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(3) MAA : T&, HXE, gt FT2HF LAUHE ZO EH EF (4) I8 & 8478 Teg)| 93 7tHss, 9285, 24
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JDAMK AZE A= OrREXIR, 0f A2 ZHHAMA[Q! CYP-450A2 Saff tIAIELICE 214t M2z LNOZ AA[st Ao 0] %= 0f
YP-450A 0 Cfeh CHAIEl= 2mel HLUE?R! HREE CONE s £2 Y= Yy8e= oot da&Es LEWA LUSHOHT

=0 enzE9 A0 = HUECI A, HidE XHAZLE B2t AsLI)

olol T2 EHDANKQ A2 0tel3 HEENWS XS AN INRZ Z2ESHI A[ZH0] B7eiRC= 2107 AUSLICE INRDF ZREEH] A|7H

HaMEgn AR ASMA zqed ~ UsUCH

7L 0F0| 322340 in vitro A|B0A 0] %2 CYP-450(CYP2C19%} CYPIALA & L 2

AZSE = CYP3ALAE MahotHL otk URUsLCH QX 2t 00|22&19 in vitro A0 A 0] 42 AZ2AEEO HAE HMallatReH, 0] IC50

= 62 ¢ MOICH, 0] == AZer AHEXZE 20 mo 147t 280 & EHE= 21 25559 50tf 0|49 sE=UL 0|29 KoY HEE &=

ST 9 QZdET FArgLL,

3) OfEtXfLIHIZ — A9 XpEAH| OfELAILIHIZ 300 mg/2|ELH|Z2 100 mg2t @H[Z2tE(40 m

12 13))9] HEEHA| OIEfRILIHIZ LE2E7} AENOE AASIRsLD, OIEALIEZ g4 pH Y2MYULIG, 0 el HEENHE HALX| YUCLY

J|Et Z2EHTAX ALt FAret a7t oA ELCH Mt 0] & Zolet Z2EFHIAUKKE OFEIAILHZ2Q FAM E0a0H A= ¢ gL,

4) 0] 4= YARHE HOLA Eot 7|12 AEH0 2 Mol T, HAMSE0 T2k 40 X0[7t Yl dEde 425480 3is + Usur, 0
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Mot=lRic= 217t gy,

6) MXlg AMoIE MFet U2 AUMAHNM SADE YMHoZ NIH Y

ANZE O[N] XA £ QUX|BF S+ FE(AUC)S 2|1 SEsLe Bt |
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SO AHE|T| YUBLICH(UMY Fog &)
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6. eF ¥ +REH et F

1) Aol olAlofAf of ool QrxAol that clolels YisUT 0] %L YA
[day) ENXIC] SSIA| ZUA| Ay, dENSY ZEUEY 44 4K
lon, 20k - 0| HUSOIA30 mg/ka/day) FMKIC X|4Hel HFH sl
o M& Xot, Z3tX[¢0| AEHUSLICE).

29 Rz 0|dE=Xl= YA UK EaLn,

SASN AN YA SHES 7|70 ATLEA|(400 mg/ke
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A TR E
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7. AZXH0 dfer =
0| %2 #2 UFOIM AR DX = 77|50] Mot=ol Ae 827t H 0lgEs0] LHEHE 4 UC8Z AsP7|S4EY 0|oHs(0lditse &Z)
0| LEH 870z ®%ots 5 d&0l FHYULD,
8, A0t0f CHSH F0f  AO0f CHSH M= &SN UK GeUTHAISZ0 GlgUT.),
9, BYBAMXI0 B IRAFIY HELH0 B3| B4 375 Mookl £8e AYEL X0 SEol H[ZEHR 20 UlsUD
10, DHZFFO0{AQ] XX]
M7k 19z RFR0S d2 Gelt. AFFN00| tish 30| MerSyLn, =ftla 21 FHF2 60 mg 12 28 =2 160 mg 1% 1815 §X|
Falh, ZiHoz Fof= Zolsin OE sty XAl 0] 71H™UL:
SEot o= A0 ooh 2% vt YgUD SHIAELESS THERE0| 0fF &0 g/ FAEA FaUh. HZRNH 87 840 OE xzs 2A
ord, MHHQ Hx QEE HAGI=E FLC
1, B8dY #4 0] &= 8744 R0 3otk s off, SMS el 47 SIS,

2. 22 3 49 FYYAE

1) HE0|Y £0] FX| e X0 &g

2) g 3700 U0 2= A2 A0 HAL 2 |RXHUA HiF XK SeB2 0|2 FYgyLy,

13. 7|Et

) OE D=EHIAKAN AS(uZatE)0 cisl A=0A AZF07t LEHRC= 217} igU,

2) O T==HIANN AS(LUEE, AZASE)0 o RE Z7|¢ S5 AN Ho| 7I2E/£0[=E7r LAAC= 2171 Q4 0f 240

N Enterochromaffin—like | Z(ECLAZE)Q| I}eiA0| B0 H &L CH

3) SEHYRE F+50 25 mo/kgl| )0 AN L8N ¥ STESA0| S713iC= B0Vt Qo2 A8BAl 487|sH £,

4) = 0/&st in vitro S SEHO[AAN A Aol FHXH0| FL=HE LHIUSLI,

b) s= AN drds LiEth= AC2 BILRUSL,

6) S=HY AR0A 2HIZAFELEEY D0 TRl FHA OrAMA ) 1,000 mg/kg, HEOA ) 1,300 mg/kg 0|RUCr, H|ELELEEL] X|Af

2= Hel ZHE0Al 0N ) 2,000 mg/kg [AHE HESE(0, 20 mg/day)2 2 2,500~5,0004H], Tra] JMEQA OFFANA ) 200 mg/kg, HEONA

150 mg/kg O|UEUCH OFRAN AN 100 mg/kg, HEWA 300 mg/kg, HOIA 25 mg/kg MO %3] A8 ENZ O3 & ke AN ML O3 &

A = (Cmax = 427 ng/mL)9| 8~374f 0|%I&LICH
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P = HESS A% SRULE ZAR HSUUD. TS UM AS(RR)7[8H0] ZREAAL HE B LAY £4E Y452 AUS A==
Sot0 Wastt EFLICt

P = HS0 0150 U= 87 S8/ EE LA AHAZEHZ7 |20 AA ug = B4 B2 + AsHD

P OUFE S0{ET & VI KMot YUAFTZEE 2tQIOAE A H{drug mids.go.kr) AE HES HEGHAL,
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