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HO7Fr—I 200
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Eo [8.2,

mEEL)

11.1.4 3]

11 FHCLNERELFEZEIRRT BN IHB LI
AEL. 1HRE1500mgZ2 B SRAETRPKRET 556
ICI3, EHNICHRREEZHE T2 EIEEICRETSC

12 KKETEMNTI/ 722280 HOER (—RAEE
EQHRAICEY, PN I/ 722 DBER
BILLPERLITEEPRBE TSI I HB_ LS.
ChoDEHEDHAZE TS L, [7.4. 8.6, 13.2 8

2]
¥ 2. BZ (ROBHEICERELEWIE)
2.1 WELFEEDS 2 EH [9.3.1, 11.1.4 2H]
2.2 RHNIOBEH o UBEGEOMAEREOH 5 EE [11.1.1 &
18]
3. Hm - R
3.1 #HR%
Wises: [ H o — VEE200[H o — L5E300] A 1 F— L E500
LR %y (HE) 7 737 72>
1§E 200mg 300mg 500mg
FUBE K RIS . K| FLBERAIS . & A 7 7 ) VR
mrro—2 |t ra—2 | 7Vv7 7y —fbF
TN T =TIV T —|y T, KEFR
by 7o, BULF > 7o, Ry, 70 AKE
Ry lifail J YLV T VMY EZ VT VR, AFT7Y
I— ) Eaa—-nv EHag|vBx s aTy
AU . AT T AL . AT T |4
VUYBRT7 ARV YRR T A
PN PN
3.2 HEOMIR
iG] 711 F— V200 | /7 @ F — JL$E300| 7 1 F — )L $E500
KA B | AH T E B0z | RFNTE A
BAD SR TU8ET, DI OABOERET
Pk DIEPIZA VA= VDD D,
F=DIZBWBWEH Y, BR
HH Y. HRITE TV,
Vg
/5D
w5 (o)
S | @ @ C
| = = —
#F| 10.0mm 10.0mm | Lo 15.0mm
B HE 8.0mm
IERS 3.3mm 4.0mm 5.9mm
i 300mg 375mg 560mg
Akl — 8 SD112 SD113 SD115

4. FHEEXIIZHF
OBRERBERVERICH T 58EE
OTRERBOES - $558
AMEERER (SMEREXREZFHIIBLETEXZED)
O/NRRISEEIC & 1T D58 - $EE

6. AERVCHE

(RERBRUERICH T 58E5)

WE. RACE T N7 72 LT, 1EIZ00~1000mg %
RS- L, KGR 4~6 Ml EE 35, B, s, eIk
WX D EEMETAH, 1H#EREE L T4000mgZ BREE T4, F
72y ZEIEEE O GATEET E D T EDTEFE Ly,

(AMEREX EMTSEIREEIAMLITELEZED))

WE, KA T T2 72 vk LT, 1EI300~500mg % M
55, b, Fn. ERICE D EEHRT 5, 72720, BEHl &
LCIH2METE L, THRKAIS00mgZ BRE L5, F72, 2208
FEOFEGAT BT L 2 EDET Ly,

CINBRISEI IC B 1T B RS - $55E)

WL EEONBICETE N T I 72 LT, hELkgd
720 1A10~15mg & #1185 5- L. % 5- MR id4~6rEM L &35,
B FlE ERICK D EERRT 525 1HEEE L T60mg/
kgxBEEL T4, 72720, MAOHEZXBZ R\, Tz, 22JEH:
O G IR SR DL EDNZEFE LV,

7. RARVAEICEET 58
710 HRECNROIEEGEOB LI TROLBY, [9.7.1 &
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hE Ll &
TERNTI Ty §200 $£300 $£500
10kg | 100-150mg 0.5%¢ - -
1-1.58¢ 15¢ 0.5%¢
_ (THEFTI|(TEPTI|(TEFT R
kg 200-300mg STz /T x J T
200-300mg) | 300mg) 250mg)
1.5-2§ 15t
- (TEbTI|(TERT R _
30kg |  300-450mg oy | ey
300-400mg) | 300mg)

7.2 [/NBRHEISIC BT A R - 80 ] ORDRESUIRI R 3 4 1
HVORKHEIZTE T/ 7228 L T500mg. 1H®» 72
DORAFASEZTE N7 I/ 7222 L T1500mgTh 5o

7.3 MOHAEEFEH] & OPEIZEET 2 2 L2 Ly,

7.4 BHNE T NT I 7 2 v EREGMOIER (—BHESENE &
) EOPEHICEY, TERNTI ) 72 v 0BERSICEAEE
GIFREESERT 2 BENDH 5 5. FICHRAREH P M®
BUHEAI S ORAR AT 2HEE. 7T N7 I 72 W
FNTLRWHAHEEL, SENTCVLLEEIEHEEITS Z b,
[1.2. 8.6 2]

*¥7.5 TAE) UMGEIEZOBEROD L BE KT A1 H 720
ORAKHRFIEZT LI 73/ 72 L T300mgll FE$52 &,
[9.1.8 /]
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8.1 MEEGERA I £ A IS R Tl CRERECh B 2 &
25 FEIREEDRH UL NEITH) 2 &

8.2 ELIFEENKHT 2BFN0H 250D T, 1HEE1S00mg%
B EHE CEMES T 258 X B IS FE R 2 70
BEOREL TSI A2, BHETR L LEDHRS T
LHEZd o TULEMIICHREMEZ 1T SLPEE L, £
7oy BHHETERS T A SRR EEORER T IcBiE T
HZr, [1.1. 11.1.4 3]

8.3 RUEREIH LAAZHVAHEI2IE, KOFHEERT 52 Lo

C G EIEORETER LG T2 L,
N E L CH— R O RIES 2875 2 &,

8.4 MR B LAKI Z W A4 121E. BIRELS OFD: D
EBTHT L,

8.5 WEDMN T I, L. WESHENHHDLNDLZ DB LD
T, FFICEBELE ) BEE L OVNES IR R RO BEEICB
VT, HGBOBEBEOIREICHTEET L &,

8.6 Tt h7T I/ 7y aEGUMoRER LM LWL ) BEIZIE
YLl [1.2, 7.4 28]

8.7 7 7/ 7z v oEHERGICEVEIER & Ll - F
AL NDZEDNH D, RENZBWT L RBEORIEHN D S5 b
NLBENDH Y, FREREIE ) HLFHEIR & XFITE v
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9.1 AHHE - IEEZEDH 2 8H

9.1.1 ZILO—-IV%EHEE
BFBEsEDE H b3 b, [10.2, 11.1.4 ]

9.1.2 & - EKREFIREE - BEBEEZF L2 TNV E2FACRZ, B
KERD & 5 EBE
WEEND 5 bR kb, [11.1.4 ZH]

%9.1.3 HMEMBEREI ZOREEDH 5 EE
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%9.1.8 7AEUIHER GEX70O4 FHEERERRICE 2HEHME
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[7.5, 11.1.3 2]
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9.3 frREREERE
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B Lanwl b, BEEREEE LD2BENDNDH L. [2.1 2]
9.3.2 FEEXRBFZDHREENH 58E (ERLFEENH 8%
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FEESELT 282105 5, [11.1.4 ]
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EEREILEOHE
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T a— )VERIZE D
CYP2EI®OFFEIZL D,
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I UANDORHRAE S
b,

7= v AYEE

7= Y RBUEEMLF O

AFH A3 ML HE &
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FHEFEHICEY, T

5= EHFEIN, FEEL T I/ 72025
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1. BMER

ROBEHDH 5bN b Z WD DHDOT, BHEEE 51 Tv, B
TR BN BB G2 k9 5 4 SR R LE AT Tk,

1.1 EXAREHER

%1111 avy, PF7147x9— (TR HERE)
Yavy, TH74 5%y — (WUGREE, 45uisl, M,
KB BHOLDONDLZ DL, [2.2 2]

11.1.2 FHEHREIEILFMAE (Toxic Epidermal Necrolysis :
TEN). REHEREREE (Stevens-JohnsonfEMREE) . &t
MRSHRBE (W3NS HEAH)

11.1.3 WRREOFER GHEARW)
[9.1.7. 9.1.8 =]

11.1.4 BIERFR. FFSEERES. JE (W I HEARH)

AT 75

9.3.2 ]

AST. ALT. y-GTP®_F5-4 %1k FHpek s,
HHHHDNDLZENH D, [1.1, 2.1, 8.2, 9.1.1, 9.1

11.1.5 FEREREADE CHERH)

[9.1.4 1]
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11.1.6 BIEMMR (HEAE)
WK, PR, FEEL. I ORESEDSRO SN A ICIE, HE
R PIRXAR . HIFBCT Mg~ — 7 — ok % Eitis 5 2
Lo BUEMRRO ONGEIESG 2RIk L, FAIBRE SR VE
HlOF GO R MEEITH 2 &,
11.1.7 BMEXEBR. aMBES (IO HEERE)
[9.2.1 ]
11.1.8 FHJFIMEBBAEERE (WA
MR & U Co95. S A AL, THIZJFERRRREE, 1) o/ SH)
JERE. BmmEkBGN, SFERERIE S . BARD) »SERIHSE & 1) B
DT 72 BRER D D HbNDLZ VDD, B, B ALK
A ANV A6 (HHV-6) D™ A4 )V ADFGHLZ LS & & 7%
<y G HIR b 385, BB ITHREREE S OMIRAHIR D 5 »
EBIELT 22 E N HLDOTEETLHZ L,
1.2 ZOOBEHEAR
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Z O | EERETY

) oL RER GUE) PoobiBailid, k5 Ed
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13. BEKRE

13.1 fER

JEE - B - OB OEEIEASE Z 5 72k OWEDD B o

13.2 @&

e (FEEOBHE) 121X, THF VY AT 2 O¥ksS % EE
T52 k. [1.22MH]

14. BREDIXE

14.1 ZEAIZMFEOTE
PTPUEDHEANIPTPY — M5B L TR % £ 9 45
52 ko PTPY — M OFRRIZ X 0 . BEOEAH T AT A E R~ A
L. BIZIEZEILE BT L CHERSIN RSO EE 2 S HHE L I35 5
DB D,

15. ZOMDEE

15.1 EERR{ERICE D (1§

1511 LAY (7=FtF ) OEMESICLY ., MaEE
WERITIEDNDH L.

15.1.2 HEKLOBEREREO BB ZWMA LA, HULEY
(7zFtFv) #BEEEY - KEICHH (B @IRHAREL 5~
27kg. FRAAEA~304E) LTV AL LW EOREDDH 5.

15.1.3 JEA 7 0 A4 FUEMRERA = RIS ShCw b LI
BT, B AREDED bz OFERD 5.

15.2 FEEREREAER (ICE D 153k

15.2.1 HOMLEw (7 x2+1F>) 2B - KBRS L -BimE
BRC, JEBISEDSTRO SN L OGN D Do

16. EYE)E

16.1 Mg

16.1.1 &MFHEZEMHRER (HhDOF—ILEE200)
JUAF—N=RIC L) BERABMEIC, aF—rEE200 2
B b EERIA (HRFI20%) 2.0g (7T /272281 T
400mg) % FNZFNEERHEAREIG L&, 7R b T3

7 x Y O CHEWERE ST A =5 IZLUTDOEB) TH Y,

T O AW 22 [ D SHERR S 722,
FIEIST A—F BEINT A =¥
AUCo-12 Cmax Tmax t12
(ug-hr/mL) | (ug/mL) (hr) (hr)

71— VEE
200 (Al 19.03+2.45 | 9.1+2.9 |0.46+0.19(|2.36+0.28
200mg. 2%%)
e B )
(A #120%.| 19.20+2.04 | 9.1%+3.2 0.43%0.23]2.45%0.21
2.0g)

(Mean*S.D.. n=14)

719+ — )V$E200

(ug/mL)
% 12 —o- AAF—)LEE200 2 §E
) 10 —o— IEHERIF (HIKIHFI20%, 2.0g)
7

(Mean+S.D., n=14)

RREE\ H N NN TR

01“21‘34‘15é7‘8£‘)1‘01‘112(hr)
B 51 DRSS

(HBF—JLEE500)
JUAF—=N=FZ LY EEBABEIC. 7O —Ir$E500 1
Fe b e (5e#1200mg & $EA1300me & 18E) % E N ENZE
BRHAE RS L2 &, 7R M7 3/ 7 2 v DI i OV
WEIEE/ ST A= IZLUITF D EBY TH Y . WH DAY F# 0 R S5E%
DR S T,

HEINT X =% SEINTG A—F
AUCo12 Cmax Tmax ti2
(ug-hr/mL) | (ug/mL) (hr) (hr)

B uF— IV
500 (%Al 27.81+5.04 |18.19+2.65/0.79+0.49(|2.91+0.38
500mg. 1%%)
o B )
($£#41200mg+
$E#300mg
£1%¢)

27.28%5.35 |7.88%2.13/0.83%0.87(2.92+0.38

(Mean=S.D.. n=19)
71 11— )L $E500

ml(ug/mL)

8 127 - HAF—JLER500 148

?10» —o— IEAEHIF] ($EHI200meg+EEHI300me & 188)
+ sl (Mean£S.D., n=19)
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H5% DR

16.5 HEttt

AW EIIRPICHEIE S N D o RSB T £ 7 2
/7 x »500mg % AT H G L 72/ R, 55w D80% A5
FUA24IE £ £ TR AP ICHRIE S 72,

16.6 HENEREFH I 2RE

16.6.1 FHiEReEERE
S B RN TAUCH IR, 7)) 77 v Al
RS F 2R 2 725 BHEIAT—4)0

16.8 At
710 — VEES00IX A S BN FE D & . H 1S — L §E200 & AE A
B FERE & e S 79,

17. ERERERIE
17.1 A3 RUR2MICET 58
<EFHEEBOER>
17.1.1 ENEERRER
B R Ot 0 2 A+ A BEI2GNH L, haF— v
200% 28E WS- L7ze AARhEE (FRhLLE) 3 ISk L71.4%
(5/7) PFHith DIERITAT L56.0% (14/25) Tdr -7z BIVEH &
LC. BEOHERK, BHFARELY ZIFEOH, wWIiLd il
a2 FEEL 227,
<BEBIC KB HEHM. EEZORE>
17.1.2 EREERHER
(1) EEICX 258, HREDEKBET AT HEE3MNH L, v
F— VEE200 % 28E %5 L 720 AR CARI L) 3SRt
L66.7% (4/6). $EIICKT L75.0% (21/28) Tdh o720 HINERAE
LT, BEOL DS, K. FEEEOMER 5 WA E 1 D361
RO, VI NDEZ L LS TRE LY,



(2) B X 258, HREOKFEZ AT L EL2BIR L, 1
F—VEE200% 28I G- L 720 AR (ERILE) (ZEUI
L73.3% (11/15). $EHJRIZAT L50.0% (3/6) T - 72 BINEMIZ
B0 729,

18. EEPEEIE

18.1 1EFAA¥RF

TX N7 372 OV O MR 13 52 4 12 I3 EIH
NTWARWDS, EHEEE LTk, RIRMERIERL. 72 A
YTV VAR, YT A REEERITED b= U EE)
A SR RIZT EEZLNTVWD0,

19. B9 ICEEY 2 E{EENAR
—f%% 7 b7 372 (Acetaminophen)
1% : N-(4-Hydroxyphenyl)acetamide
AFR - C:HNO:
SF= :151.16
BER

: ~OH
i
H:C N

H
K Ao SRR TH D, AF -V i
& 7= (95) IZHEITFRT L KIZRRETIZLL ¥
IF VI —F WD THEITIZ Ve KEBILF b 7 4
RIET %o
Bb B 169~172T

22. @Ak

(HOF—JLEE200)

10088 [1088 (PTP) x10]
1000$% [10%E (PTP) x100]
5008 [ifR. 2]
(HBF—JLEE300)

10088 [1088 (PTP) x10]
1000 [10%E (PTP) x100]
500%¢ [, 7¥7]
(HBF—JLEE500)

10052 [10%2 (PTP) x10]
5004 [1082 (PTP) x50]
50088 [, 7¥7]
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1R

4) RUGHIGL b SEEE & EEE 19935 27 (11) : 4310-4321
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5) Zapater, P.et al. : Aliment Pharmacol Ther.2004 ; 20 (1) :
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6) HWABEE (BR) FER - H O — L EE3000 A Wy [E] L
R

7 WWHEE M BEEE SRR 1996 1 30 (7) 1 1785-1790
[SYK000813)

8) =K s b EBEEXEEE 1996 ;30 (7) 1 1773-1777
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9) s A FEBEX IR 1996 130 (7) 1 1779-1784
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26. BERTREF
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