T 5 L o
WMERDHDLDOT, A
FRLFESF— o
BEAGT 50 Lk
HIH Il

11. BI4ER

WORIWERBH HoD 2L RbDDT, BEET7ITIT,
RO SN AT G2 Pk 3 5 7 LB R 0L E 1T

5z &,

1.1 EXLEIER
1.1 Yavy BEERR). PFI43F%F— BELRH)

PR IR, MR R, @TE RIE BB DA, AL, HE
FIE, BRZEN D LG AIIEEEEZFIE L, e
BEITHOZ L,

11.1.2 AUBEE GEEAY) ., 7 0—EERE GEER)
BMEBRE, x 7 —BEERSEOBHKERER D DD Z
ERHBLDOT, BUN- 27 LT F=o0 L5, ZHR, FE,
EHER, KEAMESZORENBD SNIGEIIT &L 2 Ik
L. WY@ E1TS 2 &, [8. 2]

11.1.3 FFSRERESE (B 1))

YA, AST RS-, ALT ESH-. Al-PLEF. v -GIPLERHLDOID
ZENRDH D, (8.2

11.1.4 HEERS (0. 1% KR . IMa - KBBES (BERH).
HimEXES (B RH)
WALETE S R OVNG - KIBIES: (ML a2t 2203 b
%), HIPERBRENH SN Z ENnH D,

11.1.5 \EEHERAE (BEAH) . amEkEd (0. 1% AW . f/dh
B HEEARY) [8.22H]

11.1.6 REIEBAERE (Stevens-JohnsonfEMRE) (HETR
o)

11.1.] AhtEm (FHEALY) . BEFRMEEm (HE )
(8. 2&1R]

1.7 TDOHDEIER

R VEH FEBUH L
0. 1% B

0.1%~1%

B, B,
WA,/ 7 5T R
RN N
g2, BNk,
L, BRI,
SR . MR M

(RN | AT
., EmR. N

M

IR, OFEV, B
i, LOWL (%)

FERARRE R

IEHOIE BT, K% B, % 5% SRR R

JilIRY:7 ~E T B U H ifi.
oo~~~ MO
Uy MEK T,
AR BRI D | 4F

FEERHE N

i/ NREE N
Bt hn

ALT E 5, AST k
H.Al-PLE.
vy -GTP_L 5

BUN |5 mHr vrF=>

EF. MR

Rk, PERAE.
PERIEE, FEE

ETY ., H
VS

Z Ofth, N

1E) FEBUHE 3R OFE R & B e,

14 BRLDZEE

14,1 FFIZFBEOEE
PTPELEE D IANIPTP Y — M B H U CIRAT 2 & 9 HeiEd
HZ L, PTPY— R ORRMRIC L 0 . A T AS A i R s~
AL, BRI Z B Z U CHERRIR 25 0 BEEE 7o A OHE & R 5
THZERDH D,

15. ZDDEE

15. 1 EREREAICE D < 18R

AT v A FYEHAERA 2 EYRRE ST s efhicisn
T, —MH2RRIERRBD ST L DRENRH BV,

16. ZEYE)RE

16. 1 mMeEBE

16. 1.1 BE%S
RN BF6fIc L F 7 e 7 = 80mgh BEI A # 5 L
FER . RZALR D M T TEeC EF L, 5591, 28
R Il (5.00pu g/mL) ICEEL., Z0% A8 (Tipafl
0. 9], Ti/2 B FIOMER]) TIET LY,

#16-1 H[ER O & 5% Oy R T A —#F

Tmax Cmax T2 Tis2 B AUC
(hr) (u g/mL) (hr) (hr) (ug*hr/nL)
1.17 5.00 0.87 9.08 12.77
+0.49 +1.65 +0. 36 +6.79 +1.56
CEEIE IR 7, n=6)
16. 1.7 REKRE

BEFERABTF6FIICY L N7 a7 = &2 1[E100mg 7H B E#

5 (18 BIXF A R Ic1mE S, 2~68 B i1 A 3[E# 5,

THHITMEAE T, §lEEE) LR, EREEIRD LTy

7211\9)0

1) AFIOAGR S AEZ1EIS0mg, 1H3[E, EHADEAX
1[E180~160mg T 5.



16. 1. 3 EFRRISHERER

P RT a7 5E80mg [FR) &Y L b E80%E 7 v A A —

N=EIZXL Y ZENEhIEE (P -7 e 7=t LT80mg) fi

%WA%+;ﬁﬁ$l%DE5LTm R AR L 2 I E
L., Bon7=EYpHhRE T A —% (AUC, Cmax) (22 T90%

1uﬁtfﬁ& CCHEFHRNT 24T o 7o fE R, 1og (0. 8) ~1log (1. 25)
OFPFHNTH Y . WH OEMERISEIEDSHR S 10,

#16-2 @ T XA —X

HTE/NT A —H BEIINT A —H

AUCo-24 Cmax Tmax T1/2

(pghr/oL) | (ug/mL) (hr) (hr)

P hTa T | 13,77 5. 69 0.87 2.40
80mg 74 +3.75 +1.23 | £0.17 | +1.13

. e 13.75 5. 48 0.97 2.47

Y b b 8o +£2.73 | +1.33 | +£0.32 | *£1.04
(Mean=S.D., n=10)

(ug/mL)

8 r

—0— YL TAT U EE80mel FHE)
—-O-—- YL hUEE80

Mean=S.D., n=10

FREECHI O 7S G BB

O

15 18 24 24

0 3 6 9
5% OB
XK16-1 MAEHHFIL T a7 = B
M3 TP FE Y ONTAUC, CmaxE D35 X —Z 1%, W ok

12

i DR RE K -
o
16. 2 IR
A F6HII L N7 r 7 = 80mga BER O %5 LT-
FER, WIERIT82% UL b L HEER &S ),
16.3 9%
T b, UHE, A XKV oM, Y- e T o
U &E3ug/mLE X80 ug/mLORE THM L TIIHE AR E R
ZROIAER, WTNORER L ONRE T IMEEAKER (in
vitro) 1X98%LL FCdh-7-0,
16.5 HEittt
faEFERR N B 6 FIC YL N e 7 = L 80mg & HLEIRR M 5 L7
FER. B G 24RF AN 5 EORIS2% R FIC i X, %
ORI IREEDOTBEERTH =Y, [7. 28]

17. BRFR AR
17.1 AHERVRLSMEIZEY SR

17. 1.1 ERNERKHRER

IWT%M%ML T B R & & T i R BR Cah R
EAT DI RSENL, 3926 (—AXERARIABATOL0], — B Mk
BR600051) DEKEREOMEITRD LB Y THHIH)

F17-1 EEPREGE O3

IRE S5 DB Ko TR 2 ATHEME &

iy 5. BER (%)

s %j N ki ey ey
BV v~F | 240 | ~52i | 90/334(26.9) | 183/334(54.8)
LIVERASNE | 240 438 | 144/228(63.2) | 193/228 (84. 6)
i i 240 2i# | 120/168(71.4) | 147/168(87. 5)
JRBAME S | 240 2 | 71/120(59.2) | 93/120(77.5)
SURBUREMERE | 240 2i | 81/118(68.6) | 101/118(85.6)
Filith - SMEH | 240 7TH | 173/210(82.4) | 202/210(96. 2)
Pethif% 160 | MEA | 195/214(91.1) * | 210/214(98. 1) **

kAMLLE ok kAL

18. X
18.1 {EFF
T I7% RUBEIRICBIT AV 7 ot 7 —BHEIC
TURR T T D AR T A 2 &Tﬁf&@f*f@
HAEdHobd, £z, AMEKEEMGEIEREOT A VY — Al
SRAEBEMHIE S O [ BRI E R ECER b HRIEEH O —
BEIFIZ > TWB B D & E X 51536038
18.2 7OR2 5500 & MEER
FRINENCRIESSIC DD Db D T a AR 75 DA
B EBRIMEI L (in vitro), 7 v NEMkO TR 2% 7 Z
VU VEABIIHEERIZA R A XL DL, RE T R A
B 7T D R OIH ST T o 7239,
18.3 $E7E1ER
W7 A v 7k (U A, Ty ), 77 VF=VENEE
(Zy M), FvEAL-EY v MNE(Tv ) ROT Par b
B (7> F) OFMERET VICx L CTEBIEMAERL
oo FFIZT T VRN X DIERISICH LTI, A R AKX
DA Ay =0 R L/ A =R i/ il NU N 7 AV NN, o N
07z, A7xFAEE, aXxYy S a v NI UALD G
HI3fE~28F DIV R 7R L7239 100
18. 4 fsesiE e

BT =R (T > b)) mEEEEITTHE (T b))%

SARALBE (BEE Y b)), 2/%/AV/%&(7/F%CW
ERBERETN (T ) ROT LA —HEKFERETT IV

(T v ) ZEoabk, ﬁ%\&&vlfgr}‘@%\@izﬁ%TW bSO
THRIEERZ R LT,
T, BHEY U~ T ORHE
TV (T » b)) 1T U TR R D3R

lgﬁﬁﬂﬁlﬁféﬂm+mﬂﬁ

cYPILhFr T (Zaltoprofen)

: (2RS)-2-(10-0x0-10, 11-dihydrodibenzo[b, £]
thiepin—2-y1) propanoic acid

G : Ci7H1403S

1 298. 36

D B~ OO X TEREOm R TS B,
TERMATETROTL, AF AT F ) —L
(99. B IZRREITRT <L KITIZ&E A LB TR0,
AT L > TR T RT 5,
7 b VIR (1-10) I EZ R S 7220,

(b= 0

EETNTHDHT Vay MEFIR
15D B 41, 7236) 40)~4z)

RO A SRS
fi A

2. A%
1008 [108E (PTP) X< 10]
10008E [10&E (PTP) X 100]

23. EETHK
) BEALETFR, M FEELEIREE. 1990 ; 18 : 3843-3863
) TTERRE—, il JSAHZEFER. 1994 ; 48 @ 289-296

) VEBriE fh o BEERL LR 1995 ; 23 : 1477-1487
) L. L. F. et al. : Rheumatology.

: 1356~139C

N

Mendonca, 2000 ; 39 :
880-882
Akil, M. et al.
Smith, G. et al.
Calmels, C.
167-168
Yo RFa, i« JEEL & VR, 1992 ; 20 : 2167-2174
@&, VU r~F. 1992 ; 32 : 12-18
Xa—U U AT ¢ ARASHALNE R -
P s T e T o 5E80mg TR DAY RR RS MR R
BT A&k
I M SEH L TR

: Br J Rheumatol. 1996 ; 35 : 76-78
: Br J Rheumatol. 1996 ; 35 : 458-462
et al. : Rev Rhum. [Engl Ed.] 1999 ; 66 :

1991 ; 19 : 557-569

=]
i



12) AEE., fth: EF L 1991 ; 25 : 527-544

13) E{BAGE, fh : 3KPR L 959, 1991 ;19 : 571-583
14) AEE. fh: B LI 1991 ; 25 : 545-561

15) AAGroig, fi . HRSEFRE. 1991 ;5 10 : 101-118
16) HIRIET-, fl : FEEL L JEHE. 1990 ; 18 : 4925-4943

17) /AR ERE, fil 0 3EFR 2759, 1990 ; 18 : 4945-4962

18) HHIBAF., fL: V~F. 1991 ; 31 : 127-138
19) FEE, fh: Vo<, 1991 ;31 :112-126
20) FARFET. L HEPE & yAHE. 1991 ; 19 : 585-610

21) /MR ELIE, fth o SEBR L VA, 1991 ;19 @ 1545-1565

22) AiGruig, fl ;o ERSEMERE. 1991 ; 10 @ 169-184
23) /MAFEEME, fll: UV <. 1991 ; 31 : 230-246
24) BEEUE. fth : 2 L HEE. 1990 ; 27 : 1613-1639
25) ML, Ml R L HEE. 1991 ; 28 : 6375

26) TP fth 2R & B 1990 ; 27 : 2317-2330
27) /NEF- i B LR, 1991 ; 28 1 77-95

28) FEFNAT. ML IR L BTEE. 1990 ; 27 ¢ 2297-2315
29) JEHZERR, f: IEBE LR, 1991 ; 19 : 10331046
30) BEATEE—. fth : B2 L BT 1990 ; 27 : 2279-2295
31) B, fth: B EHEK. 1991 ; 28 : 3748

32) JRUHAETT, fth : 2 & HrEE. 1990 ; 27 : 1577-1611
33) HHEH—, fth: BIREHIL. 1990 ; 27 : 2331-2347
34) EEPIAME, fth : IR & HTIR. 1990 ; 27 1 1799-1824
35) KEFFIAE, fth : R & HTIR. 1990 ; 27 : 1825-1836
36) EEPEE. fh : JLEEEEEER. 1991 ; 25 : 153-160

37) KHFSE fh . BIEPEZE. 1991 ; 97 : 23-30

38) {HH . fh : Res Commun Chem Pathol Pharmacol.

70 : 131-142
39) EHEPEE, fh : SKEE L. 1993 ; 21 : 2121-2129
40) FHEPHE, fth o FLEE & EREE. 1991 ; 25 : 135-152

41) #ERAE. M : Arzneim—Forsch/Drug Res. 1986 ; 36 : 1801-

1805
42) KHASE, fth 0 &RAE. 1990 ; 10 : 405-409

U XERERUVBELNEDEE
Fa—U U AT o ARSI
T920-0017 AR TTFHILET T T 2872 11
TEL 0120-960189
FAX 0120-189099

6. HERTEEF
26. 1 BLEMRFET
Xa—U U AT 1 AHARAE

& ILIR P B T - 8852 Hi
26.2 BRFETT

AR 2

SR TR B F S5 DU T H 67

&R T

FI-VIJUAFLIAHKEH

ELUERmHEMmAKSSS HFH
R 3T T
BMERERART

RRBFAAXHEER ST BOE N

bl

1.1

2306A



