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BRI 1978 £ 4 A 2011 6 A

2. &Z=2
D= 7N

(ROBEICIFRS LBV E)

2.1 HitHEEBOH28E [(TuryrI Y ARIEEE
Rk 2 BRESEEOEKTICED., HILEBSEZE(LS
¥ ENHB.] [9.1.1,11.1.3 BIE]

22 EELMBEOREOH 2 EE (MBOREZ2FEICE/LS
HEBENTFDH 5] [9.1.3,11.1.2 ]

23 EEGFEEDODH HEE [9.3.1,11.1.7 ZE]

2.4 BELEEEOHHEE [9.2.1,11.1.5 B8]

25 EELDMEER2DD HEE DEERALZFICELS
EBBENNHS.] [9.1.5 2]

2.6 BEELZESNEEDDH 5EE [9.1.6 BHE]

2.7 KEIORS 3t UVBEEDOBER D H 2 BE

2.8 AV VIEE (FEATFUA FHIERERAIZIC K 50
EREOFHR) NEZ0BFEOH 5 EBE (HEHKELH
HESEBZENDH 5] [9.1.7,11.1.8 ]

29 VRTVVEERSFROEE [10.1 BE]

2.10 FiR“H O [9.5.1 ]

3. #ERE - MK
3.1 R
e ARy (1 $EH) IR

FUEKAY. Rt
u—A, bRoxv o
ELtilu—A, HLX
O—AHILII A, &
IKZERILr (%, AT
VANE . S VAN
BfE,. L7, e ax

47707 x it

100mg [TCK| A 77a7x>100mg

A7 a7 8

4 77u7x200mg|d—A, v70d—)L
200mg [TCK] 6000, E&{LF%>. 7
LFrrRay

3.2 HEIDMK

o 5t [z L

7e EEmm) |E& (mm) | 28 (mg) =5 a—Fr
47 7u7x B~
»§£100mg ), Q MOE | g
[TCK] 8.5 53 260 Mg
A7 a7z
V$E200mg O Q *ffﬁ 1TOL59
[TCK] )
10.3 58 390

4. FHREX(FFHR
O TEARBL U ICHEIRDENK - 185
RETY O~ 7. BERNR OBER. MRENUHENR. BB,
SRBEAEREY. FEIEeEek. RREMHHE. fIH (SETMERIA.
SRZHMAIN. FOMERIAKIRD)

O FliA VO ICIHSERDHENX - 57

O TECHRBDERE - 5%
SELER EMREXRZH SR EREREZSD)
6. FENUAE
FUEBEESES BRI &

TEUR B ONTAER O - 5
REIAT ™~ F | B ER KR OBEER 7%
PRI S OV AE 2% 79 T S M
AEERE . 7 B (TR 28 28 AR
BEEALBE (REERIEALBE, 2 TR
HEEALBE L & O IR RIRALSE)

A7 7Ta7z LT EBE RA
F1HE600mg#z3[EI57 T THED
59 %,

/NRIE 5~7#% 1HE 200~300mg
8~107% 1HE 300~400mg
11~15% 1H& 400~600mg

Z3[ENH T TROKE T %,
B EEERICE D EEERE T
B0 F7o, BB OREITE IS SE
BHTENEFLL,

BEE. BAICIZA T Ta Tz el
<. 1 [E& 200mg #HAT 3,
=B FEl. ERIC KD TR
95, 72720, JRAIELT1H2IME
FT&Ll. 1 HEA 600mg ZFR&E
ETB, Fio. BERBOZRSITE
FERBZENEELL,

FARLNTHMERDIE K - EF

TEUEROMRE -
S ESER (BMKESIRE
ot EREREET)

7. RERUHAECEET 2R
HOHERERA & OGRS S 2 ENEE L,

8. EEREANIE

8.1 IHAHERAIC X 2B IIFRRBEETII L PEBETHS
LICHET A &,

8.2 BMESR (&Y 7 ~F%) I LAAZHV25EIC13.
WOFBIEEZEERT AT &0
- EHRES T 2BE8ICIXERNICREE., MRk O HEE
BEEZTOT &,
- BOERELNOBE L ERT 5T &,

8.3 AMEEICH LAAIZHVAIHEEICIE, ROBIEZZET S
Zé&s
- SERIE. B, REOEEEZZERLEET S,
CJRANE LCR—DHEROERRS 285 2 &,
BRBESHNLINEZITO &

8.4 BEOMKIE TR, B, MNEGSHENHoDONLZENHS
DT, BIIERZES SN R OEEHE L IEREEROEE
IZBWTIE, BEBROBEDREICHIEFERET AT &,

9. HENESHEEIDEEICHT B IR

9.1 GHHE - BMEREEDHZEE

9.1.1 ERFO4 REENERRORARS(CKXDHELEERD
HBDEET. FEIORBRSEHNUETHY . hDOIVIOR~—
WIEEKDBEMTONTVNDEE



AH 2 GEHRET2HEICE. +oBBE2EZEL, EEICRS
T5ZE, IVTURAN—VIZIEAT OA REHEREFBANICLD
HEUELEEEZMEE - RELTVRAD, IV THAR—LIC
LB BICETEE R T HEEEEL H 2, [2.1 ,11.1.3 ]

9.1.2 ELIEEBDBERED S 2 EE
HtHEE2BRIES DD 5, [11.1.3 2HE]

9.1.3 MENEEXFZDEREEDHZEE (BEERMRODESE
NH2EEZRRL)

MEDOEE 2B NIIFERSEE2BZNMDH 5, [2.2,11.1.2
ZHE]

9.1.4 HIME@DG S EE
M/MEEER TSR 2 2 &AH 50T, HilfERZHET %
BENDDH 5.

9.1.5 WEEERE DG 2 EE (BEEIMERER2DHDEEZRRL)
TaRy 750V U ERBEERRICEAK UL EERD
HB1O. DMERERELE(LSEL2BZENNPH 5, [2.5 ]

9.1.6 BMEENH S EFE (EELREMEEDSH 3 EEZRL)
TRy 750D ERBEERICKZK - - MUY LIFEIE
mAH 570, MEr LRIEH2BZNNDH 5. [2.6 ZHE]

9.1.7 [EXHRENHDEE (FAEYU VIHEXIFZDEEED

HBEEZRL)
FTACY VIRETHE W ER2+DICHERTAZ L, KESZHEDR
FEORIZIET A VB EBEELETNTVAAREEIHD. T
LNEETRIHERIEZFHRIELZEDH S, (2.8 ,11.1.8
ZH]

9.1.8 BPYEZEHULTVLDIESE
WEIE U CHETI S EAZ A L. B8 2 +aIlTVERI
BET2Z L. BEPVEX ARSI 28210 H 5,

9.1.9 £2BHTUFY h—FR (SLE) DEH
SLEER (BRES) 2B L34 2B8F N0 H 5. [11.1.6 2E]

9.1.10 EEMESHEER (MCTD) 0E&E
[11.1.6 ZE]

9.1.11 BEMXBRDEE
HDFERT O A RIEE K ER A TERPBEALLIZEDOMEN DB 5.

9.1.12 70—ViRNDEE
fDIEZTOA R KERH CERP B L EORENH 5,

9.2 BiaElEEERE

9.2.1 EEREBREEDHDES
BELWZ &, Tux¥y 750V v ABBEEERIC X 25
MEBOBRTEICLD, BREEZHICELLSEIBINNH 5.
[2.4,11.1.5 Z&]

9.2.2 BEENIFZDHRERENGHDEEHIVIFBIMREHN KT
LTLWBEE (EEREBEEZEDHZEEZR)
BEREXZECIITHEREDHDVIEFERSEEBENNH 5, [11.1.5
ZH]

9.3 HpeRERE

9.3.1 EERHEEDHZES
BELRWIE, FEEXHEICESELBZENTH S, (2.3,
11.1.7 8]

9.3.2 FEEXFZDERAEDHZEE (EELGHEEZSDHDE

EH7ZRR<)
HEEzEBEIHERSEL2ELNDPH 5, [11.1.7 ZHE]
9.5 HiF

9.5.1 HHIREHAD I
BELLWI &, BREADOT v MG LZEBET, BRO
FIREDEPIRE SN T VD, Ko, O MEEGERIE XA 2 1E IR
BREICHRE LI 25, IMRERRERE (PFC) PREE/lE0
WEDVH D [2.10 ZH]
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=HE (60mg/kg Dl k) 58 TCEREILOERBOIH AR
HoNTWVWBE D,

9.6 1ZILim
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FHFIEEBEETLZE. BIFABITIHIENROLNT NS,
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9.7.1 BRHAEMKER, HER. ALRTARUTOYN R EHHE
L7 B R O R 2R E U7 REER X FERE L T,
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RYaFv—I, FBHEEZILN S,
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11. EIfEF

WOBMERBH 6 bNAHIEBHBHDT, BEZTHITITV,
BEIFPROONTHHICEIRE L2 FIET 270 S@EY) 2 0E 1T
5T &,

11.1 EXGEIER

1111 Yavd, PFI745FY— (WThLEERE)
MR, BB, i, [PIREEE, Uk L o, mEET.
MERE. BHRZEL D 6 bN-EAICZREG 2L, B
THEZITI 2 &

11.1.2 BEARRUE, BMAEM. SFERERE. /IWES (Vb
TNHEEEARR)

[2.2,9.1.3 2]

11.1.3 JHEEES. BBEEM. BEEXEBR (LI N EEERH)
[2.1,9.1.1 ,9.1.2,10.2 2]

11.1.4 S MREIRFERMFIE (Toxic Epidermal Necrolysis :
TEN). FZREHEEIRAEIREE (Stevens-Johnson JEIREE) (L1
& SEERER)

11.1.5 2UBES, HEMEERN. XT7O0—CEREE (WINLH
FEARER)

ZIR. MR, JREH. BUN - i 7 L7 F =2 EF, @AV Y
LIME, E7 VT 2 VMEEDOEFENRD 65 NIEHICIEERS
R U EYIZMEZITS 2 &, [2.4,9.2.1 ,9.2.2,10.2 ]

11.1.6 EEMEERAR (BHERHA)

EEEE, FEH. R B Bhd2VWIEEHRRESENH 5
bnizHaIici3gs 2R L, BYLZMEEZITS 2 &, RIS
SLE Xi& MCTD OBFICHRHIL LI W, [9.1.9,9.1.10 ]

11.1.7 BURERFR. FFHSEERES. #E (WIS HEERE)

BIGERT 26, HFHEREREE (#H. AST E&. ALT ER. v -GTP
FRE) PhobhbslENHb. [2.3,9.3.1,9.3.2 ZH]

11.1.8 IREFME (FHEARH)

Mg, FEMGREESE DR H 5 b NG I35 E2 R L,
BB ZITHY &, [2.8,9.1.7 BHE]

14. BRLODER

14.1 FRIZZHFOER
PTP A DFEANIPTP ¥ — + 2BV H L TIRAT 2 L D18
B2 &, PTP ¥ — FORBREKICE D WA BB
ANFIAL, BIZREAZB I L CHERAREOEE L EIHEE
HFETHIEDH B,

15. ZOMDEER

15.1 ERRERICE D ER
FEAT A FEERERA ZRIEHRSG S ThaREIZBWn
T —RNEREDPRDO SN EOREDNH %,

16. EWENRE
16.1 MoEE
16.1.1 £YZ2HEFMHEER
(4207 =8 200mg [TCKI)
A 77 a7z $E200mg [TCK] &7V7 = V4 200mg %, 7
OAF—N—RICEDENZEN1EE (£ 7707 x> 200mg)
BERABFICEEREREO®RS U CmEEPRE LR E Z H
E L. Boni-EEMERE /S5 X —% (AUC. Cmax) IZ2W\T
90 % EREX A IC THEEHERIT 21T o 72 #E%. log (0.80) ~ log
(1.25) OHEFENTH V. MAIOEMENRSESER SN 2,

HEINT A =% BEINTA—F
AUCo - 100r Cmax Tmax T2
(ug-hr/mL) | (ug/mL) (hr) (hr)
AT AN
200mg [TCK] 58.32+16.06 | 15.39+3.78 | 2.28+1.02 | 1.86+0.33
S00ms” | 57.721342| 15204310 1.98%0.98 | 186025
(Mean=S.D., n=20)
(ug/mL)
207 - 7 707=>4£200mg [ TCK]
it -o- 77z 4#200mg
L . Mean+$.D.,n=20
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f#fi (hr)

¥R AESE ORI AUC. Cinax 50§52 — 5/t HiBE DR,
(TEDRIER - RS ORBARIFIC &> CRE DTN B B
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18.1 1EFR
TURY TV VERROBRRBRTHH /L F T
F—+¥ (COX) ZEEL. TuX¥ 7T 2T OEAZINHT
ZEICKD ., FIRREER. MEVER. SERERZIRT Y,

19. B ICRET 2 EEZHHR
—fRi%# . £ 77 a7 = > (Ibuprofen)

ft % % : (2RS)-2-[4-(2-Methylpropyl) phenyl]propanoic acid
7 F I CisHisO2
7 T 8:206.28
il =75~ 77C
HoE
H, CHs
CHs CO:2H
HsC KOG EEEAE

{63 K ABEOKEEOHERTH 2,
I —) (95) X7t b ICETRT <., KTl
EAEBE TR,
FKER(E T N 7 LRTRICIE T B,

22. ‘G
(47707 T V$ 100mg [TCK])
100 $& (10%Ex 10)

1,200 $& (10 $Ex 120)

(47207 =V 200mg [TCK])
100 #& (10 %Ex 10)

23. BN
1) FHREE fih @ R EERK 1970541 1115-1125
2) HAER  EMENFEEERER (5 200mg)
3) BEHANE BAEEFLEFE. BIIFE. 2021 :C644-
Co48
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RE(EFRA St 2 - R
T 921-8164 #IRMAZL 3T H 406 Fith
TEL 076-247-2132
FAX 076-247-5740

26. BUEIRGREEZ

26.1 BUEERTST

@@ RE4LE #* ’z’e #
TH406 F #h

& RMAR3

&® 2309 D



