Ry

ﬂ&w'

k2024410 H GT (35310
*20234E11 A 3T

Bk SRIRGRLF
HEER : 54F

005
BAREBRHRES
871141

$E9E - HZX - REAE
A7z LEEATEIL

ihF=Ibn7tn 250mg

®
PONTAL CAPSULES
[ &@Z&ES | 1410002701658 |
| BREBAse | 1966FTH |
ZHREST R R O &

2. B2 (ROBHEICEHRSLAENI L)

2.1 LR O 5 8FE [ARIOBE#ERL T r A4 75 v
DUESEIHNC LY HomFERS D U, RS & B
SHLHZERH D] [9.1.251]

2.2 EERMROREOHLEE [TuRry 7T 0 AN
HC X B M/ MRISRER ES O MK R 2 B(L S5 2 03D
5,71 [9.1.32M]]

2.3 HERIFHREREDH HBE [9.3. 12H]

2.4 HELREHEREDHDBE [9.2. 12H]

2.5 HERDEEREDHHBHE [9.1. 58]

2.6 ARAIDORS R VIRE OB D & 5 B

2.7 7AE Y VKRR (JEAT B A FHEMRERAISIC X D a5
TEOFHFR) UIZ OBEEREOH 5 B [RE ZIREA 2K T &
BEREEZBRTHZEBH 5] [9.1. 68H]

2.8 EEAEMEEOERE [(BOTuRE 7500 AEEINH
WED K F N T LAORIFREPRZ Y| FRE, mE LA
TEENNH D] [9.1. 85 ]

2.9 WEICARFNCEL Y THRIZEZ LI2BE [RANCK Lt %
B FHIZEHRT DI ENRL]

2.10 fEHRE O [9.5. 12 HR]

TR OME - SUH
Atk RS (RMERESIR A AL | 775, 2720, FALA2EE T L, 1K
SR ZET)

W BATIE A 7 = Ak & LT, 1[500mg
ZWERT 5, 7ok, Fin, RIS & 0 I

1500mg & BRI & 9% 2 &, Fio, MO S
BT SED ZENEE L,

3. fARK - MK
3.1 8/
HR7e44 R H— )V 7 L 250mg
SN 1 7
AR AJE A7 =) A 250mg
- RE Ry, 27TV U~ 32w A, LK
" AT BTF T VARET R YA
3.2 HEEIDMHAK
LSz
IR 54 7 t 25 s
(mm) (mg)
o B REY]
T [ mread | (ne~pne <
250me %) (RS EES 19,2 5.9
’ AD) L o i@
(E) ) #9420

4. FMEEXITHR
OF Mk B UIMG RO KIER VIEIRDERHE
OTREEDHK. HHE. fBRE

ERERAEE. B, ERMEMIRE. R (FINEDTSR).

BISEER. AREME. DREAR. EF
OTREEDREH - f5F
AMESER (ANSEIREFSISBRLTEREED)

6. AERUVRAE

ZHREST R SR O B

Tlit% K USMER % O 9 0iE o OMERR O R A%
TRLHIE O, B, R

ST BIRE, MORAE, AEGEEESE, 91
s (LA DS HER) 2 By ) | Bl shlede . A |
Pop i SN

A7 =S AL LT, %, ALR500mg, &
D% 6RF[E 32 1[A1250mg 2 /% N #5325, 72

MERF OG- ITRET SED Z ENRHEE LY,

B, i, RIS X0 EEHRT 5, £, %

1.
1.

8.
8.

RZERUVHAEICEET 2R
1 MDA ETRA & OPFHITRET 2 Z EREE LV,
EEREXRMIE

1 IHRBRANC & 2B TFRRE TR OHERETH D Z LI
HMETLZ L,

2 BMERE (BTEREEES) (26 LARIEZHW DA IR, RO

HEEBETDZ L

c RER G925 I QI0E M R, Mg e QTR RERR &S

EITH T &,

- BPFELIAOFIE L BIET 2 2 &,

3 BMERBITH LA Z V258X ROFHEZET D 2 L,

c BMERIE, R, RAORELBELKRGTHIL,
CJRANE L TRB G 2T 2 &,
CREBEER DTN EITO 2 &,

8.

4 BEOKIR TR B, MR RERH PN Z ERHDHDT,
FRZEEE L 9 S/ N R OvE il XATIHFEIR B O BTV T,
BERDOEEOREBIZTHEET D &,

S OEV R HLDOND LN HDHDT, KAIFKEFDEEIC

13 B OIS GR A M O B OBEICERESE D 2 L,

.6 B CEM R MR L, SEERIERE . BERIERIRD . B REIERN A

BHLOLNDZENHHDOT, MIEREZET S 72 EBIEE +0IAT
Hz L, [11.1.2, 11.1. 3]

. BEOERERATIBEICHT IR

9.1 &HHE - IEEZEDHHESE

A HEERBOBREEDH D EE

BEEREIED L0 D,

1.2 ERT A FEERERRORPREICL DHELLEEBZDH S

BET. FXEORPBESBETHY ., HhDOIVYTOR F—)LIT&K
BEMIOATWSEE

AF e G- 2 35A 1CIE, Haoiaa Bl L, EHERICRET S
Zl, VTR MNVIIEAT oA REEEAERRIICE VAT
WM 2 R TR L LTWAR, SV 7r X b=tk 5
TRRICIKPIME 2 RS b H 5, [2. 13 ]

1.3 MBEOREXIZOBREENHZ2EE (EELMBEOEREDH

LBEER)
B S M PR i SR BRI S D BIERI ASE Z 0 o970, [2. 2
Z ]

4 HIMERD %5 EE

M/MRESRERHE K Z 0 | M ER T2 2 L2135 5,

A5 DREEREDHDIBE (EELRULHETEOHLBEERO

DO FESIEMT 2 ook E2 B LS r8En13H D, BHO
TORAE T TV AR LY, EE, FEERRIEE O M
5, [2.52H]



9.1.6 REXWMENHZEE (FAEY VHERITZFOBREEOH D
BEERL)
IRREAE L ST Z 8D D, [2. 18]
9.1.7 SLE (8% T YT F—FTR) DEH
REEZ B SEDLZ 0D D,
9.1.8 EMEENEE (EELEMEENEEZRL)
FREAEL S RBENARH D, [2.85H]
9.1.9 EBMEXBAOESE
REEZ B SEDLZ 0D D,
9.1.10 Y O—VEFEDEE
FREZ B SEIBENLRH D,
9.1.11 REBBEEDHLEE
EEEENE 52 &N 5,
9.1.12 BREEEEHLTLIESE
WENZIR U Tl 22 st Al 2 0P L, BlE %2 0T WEE IR S
T5HZ &, MYEEZ RBME LT 2B8EN0WNH D,
9.2 BHEEEEES
9.2.1 EELBHREREOHLESE
BeH LN &, SEMPEISIENE LIRT L TWD ), AHlD
PEER 3 T, BREREANMEZEZTBZANH D, %
Ton TRRALT T VU ERBRIHENC L EHEENMET T 5720
[EELESEDZENDD, [2.481]
9.2.2 BHHEBEERIZTOBREENHIEE (EELBTHEETDD
SHEEER)
BRI L, EZ RO BIERREEN L Z 52 L 03H 5,
9.3 FFHaEEEERSE
9.3.1 EELITFHEREOHLESE
BH LN &, FERENRE L BT LTS 720, RFIONRH D
o TN, BREREASGA RTINS D, £, T
ORHERPBEE 700, HEEZELIEZE1H 5, [2.35
ey
9.3.2 FHHEEERIZTORERENHIEE (EELTHEEETDDH
SHEEERQ
JFbEEAZ B IIFR ST EBH 5,
9.5 1¥i3
9.5.1 IEIRFRHD LM
BehLignZ &, oERERAZTIRAIICES Lz 2 A, TR
IREERFEREIE (PFC) N E 72 L OHENRH D, MIRKMD T v M
5 U325, RIBOBIREIGE S HE Sh T s Y, [2. 105 ]H]

*£9.5.2 1EiF (BEIRKREALISN) RIFHERL TLOHARERD H S &

IRIR OB RENERMEL LD &l S D 5aIcosE 5T 5
&, BETARICIE, BRER/NRICE ED, FkE, IRIEOBIR
NG % e O T LA ARS8 G- H A B8 L il a3 5 70
CEEICHET AL, vy udx A —PIER ROK, &
F) AT L, BIROBHAERE K R &R, EhicfED
FABMMEPREEZ T2 L OWERDH D, V7 at X s —EHEAS
(EHERZ T 2 A Z4ERP oM IR L, IRIRoBk
BN R E - & OMENRD D,

9.6 2T

1R EOFRMHER ORARBOAREELZE L, SO TH
WLEREFT 5 Z &, SBT3 ST 5,

L1 IR

WROBRIZERTH &,

A TN WITRE D BB K LTI, RIS LTARIZ RS L
Wz &,

c BWEAOFRBUIRHICHER L, LER/NROMERICE EH 573 SHE
T2 &, R - BEHERE N RATH 5,

9.8 SthE

WROBRIZERTH &,

D ENLEEERGT A7 ENER/NROMERIC L EOBFORE
FEE LN OHEEICKRET S L, BWERAND Hbnodn,
RHIEE LA, B OuEE g nnd Sbhd Z Enb 5,
[11.1. 25 8]
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10. #EEA
10.2 ffREE HRICEET S L)
EE BRPRAENR - it ik BT - b T
=) >Rk BUBMAEM 2 38T 5 2 & | Ko X 5 RBF A% 2 i
TAT Y B D DT L, LESD | 5.

RIS L,

< in vitrolZHB\W\ T, ARHFIN
UNT 7V ETNT IV
Fl A AL & BB X
WHEDFEET LT 7 U B
BN 5 &L OWMERD D,
KRB DTRRE T TV
A R IAE S 0 sl
AREEEE DM S, MR
REMETT %,
AROT AL T TV
A A BRI &0 ik
EREEREEAE Z 0 | il
BZ0RT< 725,

HiXalK - PHLEA
= RN by LR
IKFn s

i ot 2R S8 5
BENDH D,

Ui AR /E A 2 B3R5 25 72
LEZBND,

DSV
REED F 0 A

M) F o AREE BAE
U FrahEEREI S
ERbosroThLHOY FY
LWECER L, RERBN
ERT 5 2 &y

AANIDOFIZBITDH T mAH
7T vV A A EIE A
kY REEY F 7 AOFHE
AN U, i P RS-
ThHlEHEZEZLND,

F7 Y RRFURA
b RaszuanF7 Y K

FR - BEEVER 28559 5%
b5,

AKEIOFIZHT DT 1 AH
7T v A RAIE R
kYK F Y a8
Meazmb> S e LBz
HbNb,

R FE74]
ACEBH A,
TUUET UV N EE

IRIE AN

MeEMEM 235 2 B2 h
N %,

ARl DT AETT D
DAEGHIHEIERC LY | F
FEVE 08095 & 5 Wl ReE
B b,

Tz T LS E sk Th
N5,

KR DT aRET TP
DEGHIHIERIC LD | B
MEENME T 5720 L E
Z b,

1. BlEA

ROBWERRH LDOND ZERHDHDT, BEEH3ITITV, B
DRRBD HNIGENTHE G 2T 57 SR AE Z1T5 2 &,

1.1 EXGENER

11 Yavy EERP). 7HI74 7% — (FHERP)
Yav s, TF7 4 7% — (KSR, BT, WREEZE, RN
UM LO%URR, IRIE, TR ZEZ T ENH D,

11.1.2 FoteEm BFERP) . RERBRE (BERH)

B O R i, MEERERE . FERIERB D N H Hbhd Z &
N b, [8.6, 9.85H]
11.1.3 BHMERTE (EHERH)

(8.6 ]

11.1.4 hEMREERERE (Toxic Epidermal Necrolysis : TEN)
(HETRH) . RIEMIEEMEIREE (Stevens-JohnsonfEI&EE) (HER

)

11.1.5 [EBEE BERH). 27 0—EERE HERY) . ME

HEX HERH)

ZIR, MR, JREA, BINES, 7 L7F=v kR, @mh) v A
MAE, KT V7 X v MAES ORI A & & bl E I ITE H I
Bl U, EURAEETTH Z L,
11.1.6 SHEMEER (BERP) . Kk (BEERE)

VAL, K2, mhif, Tif, fESOEE i S il

HZEWDD,

1117 BUERF2 GHEEARD) . AFHRERRE ORI, #E (HETR

)

BIFEATZ6 . AST, ALT, ALP, v —GTPZ: D2 L\ 5% 1 5 ATHERERE 2=
BIHENH HOND Z ENH 5,

REZE, i A R

ENBH DY,

#11.1.8 DEEE (HETH) . RIOERE (BERH)
FOLMERMEEREFER R H b D Z




11.2 ZDDEIER bk LR (%)
0. 1~1. BA” 0. 104" MR Fifitk %A 1,825/2,071 (88.1)
i M/ NRR O PESEBER . il SME 204/230 (88.7)
ANBBEREIR T (HH B E] B 164/214 (76.6)
DIER) | MDY, 1 :
k% R 361/447 (80.8)
X i %75 R, %59 s, EERS i 332/389 (85.3)
R P S 319/440 (72.5)
= St AST - H- ALT L5 S R SPESE 46/53 (86.8)
ALP E5.. IFRESE A 1 39/48 (81.3)
LA TR, RS, | 0B, LRI 57 Sy 41/52 (78.8)
ARG, B MBIk W 433/487 (88.9)
EREN L NN N
— = o & ~ ~ e
WHHER | B DEO, B 8 e 17.1.2 FRRLEET (19944298) B, AR (HofI% &E) OBEKREB
oy 1T, “EEREERBRZEOENLTRICBW T, S ERERE
Z DA, VT FEEN

a) FHEEIZA 7 = LB TR BFIOTRGRE b E T,
b) #hHEFIETHZ &,

12. BBERBERRICRIFTEE
A7 FTFAMIEDRE Y NLE U BE TIAEEEL 2T 50T,
OBEEERITH Z &Y,

13. BERS
13.1 fERK
kg, QEEREEREARESLTVD
*13.2 WE
TEMER OB A9 72 & FERICE U Tl ui@E@ 42175 2 &, A
7 = F LRI MR PSSR B T2 MIREHTIEA TR,

14, EALOEE

141 EZFIBSHOZE
BEIEZ LRETS L, RIEEREZREZTIENRHHLOT, £
DOKTIRAEE, HICREERMORAEIIIEESELZ L,

14.2 FERIXfFEFOEER
PTPEZEDFEANIPTP Y — L H 0 H L TIRAT 2 X o452
L, PTPY — b ORRIC L 0, BEOSLA AR IEREA~RIA L, B
IXZRFLE B Z L CHERIR & %0

15. Z0M0EE

15.1 BRERfERAICE D < 1E#R
AT v A PHEHERERA 2 RIS T2 ikl
— IR NEDRO ST &L DWENH D,

ZBWT,

16. EEhRE

16.1 MmAEE

16.1.1 BEREi%E
e N B ST A HI250me (R 7 = F AfE L L T250mg) % Hilmlik
G L7z &, A7 =T AR (R A 7 = AR LT OMAEKE
S ONEEERL DA & 2 DR RE G Tz b ) 138 5205 # 1T
Her P LY,

16.3 &%

*16.3.1 MFEBKEE
BB AREHRE @H) BT 5 A7 = F ABEO b LR ARKA R
1X85~9T% & W STV 59,

16. 4 {3t
F k7 1 — AP450%y F-FE (CYP2CS, 2C9, 2C18, 2C19) RHI 7 nm Y
—LEHWEBEIL Y, AT =T AERIZIE L LTCYP209IT L 0 A3
n=" (in vitro),

16.5 ittt
TR BB AHI250mg (A 7 =F LEE L L C250mg) % HilElFE
A5 L7z b &, #5481/ % £ TITRIT% N R FIcHE S h iz,

17. BRERHLHE

171 BHURVREEICEY HHR

1711 ARl (LTTFTH) M AH (A2 &) ORRRER
F, TEEREGERE S OEN ORI IV TIME S L, B
BEXGE LTERREOMEIRO LB Th 5,

HERAGOHEZ IS D2 LD D,

ET RS AR RICEN S, F OAR (AL ) 1389. 0%
(566/636) TH 7=,

18. EEphEEm
18.1 {EAF
AROVERMEITIE, T A% 75 D ASKRIEIER TH 5Y,
18.2 $BR{ERA
S OBRTEPED X 0 BHREICHE LS5 & &5 KI5 R B nEE
(v M) ICXD AT xF LEED DML 13. 9mg/kg. Randall-
SelittoliZ W (T v B) 12X 51Dy fEIE14. Omg/kgZ R L7,
18.3 JiRE{EA
AT =VEREE (T ) I8ED AT =T NEO I IX
55. 3mg/kg” . FIMBALEIE (BT v b)) IS K DDy fEIL12mg/ kg%
RLTZ W e TPaNy MEEIRE (Y B 2k s AT =
FABON L, T2V TR 005G E R LT,
18.4 fREEFR
“E” PyrogenlZ X W A I~ T ADOFERNL  TALY LT
I IRBYER AR L=,

19. BMES BT HBILFMIR
MREIL R © A 7 =) ALl (Mefenamic Acid)
ﬂ:‘}i’% : 2-(2, 3-Dimethylphenylamino) benzoic acid
Z5F 2 1 CsHisNO,
G3FH : 241,29
PR . BE~RHAOBER T, 1IZBWER L, BRIZPID RN, &I
FEDNTE Y,
PEFNLNT =T ATRREITIILSLS AZ = =8 ) — /b (95)
XiZ7 m RV MTEEIFIZ <L AKRITIEE A BT R0,
KEE(ET N U D ARIRICIET D,

b
: ~CO:zH
NH
CHs
CHs
Fls - K9225°C (43 1R)
SrBfRE
pH L2 (AR, H1R) 6.8 (HJR. #2k)
SR E. (log Pow) =4.0 2.7

Pow= (A2 % ) —NAHD A 7 = F AFEPLHEE /KFHOD A 7 = F LFRPELEE)
(79 2affL 5k
22. A%
100 7 &/ [104 7/ (PTP) X10]
5004 7 [ : XT]

i3 xEXH

1) MEFIK : BARSKAIRISMEEE 1982 ; 34 (8) : 745-752
2) Buchanan RA, et al. : Curr Ther Res Clin Exp. 1968 ; 10
(11) : 592-599
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24.

26
26

T =B R ZPERER O (NDBE W2 IER T 1 RPEHZ
JEFIZ XA DIME R A R FEBO U R 7 FA)
https://www. pmda. go. jp/files/000270714. pdf
GVBHFE - BRARFREE 1980 ; 28 (5) : 487-491
FENERE . A7 = F Ao MHRIRE, KPPt (e )
Wang Lo-Hwa, et al. : Am J Hosp Pharm. 1980 ; 37 : 956-958
FUE BIED : SAPEEE 1994 ;9 (Suppl) : S144-S147
Flower RJ, et al. : Biochem Pharmacol. 1974 ;23 (10) : 1439-
1450
BRIFFEIIED + AASEBAHEE 1974 570 (5) : 697-705

) Scherrer RA, et al. : Antiinflammatory Agents Chemistry and
Pharmacology Vol.1 Academic Press 1974 : 46-64

) Winder CV, et al. : Ann Phys Med. 1966 ; (Suppl) : 7-16

) Wax J, et al. : J Pharmacol Exp Ther. 1975 ;192 (1) : 172-
178

) Cashin CH, et al. : Br J Pharmacol. 1968 ; 34 (1) : 148-158
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