*
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20238 HEET (BE1hR)

FEATOA PSR - THRA

8

B EEERI HES

871149

HAEES YL ru7zz i

B & SEREF
BN : 34

HIL-2JOJ x 2% 80menn)

ZALTOPROFEN TABLETS

R
HR e B dA

22500AMX00520
200447H

2. 22 (ROEBBICFHESLENTE)

21 HitEBo» 2 BE HtHEE2ELLSE5
ZENDHB.] [9.1.2808]

22 BERMBOREOH 5BE [MKOREL2SH
WCELEEEBENH 5]

23 HELHREREDH S EE [9.3.121H]

2.4 BEELBHREREDD SBE [0.2.13H]

25 BEELROMEBER 2D D 5 BE [DEERLE2SS
ICELESEEBENDDH 5]

2.6 REIOBS 23t LBEIED BERED » 2 B

27 7ACY VIgE GERT oA FHEAEBAIZEIC
KOFEHKSINIHEFRE) XEZ0BEROD S
BE MEREZFERSEIBTIADD 5]

3. #HRY - R

3.1 #8mk
WR7E4 P hFa 7z »4E80mg YD)
BRI 1884, YLk Fu 7z >80mg

MR, FYyEOIIFUS Y, BLuo—R, &
KA., e FuFyFubiltiio—2, HILR
o—ACa. A7 7Y Y#HMg, RJYILR—-180, k&
Jaxa—A, BtF¥ . FLT. ALFNay

A

3.2 SFHIDMIX

WR7E4 FIU a7z 5E80mg [YD]
R - FIE BHEDOT 4 VLI —F 4 ¥ 78
[=XE #7mm
B #93.5mm
HE 150mg
BAa—F YD662

4. FEEXIFZHR
OTERBL T ICIEIRDEK - 575
BETY OV F. EREREE. ERE. RREERN.
SR= BefE (R EE
OFifitg. SHSRAT (CIREEDHENK - 57

6. FiERUAE
WBHE. RAICYIL 707 2 U 1E80mg. 1 H3EEOH
595,
HROBAIR. 1E80~160mg %R %5T 5,

7. HERURAEICRETY 38

7.1 thOHREFRAIE OHFRILED 5 2 EAHEE L

7.2 EiwE ITHRE T 5 BRI AHLEHEREEE ORE 2 BIE
Lo, BEEHERKS S (PIE1E15EIH2ME) »
XIIRES 272 ELBRBROMEAICE EH2 LS HE
K595 L. RERMPEAKAEIEL T,
FEULCEEL» PRSI NS, ElE IR, mEET L
TIVHBELLTAHIENEL, BRELETLTL
HTEHBHD. RUMFREFRHRT 2BENFH 5.
[16.5%8]

8. EELGEARNIEE

8.1 THASEANC K 276 LR EEE T S HEEETH
HZLICEETSHI &,

8.2 BHEER (B v ~F. BRMHEEES) 8 LAA
PRHWAEEICIE, ROFIEZEET S &,
s B S92 58 ICISEANICIRRE. RRE R O
HWREREE 2752 &, [11.1.2, 11.1.3, 11.1.5,
11.1.7% 8]
- BYPEEDNOBELERT S &,

8.3 2MEBICH LAFI ZHWVAEAICIE, ROFIFEL2EZE
IT5ZE,
BRI, BRERURAOEEZEZEL. #5952
Eo

JFEIE LTREIREZ#ITA 2 &,

JHBREESDNEINZITO &,

9 JENEEZEITHEHEICEAT IR

9.1 BIHIE - MEEEDH D EE

9.1.1 JHLEBBDEIEEDH 3 EE
HtEBE2BERSEHI DD 5,

9.1.2 R 0O4 FEEREBRIORIRSICKSHLEE
BDHZEET. FHORBRSHUHETHY . hD
SYTOR M=IVICKBEBEDITHNTNRES
KE| 21 59 2B, ToRBEBEL, H
BICRET AL, IVFORM—LIRIERTOAL R
HEERERBANC X A CEbEEE 238 - shER e
LTWaA, IV 7O M—IUIZK3IBBICETEZ
RIHEEEEL D 5. [2.12]

9.1.3 MRDEENFZDEIEEDH 2 EE (EELMMARD
EEDHZIEEZERL)

MERDORE BN IFRSEL2BENNH 5.

9.1.4 MEREBEEDH D EE (BEELIMERETEDH D EE
zZkR<)

DEEEREZBLSE2BENDDH 5,

9.1.5 [EXHENHDEE (FALEY VIHEXRIFZDEEFE
BED&H2EEERL)
MEREZFHRSIERBEINDID 5,

9.1.6 EBMXBERDESE

FERZE(LS B EBENNH 5.

J0—ViRDES

SERZ2ESEEBENDSH S,

9.1.8 BPEESHULTVIEE
DBEICS CCHEY) 2 ER 2 M L. BEE2 2147
WHEEBEICRET A&, BYEEEZ AREME LT BN
BH5.

9.2 BiEEEEEEE

9.2.1 EEILBREEEENHZEH
BELEVWIE, BREREZSSICELsESB%
b5, [2.420]

9.2.2 BIEEEEEN (G ZDREREDH S EE (EELTERKEE
EEDH3EEZRL)
BEHEREEZELNIIERSELI BTN D 5,

9.3 FrgEEEEEE

9.3.1 EERITHEEEEDH D EE
BELEVWIE, FREREZSSICELsESB%
nN¥H 5. [2.320]

9.3.2 FHEEEEEN (FZ DEIEEDH S BE (EEIFHEE

[007BLj004

9.1.7




BEDH3EEZRL)
FHERERE 2 B(L X IIER S5 BZNMEH 5.

9.5 HiF

9.5.1 BN IFEIRL T WS OlREED & S
WEEORWEESEREE LR KIS BEIC
DHEETHZ L, HETHEICIE. DER/NRICE
EY., BEFKEZHRBI I EEEIKRET S L,
YruFFT A —YEER (RO &H7) Z2iiE
WHERAL. RROBHERERVCRERD. ZhicE
IHEKBDESRE L LEOREND 5. HIERKHO
Ty MIEELLERT. BEOEBIRENHEISHRE S
nctna,

9.6 {Z3.I%
BWELOBERERUBARBOEREEZZRE L. BAO
e xh k2T 52 &, BIMER (Sv ) TA
HHRICBITT 32 EPMESh TS,

9.7 INR
BWEHORBUCKICER L. DER/NROMRICE S
B YEEICERETAHI L, NEEENRE LZEKRR

BRIZEM L T,

10. {8B{EH

10.2 #HEER (HAICERTS L)

HHI 2% FERER - BE S E WP - falgER T
—a—F/0rR |\ EREFEHKTLHIEL | 2 —F /0 RAEAIZ
HLEEA] BHH50T, AE%E | PHREZEROMHIHEEED

IXYYUE TR ERET |HEThby-T 3 Bk
5Tk, (GABA) DOZBEANDIE
GEHETAHLICLDE
WEFEHT B, KFIIZFD
PHEEHZE®RT 5 EE 2

5NTWn32,

<V RGN | FURILERA 2188 | AFlO e MIB T S IMEE

Al 2BENDH L0 |HAEER (in vitro) &
TLVT 7Y rHh| T FARERETS | 99%L LEmL, MEEA
DR/ REFETLHI L, | BEROBVEREOHT

VRS VR | MR TR % g | B & MR QBRI O

R T TrBEhAH o | WENLRTILDEZR
LTI RS | T, FREBEESTE | ONTVREY.

BEFETHE,

F7YRRHRA | F7 Y RRFRANO | KR TRy 750V
troszooF (fEHZEET2E0 | EERMEIERICED.
7Y RE WEPDH B K- EHOHR R E TS &

HHERBENZEZ O TV
3,
U F 7 L EH| UF 7 LBEIOER | ARIOBICB IS a2y
REE) F 7 L IR B EOME | 752V U AEARINEIER
DHHOT. VFY | ICED. THS5OEADE
LBF O FREFES | PRt AED L. g Es
THREFRTAHZ | EL RHREENIEZON
Eo TWad,
ARPLFEF—F [ AR PLFHF—+O
ER % 8T 5 & D
WENDHHDT. A
FRLFEY— DM
BEHATIEEE
B9s2&,

11. BIfER

ROBWERAN S 5bNZZENHHDT, BEZTTIC
T, BEPRD SNIHEICRBEKRE2PIET 5% 88
B ZTS T Lo
11.1 EXFEIEA
M1 vavg BEEARH). PFI745FY— BHER
)
FRORREE, MEET. Wit EE B2 20H, £
W, HHFE, SREENH 5 bNEAIREE
ik L. BEYZAEZTS &

11.1.2 2UBEE BEEAH). 270—EEREE GEEAR
2))
ANBERE, 27U —VYERBSOBHRERESD S
bbb EFHHDT. BUN: M7 LT7F=2D
kR, ZR. BE. EAR. BEAIESOREHIR
O ENGEICEBREG2HRIEL., #BYRLEBZTSZ
L. [8.2%0R]

11.1.3 FFHaEREE (BHEARH)
#E. ASTER. ALTEH. AI-PER. v-GTPLA
BHOLNBZENHDH, [8.25R]

11.1.4 B{EHEE (0.1%KH) . &« XKIBEE (HEER
BH). HIMEXEER EEARRH)
HLHEEE R O/NMG - KIGEE (B> 2
ENHB) HIMERBRSHSDONEZEDDH S,

11.1.5 |BERBRAE GGHEAR). BMmEGEY (0.1%FK5H) .
MUVRRS GEEAREH) [8.25R]

11.1.6 BEBFSIRERE(REE (Stevens-JohnsonfE(REY) (BEFE
AHH)

MA7BMEEN FEEAH). BETREENN BEER
BH) [8.2%MR]

11.2 Z0fthDEIER
0.1%~1%
BAME. B,
ME& D& R
TH . BER.
o ir. ORWAK.
Eh. BERAR.

BEE . WE

0.1%k i

fERL . REER A W
& ER. 8

SR

HLER

FERER N
9
()

O F WV,
Lo h

BHEE HE. RE E. 5% FERBBUE

i3 ANEZ O VR | M/MIEM. B
DN < b 7| mEREEDN
)y MMEKT.
ARIMBRBE A 4
EEERIEIN

JiF gt ALTEH. AST
ER. AI-PER.
v-GTP LR

i BUN_ER merLryF=

v kR MR

Z0ft HiE BRI, PERE.

PRERFRE  FEE

13TH. SR

F) FBUREERAREREOBR & T,

14. BRALDER

14.1 FAIZMEFOER
PTPREQEAZPTP Y — F» 5D H L TRAT %
KBTS, PTPY— MOBMICED ., BLHE
A REREBEATIA L, BITIZEL2 B 2 L THERR
REOBEELAMERHET LI EN DS,

15. ZDfthDER

15.1 RRERICED &R
JEAT A FEEKAEREA 2 RAMKRESE S TwL ol
KBWT, —RNZAEPRDONIEOREN D

16. FWENE
16.1 M-RE

16.1.1 BElgS
BERABTOHICYIL ~ 707 > 80mg % BEE
%5 LR, REMAEOMIEFEEIES»ICE
FU. #E5H128 % ICREME (5.00ug/mL) (23
L. ZOBTAEME (t12af90.985/. t1/2 6 FI9E)
TETFLRY,

[007BLj004



Tmax Cmax tiza t12B8 AUC
(hr) (ug/mL) (hr) (hr) (ug + hr/mL)

1.17£0.49| 5.00+1.65 |0.87£0.36|9.08£6.79| 12.77£1.56

(PofE + MR, n=6)

16.1.2 RiEKS
BEBMABTFOHICYIL N a7 2 %1 [E100mg 7
HERERSS (1HEB AL RMZICIEES, 2
~6HEIZ1H3E®S., 7THHIZEE T, B1EKE)
L7-fER. ERBEERD ST,

F) AROERSN-AEIZ1ESOmg. 1H3E. EHOHAIX1ESO

~160mgTH 5.

16.1.3 &EYRHIEIE M ER
YU bFu7x 5E80mg [YD] &V L+ r§E80%
TJURF—=N=FEIZLKDZNZNh1E (FL T
7 x>&1LT80mg). BEMAE 22 IR
BOBE L CmFERREFBEELZRE L, 61
T-HEYERE/IST X —% (AUC. Cmax) iZ2OWVTH
SHENT 21T - 7R MAIOEYZNESE SR S

n7-10,
HIEIRT A —% BENRTA—F
AUCo-12 Cmax Tmax t1/2
(ug-hr/mL) | (ug/mL) (hr) (hr)
U2 v B
+ + + +
> §#80mg[ YD 10.6+£3.2 441x1.73 |1.6£0.9|1.5£0.5
AR NV 3210) 10.5+2.1 439+1.26 |1.7£1.1 |1.5£0.5
(PHE+FHERZE, n=22)
(ng/mL)
3 L

——F)L ~ a7z EE80mgl YD)
s L b U$E80
(FHafE £ EHERZE, n=22)

e
N

—

# 5%k (hr)

MY OICAUC, Cmaxn 85 X — %13, #ERE OBEIR. Ko
PREXEIE - RS ORBRMEIC K > TREDREMES D 5.

16.2 ORUN
RERABTF6FICTIL 7 a7 = >80mg% BmiE N
BELURER, TUNRIZE2%LL L& R E NI,

16.3 510
T b, THF, A XK boMmiFic, MC-HIL b
a7 x> %3 pug/mLE XU30 ug/mLOEE TR
LTMEEAREREZRDZER. WTholEB X U0E
ETHLMEEAKAER (in vitro) 1398%L ETH -
72D,

16.5 HEtt
BERAB TR b a7 x> 80mg% BEliEO
BE LR, BE24RBHUNICEESRBDN82% MK
Rzt . 2O RS IEIRELFEOEEERTH >
728, [7.25H8]

17. BRRRGE

17.1 B RURLEICET 3R

17.1.1 BAEEREER
BN TEMS Nz, ZEEMRLERERZ & CHBRRR
THRHEPTDONIAER L3926 (— MR
792f], —EEWHHERO600M]) R DOME IR
DEBYTHBHI3,

B5E WHE (%)
% g5 R
PR (mg/H) i bl PR
[EKE] N 90/334 183/334
UyeF 240 ~524 (26.9) (54.8)
EitE - 144/228 193/228
g | 20 4 (63.2) (84.6)
. 120/168 147/168
BRE | 240 | 28 (71.4) (87.5)
T8 RA & . 71/120 93/120
mmsz | 2P0 2l (59.2) (77.5)
KEy=tiint N 81/118 101/118
wiepe | 2% 2l (68.6) (85.6)
Fili% - 173/210 202/210
s | 2% 7H (82.4) (96.2)
g 195/214 210/214
it 160 G 91.1) * (98.1) **
*BALLE
* % PRER L
18. EXNEIE
18.1 {EAE

7IF FUVBRERICBI R V70t rr—YiHE
kD ary rsy Y EEREIEIT S & THERB
BORKEEHAZH 5b T, Fo. AMBREEMHIEH
BT AV — L EEFRERENHIVE % o 3 BRI EZ
ELERBMREERAO—BFIZ > TVWEHDEER
67}1636%42)0

18.2 ORI IS VI VESRINHIVER
BIRNICKIERIGICO D BMa» 50 Taxy 75
DR EBRIMEIL (in vitro). T v FEEKD
TURY T5 Y VEGERMEERIZA > Xy &
DL Rb7Fuzxy 750 Y v RttoMEl b gE T
& - 7230),

18.3 $BIE1ER
HRS A YV 7% (TR, Iy M), 799F=08
EE (SY ). SYFL-tYy  NE (F5v ) BT
YanNy hEENE (Tv b)) OFBERETLICHLT
BERIEAZR Uiz, BICT S V9F I AERRIGIC
MNLTRE AV ERXFY Y, S5 ) Fuarzy, Y7ua
TJxFT7FNITL, FhTudzy, X7 S L8,
00Xy 7u7zrF M) AKD HH3E~28E DR
SR ZE IR U 7239:40),

18.4 HINAEIER
HSFZVRERE (S b)), MESAETE (5 v
B) BOMEAIHE (ELEY ). Ty brRL Yy MK
(v b). CMCZERBRETL (5v ) RUT L
LF—HUEREBRXETI (T ) SZoatk,. 5AaEtR
VEBEORBAIEETIICB W THAEERAZR L.
T EHU Y FOREETILTH STV 2N NE
HRETIL (Tv ) T LTHBIRSRD SN
f: 36),40)~42) o

19. BRI ICET ZEBLFHAR
—fRHRHG YL b7 a7 = (Zaltoprofen)

it % % :(2RS)-2-(10-Ox0-10,11-
dihydrodibenzo[b,f]thiepin-2-yl)
propanoic acid

3 F X Ci7H1403S

T T 2 :298.36

T R A~ EHEEOBRXIIHREEOMRTH
%o

TP VIBIRI XY LN
87— (99.5) IZRRBIFRT <. KiC
FEAEWET RV,

HAT K> TRZIDET %o

T bR (1-10) BBtz RS %
W,

[007BLj004
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39)
40)
41)

42)

24,

fesEE=

. B8R

100%2 [10%¢ (PTP) x10]

. EEHR

FEARETFR fth: FHEIHE. 1990 ; 18 : 3843-3863
I E—  fth o JSFZER. 1994 ; 48 : 289-296
fREFRE  fih © SEFEEIRYE. 19955 23 1 1477-1487
Mendonca, L. L. F. et al. : Rheumatology. 2000 ;
39 : 880-882
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FEY fth: ZEEHFE. 1991 ;28 1 37-48
JREAEST fth : 2 EHFE. 1990 ; 27 1 1577-1611
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FEERE fth  BREE SR, 1991 5 25: 135-152
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26. HERTTEEF
26.1 BHEHRSTT

‘// ttad PRER

ERELMEPIIMEI6978E1m8S

26.2 BR5ET

9 -
stppE - R aLt
RRER/NXLET1-4-4
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