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*20234F LLH EGT (260
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B R EiRRAF
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BAREBRHRES
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®
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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 WEIZARFNCEL 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, £, %
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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]
1.7 SLE (£BMIT )T —TR) OEE
FREZEASEDZ LD D,
9.1.8 EMEENEE (EELEMEENEEZRL)
FREAEL S RBENARH D, [2.85H]
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FREZEASEDZ 03D D,
9.1.10 Y O—VEFEDEE
FREZ B SEIBENLRH D,
9.1.11 REBBEEDHLEE
BHEEENEZDZ L0 H 5,
9112m*rEAHLTU6$%
TS U2 sl & O L, Bl 1501

*i“é: Lo RYEE R LT 2 BENNH 5,
9.2 BHEEEEES
2.1 EELBEHEEEOHIESE
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 BHEEEERIIZTOBRERENOH I EE (EELTHAEE
é$%5ﬁ<>

MR L, FEZREOEME
3 FrisEfEEEE
31 EELHEEEOHIESE
BH LN &, FERENRE L BT LTS 720, RFIONRH D
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©
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©
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© ©

OIEFEREDBE & 20 | FFEFEZE(LSEDL 20305, [2.35
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9.3.2 FFIEREEERIIZOBEENHHEE (EELTITFHEREDH
5BEER)
HPHEE 2 BT R SED 2L d D,

9.5 HEiF

9.5.1 MHRERHBD XM
BE LW &, MOMRERA IR HEG LI 25, R

WRIEERFAGOIE (PFC) DXL ORENRH 5, IHIREHOZ v M
B L= 5 R IROBIRE IS ]S S Tuns Y, [2. 1058]
.5.2 1R GEIRREILASN) RITHERL TWAEEEMDH S &k
B EOA YNGR L L[R2 LHE Sh 2SIt 55
Z&, BETABUCIE, BER/NRICE P, KR R
L LEEICRE TS, v radx ) — f@iﬁ@%ﬁm
HAF) B AEAHITAE L, MR RO B HERERE S N OV B Z Ui
5 EABDFENE X T2 L DHREND 5,
9.6 ®BELIF

1R EOFRMHER ORARBOAREELZIE L, SO TH
WLEREFT 5 Z &, SBT3 ST 5,
9.7 /MR

©

WROBRIZERTH &,
A TN P FBUCKE LTI, JFRANE L TARRIE S L
Wz &,

c BIERORBUCEHCER L, LDER/NROMEHICE E 57 SiEE
e G322 b, R - PRIBERES RV TH B,
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WROBRIZERTH &,

D ENLEEERGT A7 ENER/NROMERIC L EDBFORE
EBIE LN OEEICESG T L, BWEARD L DLILLT N,
RS LA, B ORI m S S bbb Z LN 5,
[11.1. 25 8]
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1111 avy (BERH).

1.1 EX

FAIcAT 5@

i3 a2 PIET 5 2 EWEEI R E AT S 2

TFI743F— (BETRH)

Yav s, TT747%y— (RNER, WIT, WEIREEE, FERIN
e, DU LOYURR, R, fERREREISE) 2232 LR H D,

11.1.2 JinttEm GHERDD) .

MERMIERIE (WUEEADD)

B CE M e L, MRERIERIE, BRI b bbb 5 Z &

N b,
11.1.3
(8.6 ]

11.1.4 hEMREERRERE (Toxic Epidermal Necrolysis :

[8.6. 9.8%HA]
BHERRTE (FERH)

TEN)

(EEARI) . KISHEIRARMEIERE (Stevens—JohnsonfEIREE) (JHE R

)

11.1.5 [EBEE GHETRH).
HEX HERH)

7 O—EEREE BHERH).

HE

ZR, MR, RER, BINLES, p7 L7 F= EH, Sh ) UL
MAE, ART V7 IV MAEFEDRAFT R D &b 725G IITE BT
Behm ik L, ﬁ@ﬁﬂ%%ﬁﬁ;
11.1.6 SHIEMEES (BEARH) . K% (ﬁfﬁﬁﬂﬂ)
VALV, R, b, Tﬁu\ A% DAL E H A b & bt
LZENDD,
11.1.7 BIRERF#¢ (BEEARET) . RPHSREREE (AR . BE (BEAR
#)
BIERTSS, AST, ALT, ALP, y ~GTPZ D% L\ EH-2 18 5 ITHEREREE
IR HLONDZ ENH 5,
11.2 ZOHDEIER
0. 1~1. %A 0. 1% BT
i M/ B L
ANBOREREAR T (M R
DIER) | H/NKIRD | 4F
REERINZ
*) i EE” 05 R, 5P RS, RS




0. 1~1. %A " 0. 104" BEE AR BB R BLA L (%)
R FR Fhlith DI A 1,825/2,071 (88.1)
JFFI PHIE, AST ES- L ALT B 5 SMER 204/230 (88.7)
ALP 5 RS RS 164/214 (76.6)
Mk PR - 0, EgkEE, | N, R LI Wi 361/447 (80.8)
FRRIR, L, M@,
N . ik 332/389 (85.3)
RS | MRAL HEV. I, 5 it el 319/440 (72.5)
Rk B e Rl SESE 46/53 (86.8)
Z DA TR i A #%9 39/48 (81.3)
a) FEMEEIIA 7 =) A8 H T AH, BHIOTREREE S ST, MBI 41/52 (78.8)
b) #hHEPIETHZ &, "
B 433/487 (88.9)

12. BERBRERZERICRIFTEE
A7 FTAMIEDREYNLE VBETIIAEEEL T 50T,
OREEEITH Z LY,

13. BEES
13.1 fEIR
KEfE, SRR
*13.2 Mfﬁ
PERR DB i3 72 & ERITIE U TR AUE 21T 5 2 A
7:7%\& TIMHEE AR RN EN T, RSN IEE im\

fEER ERHE SN TN D,

14, ERALOIE

14.1 ERIBEHOEER
BEIER LET DL, RERELZEZTILRHDLDT, £
ORTIRA S, FICREFERORAFICIEESEL 2 L,

14.2 ERIZFHEFEDER
PTPEIZEDFANIPTPY — D BE Y H L TR 2 X 2 fRES 5 2
Lo PPV — ORI L D | BOSA BB R~ L, i

FEEAL AR I L THIRIMR SO ER L GMHELHFRT L2 LB b D,

15. Z0M0EE

15.1 BRERERICE D C1ER
FEAT B A FYEHRERA 2 RIS Sh T Ltz n T,
— IR RIEDSR O b Te L OWRENRH 5,

16. EMERE

16.1 MmoEREE

16.1.1 BE%S
e A B PES I AAI250mg (A 7 = F Ak L L CT250mg) % HilEl#E
A Lic &, A7 =) Ll (ERERA 7 = F LB E 20K
&U“K%ﬁ”‘” DR & DRERE G- b ) 138 520 %I

e I R L L7,

16. 3 bexiil

*16.3. 1 MIFEAKS
BB R RS UF) 2B D A7 =F ABEOE MR AR
1385~97%h & W SN TV B,

16.4 3t
F k7 v — AP450%yFFE (CYP2CS, 2C9, 2C18, 2C19) JEHI 71 Y
—LERAWEBRE LY, AT = F AERITE L LTCYP2C9IC X 0 403
xn7=® (in vitro),

16.5 HEitt
e A B PES I AA250mg (A 7 = F AlE L L CT250mg) % HilElRE
OG5 L7 b &, 5481 % £ TITHRITH% DS R I S =,

17. BRERRAUHE
171 ARURUVREEICET HHER
17 1.1 Rkl (9T7T47H) B, ZIK%' (%S(%' ZET) ORI
T, CEEREEGERE S OENORERICIVTI S L. EIR5E
%%x\f%t U 7o PR A OB 2 i&fD&:FoV)’CS?)Z)o

17.1.2 ML (1994F9H) B, ARH (BHZ &) ORKRER
1%, CEEREERRE SOENITHRICBW T, A ERiERE
BT FEENERL & R RITEM S, DOFNER (LA E) 1389, 0%
(566/636) T -7z,

18. EEphEEm

18.1 {EAF
AROVERMITIE, A% 75 DU AAKRIEIER TH 57,

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 fEIZ14. Omg/kgZ R L7=%,

18.3 JiRE{EA
AT =VEREE (T ) I8ED AT =T NEO I IX
55. 3mg/kg”, FIMBALEIE (BT v b)) 1T K DDy fEIL12mg/ kg%
RLIES O, F7m, TYay MEMIRE (SY M) ICXkBAT =
F RO AL, T == AT H D0 5 G E R LY,

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, IZBWIER 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 LERIRIE /KD A 7 = F LNFRELEE)
(77 2agl Hk)

22. A%

100 7 &/ [104 7/ (PTP) X10]
5004 7 [ : XT]
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